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Instructions for Use

Astra Tech Implant System® TX
OsseoSpeed™ TX Implants

Description of the System

The Astra Tech implant System TX assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instruments

Intended Users

Users must be licensed dentists/physicians. be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX assortment is designed for replacing one or more missing
teeth in patients to restore chewing function. The patient target group are persons with adult
jaws to whom none of the contraindications apply that are related to dental implantations
Compatibility

The implantis compatible with the restorative assortment of Astra Tech Implant System TX.
The components may only be used together with original products and instruments

All instalments which can be used in combination with a contra-angle handpiece have an
RA/CA-connection according to ISO 1797 or are compatible with 1ISO 1797.

Description of the Product

OsseoSpeed TX implant

The OsseoSpeed TX implant is a screw shaped dental implantwith a
defined surface achieved through gnt blasting, followed by a process
involving a treatment in diluted hydrofluoric aod.

The external coronal portion has minute threading.

There is a conical connection between the implants and the abutments for
a tight and stable connection.

The OsseoSpeed TX implant has an Inner geometry with a conical and
indexing configuration that provides indexing of the corresponding
abutments and instruments.

Different profiles, diameters and lengths of the implants are available
providing versatility according to the thickness and shape of the bone

The packaging of Uie OsseoSpeed TX implant s color-coded according to
implant-abutment connection size

Implant Driver
The Implant Dnver is cotor-coded and has laser markings on the shaft i

according to the implant-abutment connection size. "
The Implant Dnver has depth markings that serve as an onentation for the tf
correct positioning of the implant.

The Implant Dnver has an internal hexagon that retains tne implant on tne ]

Implant Driver. P
The Implant Dnver has an external hexagon on the shaft to be able to "
transfertorques needed for implant installation.

Purpose (Instruments) 1

Multiple use surgical and restorative Instruments designed for the
installation, removal and/or replacement of dental implants, abutments or
dental laboratory products for the purpose of restoring the patient's
masticatory function. The instruments can be used in two different
workflows: insertion and removal at the implant level or Insertion and
removal at the abutment level

Intended Use

OsseoSpeed TX Implants

The implants are intended for both one- and two-stage surgical procedures in tne following
situations and with the fallowing clinical protocols:

« Replacing missing teeth in single or multiple unit applications In the mandible or maxilla.

+ Immediate placement in extraction sites and in situations witn a partially or corrpletely
healed alveolar ndge.

Especially indicated tor use in soft bone applications where implants with other implant
suilace treatments may be less effective

Immediate and early loading for all indications, except in single tooth situations on implants
shoherthan 8 mm or in soft bone (type 4)' where implant stability may be difficult to obtain
and immediate loading may not be appropriate.

The intended use for OsseoSpeed TX 3.0 S implant is limited to replacement of maxillary
lateral Incisors and mandibular incisors.

Implant Driver

The Implant Driver is used for picking up the implant from the container, carrying it to the
implant site and installing the implant.

Indications

Partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see section “Materials")
Recent myocardial infarction (< 3 months)

Recent cerebrovascular accident

Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression
Active treatment of malignancy
Severe liver dysfunction
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Florid infection

Drug abuse

Psychiatric lliness

Intravenous bisphosphonate use

Diameter 3 0 implants are notindicated to replace a central incisor, a canine, a premolar or
a molarIn the maxilla, norto replace a canme. apremolar or a molar in the mandible.

Warnings

Surgery in the oral cavity and oral rehabilitation include general risks for complications:

Components that accidentiy are dropped in the patient's mouth may be swallowed or
aspirated which can resultin damage to the digestive/respiratory system or dyspnea. Care
must be taken to have control over small devices

Failure to plan and prepare implant site position and depth correctly can result In harm to
nerves, blood vess”s, teeth, jawbone or maxillary sinus. Itis strongly recommended that
climoans always undergo special training before starting up new treatment methods
Highly angled abutments and small diameter Implants are not recommended for use in the
posterior region

Precautions

v

Pnorto each procedure it rrxjst be ensured that all necessary components, instruments and
materials are available in the required quantities and are fully operational
Position the patient so that the danger of aspiration of components is minimized.
All components that are used inlraoraliy must be secured to prevent aspiration or
swallowing
Improper patient selection/analysis or failure to comply with the instaictionsfor use can lead
to failed osseointegration or loss of osseointegration
Fracture of mandible may occur In a very atrophic mandible, during surgery or dunng routine
oral function after surgery
Fracture ordamage of implants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions Mastication forces and restoration design must therefore be evaluated carefully.
When treatment planning for implantwith 6 mm length consider the widest possible implant,
a two-stage surgical approach and splinting of implants.
Closely monitor the patient for pen-implant bone loss or change in the implants' response to
percussion. Ifthe implant shows greater than 50% bone loss or mobility, consider possible
removal of implant
Routine implant treatment is not recommended until the end of the jawbone growth and for
pregnant women.
Inadequate cooling, incorrect imj*ant site preparation, incorrect Instrument settings or
excessive installation torque can resultin failed implant
If due to unfavorable anatomical conditions, instruments do notfit or cannot be used for
other reasons, the course of treatment planned with them must not be continued and
alternatives must be sought
All products Intended for single use must not be re-used Failure to observe this precaution
may prevent osseointegration of an implant or cause local or systemic infection.
Bone quality and quantity, local Infections, disturbed initial healing or premature loading are
all factors, which may influence implant survival. Successful healing and osseointegration
may be negatively affected by the following factors

« Inflammations, tumors, abscess or cysts in the Jaw area
Insufficient height and/or width of bone/
Insufficient soft tissue coverage
History of therapeutic radiation in the area
Bone and wound healing disorders (e g. uncontrolled diabetes)
Autoimnxine diseases
Uncontrolled para-functional habits (e g bruxism)
Inadequate oral hygiene
Alcohol abuse
* Smoking

Adveree Reactions

Adverse reactions dunng or after implant treatment can be:

Allergic or hypersensitivity reactions to matenals used (see section "Materials’)

Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nerve or tooth
Harm to jawbone or maxillary sinus
Necrosis due to inadequate cooling or excessive torque
Fractured mandible
Uncontrolled post-operative bleeding (e g. damage to artena lingualis)
Post-operative discomfort such as:
« Edema
+ Hematoma
« Temporary local swelling
« Temporary anesthesia or paresthesia and masticatory impediment
1 Pain
Implant loss
Pennmplantitis
Local or systemic infection
Bone loss as a result of pen-implantitls or mechanical overload
Fracture or damage of implants, heating components, prosthetic conponents or prosthesis
Removal and replacement of an implant
Esthetic or functional complications

Subject to change without prior notice.
Other languages are available upon request

Not all products are available in all countnes.
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Instructions for Use

MRI Safety Information

All Astra Tec/1 Implant System TX products which remain in the patient's body have not been
evaluated for safety and compatibility in the MR environment. They have not been tested for
heating, migration, orimage artifact In the MR environment. The safety of the Astra Tech
Implant System TX products in the MR environment Is unknown. Scanning a patientwho has
such a product may result In patient injury.

Step-by-Step Instructions

Pre-operative planning

Each patient must be carefully evaluated from a general medical and from a dentai/oral point of

view Before any treatment procedure begins, all pathology in the jaws and remaining teeth
must be resolved or be inthe process of healing.

Clinic”, radiographic as well as model analysis, are all essential prerequisites for the
successful implant treatment Pre-operative planning should be based on the e)cec/leb
restorative treatment outcome.

Preparation ofthe implant site
E’ﬁﬂe the implant site according to chosen surgical procedure and implant size"mplant

NOTE: Fordetails on the drilling process refer to the respective instructions for use IFU-5e04

"Multiple-use Drills' or IFU-6686 "Single Patient Drills".

Implant installation

1 Remove the cap from the outer plastic containerand tear
off the foil that protects the stenle content

25Iide out the sterile inner container onto a stenle area.

3 Remove the cap from the inner container to expose the
implant.

IS

Attach the appropriate Implant Driver to a contra-angle
handpiece

NOTE: To avoid damage to the Implant Dnveruse a
contra-angle handpiece or a driver handle provided with a
hexagon that engages the hexagon on the shaft of the
Implant Driver

Before picking up the implant, make sure that the Implant
Driver Is fully seated into the implant.

Press downwards to activate carrying function before
picking up the implant.

«o

o

~

Install the Implant with a contra-angle handpiece at low
speed (2S rpm) under profuse irrigation with sterile
physiological saline solution.

NOTE; Do not exceed 36 Ncm when installing the
implant.

If notcompletely seated before reaching 35 Ncm,
reverse/remove the implant and widen the osteotomy
appropriaty. Itis recommended to have a titanium
forceps available in case the implant driver does not
provide sufficient carrying function during the removal
procedure

6. Allow the implant to work Its way Into the osteotomy

NOTE; Avoid applying unnecessary pressure.
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9 Release the Implant Driver from the implant
10 Remove the Implant Driver from the contraangle
11. Attach the Implant Driver to a dnver handle.

12. Forthe final seating use a wrench together with the driver
handle.

13. Position the implant at the marginal bone level or slightly below.
Align one of the flat surfaces ofthe Implant Dnver buccally to
facilitate optimal placement of me abutments

14 Release the Implant Driver from the implant by shifting it slightly from side to side.

Post-operative care

Instructthe patient regarding the need for regular oral hygiene For the first 7-10 days after the
operation, oral hygiene can be supplemented by a suitable mouth rinse. Mechanical loading of
the implant site should be avoided In the post-operative period. A rellned provisional
restoration can be worn for esthete purposes.

Follow-up

After treatment Is completed, good oral hygiene and regular follow-up examinations are
Important to maintain rieelth.

Delivery - Storage ¢ Disposal
Delivery

NOTE:

+ Do notuse the implant Driver if trie blister is damaged

« Inspect sterile packed products visually for breaches of packaging integrity priorto use. Do
not use the products if any breaches of packaging integnty are detected.

> Do not use the implant after the expiraton date, if the sealing foil is damaged or missing or
ifthe container Is damaged.

« Do not use the implant Ifthe container was unintentionally opened before use

i *
Product State of Dellvety Single Use/ Expected UfeUine
[SterllzaUon Multiole Use
Method) p
. Slenle (E-beam .
OsseoSpeed TX implant radiation) Single use 20 years
Implant Driver Non-stenle MultiDle use 20 years

1 Instruments must be replaced before the indicated number of uses/years is reached if they
are damaaed or dull.

For type and size see product label.

Packaging

OsseoSpeed TX Implant

The packaging compnses of an outer plastic container with a cap and a foil. Inside the outer
containerthere is another container containing the implant The foil ofthe outer container
serves as a stenle bamer and the content of the container is sterile (single sterile-barrier
system).

Storage

Store the products, in a dry place, at room temperature, i.e. 18-25 °C, in the onginal packaging
under conditions normal lor dental practices

Disposal

Fordisposal of Nee packaging and components comply with the currently applicable national
waste disposal regulations In your country

Instruments and components thatwere used in tne patent's mouth may be potentally
infectous and must be disposed of saf*y in containers approved for this purpose.

Class of medical waste in accordance with SanPiN 2.1.3684-21

Used MD - class B;

Unused MD - class A.

Materials

Product Material
OsseoSceed TX imolant Titanium Grade 4 acc. to ASTM-F67
Implant Driver Stainless Steel acc. to ASTM-F899

Cleaning and Sterilization
OsseoSpeed TX implant

Not applicable.
The productis stenle.
The product is for single use only

Subject to change without prior notce.
Other languages are available upon request.

Not all products are available in all countries
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Instructions for Use

Mechanical Procedure

IMPORTANT: Prior to dinical use. all components and instruments delivered non-sterile must
be cleaned, disinfected and sterilized according to ISO 17664 Instruments tnat can be
disassembled must be disassembled for cleaning and may be assembled again for stenlization
only in a dry condition____

Manual pre-cleaning

Coarse soiling mustbe removed immediately (witNn a maximum of two hours) after use with a
soft nylon brush until visibly clean

Ultrasonic cleaning

The action times and concentrations specified by the manufadurer of the cleaning agent must
be observed.

Mechanical processing

Manual pre-cleaning is necessary to ensure efficient mechanical cleaning

Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning. The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutredization agents are to be dosed and used in accordance with the
manufacturers instnjctions. A cleaning program with thermal disinfection (Ao r 3000) is
recommended

Eidier demineralized water or water which satisfies this lev” of punty is recommended for
cleaning.

The mechanical processing method was validated with the following materials and devices
(acc. to ISO 15683 and AAMI TIR 30):

Washer disinfector, type G 7636 CD. Miele & Cie KG, Gutersloh

Cleaning program VARIO TD

Pre-nnsing with cdd water 4 min

Cleaning 10 min from 45-55 *C

Neutralization 6 mn

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 *C (Ao r 3000)

Drying 30 min at 105 *C

Cleaning agent neodlsher* MediClean forte (0.5 %)/neutralization agent neodisher* Z
(0.1 %), Dr. Weigert, Hamburg

Maintenance

Before stenhzabon, all products should be inspected with the naked eye for visible soil,
impairments and/or corrosion. Particular attention should be paid to design featwes such as
channels, blind holes, threads, undercuts and mating surfaces

Check all markings on products for visibility and readability by inspection with the naked eye.
Check matching components for proper assembly and functionality. Check products with
movable parts for correct operation. Check pre-mounled components for completeness and
integnty

Dispose of defective products

Sterilization

»

Sterilization is to be performed corresponding to the following scheme:

1 Preparation for steriilzation: Place components in a sterilization pouch which is legally
marketed (for the US market- FDA-deared) for use with the recommended sterilization
parameters. Ravaging must comply with tfia requirements according to EN ISO 11607,
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilizabon package must have a sterilization indicator and sterilization date

2 Parameters (acc. to ISO 17665, 6N 13060, EN 285 and AAMI TIR 12)

Method Cvcie Temoeratm ExDoam Thne* Div Time

Steam Dynamic air removal 134 ‘C 3min 20 min

IEU") lorevacujm)

Steam Dynamic air removal 132 'C (270 'F) 4 min 20 min
lorevacuum) 135°'C (275 *F1 3 min

Steam Gravity disolecement 121 *C(250*F) 30 min 20 min

+ Minimum exposure times, the operasng times are longerand may vary depending on the
device.

** EU customers are required to use these steam stenlization parameters

3. Storage: Store the sterilized components dry and dust-free at room temperature

Documentation

To ensure traceability, we recommend that the removable label on the containeris attached to
the patient record.

Additional Information for Customers

Inform us (Oentsply Sirona) and your competent authority in the case of notice of life-
threatening incidents or a severe detenoration in health status related to one of our products.

Trademarks

Alltrademarks and company names are the property of their respective owners. To improve
readability for our customers, Dentsply Sirona Implants does notuse * or ™ in body copy.
However, Dentsply Sirona Implants does not waive any nght to the trademarks and nothing
herein shall be interpreted to the contrary.

' Uekholm U , Zarb G. Patient selection and preparation. In: Tissue integrated prostneses, pp
199-209 Chicago. Quintessence Publ 1985 Lekholm/Zarb, 1985

Transportation Conditions

For Instruments « Products must be transported and earned with care in accordance with the
special precaution measures applying to each type of a medical product, at temperatures
ranging from -30°C to +60*C and a relevant humidity before 80 %.

For Implants and Prosthtetic components - Products must be transported and earned with care
in accordance with the special precaution measures applying to each type of a medical
product, attemperatures ranging from -50*C to +50°C and a relevant humidity before 80 %
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Operating Conditions

Dental practices and laboratones

Application Area

stomatology. Dental implantology

Shelf Life

Sterile product - 5 years
Non-Sterile product-10 years.

implant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (ds-worin tu)

Product Availability

ATTENTION: Not all products described in this IFU rTwy be regulatory
cleared/reieased/licensed in all markets See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales officefor product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC

115035, Moscow, Ovchinnikovskaya embankment, 18/1, bid 2, premises 3N

Tel:+7 (495)72510 87

Explanation of Symbols

Symbol

i J Manufacturer and Date of manufacture

|nrH-| Date of manufacture

Use-by date
ltotl Batch Code
REF Catalog Number
STERILE R Sterilized using Irradiation

Do not reuse

Do not restenlize

Do notuse If package is damaged

Consult Instructions for Use

n European conformity (CE) mark
Prescription only:

U.S. Federal law restricts this device to sale by or on the order of a
licensed dentst or physiaan.

Medical Device

Single sterile barrier system

Subject to change without prior notice.
Other languages are available upon request.
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Instructions for Use

Astra Tech Implant System® TX
OsseoSpeed™ TX Profile Implants

Description of the System

The Astra Tech Implant System TX assortment comprises dental implants, cover screws,
transmucosal abutrnents, other prosthetic components, as well as surgical and prosthetic
instruments

Intended Users

Users must be licensed dentisis/physioans, be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX assortmentis designed for replaang one or more missing
teeth in patients to restore chewing function. The pabenttarget group are persons with adult
laws to whom none ofthe contraindicabons apply that are related to dental implantations.
Compatibility

The implantis compabble with the restorative assortment of Astra Tech Implant System Profile
TX and the Healing Abutment and Healing Abutment Uni for OsseoSpeed TX 4.5/50 The
components may only be used together with original products and instruments

All instruments which can be used in combination with a contra-angle handpiece have an
RA/CA-connection according to ISO 1797 or are compatible with 1ISO 1797

Description of the Product

OsseoSpeed TX Profile implant

The OsseoSpeed TX Profile implantis a screw-shaped dental implant with a
defined surface achieved through gnt biastng, followed by a process involving
a treatment in diluted hydrofluoric aod The external coronal portion has
minute threading.

There is a conical connection between the implants and the abutments for a
tight and stable connection

The OsseoSpeed TX Profile implant has an inner geometry with a conical and
indexing configuration that provides indexing of the corresponding abutments
and instruments

The OsseoSpeed TX Profile implant has a sloped design to match a sloped
bone ndge.

Different profiles, diameters and lengths of the implants are available
providing versatility according to the thickness and shape of the bone

Implant Driver Profile

The Implant Driver Profile is marked with a 'P ' for Profile

The Implant Driver Profile has depth markings and a black/fiat surface that
serves as an onentabon for the correct positioning of the implant

The Implant Driver Profile has an internal hexagon that retains the Implant on
the Implant Driver Profile

The Implant Dnver Profile has an external hexagon on the shaft to be able to
transfer torques needed for implant Installation.

NOTE: The Implant Driver Profile must only be used with OsseoSpeed TX
Profile implants.

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation,
removal and/or replacement of dental implants, abutments or dental laboratory
products for the purpose ofrestoring the patent's masticatory function. The
Instruments can be used In two different workflows insertion and removal at
the implant level or Insertion and removal at the abutment level

Intended Use

OsseoSpeed TX Profile implants

The implants are intended for both one- and two-stage surgical procedures in the following

situatfons and with the following clinical protocols

+ Replaang missing teeth In single or multiple unit applications in the mandible or maxilla

Immediate placement m extraction sites and in situations with a partially or completely

healed alve”ar ndge.

« Espeoally indicated for use in soft bone applications where implants with other implant
surface treatments may be less effective.

+ Immediate and early loading for all indications except In single tooth situations in soft bone
(type 4)" where Implant stability may be difficult to obtain and immediate loading may not be
appropriate.

Implant Driver Profile

The Implant Driver Profile is used for picking up the implant from the container, carrying it to

the implant site and installing the implant.

v

Indications

Partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to matenals used (see section ‘Uatenals’)
Recent nnyocardial infarction (< 3 months)

Recent cerebrovascular acadent

Recent cardiac-valvular prosthesis placement

Hemorrhapc diathesis

innmunosuppression

Active treatment of malignancy

Severe liver dysfunction
Florid infection

Drug abuse

Psychiatric lliness
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. Intravenous bisphosphonate use

Warnings

Surgery In the oral cavity and oral rehabilitation include general hsks for complications.

+« Components that acadently are dropped in the patient's mouth may be swallowed or
aspirated which can result in damage to the digestive/respiratory system ordyspnea Care
must be taken to have control over small devices.

Failure to plan and prepare implant site position and depth correctly can result in harm to
nerves, blood vessels, teeth (awbone or maxillary sinus Itis stron”y recommended that
cliniaans always undergo speaal training before starting up new treatment methods
Highly angled abutments and small diameter implants are notrecommended for use in the
posterior region

Precautions

Pnorto each procedure It must be ensured that all necessary components, instruments and
matenals are available in the required quantities and are fully operational

Position the patient so that the danger of aspiration of components is minimized.
All components that are used intraorally must be secured to prevent aspiration or
swallowing
Improper patient selection/analysis or failure to comply with the Instructions for use can lead
to failed osseointegration or loss of osseointegration.
Fracture of mandible may occurin a very atrophic mandible, during surgery or dunng routine
oral function after surgery
Fracture or damage of implants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions Mastication forces and restoration design must therefore be evaluated carefully
Closely monitorthe patient for pen-implant bone loss or change in the implants' response to
percussion tfthe implant shows greaterthan 50% bone loss or mobility, consider possible
removal of implant
Routine implant treatment is not recommended until the end of the jawbone growth and for
pregnantwomen
Inadequate cooling, incorrect implant site preparation, incorrect Instrument settings or
excessive installation torque can resull in failed implant
If. due to unfavorable anatomical conditions, instruments do notfit or cannot be used for
other reasons, the course of treatment planned vmth them must not be continued and
alternatives must be sought
All products intended for single use must not be re-used Failure to observe this precaution
may prevent osseointegration of an implant or cause local or systemic infection
Bone quality and quantity, local infections, disturbed initial healing or premature loading are
all factors, which may influence implant survival Successful healing and osseointegration
may be negatively affected by the following factors:

« Inflammations, tumors, abscess or cysts in the jaw area
Insufficient height and/or width of bone/
Insufficient soft tissue coverage
History of therapeutic radiation In the area
Bone and wound healing disorders (e g. uncontrolled diabetes)
AutoimrTKine diseases
Uncontrolled para-funclional habits (e g bnjxism)
Inadequate oral hygiene
Aicohol abuse
Smoking

Adverse Reactions
Adverse reactions dunng or after implant treatment can be
Allergic or hypersensitivity reactions to matenals used (see section 'Matenals')
> Damage to the digeslive/respiratory system or dyspnea as a consequence of aspirated or
swallowed components
Permanent harm to nerve ortooth
Harm to jawbone or maxillary sinus
Necrosis due to inadequate cooling or excessive torque
Fractured mandible
Uncontrolled post-operative bleeding (e g damage to arterla Nngualis)
Post-operative discomfort such as
« Edema
+ Hematoma
+ Temporary local swelling

+« Temporary anesthesia or paresthesia and masticatory impediment
« Pain

Implant loss

PenHmplantibs

Local or systemic infection

Bone loss as a result of perlHmplantitis or mechanical overload

Fracture or damage of implants, heating components, prosthetic components or prosthesis
Removal and replacement of an implant

« Esthetic or functional complications

MRI Safety Information

All Astra Tech Implant System TX products which remain in the patient's body have not been
evaluated for safety and compatibility m the MR environment They have not been tested for
heating, migration, orimage artifact in the MR environment The safety of the Astra Tech
Implant System TX products in the MR environment Is unknown Scanning a patient who has
such a product may result In patient injury
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Instructions for Use

Step-by>Step Instructions

Pre-operative planning

Each paUent must be carefully evaluates from a general medical and from a dental/oral point of
view. Before any treatment procedure begins, all pathology In the jaws and remaining teeth
must be resolved or be in the process of healing.

Clinical, radiographic as well as model analysis, are all essential prerequisites for the
successful implant treatment. Pre-operative planning should be based on the expected
restorative treatment outcome.

Preparation of the implant site

Prepare the implant site according to chosen surgical procedure and Implant size/Implant
design.
NOTE: Fordetails on the drilling process referto Uie respective instructions for use IFU-5604
"Multpie-use Drills" or IFU-6686 "Single Patient Dhlls".

Implantinstallation

1 Remove the cap from the outer i*astic container and tear off the foil
that protects the sterile content.

2. Slide out the stenie inner container onto a sterile area.

3. Remove the cap from the inner containerto expose ffie
implant.

4. Attach the appropriate Inpiant Driver Profile to a contra-
angle handpiece

NOTE: To avoid damage to the Implant Driver Profile use a

contra-angle handpece or a driver handle provided with a

hexagon that engages the hexagon on the shaft of the

litjilanIDnver Profile. R

5. Align ffie blackflat marking on Implant Driver Profile with

the most apical point of the implant slope

Before picking up the Implant, make sure that the Implant

Driver Profile is fully seated into the implant.

Press downwards to activate carrying function before

picking up the Implant.

. Install the implantwith a contra-angle handpiece at low
speed (25 rpm) under profuse imgation with sterile
physiological saline solution.

o

~

©

NOTE: Do not exceed 35 Ncm when installing the implant.

If not completely seated before reaching 35 Ncm,
reverse/remove the implant and widen the osteotomy
appropriately. Itis recommended to have a titanium brceps
available in case the Implant driver does not provide sufficient
carrying function during Uie removal procedure.

9. Allow the implant to work its way into the osteotomy.

N OtE: Avoid applying unnecessary pressure

10. Release the Implant Driver Profile from the implant

11 Remove the Implant Driver Profile from the contra-angle

12. Attach the Implant Driver Profile to a driver handle.

13. Forthe final seating use a wrench together with the driver
handle.

14. Align the black/flat marking on the Implant Driver Profile
with the mosl apical point of the implant slope to facilitate
optimal placement of the Implant

15. Position the implant at the marginal bone level or slightly
below.

NOTE; Itis important to realize that a full 360" turn is equal to

a 0.6 mm change in vertical position.
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16 Release the Implant Driver Profile by lifting it gently from the implant

Post-operative care

Instruct the patient regarding the need for regular oral hygiene. For the first 7-10 days after the
operation, oral hygiene can be supffemented by a suitable mouth nnse Mechanical loading of
the implant site should be avoided in the post-operabve period A relined provisional
restoralon can be worn for esthetic purposes

Foilow-up

After treatment is campleled, good oral hygiene and regular follow-up examinations are
important to maintain health

Delivery - Storage - Disposal

Delivery

note" s

+ Do notuse the Implant Driver Profile if the blister Is damaged

+ Inspect stenie packed products visually for breaches of packaging integrity prior to use Do
not use the products if any breaches of packaging integrity are detected

« Do notuse the Implant after the expiration date, if the sealing foil is damaged or missing or if
the container is damaged

Do notuse the implant if the container was uninteitionally opened before use.

Product

State of Delivery Expected Ufetime*

(StertHzatlon alng_lel Usef

Mel‘hod) uttiple Use
OsseoSpeed TX Profile Stenie (E-beam Single use 20 years
imolan| radiation!
Implant Driver Profile Non-sterile MultiDle use 20 vears

' Instruments must be replaced before the Indicated number of uses/years is reached if they
are damaoed or dull.

For type and size see product label.

Packaging

OsseoSpeed TX Profrie implant

The packaging comprises of an outer plastic container with a cap and a fol. Inside the plastic
containerthere is another container containing the implant The foil ofthe outer container
serves as a sterile barrier and the content of the container is sterile (single stenie-barner
system).

Storage

Store ffie products, in a dry place, at room temperature, i.e. 18-25 °C, in the original packaging
under conditions normal for dental practices

Disposal

Fordisposal of the packaging and components comply with the currently applicable national
waste disposal regulations in your country

Instruments and components thatwere used in the patient's mouth may be potentially
infectous and must be disposed of safely in containers approved for this purpose.

Class of medical waste in accordance with SanPIN 2.1.3684-21 -

Used UD - class B;

Unused M D -classA.

Materials

Product
OsseoSoeed TX Profile implant
Imolant Driver Profile

Material
Titanium Grade 4 acc to ASTM-F67
Stainless Steel acc. to ASTM-F899

Cleaning and sterilization
OsseoSpeed TX Profile irnplant

Not applicable

The productis sterile.

The product Is single use only.
Mechanical Procedure

IMPORTANT; Prior to clinical use, all components and instruments delivered non-sterile must
be cleaned, disinfected and stenlized according to ISO 17664. Instruments that can be
disassembled must be disassembled for cleaning and may be assembled again for sterilization
only in adry OTnd"on.
Manual pre-cleaning
Coarse soiling must be removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visibly clean
Ultrasonic cleaning
The action times and concentrations specified by the manufacturer of the cleaning agent must
be obsen/ed.
Mechanical processing
Manual pre-deaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning. The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutralization agents are to be dosed and used in accordance with the
manufacturer's instructions. A cleaning program with thermal disinfection (Ao 2 3000) is
recommended.
Either demineralized water or water which satisfies this level of purity is recommended for
cleaning.
The mechanical processing method was validated with the following matehals and devices
(acc. to ISO 15883 and AAMI TIR 30)
* Washer disinfector, type G 7836 CD, Miele S Cie. KG, Gutersloh
* Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 mm from 45-55 'C

Neutralizaticm 6 min

Intermediate rinsing with cold water 3 min
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Instructions for Use

Thermal disinfection 5 min at 90 "C (Ao r 3000)

Drying 30 min at 105 'C

* Cleaning agentneodisher* UediClean forte (0.5 %)/nejtralization agent neodisher* Z
(0.1 %), Dr Weigert, Hamburg.

Maintenance

Before sterilization, all products should be inspected with the naked eye for visible soil,

impairments and/or corrosion. Particular attentiixi should be paid to design features such as

channels, Uind holes, threads, und”~cuts and mating surfaces.

Check all markings on products for visibility and readability by inspection with the naked eye

Check matching components for properassembly and functionality. Check products with

movable parts for correct operation. Check pre-mounled components for completeness and

integnty.

Dispose of defective products.

Sterilization

Sterilization is to be performed corresponding to the following scheme

1 Preparation for sterilization; Place components in a stenlization pouch which is legally
maiiteted (for the US market. FDA-cleared) for use with the recommended sterilization
parameters. Packaging must comply with the requirements according to EN ISO 11607,
ANSI/AAMI ST79 and aAMI T1R12.
Every sterilization package must have a sterilization indicator and sterilization date

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method CvOe rem M nitur* Exposure Time* OnvTime

Steam Dynamic air removal 134 X 3 min 20 mm

EU" ) fprevacuum)

Steam Dynamic air removal 132 "C (270 *F) 4 min 20 min
forevacuum) 135 X (275'F) 3 min

Steam Gravitv displacement 121 X (250 *F1 30 min 20 mm

* Minimum exposure times, the operating times are longer and may vary depending on the
device.

** EU customers are required to use these steam sterilization parameters.

3 Storage: Store the sterilized components dry and dust-free at room temperature.

Documentation

To ensure traceability, we recommend that the removable label on the container is attached to
the patient record.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice of life-
threatening Incidents or a severe deterioration in health status related to one of our products.

Trademarks

All trademarks and company names are the property of their respective owners. To improve
readablity for our customers, Dentsply Sirona Implants does notuse * o r i n body copy.
However, Dentsply Sirona Implants does not waive any rightto the trademarks and nothing
herein shall be interpreted to the contrary

' Lekholm U., Zarb G Patient selection and preparation. In: Tissue integrated prostheses, pp
199-209. Chicago: Quintessence Pubi 1985 LekholnVZarb, 1985
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Transportation Conditions

For Instruments - Products must be transported and earned with care in accordance with the
special precaution measures applying to each type of a medical product, attemperatures
ranging from -30°C to «-eO'C and a relevant humidity before 80 %.

For Implants and Prosthtetic components - Products must be transported and earned with care
in accordance with the speoal precaution measures applying to each type of a medical
product, at temperatures ranging from -50*C to +50*C and a relevant humidity before 80 %.

Operating Conditions

Dental practices and laboratories

Application Area
Stomatology. Dental implantology.

Shelf Life

Sterile product - 5 years
Non-Sterle product -10 years.

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (ds worid ru)

Product Availability

ATTENTION; Not all products described in this IFU may be regulatory
cleared/released/licensed In all markets. See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115036, Moscow, Ovchinnikovskaya embankment, 18/1, bid 2. premises 3N
Tel:-*7 (495) 725 10 87

Explanation of Symbols
Symbol

i J Manufacturer
Date of manufacture

Use-by date

|LOT Batch Code
REF Catalog Number

STEMLE R Sterilized using irradiation
Do not reuse
Do not resterilize
Non-sterile

NON
STERILE

Do not use if package is damaged
Consult Instmctions for Use

A A A

European conformity (CE) mark
Presalption only:

U S. Federal law restnets this device to sale by or on ffie order of a
»Only licensed dentist or physician.

Ivo |

Medical Device

Single sterile barrier system
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Instructions for Use

Astra Tech Implant System® TX
Repair Instruments

Description of the System

Ttie Astra Tech implant System TX assortment composes dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetc
instruments

Intended Users

Users must be licensed dentists/physioans. be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Irtplant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function The patient target group are persons with adult jaws to
whom [tone of the contraindications apply that are related to dental implantations
Compatibility

The products are compatible with the Astra Tech Implant System TX assortment T>e
components may only be used together with original products aix| instruments

All instruments which can be used in combination with a contra-angle or handpiece have an
RA/CA-connection according to ISO 1797 or are compatible with ISO 1797

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation, removal and/or
replacement of dental implants, abutments or dental laboratory products tor the purpose of
restonng the patient's masticatory functon. The instruments can be used In two different
workflows Insertion and removal at the Implant level or insertion and removal at the abutment
level.

Intended Use

The Repair Instruments are used to remove screw fragments In theimplant/abutment orto
remove the implant/abutment.

Guiding Cylinder

The Guiding Cylinder Is used > combination with the Guiding Cylinder Handle to guide the
instruments into the center of the abutment screw fragment in the implant

Guiding Cylinder Uni Abutment

The Guiding Cylinder Uni Abutment is used in combination with the Guiding Cylinder Handle to
guide the instruments into the center of the badge screw fragment in the Uni Abutment.
Guiding Cylinder Handle

The Guiding Cylinder Handle is an adjustable handle for the Guiding Cylinders

Screw Extractor

The Screw Extractor is used for removal of abutment screw fragments

Thread Cleaner

The Thread Cleaneris used for deaning of threads internally in an implant/abutment
Fragment Drill

The Fragment Dnll is used for creating an indentation in the abutment screw/bndge saew
fragment

Implant Retriever

The Implant Retnever is used for removal of damaged implants or implants with damaged
internal threads.

Trephine Drill

The Trephine Dnll is used for removal of partly or fully osseointegrated implants

Removal Tool

The Removal Tool is used for removal of UniAbutments with rerrxival grooves.

Abutment Adapter

The Abutment Adapter is used tar removal of UniAbutments without removal grooves

Uni Abutment Retriever

The Uni Abutment Retneveris used for removal of Uni Abutments with damaged internal
threads or forremoval of damaged Uni Abutments in TX implants or implants carrying the EV
connection

Indications

Complications after Implant treatment of partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to matenals used (see section ‘Matenals’)

Warnings

Surgery m the oral cavity and oral rehabilitation include general nsks for complications.

* The lege artis restoration of the implant may not be possible because of damage at the

implant interface, and the implant must be explanted

The preparabon of the thread may not be possible and therefore the prosthetic restoration

cannot be preserved

Components that accidently are dropped In the patient's nxiuth may be swallowed or

aspirated which can result in damage to the dlgestive/respiratory system or dyspnea
Care must be taken to have control over small devices

Necessity of expiantation of the implant after breakage of Instruments and associated

damage to anatomical structures

Slipping of instruments which may damage the surrounding structures

v

Jammed/broken instruments

Precautions

* Pnorto each procedure it must be ensured that all necessary components. Instruments ar>d
matenals are available in the required quantises and are fully operauonal

CO

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
www.dentsolvimolants.com
www.dentsplvsirona.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Dentsply
Sirona

Implants

For Instnjctons tor Use and

D él symbols glossary refer to
Hu.dent8PIv8irona.com

Posibon the pabeni so that the danger of aspiration of components is minimized

All components that are used intraorally must be secured to prevent aspiration or
swallowing.

Dunng preparation with dnils the recommended speed, which is in the range of the
maximum speed, must be used The maximum speed must not be exceeded and also the
speed must not be reduced to an excessively slow level

Fracture of mandible may occur In a very atrophic mandible, during surgery or dunng roubne
oral funcUon after surgery.

If, due to unfavorable anatomical condibons. instruments do notfit or cannot be used for
other reasons, the course oftreatment planned with them must not be conhnued and
alternabves must be sought.

All products intended for single use must not be re-used Failure to observe this precaution
may cause a loss of accuracy and precision of the Instruments through to fractures of the
Instruments

Products Intended for manual use shall not be used together with a contraangle handpiece

Schedule sutflaent time for careful use alhe repair instmments

Adequate space should be ensured around the implant to be repaired.

Replace dull dnils immediately.

Where the repair Is not successful (e.g breakage of an instrument), a trephine dnll adjusted
to the diameter of the implant should be keptready for expiantation of the Implant

Adverse Reactions

Adverse reactions during or after the treatment can be

Allergic or hypersensibvity reacbons to matenals used (see section 'Matenals')

Damage to the digesbve/respiratory system or dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nerve or tooth

Harm to jawbone or maxillary sinus

Necrosis due to inadequate coding or excessive torque

Fractured mandible
* Uncontrolled post-operative deeding (e g . damage to artena imgualis)
Post-operative discomfort such as
« Edema
* Hematoma
« Temporary local swelling
+« Temporary anesthesia or paresthesia and masbcatory impediment
« Pain

Implant loss

Local or systemc mfecbon

Fracture or damage of implants
Esthetic or funcbonal complicabons
MRI Safety Information

Not appillcable for the Repair Instruments

Step-by-Step Instructions

v

Max. Speed
hstrument Max. Toraue

natnim eitts to remove «crew fraaim nts

The Guiding Cylinderis used to guide the
nstruments into the center of the abutment
screw fragment and protects the intemal
breads m the implant

The cylinders are marked with diameter

The Guiding Cylinder Uni Abutment is used
to guide the instruments Into the center of the
bndge screw fragmentin the Uni Abutment
The cylinders are marked with Uni and angle
The Guiding Cylinder Handle Is an
adjustable handle for the Guiding Cylinders

The Fragment Drill is used for creabng an
indentation in the abutment screw/bndge
screw fragment

The dnils are marked with diameter

1500 rpm
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Instructions for Use

The Screw Extractor is used fa the removal
of abutment saew fragments

The Screw Extractor Is marked with a
diameter The instrument is for manual use
only and Is used toge”~er with a surgical
driver handle

nstnjments to clean Internal thraacia

The Thread Cleaneris used for cleaning of
nternai threads in an implant/abutment.

The Thread Cleaneris marked with the thread
size The instrument ISfa manual use only
and Is used together with a restorabve driver
landle.

natrumants to remove Implants

The Impdnt Retriever is used for removal of
damaged Implants orimplants with damaged
nternai threads.

The Trephine Drill is used for the removal of
partly or fully osseointegrated implants

The Trephine Drills are marked accwding to
the implant size.

The Trephine Drill for 0 3.0 is marked with
diameter and length and has laser- edged
depth markings corresponding to the
1espective implantlengths (6-17 mm).

The Trephine Drills for0 3.5, 0 40and 0 50
are marked with diameter and have slots that
serve as depth indication.

nttrumenta to ninovo abutmonta

The Removal Tool is used for the removal of
UniAbutments wtfh removal grooves

The Abutment Adapteris used for removal of
UniAbutments without removal grooves

The Abutment Adapter is delivered with an O-
-ing Replace the 0-rirtg if it loses Its
Functionality

The Uni Abutment Retriever s used for
1emoval of Uni Abutments with damaged
ntemal threads or for removal of damaged Uni
Abutments in TX implants or implants carrying
the EV connection.
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300 rpm

Abutmentscrew fracture in an implant

Abutment saew fractures may occur in implants when unfavorable stress or forces are
applied

Option Repair Procedure Implant Level

1 -raoment Fork «Thread Cleaner

2 -raament Dnll « Fragment Fork «Thread Cleaner

3 -raament Dnll « Screw Extractor «Thread Cleaner

4 Remove imolant with Imolant Retneveror T reohme Drill

Guiding Cylinder

1. Attach the Guiding Cylinderto the Guiding Cylinder
Handle

2. Positicxi the Guiding Cylinder In the implantand hold it

NOTE; Ensure that the Guiding Cylinder is aligned
with the vertical axis of the implant throughoutthe
whole procedure.
3. Use the Guiding Cylinder to guide the Fragment Drill or
Fragment Fork when removing abutment screw
fragments in the implants

NOTE:

« Ifthe saew fragment cannot be removed with Option 1, go to Option 2 and use the
Fragment Drill to make an indentaton Inthe saew fragment for the Fragment Fork.

« If the screw fragment cannot be removed with Option 2, go to Option 3 and use the
Fragment Dnll to make a full depth indentation in the screw fragment for the Screw
Extractor.

Thread Cleaner

1. Attach the appropriate Thread Cleaner to a restorative
dnver handle.

2. Insertthe Thread Qeaner carefully into the implant
Make sure to engage it properly in the threads.

3. Work intermittently the entire length of the thread, about
halfofaturn ata time. Turn the Thread Cleaner back in
between to clean the threads and remove possible
fragments

Fragment Drill

1. Attach the Fragment Drill to a contra-angle handpiece

2 Positon the Fragment Dnll in the Guiding Cylinder.

3 Startdrilling counterclockwise with the Fragment Drill
through the Guiding Cylinderata maximum speed of
1500 rpm under profuse irrigabon with stehle
physiological saline solubon.

rToTE: Ensure that the Indentation is centered in the
saew fragment.
4. Work intermittently with the Fragment Dnll and reverse m
between to clean out possible fragments

Stop drilling when a small cavity/indentation is created in
the saew fragment.

o

NOTE: Wien using Option 3. drill genby unbi a full depth cavity is created in ffie screw
fragment The drill limitis reached when the upper end of the black marking is in line with the
upperend of the Guiding Cylinder.
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Instructions for Use

Screw Extractor 3. Position the Trephine Drill over the implant.
4. Start drilling at the lowest possible speed (max. 300 rpm)
1 Attach the Screw Extractor to a surgical anver handle. under profuse irrigation with sterile physiological saline
NOTE: Make sure thatthe Screw Extractoris solution
correctly placed into the handle The hexagonal part Make sure to follow the axis of the implant.
of the shaft shall be fully inserted into the handle 5. Stop drilling when the top ofthe implant reaches the
appropnate depth marking on the Trephine Drill
2 Position the Screw Extractor in the implant 6. Remove the implant with a pair of forceps.
3 Turn the Saew Extractor manually counterclockwise
into the screw fragment (without the Guiding Cylinder).
4 Use a torque wrench and turn counteraockwise to
remove the screw fragment.
Maintain downward pressure on the Screw Extractor. Bridge screw fracture in an abutment

Bridge saew fractures may occur in abutments when unfavorable stress or forces are applied.
There are different opfacfis to remove a bndge screw fragment in an abutment,

NOTE; If th f t th toved, the implant.
e screw fragment cannot be rentoved, remove the implan Dotlon Rtoalr Procedure Abutment Level

1 -raoment Fork -+ Thread Cleaner
Removal of an implant 2 -raoment Drill -« Fraoment Fork - « Thread Cleaner
If all other methods to remove an abutment screw fragment are unsuccessful, use the Implant 3 Rem.ove abutment with Removal Tool, Abutment Adapter or Uni Abutment
Retriever or the Trephine Drill to remove the implant. ~— _ _ _ _ _ _ _ _ _ _ _ _ Retriever
NOTE;
« Use the Implant Retriever for the removal of damaged implants or implants with damaged Guiding Cylinder Uni Abutment
internal threads 1. Attach the Guiding Cylinder Uni Abutment to the

® Use the Trephine Drill for me removal of partly or fully osseomtegrated implants. Guiding Cylinder Handle
Implant Retriever

1 Position the Implant Retriever in Uie threaded area of Place the Guiding Cylinder Urn Abutment onto the
the implant Uni Abutment and hold it firmly

2. Turn counterclockwise while pressing the Irrplant
Retriever down until the Implant Retriever sticks in
position.

N

NOTE: Ensure that the Guiding Cylinder Uni
Abutment is aligned with the vertical axis of
the abutment throughout the whole procedure.

w

. Use the Guiding Cylinder Urn Abutmentto guide the
Fragment Drill or Fragment Fork when removing
bridge screw fragments in the Uni Abutment.

NOTE: In situations where only a short part of the
screw hole remains, it may be difficult to achieve
enough friction. In such cases, cut or grind off some
ofthe instrument tip and try again _
NOTE:
« Ifthe screw fragment cannot be removed with Option 1, go to Option 2 and use the
Fragment Drill to make an indentation in the saew fragment for the Fragment Fork
« Ifthe saew fragment cannot be removed with Option 2, go to Option 3 and remove the
abutment using the Removal Tool, Abutment Adapter or the Uni Abutment Retriever

3. Attadi either an open-end wrench or a restorative Thread Cleaner
dnver handle together with a torque wrench to the
Implant Retriever.

4. Continue rotating counterclockwise while maintaining
a downward pressure until the implant starts to rotate.

1. Attach the appropriate Thread Cleanerto a
restorative driver handle,

2. Insertthe Thread Cleaner carefully into the saew
hole. Make sure to engage it properiy in the

5. Continue until the implantis out of the bone threads.

3. Work intermittently the entire length of the threed,
about half of a turn at a time. Turn the Thread
Cleaner beck in between to dean the threads and
remove possible fragments.

Trephine Drill

If all other methods to remove a screw fracture/an implant are unsuccesstjl, a final option is to
use a Trephine Drill. "
P Fragment Drill

IMraRTANT; ftiis procedure should be used at the lowest possible speed ui*er profuse L Attach‘the Fragment Drill to a contraangie
irrigatron and with the b o~ exposed for optimal visibility. handpiece.

2. Position the Fragment Drill in the Guiding Cylinder
1 Selectthe approphate Trephine Drill. U”'Ab“_"‘"em' ‘ ‘
2. Attach the Trephine Onll to a contra-angle handpiece 3. Startdniling counterclockwise with the Fragment

Drill through the Guiding Cylinder Uni Abutment at
a maximum speed of 1500 rpm under profuse
irrigation with sterile physiological saline solution
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Instructions for Use

NOTE: Ensure that the indentation Is centered in the
screw fragment.

>

Work intermittently with the Fragment Drill and
reverse in between to dean out possible
fragments

. Stop dniling when a small cavity/indentation is
created in the screw fragment

o

Removal of Uni Abutments

If all other methods to remove a bndge screw fragment are unsuccessful, a final option is to
use the Removal Tool, Abutment Adapterorthe Uni Abutment Retneverto remove the
abutment.

NOTE;

> Use the Removal Tool for the removal of undamaged Uni Abutments with removal grooves.

+ Use the Abutment Adapter for the removal of undamaged Uni Abutments without removal
grooves.

Use the Uni Abutment Retriever to remove Uni Abutments with damaged internal threads or

damaged Uni Abutments in TX implants or implants carrying the EV connection.

Removal Tool
. Position the Removal Tool on the abutment

NOTE: Make sure that the ridges in the Removal
Tool are seated properly and engage the removal
grooves In the abutment.

-

2. Tighten the screw with a hex dnvw.

3 Attach either an open-end wrendi or a restorative
driver riandle together with a torque wrench to the
Removal Tod.

4. Turn counterclockwise with a frm, short
movement to release the abutment

5. When the abutmentis loose, unscrew it manually.

6. Loosen the screw of the Removal Tod to renwve the
abutn”nt.

Abutment Adapter

1 Adjustthe lo” nut of the Abutment Adapter until a
gap is viside between the 0-rir>g and the metal (1-2
mm).

2. Mountthe Abutment Adapter to the abutment using
finger force (5-10 Ncm).

NOTE: Make sure to maintain the gap while mounting
the Abutment Adapter to the abutment.

Do notcompress the 0-ring.

CE€l
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Attach an open-end wrench to the lock nut.

. Attach a ratchet wrench in the "IN’ position to the
Abutment Adapter head

. Tighten the Abutment Adapter by moving the two

instruments towards each other

~

o

o

When the Abutment Adapter is tightened, turn the
open-end wrench attached to the lock nut
counterclockwise with a firm, short rrxivement to
release the abutment.

7. When the abutment is loose, unscrew it manually

©

Use an open-end wrench together with a ratchet

wrench to remove the abutmentfrom the Abutment

Adapter.

Attach an open-end wrench to the lock nut on the

Abutment Adapter.

10. Attach a ratchetwrench in "OUT" position to the
Abutment Adapter head

11. Loosen the Abutment Adapter by moving tfie

instruments away from each other.

©

Uni Abutment Retriever
1. Position the Uni Abutment Retriever in the threaded
hole of the abutment

2. Turn counterclockwise while pressing down until the
Uni Abutment Retneverfriction fits in the threads.

NOTE: In situatons where only a short part of the screw
hole remains, it may be difficult to achieve enough
friction. In such cases, cut or gnnd off some of the
instrument tip and try again.

3 Attach either an open-end wrench or a restorative
driver haniSe together with a torque wrench to the Uni
Abutment Retriever.

4 Contnue rotating counterclockwise while
maintaining a downward pressure unti the abutment
loosens.

5. Continue manually until the abutmentis completely
removed.
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Instructions for Use

Follow-up

After treatment is completed, good oral hygiene and regular follow-up examinations are
Important to maintain health

Delivery « Storage - Disposal
Delivery

Product State of Delivery Single Um /  Expected Lifetime

Multiple Use  [number
uses/vearsi*

Guidino Cylinder Non-stenle Single use 1 use
Guidino Cvimder Uni Aputment Non-stenle Single use 1use
Guidmo Cylinder Handle Non-stenle Multiple use 20 years
Fraament Fork Non-stenle Single use 1 use
Screw Extractor Non-stenle Single use 1use
Thread Cleaner Non-stenle Single use 1use
Fraameni Drill Non-stenle Single use 1 use
Trephine Dnll Non-stenle Single use 1luse
impiani Retriever Non-stenle Multiple use 20 years
Removal Tool Non-stenle Multiple use 20 years
Abutment Adapter Non-slenie Multiple use 20 years"
Uni Abutment Retnever Non-sienle Multiple use 20 years

* Instruments must be replaced before the indicated number of uses/years is reached if they
are damaged or dull.

*'Ifthe 0-ring Is lost or damaged, a new ring must be installed before further use of the
instrument

For type and size see product lefiel.

NOtE: Do not use the products If the packaging is damaged

Storage

Store the products, lh a dry place, atroom tenperature. ie 18-25 *C, in the onginal packaging
urtder conditions normal for dental practices

Disposal

For disposal of the packaging and components comply with the cumently applicaple national
waste disposal regulators In your country

Instruments and components that were used in the patient's mouth may be potentally
infectious and must be disposed of safely in containers approved tor this purpose

Dispose of sharps immediately after use in designated puncture-proof containers according to
ISO 23907-1 to prevent mfecton and injury.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B: Unused MD-class A.

Materials

Product Material

Guiding Cylinder Stainless Steel acc toASTM-F899

Guiding Cylinder Uni Abutment Stainless Steel acc toASTM-F899

Guiding Cylinder Handle Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899, Tungsten-
Carbide

Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899, Tungsten-
Carbide

Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899

Titanium alloy acc. to ASTM-B348.

Stainless Steel acc. to ASTM-F899, EPOM
IEtnviene Proovlene Diene Monomer!
Stainless Steel acc. to ASTM-F899

Fragment Fork

Screw Extractor
Thread Cleaner

Fragment Drill

Trephine Drill
Implant Retnever
Removal Tool

Abutment Adapter
Uni Abutment Retnever

Cleaning and Sterilization

IMPORTANT:

Pnorto clinical use, all components and instruments delivered non-stenle must be cleaned,
disinfected and sterilized according to ISO 17664.

Instruments that can be disassembled must be disassembled for cleaning and may be
assembled again tor sterilization only in a dry condition

v

Ensure the functionality of the O-nng mounted on the Abutment Adapter following the
stenlizaton immediately prior to treatment

If the O-ring Is lost or damaged, a new ring must be installed before further use of the
instrument

Manual pre-cleaning

Coarse soiling mustbe removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visibly clean

Ultrasonic cleaning

The action times and concentrations specified by the manufacturer of the cleaning agent must
be observed

Mechanical processing

Manual pre-deaning is necessary to ensure effioent mechanical cleaning.

Suitable washer disinfectors as well as cleaning and neutralizaton agents are to be used for
mechanical cleaning The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutralization agents are to be dosed and used in accordance with the
manufacturer's instructions A cleaning program with thermal disinfection (Ao r3000) is
recommended

Either demineralized water or water which satisfies this level of punty is recommended for
cleaning.

The mechanical processing method was validated with the following materials and devices
(acc. to 1SO 15883 and AAMI TIR 30)

« Washer disinfector, type G 7836 CD, Miele & Cie. KG. Gutersloh

« Cleaning program VARIO TD

Ce
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Pre-rinsing with cold water 4 min
Cleaning 10 min from 45-55 °C
Neutralization 6 min
Intermediate rinsing with cold water 3 min
Thermal disinfection 5 min at 90 'C (AO r 3000)
Drying 30 min at 105 'C
+ Cleaning agent neodisher* MediClean forte (0.5 %)/neuVaiization agent neodisher* Z
(0.1 %), Dr. Weigeri, Hamburg.
Maintenance
Before steniization. ail products should be inspected with the naked eye for visible soil,
impairments and/or corrosion. Particular attention should be paid to design features such as
channels, blind holes, threads, undercuts and ntating surfaces
Check all markings on products for visibility and readability by inspection with the naked eye.
Check matching components for proper assembly and functionality. Check products with
movable pans for correct operation Check pre-mounted components tor completeness and
integnly.
Dispose of defective products.
Sterilization
Sterilization Is to be performed corresponding to the following scheme.
Preparation for sterilization; Place components in a steniization pouch which is legally
marketed (for the US market: FDA-cleared) lor use with the recommended steniization
parameters. Packaging must comply with the requirements according to EN ISO 11607,
ANSI/AAMI ST79 and AAMI TIR12
Every sterilization package must have a sterilization indicator and steniization date.
2. Parameters (acc to ISO 17665. EN 13060, EN 285 and AAMI TIR12)

[

Method Cycle Temoeratm IExposura Time* Dry Time

Steam Dynamic air removal 134 ‘C b nun 20 min

(EU") (prevacuuml

Steam Dynamic air removal 132°C(270'F) Mmin 20 min
fprevacuum! 135 *C (275 °F) 13 min

Steam Gravitv displacement 121 *C(250“F) bo min 20 min

' Minimum exposure times, the operating times are longer and may vary depending on the
device.

" EU customers are required to use these steam sterilization parameters

3. Storage: Store the sterilized components dry and dust-free atroom temperature.
Additional information for Customers

Inform us (Dentsply Sirona) and your competent authority m the case of notice of life-
threatening incidents or a severe detenoration in health status related to one of our products
Trademarks

Alltrademarks and company names are the properly of their respective owners To improve
readability for our customers, Dentsply Sirona Implants does notuse * or ™ in body copy.
However. Dentsply Sirona Inplants does notwaive any nghtto the trademarks and nothing
herein shall be interpreted to the contrary.

Transportation Conditions

Products must be transported and earned with care in accordance with the speoal precaution
measures applying to each type of a medical product, attemperatures ranging from -30*C to
+e0*C and a r*evant humidity before 80 %.

Operating Conditions

Dental practices and laboratories.

Appiication Area

Stomatology. Dental implantology

Sheif Life

Non-Stenle product-10 years.

impiant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (ds-wortri.n.)

Product Avaiiability

ATTENTION: Not all products desenbed in this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1. bid.2, premises 3N
Tel .*7 (495) 72510 87
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Instructions for Use

Explanation of Symbols
Symbol Title

Manufacturer
|/WJJ Date of manufacture

Use-by bate

[LOT] Batch Code

|ref| Catalog Number

Non-stehle

Do not reslenlize

Do not use if package is damaged

Consult instrucbons for Use

=
C €/ C €I European conformity (CE) rrtark

Prescripton only:

N, U S Federal law restricts this device to sale by or on the order of a
Conly licensed dentstor physician.

MO Medical Device

cCO
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Instructions for Use

Astra Tech Implant System' TX
Direct Abutment API™ kit

Description of the System

The Astra Tech Implant System TX assortmentcompnses dental implants, cover saews,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instmments.

Intended Users

Users must be licensed dentists/physicians or dental technicians, be trained In implant
dentistry and should be familiar with Astra Tech Implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function. The patient target group are persons with adultjaws to
whom none of Nee coniraindicatons apply that are related to dental implantations.
Compatibility

The products are compatible with the Astra Tech Implant System TX assortment. The
components may only be used togetherwith onginal products and instruments.
Description of the Product

Direct Abutment

The Direct Abutmentis a one-piece transmucosal abutment intended for cement-retained
restorations.

The Direct Abutmenthas a conical connection into the implant, which enables a tight and
stable connection between the components.

The packaging of the Direct Abutmentand Direct Abutment API is color-coded according to
implant-abutment connection size

Direct Abutment APi (Ali Parts included):

The Direct Abutment API kit includes all components necessary for working with the Direct
Abutment

Direct Abutment

« DirectAbutment Carrier

« Direct Abutment Pick-up

« Direct Abutment Replica

« Direct Abutment Healing Cap

+ Direct Abutment Burnout Cylinder

The components are sir*gle packed or available in kits

NOTE: Maximum residence time of the Direct Abutment Healing Cap 30 days.

«

Purpose (Instruments)
Multiple and single use surgical and restorative instrunnents designed for the installation,

removal and/or replacement of dental implants, abutments or dental laboratory products for the

purpose of restonng the patient's masticatory function. The instruments can be used Intwo
different workflows: inseiton and removal atthe implant level orinsertion and removal at the
abutment level.

Intended Use

Direct Abutment

The Direct AbutmentIs intended for connectng a prosthetc construcbon to a dental implant.
The Direct Abutment is a one-piece transmucosal abutment intended for cement-retained
restorations in all positions in the mouth in Immediate, early and delayed loading situatons.
Direct Abutment Healing Cap

The Direct Abutment Healing Cap is used for protection of the abutment and to prevent tissue
overgrowth

DA 4 Metal Carrier

The DA 4 Meal Carrier is used to pick up the Direct Abutment 0 4 and to place the Direct
Abutment 0 4 in the implant.

Direct Abutment Carrier

The Orect Abutment Carrier Is used to pick up the Direct Abutments and to place the Direct
Abutments in the implant.

Direct Abutment Impression Pick-up

The Drect Abutment impression Pick-up is used for impression taking on abutment level with a

closed-tray technique

Direct Abutment Replica

The Direct Abutment Replica is a duplicate of the abutment and is used in the master modei.
Direct Abutment Burnout Cylinder

The Direct Abutment Burnout Cylinder is used as a base when waxing-up and castng the final
rastoraton Any casting metal/alloy can be used.

Indications

Partial and total edentulism

Contraindications

Allergic or hypersansitvity reactions to matenals used (see section "Materials")

Warnings

Surgery in the oral cavity and oral rehabilitation Include general nsks for complications:

> Components that accidently are dropped m the patent's mouth may be swallowed or
aspirated which can result in damage to the digestive/respiratory system or dyspnea. Care
must be taken to have control over small devices.

Precautions

+ Patent health history must be carefully assessed Pay speaal attention to the following
health impairments.
+ Recent myocardial infarction (< 3 months)
+ Recentcerebrovascular accident

S
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Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression

Active treatment of malignancy

Severe liver dysfunction

Florid infection

Drug abuse

Psychiatric iliness

Intravenous bisphosphonate use

« Improper patient selection/analysis or failure to comply with the instmctions for use can lead
to failed osseointegration or loss of osseointegration

Priorto each procedure it must be ensured that all necessary components. Instruments and
materials are available in the required quantities and are fully operational

Position the patient so that the danger of aspiration of components is minimized

All components that are used mtraorally must be secured to prevent aspiration or
swallowing

Fracture or damage ofimplants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions. Mastication forces and restoration design must therefore be evaluated carefully.
If. due to unfavorable anatomical conditions, instruments do not fit or cannot be used for
otherreasons, the course of treatment planned with them must notbe continued and
alternatives must be sought

All products intended for single use must not be re-used Failure to observe this precaution
may lead to infection or fracture of components and might resultin aspiration or swallowing.
Bone quality and quantity, local infections, disturbed initial healing or premature loading are
all factors, which may influence implant survival. Successful healing and osseointegration
may be negatively affected by the following factors

Inflammations, tumors, abscesses or cysts in the jaw area

Insufficient height and/or width of bone

Insufficient soft tissue coverage

History of therapeutic radiation in the area

Borte and wound healing disorders (a g. uncontrolled diabetes)

Autoimmune diseases

Uncontrolled para-functional habits (e g. bruxism)

Inadequate oral hygiene

Alcohol abuse

Smoking

Adverse Reactions
Adverse reactions dunng or after the treatment can be
« Allergic or hypersensitivity reactions to materials used (see section 'Materials’)
+« Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed components
Implant loss
Pen-implantitis
Local or systemic infection
Bone loss as a result of peri-Implanttis or mechanical overload
* Fracture ordamage of implants, healing components, prosthetic components or prosthesis
Removal and replacement of an implant
Post-operative discomfort such as
+« Edema
Hematoma
Temporary masticatory impediment
« Pain

« Esthetic or functional complications

MRI Safety Information

All Astra Tech Implant System TX products which remain in the patient's body have not been
evaluated for safety and compatibility in the MR environment They have not been tested for
heating, migration, or image artifact in the MR environment. The safety of the Astra Tech
Implant System TX products in the MR environment Is unknown Scanning a patientwho has
such a product may result in patient injury.

Step-by-Step Instructions

Clinic

IMPORTANT:

+ Clean and stenllze all non-stenie components before clinical use (see section "Cleaning
and Sterilization’).

« Always observe the speofied torque value.

« When plaang or rerrxjving components, make sure there is a sufficient carrying function
between the component and the instrument

+ The supra-constructlon should have a passive fit on the abutments to prevent tension in
the implants

Direct Abutment

1. Rerrxjve the healing component If applicable.

2. Pick up the Direct Abutment using a compatible instrument according to the table below:

NOTE: When using the Direct Driver EV 0 3.3 0 4, aim the arrow on the drivertowards the
flat surface on the abutment and press the driver onto the abutment.

Product Instrument
Direct Abutment0 5and 0 6 Hex driver+ driver handle
Direct Abutment 0 4 Direct DnverEV 0 3.3 0 4 dnver handle
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Instructions for Use

w

FlusFi the inner geometry olthe implantwith sterile physiological saline solution before
placing the abutments.

Insert the Direct Abutment into the implant.
To prevent misfit and possible leakage into the implant connection, make sure the
component is correctly seated.
Use one of the dhvers and a torque wrench to tighten the
Direct Abutmentto the recommended torque of 25 Ncm

ERS

@

Direct Abutment Carrier/DA 4 Metal Carrier (Optional)

NOTE: The Direct Abutment Carner/DA 4 Metal Gamer can only be used together with the
Torque Wrench (Order No : 24075).

1 Remove the healing component if applicable
2. Attach the Carrier of choice to the Direct Abutment
3 Make sure the Gamer is correctly seated

IS

Flush the inner geometry of the implant with sterile

physiological saline solution before plaang the abutments.

Insert the Direct Abutment into the implant.

. To prevent misfit and possible leakage into the implant
conneclon, make sure the component is correctly seated.

o«

7. Connect atorque wrench to the Gamer and tighten the Direct Abutment to the
recommended torque of 25 Ncm
Keep a light pressure downwards on the Carrier during the procedure.
Modification ofthe Direct Abutment (Optional)
If neNessaQr, the Drect Abutrmni can be shortened for ocdusal clearance
NOTE: Itis important tO inform the dental technician about the occlusal reduction.

The laser-etched band on the Direct Abutment provides a precise indicator
for a shortening of 1 mm. This ensures that sufficient material is
maintained for retention and the friction grip required during placement.

To ensure a perfectfit of the final crown, shorten the Direa Abutment just
below the laser marking.

NOTE; The Direct Abutment Healing Cap can still be used on the Direct
Abutment

Direct Abutment Impression Pick-up
1 Align the knob on the Direct Abutment Impression Pick-
up with the flat surface of the Direct Abutment. f
Press the Direct Abutment Impression Rck-up onto the
Direct Abutment until it snaps Into place.
3. Take an impression with an elastomehc impression
matenal using a Oosed-tray impression tei*nique

I

4. Check the impression for correct and stable retention between the Direct Abutment
Impression Pick-up and the impression matenal.
5. Send the impression to the laboratory for the fabncation of the final restoration

Direct Abutment Healing Cap

NOTE: The Direct Abutment Healing Cap is used as a provisional solution, either as is. or as
a base for a temporary solution.

CEl
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Align the flat surfaces of the Direct Abutment Healing Cap and

the Direct Abutment

Press the Drect Abutment Healing Cap onto the Direct

Abutment until it snaps into place n
For proper retention, use temporary cement.

I

NOTE; Make sure that the Direct Abutment Healing Cap is
seated all the way down on the abutment.

Cementing In of final restoration
1 Cementin the final restoration.

Follow the cement manufacturer's directions 1 h
2. Conpleteiy remove excess cement at the edge of the final

restoration.

Laboratory

Direct Abutment Replica

1 Align the flat surface of the Direct Abutment Replica with the
flat surface inside the Direct Abutment Impression Pick-up.

2. Press the Direct Abutment Replica carefully into the Direct
Abutment Impression Pick-up unbi it snaps into place.

3. Pourthe impression with high quality stone.

Modification of the Direct Abutment Replica (Optional)

The laser-etched band on the Direct Abutment Replica provides a
precise indicator for a shortening of 1 mm. To ensure a perfect fit of the
final crown, shorten the Drect Abutment Replica Just above the laser
marking

NOTE: Ifthe Drect Abutment Burnout Cylinder is used, make sure to
adjust Itto the shortened Drect Abutment Replica

Direct Abutment Burnout Cylinder
The Drect Abutment Burnout Cylinder has a built-In cement space,

NOTE: Do not burnoutthe wax and plasbc too quickly. This may create
defects in the investment material/castmg.

[

Posidon the Drect Abutment Burnout Cylinder on the Drect
Abutment Replica.

. Align the "chimney" of the Direct Abutment Burnout Cylinder
with the flat surface of the Direct Abutment Replica
Fabricate the final restoration.

N

w

Follow-up

After treatment is completed, good oral hygiene and regular follow-up examinations are
important to maintain health.

Delivery - Storage - Disposal
Delivery
NOTE: Do not use the products if the packaging is damaged.

Product State of Delivery Single Use / Expected Lifetime
Multiple Use

Direct Abutment Non-stenie Single use 20 years

Direct Abutment Heating Non-stenie Single use 30 days

Cao

DA 4 Metal Carrier Non-sterile Multiiiie use 20 years or until worn

Direct Abutment Garner  Non-stenle MultiDle use 5 vears or untilworn

Direct Abutment Non-stenie Single use 1 use

Impression Pick-uo

Direct Abutment Reolica Non-sterile Single use 1use

Direct Abutment Burnout Non-stenle Single use 1luse

Cvlinder

Fortype, size and, if applicable, anguiabon see product label

Storage

Store the products, in a dry place, at room temperature, i.e. 18-25 *C, in the original packaging
under condifions normal for dental practices.

Disposal

For disposal of the packaging and components comply with the currently applicable national
waste disposal regulabons in your country.

Instruments and components that were used in the patent's mouth may be polentally
infecbous and must be disposed of safely in containers approved for this purpose.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B,

Unused MD-classA
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Instructions for Use

However, Dentsply Sirona Implants does not waive any rightto the trademarks and nothing

Materials herein shall be interpreted to the contrary
Product Material _ Transportation Conditions
Direct Abutment fitanium Alloy (Ti6AI4V-ELI) acc. to ASTM-F136 or
Titanium Grade 4 acc. to ASTM-F67 Products must be transported and earned with care In accordance with the special precaution
Direct Abutment Healmo Cao =D (Poivcarbonaiei measures apiplying to each type of a medical product, at temperatures ranging from -30°C to
DA 4 Metal Carrier Stainless Steel acc. to ASTM-F899 +60*C and a relevant humidity before 80 %
Direct Abutment earner ASU IPolvsulfone) B ey
Direct Abutment Imoression Pick-uo (Polvorooviene) Operatlng COndlthnS
Direct Abutment Replica Stainless Steel acc. to ASTM-F899 Dental practices and laboratones
Direct Abutment Burnout Cylinder AMMA (Polvmethvl Methacrvlatel The products can be used (after installation) attemperatures from 14432°C to -r42'C
Cleaning and Sterilization Application Area

. . . . N stomatology. Dental implantology.
IMPORTANT; Priorto clinical use, all components and instruments delivered non-sterile must

be cleaned, disinfected and stenlized according to ISO 17664 Instruments tnat can be Shelf life
disassembled must be disassembled for cleaning and may be assembled again for sterilization

only in a dry condition. Non-Sterile product-10 years.

Manual pre-cleaning Implant System Warranty
Coarse soiling must be removed immediately (within a maximum of two hours) after use with a Forfull iirplant systems warranty information, referto the detailed terms and conditions In the
soft nylon brush until visibly dean Implant System Warranty leaflet. (;Js-woi'n m)

Ultrasonic cleaning

The action times and concentrations specifed by the manufacturer of the cleaning agent must PrOdUCt AVaIlablIlty

be observed. ATTENTION: Not all products described in this IFU may be regulatory
deared/reieased/licensed in all markets See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability.

Mechanical processing

Manual pre-cleaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as deaning and neutralization agents are to be used for

mechanical deaning. The instnjctions from the manufacturer of the washer disinfector must be Authorized Representative on the Territo ry of the Russian
followed. Cleaning and neutralization agents are to be dosed and used in accordance with the Fed ti

manufacturer’s instructions A cleaning program with thermal disinfection (A«a 3000) is ederation

recommended. Dentsply Sirona LLC

Either demineralized water or water whidi satisfies this level of purity is recommended for 11S03S, Moscow, Ovchinnikovskaya embankment. 18/1, bid 2, premises 3N

cleaning Tel 1 +7 (495)725 1087

The mechanical processing method was validated with the following materials and devices

(acc. to ISO 15883 and AAMI TIR 30): | Recommended tightening torque for fittal Installation Is 25 Ncm.

+« Washer disinfector, type G 7836 CD, Miele &Cie. KG, Gutersloh )

+ Cleaning program VARIO TD Explanation of Symbols

Pre-rinsing with cold water 4 min
Cleaning 10 min from 45-55 'C
Neutralization 6 rmn
Intermediate rinsing with cold water 3 min Manufacturer
Thermal disinfection 5 min at 90 *C (Ao r 3000)

Drying 30 min at 105 'C

Cleaning agent neodisher* MediCiean forte (0.5 %)/neutralization agent neodisher*Z

(0.1 %), Dr. Weigert, Hamburg Date of manufacture

Symbol Title

Maintenance

Before steniizabon. all products should be inspected with the naked eye for visible soil,

impairments and/or corrosion. Particular attention should be paid to design features such as Use-by date
channels, blind holes, threads, undercuts and mating surfaces

Check all markings on products for visibility and readability by inspection with the naked eye.

Check matching components for proper assembly and functinnality. Check products with

movable parts for correct operation. Check pre-mounted components for completeness arx| ILOT I Batch Code
integrity

Dispose of defective products.

Sterilization Irefl Catalog Number

sterilization is to be performed corresponding to the following scheme;

1 Preparation for Meriilzation; Place components in a sterilization pouch which is legally
maiiceted (for the US market FDA-cleared) for use with the recommended sterilization
parameters. Packaging must comply with the requirements according to EN 1SO 11607,
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilization package must have a sterilization indicator and sterilization date.

2. Parameters (acc to ISO 17665, EN 13060. EN 285 and AAMI TIR12) STEMLE n Sterilized using irradiation
Method Cycle Temoeratuit Exposure Thm* DryTime
Steam Dynamic air removal 134'C 3 min 20 min
1EU-) Iprevacuum) Do not restenlize
Steam Dynamic air removal 132 "C (270 *F) 4 min 20 min
Iprevacuum) 135 *C (275 *F) 3 min
Steam Dravitv displacement 121 *C (250 *F) 30 rnn 20 min
+ Minimum exposure times, the operating times are longer and may vary depending on the Do not use If package is damaged
device

** EU custorrers are required to use these steam steniization parameters
3. Storage: Store the sterilized components dry and dust-free at room temperature

Documentation

To ensure traceability, we recommend tnat the REF and LOT number on the label is

transferred to the patent record Consult Instructions for Use

Additional Information for Customers

. - . . European conformity (CE) mark
Inform us (Dentsply Sirona) and your competent authority in the case of notice of life-

Prescription only:

molantable Product aeelc UOKDI Number ) ) ;

ATIS TX titani but " d abut ¢ D739253227172Y5 U.S Federal law restricts this device to sale by or on the orderofa
ftanium abutments and abutment screws licensed dentist or physician.

ATIS TX plastic abutments API 0739253227174Y9

Tradem arkS Medical Device

All trademarks and company names are the properly of their respective owners To improve

readability for our customers, Dentsply Sirona Implants does notuse*or in body copy. Single sterile barrier system

Subject to change without prior notice.
Other languages are available upon request.

Not all products are available In all countries Dentsply
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Instructions for Use

Astra Tech Implant System' TX
Ball Abutment

Description of the System

The Astra Tech Implant System TX assortment composes dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instruments

Intended Users

Users must be licensed dentists/physicians or dental technicians, be trained in implant
dentistry and should be familiar with Astra Tech implant System TX.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function The patient target group are persons with adult }Jaws to
whom none of the contraindicatons apply that are related to dental implantations.

Compatibility
The products are compatible with the Astra Tech Implant System TX assortment The
components may only be used together with original products and instruments

Description of the Product

The Ball AbutmentIs a one-piece transmucosal abutment intended for ball attachment-retained

restorations.

The Ball Abutment has a conical connection to the implant, which enables a tight and stable
connection between the components.

The packaging of the Bail Abutment is color-coded according to implantabutment connectioi
size

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation, removal and/or
replacement of dental implants, abutments or dental laboratory products for the purpose of
restoring the patient's masticatory function. The instruments can be used in two different
workflows: insertion and removal at the implant level or insertion and removal at the abutment
level.

Intended Use
Ball Abutment

The Ball Abutment is intended for connecting a prosthetic construction to a dental implant
The Ball Abutment is used for non-splinted restorations in fully edentulous situations in the
mandible.

Ball Wrench
The Ball Wrench is used for placement and removal of the Ball Abutment.
Ball Abutment Pick-up

The Ball Abutment Pick-up is used for impression taking on abuNeient level with a closed-tray
techrrique.

Ball Abutment Replica
The Ball Abutment Replica is a duplicate of the abutrrtent and is used In the master model.

Indications

Total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see secfaon 'Materials')

Warnings

Surgery in the oral cavity and oral rehabilitatiai indude general risks for complications

« Components that accidently are dropped in the patient's mouth may be swallowed or
aspirated which can result in damage to the digestive/resplratory system or dyspnea Care
must be taken to have control over small devces.

Precautions

« Patient health history must be carefully assessed Pay special attention to the following
health impairments:

Recent myocardial infarction (< 3 months)

Recent cerebrovascular acddent

Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression

Active treatment of malignancy

Severe liver dysfunction

Florid infection

Drug abuse

Psychiatric illness

intravenous bisphosphonate use

Improper patient selection/analysis or failure to comply with the instructions for use can lead
to failed osseointegration or loss of osseointegration.

Priorto each procedure it must be ensured that all necessary components, instruments and
matenals are available in the required quantities and are fully operational

Position the patient so thatthe danger of aspiration of components Is minimized.

All components that are used intraorally must be secured to pevenl aspiration or
swallowing.

v

v

Fracture or damage of implants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions. Mastication forces and restoration design must therefore be evaluated carefully.
If. due to unfavorable anatomical conditions, instruments do not fit or cannot be used for
other reasons, the course of treatment planned with them must not be continued and
alternatives must be sough

CEl
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All products intended for single use must not be re-used. Failure to observe this
precaution may lead to Infection or fracture of components and might result in aspiration
or swallowing

Bone quality and quantity, local infections, disturbed initial healing or premature loading
are all factors, which may influence implant survival. Successful healing and
osseointegration may be negatively affected by the following factors:

Inflammations, tumors, abscesses or cysts in the jaw area

Insufficient height and/or width of bone

Insufficient soft tissue coverage

History of therapeutic radiation in the area

Bone and wound healing disorders (e.g. uncontrolled diabetes)

Autoimmune diseases

Uncontrolled para-functlonal habits (e.g. bruxism)

Inadequate oral hygiene

Alcohol abuse

Smoking

Adverse Reactions

Adverse reactions during or after the treatment can be:

Allergic or hypersensitivity reactions to matenals used (see section "Materials’)
Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated
or swallowed components

Implant loss

Pen-implantitis

Local or systemic infection

Bone loss as a result of peri-implantitis or mechanical overload

Fracture or damage of implants, healing components, prosthetic components or
prosthesis

Removal and replacementof an implant

Post-operative discomfort such as:

Edema

Hematoma

Temporary masticatory impediment

Pain

Esthetic or functional complications

MRI Safety Information

All Astra Tech Implant System TX products which remain in the patient's body have not been
evaluated for safety and compatibility in the MR environment They have not been tested for
heating, migration, onmage artifactin the MR environment. The safety of the Astra Tech
Implant System TX products in the MR environment is unknown. Scanning a patient who has
such a product may result in patient injury

Step-by-Step Instructions

Clinic

IMPORTANT:

+ The supra-construction should have a passive fit on the abutments to prevent tension in the
implants

When placing or removing components, make sure there is sufficient carrying function
between the component and the instrument.

Ball Abutment

1. Remove the cap from the outer plastic container and *
tear off the foil that protects the stenie content.

2 Slide the sterile folding blister onto a stenie area

3 Splitthe insert open and place the Ball Abutment onto a sterile area
Attach the Ball Abutment to the Ball Wrench.

Flush the inner geometry of the implant with sterile

physiological saline solution before placing the Ball

Abutments

Seat the Ball Abutment into the implant

To prevent misfit and possible leakage into the

implant connection, make sure the component is

correctly seated

o

~o
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Instructions for Use

8 Use the Ball Wrench together with a torque wrench
or a ratchet wrench to tighten the Ball Abutment to
the recommended torque of 25 Ncm.

NOTE: The highest point of the soft tissue margin
should be at or slightly apical to the tapered neck
of the Ball Abutment

9. Release the Ball Wrench using a sntail wiggling motion while lifting the wrench gently.
10. Follow normal clinical and laboratory procedures for fabrication of the restorabon.
Ball Abutment Pick-up
1 Attach the Ball Abutment Pick-up to the Ball

Abutment.

NOTE: Make sure the Ball Abutment Pick4ip is
firmly sealed onto the Ball Abutment.

2Take an impression with a suitable impression
matenai in a closed custom tray or a closed stock
tray.

3. Remove the impression when the impression
material has set

NOTE: The Pick-ups should be captured in the
impression and be clearly visible. Ifthe Rcknips
remain seated on the Ball Abutments, remove and
re-seat them in the impression.

4. Send the impression to the laboratory.

Laboratory
Ball Abutment Replica

1 Place the Ball Abutment Replicas firmly into the Ball
Abutment Pick-ups in the impression.
Pour the Impression with high quality stone to
fabricate the master model.

Follow-up

After treatment Is completed, good oral hyglerte and regular follow-up examinations are
important to maintain health

Delivery - Storage - Disposal

NOTE:
« Do not use the products if the packaging Is damaged

* Inspect stenie packed products visually for breachesof packaging integrity priorto use. Do
not use the products if any breaches of packaging Integrity are detected.

Delivery

Product State of DeHvery Single Use/  Expected Utetime
[Sterlilzatlon Method) Multiple Use  [number of

uees/vear»)*

Ball Abutment Stenie IE-beam raoialiont  SinQle use 20 vears

Ball Wrench" Non-stenie MultiDie use 20 vears

Ball Abutment Pick-up Non-stenie Single use luse

Ball Abutment Reolica Non-stenle Single use 1 use

< Instruments must be replaced before the indicated number of uses/years is reached if they
are damaged or dull.

The Ball Wrench is delivered with an 0-nna to secure the oick-up function
For type, size and. if applicable, angulation see product label.
Packaging Ball Abubnent
The packaging compnsesof an outer plastic container with a cap and a foil. Inside the outer
containerthere is a folding blister containing the Ball Abutment. The foil of the outer container
serves as a stenie bamer and the content of the container is sterile (single sterile-bamer
system).

C€
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NOTE:

+ Do not use the Ball Abutment after the expiry date, if the seeling foil is damaged or missing
orif the outer containeris damaged

+ Do notuse the Ball Abutment if the blister was unintenbonally opened before use.

Storage

Store the products, m a dry place, at room temperature, i.e. 18-25 'C, in the original packaging
under conditions normal for dental practices.

Disposai

For disposal of the packaging and components comply with the currently applicable national
waste disposal regulations in your country

Instruments and components that were used in the patient's mouth may be potentially
infectious and must be disposed of safely in containers approved for this purpose

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD -class B.

Unused MD - class A.

Materials

Product Material

Ball Abutment Titanium Alloy (TI6AI4V-ELI) acc to ASTM-F136 or
Titanium Grade 4 acc. to ASTM-F67

Stainless Steel acc. to ASTM-F899, Silicone

PP (PoivoroDvlenel

Stainless Steel acc to ASTM-F899

Ball Wrench

Ball Abutment Pick-uo

Ball Abutment Reolica

Cleaning and Sterilization
Ball Abutment

Not applicable.

The product is sterile.

The product Is Ner single use
Mechanical Procedure

IMPORTANT:

+ Priorto clinical use. all components and instruments delivered non-sterile must be cleaned,
disinfected and sterilized according to ISO 17664. Instruments that can be disassembled
must be disassembled for cleaning and may be assembled again for sterilization only in a
dry condition.

* Ensure the funcConality of (he 0-ring mounted on the Ball Wrench following the sterilization
immediately prior to treatment

Manual pre-cleaning

Coarse soiling must be removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visibly clean.

Ultrasonic cleaning

The action times and concentrations specified by the manufacturer of the cleaning agent must
be observed.

Mechanical processing

Manual pre-deaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutralizabon agents are to be dosed and used in accordance with the
manufacturer's instructions. A cleaning program with thermal disinfection (Aor 3000) is
recommended
Either demineralized water or water which satisfies this level of punly is recommended for
cleaning
The mechanical processing method was validated with the following matenals and devices
(acc to ISO 15883 and AAMI TIR 30):
« Washer disinfector, type G 7836 CD, Miele & Cie KG. Gutersloh
+ Cleaning program VARIO TD

Pre-nnsing with cold water 4 min

Cleaning 10 min from 45-55 *C

Neutralizabon 6 min

Intermediate rinsing with cold water 3 mm

Thermal disinfecbon 5 min at 90 'C (Ao r 3000)

Drying 30 min at 105 'C
1 Cleaning agent neodisher* MadiClean forte (0.5 %)/neutralization agent neodisher*Z

(0.1 %), Dr. Weigert, Hamburg

Maintenance

Before sterilizabon. all products should be inspected with the naked eye for visible soil,
impairments and/or corrosion Parbcular attention should be paid to design features such as
channels, blind holes, threads, undercuts and mating surfaces

Check all markings wi products for visibility and readability by inspection with the naked eye.
Check matching components tor (voper assembly and functionality Check products with
movable parts for correct operetlon. Check pre-mounted components for completeness and
integnly.

Dispose of defective products

Sterilization

Sterilizabon is to be performed corresponding to the following scheme

1 Preparation for sterilization: Place components in a sterilizabon pouch which is legally
marketed (for the US market FDA-dearedj for use with the recommended sterilization
parameters. Packaging must comply with the requirements according to EN ISO 11607,
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilization package must have a stenlization indicator and sterilization date.
Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

N

Method Cvcle Temperature Exposure Time* OfvTime

Steam Dynamic air removal 134 *C 3 min 20 min

(EU-) (prevacuum)

Steam Dynamic air removal 132'C (270'F) 4 min 20 min
forevacuuml 135 'C (275 'FI 3 min

Steam Gravity disolacerTtent 121 -C (250 “FI 30 min 20 min
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Instructions for Use

' Minimum exposure times, the operaCng times are longer ano may vary depending on the

device. Do not use if pac”ge is damaged
** EU customers are required to use these steam sterilization parameters.
3. Storage: Store the stentized components dry and dust-free at room temperature

. Consult Instructions for Use

Documentation

To ensure traceability, we recommend that the renwvable label on the containe is attached to

the patient record. European conformity (CE) mark

Additional Information for Customers Prescription only:

Inform us (Dentsply Sirona) and your competent authority in the case of notice of life- ' :J S. Fedd(;ral I.aw res}tﬁnetzthls device to sale by oron the order of a
threatening inodents or a severe detenoraUon in health status related to one of our products icense entistor physidan.

Trademarks Medical Device

All trademarks and company names are the property of frieir respective owners. To improve
readability for our customers, Dentsply Sirona Implants does not use * or ™ in body copy
However, Dentsply Sirona Implants does notwaive any nghtto the trademarks and nothing
herein shall be interpreted to the contrary

Single sterile bamer system

Transportation Conditions

For Instruments - Products must be transported and earned with care in accordance witfi the
special precaubon measures applying to each type of a medical product, at temperatures
ranging from -30*C to *60*0 and a relevant humidity before 80 %.

For Implants and Prosthtetic components - Products must be transported and carried with care
in accordance with the special precaubon measures applying to each type of a medical
product, at temperatures ranging from -50°C to +50°'C and a relevant humidity before 80 %.

Operating Conditions

Dental pracbces and laboratories.

Application Area

Stomatology. Dental implantology.

Shelf Life

Sterile product - 5 years.

Non-Sterile product-10 years.

Implant System Warranty

Forfull implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (os-worid ai)

Product Avaitabiiity

ATTENTION: Notall products described in this IFU may be regulatory
cleared/reieasecMicensed in all markets See current product catalog and brochures for
productassortment and representabve product photos or contact the local Dentsply Sirona
sales office for product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LUC
115035, Moscow, Ovchinnikovskaya embankment, 18M, bid,2, premises 3N
Tel.; +7 (495)725 1087

Explanation of Symbols

Symbol Title
Manufacturer
”” Date of manufacture
Use-by date
I lot] Batch Code
Ir ef I Catalog Number

Sm((j R Sterilized using irradiation

Do notreuse

Do not resterilize

Subject to change without prior nobce
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Instructions for Use

Astra Tech Implant System' TX
Reusable Products

Description of the System

The Astra Tech Invlanl System TX assortment compnses dental implants, cover screws,
transmucosal abutrrtenls. other prosthetic components, as well as surgical and prosthetc
instruments.

Intended Users

Users must be licensed dentists/physicians, be trained in implant dentistry and should be
familiar with Astra Tech Implant System TX.

Clinical Benefitand Patient Target Group

The Astra Tech Implant System TX is designed for replacing one or more missing teeth in
patients to restore chewing function. The patient target group are persons with adultjaws to
whom none of the contraindications apply that are related to dental implantations.

Compatibility
The products are corrtatible with the Astra Tech Implant System TX assortment The
components may only be used together with onginal products and instruments.

Description of the Product
Direction Indicator

The Direction indicator is used for checking the position and direction of the osteotomy.
The thinner side indicates 02.0 and the wider side 0 3.2. The flange (collar) of the instrument
IS equipped with a hole for attaching a safety thread

Implant Depth Gauge

The Implant DepNe Gauge is used for measuring the depth of the osteotomy. The Implant
Depth Gauge has laser markings indicating the different implant lengths 6-19 mm.

O ) e

Abutment Depth Gauge

The Abutment Depth is used for measuring the gingiva height over the implant in millimeters.
The Abutment Depth Gauge has two tips, one forinplants 0 3.5/4.0, one for implants 0
4.5/S.0.

The Abutment DepBi Gauge has laser markings indicating the gingiva heights of 1-8 mm

I-i J-t 30 ii> HNe

Slot CA Driver

The Slot CA Driveris used in combination with a contra-angle handpiece or
driver handle and is used for tightening and releasing slotted screws.

The Slot CA Driver has an RA/CA-connection compatible with ISO 1797
that fits to all contra-angle handpieces and driver handies using this
connection.

Slot Screwdriver

The Slot Screwdriver Is used for manual tightening and releasing of slotted

screws.

The Slot Screwdriver has an integrated handle H

nr
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Drill Extension

The Dnll Extension is used for extending the length of drills provided with an
RA/CA-connection.

The Dnii Extension has an RA/CA-connection compatible with ISO 1797
that fits to ail contra-angles using this connection.

Drills with an RA/CA-connection compatible with ISO 1797 can be inserted
into the working part of the Drill Extension.

Driver Handle

The Driver Handle is intended for manual use of instruments provided with
an RA/CA-connectton.

The Driver Handle can be used together with the Ratchet Wrench to
manually install or remove implants or corrponents

The Driver Handle can also be used as a handle for the Inserted instrument
Instruments With an RA/CA-connec6on compatible with ISO 1797 can be
inserted into the working part of the Driver Handle.

Bowl! Titanium

The Bowl Titanium is used for storing components used during treatment

Forceps

The Forceps are used to hold and pick up components during treatment

o

Ratchet Wrench

The Ratchet Wrench is used for manual tghtening and releasing of implants and components.
The Ratchet Wrench can be used together with the Driver Handle, Ball Wrench, Removal Tool
and Abutment Adapter. The Ratchet Wrench has no twque control

Wrench
The Wrench Is used dunng repair procedures when removing an abutment
.s

Restorative/Surglcal Trays

The Restoratve/Surgical Trays are used for organizing, sterilizing and storing of instruments.
The Restorative Tray consists of a lid, an insert and a base with instrument holders

The Surgical Tray consists of a lid, an insert with mstrurrent holders a and a base The correct
positioning of the instruments is specified by text on the insert. The drilling protocol is shown
graphically on the insert.

Restorative Tray
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Instructions for Use

Surgical Tray

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the instailation, removal and/or
replacement of dental implants, abutments or dental laOoratory products for the purpose of
restoring the patient's masticatory function. The instruments can be used in two different
workflows: insertion and removal at the implant level or insertion and removal at the abuVnent
level.

Intended Use

Direction Indicator

The Direction Indicatoris used for checking the position and direcbon of me osteotomy.
Implant Depth Gauge

The Implant Depth Gauge is used for measunng the depth of the osteotomy.

Abutment Depth Gauge

The Abutment Depth is used for measuring the gingiva height over the implantin millimeters.
Slot CA Driver

The Slot CA Driveris used in corttiination with a contra-angle handpiece or dnver handle and
is used for tightening and releasing slotted screws

Slot Screwdriver

The Slot Screwdriveris used for manual tightening and releasing of slotted screws

Drill Extension

The Drill Extension is used for extending me lengm of dnlls provided wim an RA/CA-
connection.

Driver Handle

The Driver Handle is intended for manual use of instruments provided with an RA/CA-
connection to install or remove implants or components.

Bowl Titanium

The Bowl Titanium used for stonng components used dunng treatment

Forceps

The Forceps are used to hold and to pick up components during treatment.

Ratchet Wrench

The RatchetWrench is used for manual tightening and releasing of implants and components.
Wrench

The Wrench is used dunng repair procedures when removing an abutment
Restorative/Surgical Tray

The Restorative/Surgical Tray is used for organizing, stenlizing and storing of instruments
Indications

Partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see section ‘Materials’)

Warnings

Surgery In the oral cavity and oral rehabilitation include general nsks for complications:

+ Components that accidently are dropped in the patent's mourn may be swallowed or
aspirated which can resultin damage to the digestive/respiratory system or dyspnea. Care
must be taken to have control over small devices

Precautions

+ Pnorto each procedure it must be ensured that all necessary components, instruments and
matenals are available In the required quantities and are fully operational.

« Position the patent so thatthe danger of aspiraton of components is minimized

* All components that are used intraorally must be secured to prevent aspiration or
swallowing.

+ if, due to unfavorable anatomical conditions, instmments do not fit or cannot be used for
other reasons, the course of treatment planned with them must not be contnued and
alternatives must be sought.

+ Products intended for manual use shall not be used together with a contraangle handpiece.

« Improper patient selection/analysis or failure to comply with the instructions for use can lead
to failed osseointegration orloss of osseointegration.

+ Inadequate cooling, Incomect implant site preparation, incorrect instrument settings or
excessive installation torque can resultin failed implant

Adverse Reactions

Adverse reactions during or after implant treatment can be.

« Allergic or hypersensitivity reactions to materials used (see section 'Matenals ")

« Damage to the digestive/respiratory system ordyspnea as a consequence of aspirated or
swallowed components

CE€l
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* Permanent harm to nerve ortootn
+ Harm to jawbone or maxillary sinus
* Necrosis due to inadequate cooling or excessive torque
« Fractured mandible
* Uncontrolled post-operative bleeding (e g damage to arteria lingualis)
+ Post-operative discomfort such as
1 Edema
* Hematoma
« Temporary local swelling
1 Temporary anesthesia or paresthesia and masbcatory impediment
« Pain
Implant loss
Peri-implantitis
Local or systemic infection
Bone loss as a result of peri-implantibs or mechanical overload
Fracture or damage of Implants, healing components, prosthetic components or
prosthesis
+ Removal and replacementof an implant
« Esthetic or functional complications

MRI Safety Information

Not applicable for the Reusable Products.

Step-by-Step Instructions

Direction Indicator

If needed, place the Direction Indicator in the osteotomy after preparation with the Twist Drill
2.0 and/or Twist Drill 3.2 to check the direction and to faalitate parallelism between
osteotomies

Implant Depth Gauge

Insert the Implant Depth Gauge into the osteotomy and measure
the depth by using the laser markings corresponding to implant
lengths.

When measuring the final prepared Implant site, rest the Implant
Depth Gauge against the wall of the osteotomy.

NOTE: If the Implant Depth Gauge Is placed In the deeper central
part of the prepared implant site, the addiGonal depth should be
taken into account.

Abutment Depth Gauge

Insert the Abutment Depth Gauge into the implant and measure the gingiva height over the
implant to select the appropriate abutment.

Slot CA Driver

1 Attach the Slot CA Driverto a contra-angle handpiece or a driver handle.
2. Use the Slot CA Dnver for tightening or removing slotted screws.

Slot Screwdriver
Use the Slot Screwdriver for tightening or removing slotted screws manually.
Drill Extension

1 Attach the drill of choice to the Drill Extension.
2. Attach the Drill Extension with the Inserted dnll to a contra-angle handpiece
3. Make sure the drill and the Dnll Extension are fully seated.

Driver Handle
1 Attach the instrument of choice to the Driver Handle

2. Use the Driver Handle manually or together with the Ratchet Wrench to install or remove
Implants or components.

Ratchet Wrench

For details on the use of the instrument refer to the respectve instructions for use for implants
and prosthetic components of the Astra Tech Implant System.

Wrench

For details on the use ofthe instrument refer to the instructions for use
IFU-5610 "Repair Instruments'.

Restorative/Surgical Trays

1. Make sure the tray and instruments are cleaned pnorto use according to the cleaning
instructiohs (see section "Cleaning and Stenllzatlon’).

NOTE; The tra)r and the instruments must be cleaned separately
2. Assemble the tray and load with instruments
3. Sterilize the tray with instruments In a stenllzatlon pouch according to the stenllization
instructions (see section 'Cleaning and Sterilization")
Perform the surgery.
5. After surgery, clean and sterilize the tray and instruments.
Delivery - Storage * Disposal
Delivery

NOTE: Do not use the products If the packaging is damaged.
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Other languages are available upon request
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Instructions for Use

SUteof Single Use / P
Product Delivery Muaiole Use Expected Lifetime
Direction Indicator Non-Stenle Multiple use 20 vears
imolani Depth Gauae Non-steriie Multiple use 20 vears
ADuimeni Oeotn Gauoe Non-Stenle Multiple use 20 vears
Slot CA Driver Non-Stenle Multiple use 20 vears or until worn
Slot Screwdriver Non-stenie Multiple use 20 vears or until worn
Drill Extension Non-Stenle Multiple use 20 vears or until worn
Driver Handle Non-steriie Multiple use 20 vears or until worn
Bowl Tilanium Non-stenie Multiple use 20 vears or until worn
Forceos Non-Stenle Multiple use ?0 vears or until worn
Ratchet Wrench Non sterile Mulbple use 3 years or max 5000 uses

or unbi worn

Wrench Non-Stenle Mulbpie use 20 vears
Restorative Trav Non-Stenle Mulbple use 3vears or 1500 uses
Suroical Trav Non-Stenle MulDole use 3vears Of 1500 uses

For type and size see product label
Storage

Store the products. In a dry place, at room temperature, i e 18-25 *C, in the original packaging
under conditions rxtrmal for dental practices

Disposal

For disposal of the packaging and components comply with the currently applicable national
waste disfpsai regulations in your country

Instruments and corrponents that were used In the patient's mouth may be potentally
infectious and ntusl be disposed of safely m containers approved for this purpose

Oass of medical waste In accordance with SanPiN 2.1.3664-21 -

Used MO -class B;

Unused MD - class A

Materials

Product
Direction Indicator

Material

Titanium Grade 4 acc toASTM-F67
Titanium Grade 4 acc toASTM-F67
Titanium Grade 4 acc toASTM-F67
Stainless Steel acc toASTM-F699
Stainless Steel acc to ASTM-F699
Stainless Steel acc to ASTM-F899
Stainless Steel acc toASTM-F699
Titanium Grade 1 acc to ASTM-F67

implant Depth Gauoe
Abutment Depth Gauoe
Blot CA Driver

Blot Screwdriver

Drill Exiension

Driver Handle

Bowl Titanium

Fnrceos Tiiamum Grade 1 acc to ASTM-F67
Ratchet Wrench Stainless Steel acc to astm-F899
Nrencn Tiiamum Allov fTi6Al4Vlacc toASTM-B348

Restorative Trav
Surgical Tray

PPSU (Poivohenvlsulfonel Silicone
PPSU (Polyphenylsuifone), Stainless Steel acc to ASTM-FB99,
Silicone

Cleaning and Sterilization

IMPORTANT:

* Prior to clinical use. all components and instruments delivered non-stenie must be cleaned,

disinfected and stenllzed according to ISO 17664. Instruments that can be disassembled

must be disassembled for cleaning and may be assembled again for stenlization only in a

dry condition.

Drills must be kept separated from each other when using ultrasonic cleaning, e g keep the

dnils hanging In a holder dunrtg the ultrasonic cleaning

« Trays equipped with Instruments must not be cleaned in the washer disinfector Trays and
instruments must be cleaned separately

* Trays mustbe cleaned disassembled The trays shoUd be reassembled and equipped with
instruments before stenlization

Manual pre-cleaning

Coarse soiling must be removed immediately (withm a maximum of two hours) after use with a
soft nylon brush until visibly clean

Ultrasonic cleaning

The action times and concentrations specified by the manufacturer of the cleaning agent must
be observed
Mechanical processing
Manual pre-deaning Is necessary to ensure efficient mechanical cleaning
Suitable washer disinfectors as well as cleaning and neutralizabon agents are to be used for
ntechanical deaning The mstructons from the manufacturer of the washer disinfector must be
followed Cleaning and neutralization agents are to be dosed and used in accordance with (he
manufacturers instructions A cleaning program with thermal disinfection (Ao 2 3000) is
recommended.
Either demineralized water or water which satisfies this level of purity is recommended tor
cleaning.
The mechanical processing method was validated with the following materials and devices
(acc to 1ISO 15883 and aAMI TIR 30)
*« Washer disinfector, type G 7836 CD, Miele & Cie KG, Gutersloh
« Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 min from 45-55 *C

Neutralization 6 min

Intermediate nnsing with cold water 3 rnn

Thermal disinfection 6 min at 90 *C (Ao 2 3CtO0)

Drying 30 mm at105 *C
Cleaning agent neodisher* MediClean forte (0.5 %)/neutralizaboo agent neodisher Z
(0 1 %), Dr Weigert, Hamburg
Maintenance
Before sterilizabon. all products should be inspected with the naked eye for visible soil,
impainnents and/or corrosion Particular attention should be paid to design features such as
channels, blind holes, threads, undercuts and mating surfaces

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentsplvimDlants.com
www.dentsoivsirona.com
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Check all markings on products for visibility and readability by inspection with the naked eye
Check matching components for proper assembly and funcbonality Check products with
rmvable parts lor correctoperation. Check pre-mounted components for completeness and
integrity.

Dispose of defective products

Sterilization of single components

Sterilizabon Is to be performed corresponding to the following scheme

1 Preparation for sterilization: Place components in a stenlizabon pouch which is legally
marketed (for the US market FDA-cleared) for use with (he recommended sterilization
parameters Packaging must comply with the requirements according to EN ISO 11607.
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilization package must have a sterilization indicator and stenlizabon date

2 Parameters lacc to ISO 17665. EN 13060. EN 265 and AAMI TIR12)

Method Cycle FetberMure ExiMsure Time* Dry Time

Steam Dynamic air removal 134 *C 3 min 20 min

(E1r-) lorevacuumi

Steam Dynamic air removal 132°'C (270 'F) 4 T 20 min

lorevacuumi 135 ‘C (275 *F) 3 min

Steam Gravltv diSDiacement 121 *C (250 *F1 30 mm 20 mm

« Minimum exposure times, the operating times are longer and may vary depending on the
device.

*' EU customers are required to use these steam stenlizabon parameters

3 Storage: Store the stenlized components dry and dust-free at room temperature

Sterilization of an equipped tray

NOTE: Trays are not intended to maintain stenlity and are to be used in conjuncbon with a
legally markalad. validated stenlizabon pouch

Stenlizabon is to be performed corresponding to the following scheme

1 Preparation for sterilization: Place equipped tray in a sterilization pouch which is legally
marketed (for the US market FDA-deared) for use with the recommended stenlization
parameters Packaging must comply with the requirements according to EN I1ISO 11607.
ANSI/AAMI ST79 and AAMI TIR12.
Every stenlization pouch must have a stenlization indicator and stenlizabon date

2 Parameters (acc to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method Cycle Temoerature Exposure Time* Dry Time

Steam Dynamic air removal 134 *C 3 mm 20 min

(EU") lorevacuumi

Steam Dynamic air removal 132 *C (270 *F) 4 min 20 min
lorevacuumi

' Minimum exposure times, the operating bmes are longer and may vary depiending on the
device

** EU customers are requred to use these steam stenlizabon parameters

3 Before storage of the (ray. make sure that no signs of moisture are present Otherwise
repeal the stenlization process using a longer drying time

4 Storage: Store the stenlized components dry and dust-free at room temperature

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority m the case of nobce of life-
threatening incidents or a severe deteriorabon in health status related to one of our products
Trademarks

All trademarks and company names are the property of their respecbve owners. To improve
readability for our customers. Dentsply Sirona Implants does notuse * or ™ in body copy
However. Dentsply Sirona implants does notwaive any nghtto the trademarks and nothing
herein shall be interpreted to the contrary

Transportation Conditions

Products must be transported and earned with care in accordance with the speaal precaution
measures applying to each type of a medical product, at temperatures ranging from -30*C to
-»60*C and a relevant humidity before 80 %

Operating Conditions

Dental pracbces and laboratones.

Application Area

Stomatology Dental implantology

Shelf Life

Non-Stenle product -10 years

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet (

Product Availability

ATTENTION: Not all products descnbed in this IFU may be regulatory
cleared/releasedflicensed m all markets. See current product catalog and brochures for
product assortment and representabve product photos or contact the local Dentsply Sirona
sales office for product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115035, Moscow Cfvchinmkovskaya embankment 18/1. bid 2. premises 3N
Tel »7 (495) 725 10 87

Subject to change without prior nobce
Other languages are available upon request

Not all products are available In all countries
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Instructions for Use

Explanation of Symbols

Symbol

UTH]

|[LOT|
Irefl

"Conly
MD

C€

Title

Manufacturer

Date of manufacture

Usa-by date

Batch Code

Catalog Number

Non-sterlle

Do notuse if pacxage is damaged

Consult Instructions for Use

European conformity (CE) mark
Prescription only;

U S F~eral law restncts this device to sale by or on the order of a
licensed dentist or physician.

Medical Device

Dentsply Im plamsjﬁllanufacluring GmbH

Rodenbacher Chaussee

63457 Hanau, Germany

www.dentsplvimtilant8.corn

www.dentsolvsirona.com

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Subject to change without prior notice.
Other languages are available upon request.

Not all products are available in all countries. De ntsply
Status of information: SI rono

IFU 5683-EN-RU Rev. 2024-02 implants

4(4)



Instructions for Use

Astra Tech Implant System®
Radiographic Implant Guides

Astra Tecti Implartt Systerrt may only be used by dentisis/physicians wbo have bad the
appropnaie education and trairtmg

Description of the System

The Astra Tech Imptani System is designed for reptaang one or more missing teem in patients
to restore chewing function. The system comprises dental Implants, cover screws,
transmucosal abutments, other restorative components, as well as surgical and restorative
instruments.

Astra Tech Implant System components ntay only be used together with onginal products and
instruments

Description of the Product

Radiographic Implant Guides are nine transparent plastic sheets with printed implant contours
presenting implants In different magnificabons

The magnification range is from 1.0 to 1 8 presented in separate sheets

All currentimplants within Astra Tech implant System are accurate reproduced in
corresponding scale

Purpose (Instruments)

Multiple usee surgical and restorative instruments designed for the Installation, removal andfor
replacement of dental implants, abutments or dental laboratory products for the purpose of
restohng the patent's masticatory function. The instruments can be used In two different
workflows insertion and removal at the implant level or insertion and removal at the abutment
level

Order Information and Dimensions

See current Astra Tech Implant System product catalog for updated and detailed order
information

Material

Piashc

Indications for Use

The Radiographic Implant Guides are planning tools used prior to implant surgery
The guides are used together with x-ray of the patients' jaw and guide the dinloan in planning
optimal position, direction and implant size

Contraindications

Diameter 3.0 implants are not indicated to replace a cenfrtf incisor, a canine, a premolar or a
molar in the maxilla, nor to replace a canine, a premolar ora nwlar in the mandible

There are no other absolute contraindications for treatment with Astra Tech Implant System
implants besides the one above and for implant treatment in general

Warnings

Surgery in the oral cavity and oral rehabilitation include general risks for comphcabons which

should be known by the dinclan To be mentioned, but not limited to. the foUovnng

+ Components that acodenby are dropped In the patent’s mouth may be swallowed or
aspirated which can result in suffocation or physical injury. Care must be taken to have
control over small devices.

« Allergy or hypersensibvity to chemical ingredients of matenal used Pabent health history
must be carefully assessed

« Failure to plan and prepare implant site posibon and depNe correctly can result in harm to
nerves, blood vessels, teeth or other sensitive structures it is strongly recommended that
clinicians always undergo special training before starting up new treatment methods

Inform us (Dentsply Sirona) and your compelenUreguiaory authority m the case of nobce of

life-threaiening incidents or a severe deterioration in health status related to one of our

products

Precautions

Components and instruments for Astra Tech implant System are not compatible with Astra
Tech Implant System EV.

«

+ Fracture of nwidible may occurin a very atrophic mandible, during surgery or dunng roubne
oral tuncbon after surgery

Highly angled abutments on small diameter implants are not recommended for use In the
molar region.

When treatment planning for implant with 6 mm length consider the widest possiUe implant,
a two-stage surgical approach ano splinting of Implants Closely monitor the patient for peri-
implant bone loss or change m the implants' response to percussion If the implant shows
greater than 50 % bone loss or mobility, consider possible removal of implant

Roubne implant treatmentis not recommended unbi the end of the jaw bone growth
Implant, prostheticcomponent or prosthesis fracture may occurdue to unfavorable loading
condibons. Masticabon forces and restorabon design have to be evaluated carefully

Inadequate cooling, incorrect implant site preparabon. irKorrect instrument settings or
excessive instaliabon torque can result in failed implant.

« Bone quality and quanbty. local infections or disti*bed inibal healing are all factors,
which may Influence implant survival Successful healing and osseointegraiion may be
negatively affected by the following factors Compromised general health status
Compromised local health status In the jaws
History of therapeubc radiation in the area
+ Alcohol or drug abuse
* Smoking

MRI Safety Information

Not applicable for Radiographic Implant Guides

CE€l

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63467 Hanau, Germany
www.dent8plvimplants.com
www.dentsplvsifona.com
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Adverse Reactions

Dunng implant treatment, possible adverse reactions may include but are not limited to
Allergy (e g anaphylactic shock)

Uncontrolled post-operative bleeding (e g damage to artena lingualis)

Aspirated or swallowed components

Permanent nerve injury
Fractured mandible
Implant loss
PeriHmplantibs

+« Componentor prosthesis failure/fracture

Step-by-Step Instructions

The diniaan selects from the Radiographic implant Guides (RIG) the appropnate sheet
corresponding to the magnilicabon of the X-ray as indicated by the imaging system The X-ray
1s placed on a light-box and the RIG sheetis placed over the X-ray.

When using the Radiographic Implant Guides tor OsseoSpeed TX Profile a sagittal
tomographic radiograph is needed showing an appropriate view of the ndge profile.

The clinician evaluates the different outlined implants over the treatment area and selects the
most suitable implant position, dlrecbon and size This supports a predictable and safe implant
surgery

Make sure to use adequate magnificabon

Cleaning and Sterilization

The product is reusable

The sheets are resistant for commonly used cleaning liquids
Delivery - Storage - Disposal

Delivery

Product State of Oellvefy Single Use/  Expected Lifetime

Multiple Use  [numberof
usealvears)*

RadiooraDhic implant Guides Hon-sterile Multiple use 20 vears

The different Radiographic implant Guides are assembled in a convenient piasbc pocket There
are no speaal storage condibons

Storage

Store the products, in a dry place, atroom temperature, i e 18-25 *C, In the onginal packaging
under condibons normal for dental prachces

Disposal

Fordisposal of the packaging and components comply with the currenby applicable national
waste disposal regulabons in your country

Instruments and components that were used in the pabent's mouth may be potenbally
infecbous and must be disposed of safely in containers approved for this purpose

Class of medical waste in accordance with SanPIN 2.1 3684-21 -

Used MD -class B,

Unused M D -ciassA.

Documentation
Not applicable

Additional Information for Customers

I Inform us (Dentsply Sirona) and your competent authonty in the case of notice of life-
threatening incidents or a severe detenorabon in health status related to one of our products

Trademarks

All trademarks arvl company names are the property of lhe<r respecbve owners To improve
readability for our customers. Dentsply Sirona Implants does not use * or ~ in body copy
However. Dentsply Sirona Implants does notwaive any nght to the trademark and nothing
herein shall be interpreted to the contrary

Transportation Conditions

Products must be transported and earned with care in accordance with the speoal precaution
measures applying to each type of a medié | product, at temperatures rangirtg from -30*C to
*60*C and a relevant humidity before 80 70

Operating Conditions

Dental pracbces and laboratones

Application Area

stomatology. Dental implantology

Shelf Life

Shelflife IS set at ten years in the original packaging

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and condibons in the
Implant System Warranty leaflet -)

Subject to change without pnor nobce
Other languages are available upx3n request
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Instructions for Use

Astra Tech Implant System®
Rad|ograj)hic Im pl*t Guides

Authorized Representative on the Territory of the
Russian Federation
Dentspiy Sirona LLC

11S035, Moscow. Ovchinnkovskaya embankment, 18/1. bid 2. premises 3N
Tel.+7 (495) 72510 87

Explanation of Symbols
Symbol Title

Manufacturer and Date of manufacture

"nrlrll"[ Date of manufacture
Use-by date

| 1 Otl Batch Code

|ref| Catalog Number

Non-stenie

FSRLE

Do not use if package Is damaged

Consult Instnjctions for Use

C € / C € European conformity (CE) mark
o

Prescnpton only:

./\Conly U S Federal law restricts tNs device to sale by oron the order of a

licensed dentist or physician

MD Medical Device

C€i

Oenteply Implants Manufacturing GmbH
Rodenbacher Chaussee 4.63457 Hanau, Germany
www.dentsalvimplant8.com
www.dentspivsironacom
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Product Availability

ATTENTION: Not all products described in this IFU may be regulatory
cleared/released/licensed in all markets See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentspiy Sirona
sales office for product availability
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Instructions for Use

Astra Tech Implant System® EV
Ball Abutment EV

Description of the System

The Astra Tech Implant System EV assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetc
instruments.

Intended Ueers

Users must be licensed dentists/physioans. be trained in implant dentistry arv) should be
familiar with Astra Tech Implant System EV

Clinical Benefit and Patient Target Group

The Astra Tech implant System EV is designed for replacing one or more missing teeth in
patients to restore chewing function The patient target group are persons with adult jaws to
whom none ofthe contraindicatons apply that are related to dental implantations
Compatibility

The products are compatible with the Astra Tech implant System EV assortment and the
implant assortment of DS Implants carrying the EV connection The components may only be
used together with ongmal products and msimmenls

Purpose (Prosthetic components)

Components for dental prosthetics are designed to create conditions and provide means of
temporary and permanent replacing rmssing teeth, in order to restore the patient's chewing
function They are used dunng restoration and dental work with dental implant, by trained
personal in the relevant field.

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation, removal and/or
replacement of dental implants, abutments or dental laboratory products for the purpose of
restonng the patient's masticatory fimcdon The instruments can be used in two different
workflows insertion and removal at the implant level or insertion and removal at the abutment
level.

Intended Use
Ball Abutment EV
The Ball Abutment EV is intended for connecting a prosthetic construction to a dental implant

The Ball Abutment EV is used for non-spfinted restoration in fully edentulous situations in the
mandible

Ball Abutment Driver EV
The Ball Abutment Onver EV is used for placement and removal of the Ball Abutment EV
Ball Abutment EV Replica

The Ball Abutment EV Replica is a duplicate of the abutment and is used in the master rriodel

Indications

Total edenlulism

Contraindications

Allergic or hypersensitivity reactions to matenals used (see section 'Malenal’)

Warnings

Surgery in the oral cavity and oral rehabllitabon include general nsks for complications.

+ Components that accidently are dropped in the patient's mouth may be swallowed or
aspirated which can resJt in damage to the digestive/respiratory system or dyspnea
Care nxjst be taken to have control over small devices

Precautions

« Patient health history must be carefully assessed Pay speoai attention to the folloswing
health impairments

+ Recent myocardial infarcbon (< 3 months)

« Recent cerebrovascularaccident

+ Recent cardiac-valvular prosthesis [*acemeni

+ Hemorrhagic diathesis

* Immunosuppression

« Active treatment of malignancy

+ Severe liver dysfunction

« Florid infection

« Drug abuse

* Psychiatnc illness

« Intravenous bisphosphonate use
« Improper patient selecton/analysis or failure to comply with the step-by-step instructions can
lead to failed osseointegration or loss of osseointegrabon
Pnorto each procedure it must be ensured mat all necessary components, instruments and
matenals are available In the required quanbties and are fully operabonal

Posibon the patient so thatthe danger of aspiration of components is mnimized

All components that are used intraorally must be secured to prevent aspirabon or
swallowing

Fracture or damage of implanls, healing components, prosthetic components or prosthesis
requinng removal and replacement of an implant may occur due to unfavorable loading
condibons Masbcabon forces and restorabon design must therefore be evaluated carefully
+ If, due to unfavorable anatomical condibons. instruments do notfit or cannot be used for
other reasons, the course oftreatment planned with them must not be conbnued and

CE€l

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dent8DIvimulant8.com
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alternatives must be sought.
All products intended for single use must not be re-used. Failure to observe this precaution
may lead to intecbon or fracture of components and might result in aspiration or swallowing
Bone quality and quantty. local mfecbons, disturbed initial healing or premature loading are
ai factors, which may influence implant survival. Successful healing and osseointegrabon
may be negatively affected by the following factors
« Inflammations, tumors, abscesses or cysts in the jaw area
Insufficienl height arkl/or width of bone
Insufficient soft bssue coverage
History of therapeubc radiation in the area
Bone and wound healing disorders (e g uncontrolled diabetes)
Autoimmune diseases
Uncontrolled para-funcbonaf habits (e g. bruxism)
Inadequate oral hygiene
Alcohol abuse
* Smoking

Adverse Reactions

Adverse reactions during or after the treatment can be
« Allergic or hypersensitivity reactions to matenals used (see secbon "Matenal")

+« Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed components
Implant loss
Pennmplanbbs
Local or systemic infection
Bone loss as a result of pennmplanbbs or mechanical overload
Fracture or damage of implants, healing components, prosihebc components or prosthesis
Removal and replacement of an implant
Postoperabve discomfort such as:
+« Edema
+ Hematoma
+ Temporary masbcatory impediment
1 Pain

« Esthetic or funcbonal compiicabons

MRI Safety Information

All Astra Tech Implant System EV products which remain in the pabent's body have not been
evaluated for safety and compatibility in the MR environment They have not been tested for
heabng, migration, or image arbfact in the MR environment. The safety of the Astra Tech
Implant System EV products in the MR environment is unknown Scanning a patient who has
such a product may resultin patientinjury

Step-by>Step Instructions

Clinic

IMPORTANT:

* The supra-construcbon should have a passive fit on the abutments to prevent tension in the
implanls

+« Wien plaong or removing components, make sure there is sufficient carrying funcbon
between the component and the instrument

Ball Abutment EV

1 Open the outer blister and pour the stenie inner blister onto a sterile area
Flush the inner geometry of the implantwith stenie physiotogical saline solution before
plaong the abutments
Open the inner blister
Attach the Ball Abutment Dnver EV to the Resiorabve Driver Handle
Place the Ball Abutment Dnver EV overthe Ball Abutment EV. press downwards and twist
until no rotation IS possible
To prevent misfit and possible leakage into the implant connection, make sure the
component is correctly seated.
Use the Ball Abutment Dnver EV together with the Restorative Driver Handle and the
Torque Wrench EV to tighten the abutmentto the recommended torque of 2S Ncm
Release the Ball Abutment Onver EV using a small wiggling motion while lifting the driver
gently
Follow riorta! clincal and laboratory procedures for fabncation of the restoration

w

I

o

I

~

©

©

Laboratory

Ball Abutment EV Replica
1 Place the Ball Abutment EV Replica firmly into the impression
The parallel bevels on the abutment and therepticafaahtate the positioning
2. Pour the impression with high quality stone to fabncate the master model

Follow-up
Aftertreatment is completed, good oral hygiene and regular follow-up examinaiions are
important to mainian health

Delivery - Storage - Disposal

NOTE:

+ Do notuse the products if the blister is damaged

« Inspect stenie packed products visually for breaches of packaging integnty pnorto use Do
not use the products if any breacnes of packaging integrity are detected
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applicable use  [1500 uses

appicable use [ uee
|mn:’umwuiMwmawumum
of dull.

For type, ize and. if SOpNCEDIS. angriaton 586 product label

Packaging Ball Abutment EV

mmwmu.mmmmnmummmamw

@ Toll. Inside tha bilster there is an inner package cortaining

muuuuiumuammuummumuumw

steriie-barrier system).

NOTE:

» Do not use the Ball Abutmant EV after the expiry daa. if he seal fap is darmiged o misting
oF i tha QU bikster is damaged.

» Do not use ihe Bell Abutment EV rf the biisier was unintentonally opansd bions use.

Storage
mhmmammmmw i#. 18.25 °C, in the originel packeging

dental praciices.
mmnnmnummubmuw

Dispossl
For cisposal of the packaging and componants comply with ihe cusmantly applicatie national

waste disposal FEQUISNONS in YOUr COUrRrY.
Class of medical wasts according w0 SanPIN 2.1.3684-21 -

V-ELI} 80¢. 10 ASTMF 138
Stowl nec. 1o ASTELFBES
Stonl acc. to ASTM-FBS9

Hankem

Abutrment EV Reghca

Cleaning and Sterillzation
Ball Abutment EV

Nol applicable.

The product is stwile.

The product is for singls use only.
Mechanical Procedure

uromm Prior o clinical e, all components and Inenuments delivared non-sterile must

cloanad, disnfected and swriized according ta ISO 17864, Insirurmenis Wi can be
mmummummmuwmf«m
only In a dry condikion.

Maausl pee-clesning
wmwumumm(m“mm«mmnmuma
soft rrylon brush untl visibly deasn
Ultvasonic cleaning
The 8c60n SMes and concantraions specifed by the manuiaciumr of the claaning agent must
be obsarved.
Mechanicsal processing

Manual pre-cleening is necsasacy i snsurs efciant mechencal ceanmg.
WmumuMummemmnwumm
mechanical daaning. Tha insiruch factuver of the washer denfecior must be
MMmﬂmmmuhmmuﬁmmwm
mancufactwrer's instrucions. A deaning program with thermsl disnfecsion (A0 = 3000) is

ecommended.
Either demineralized waler or watsr wihich satisfies this level of purity 13 recommenced for
mm was validatad with the following materials and devioss

processing meihod
{oc. 10 ISO 15833 and AAMI TIR 30):
o Washer disinfecior, type G 7838 CD. Misle & Ce. KG, Gutersich

finsing with cold wister 3 min
Thamal disinfecion 5 min 8t 90 *C {AQ 2 00}

Drying 20 min al 105 °C
* Cleaning Wmmmms%wmmfz

(0.9 %), D'n;'d‘lm

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Bafore starikzabon, ail products should be inspeciad with the neked eye for weible sod,
SUVOr COmesion. mmmumnmmm»

Wumtnummnﬁnﬂmng
wmmmmmmmmmuw
arkeled (for the US maret FOA-cleared) for use with tha recommendad sterikzation
parametars, Packaging mist with the requiremants scocording to EN IS8Q 11607,
ANSUAAMI ST70 and AAMI TIR12.

Every siariizadon packape musl have a strilizalion indicator snd stariization date.
2. Paramed

{mce. 1o IS0 17665, EN 13080, EN 285 and saMi TIR12)
0 Time* Time

34'C min min
sz 'c @70 'F) min

]

Stoz i > 121'(: [20 min

‘M mmmmwmmmw mey vary depending on the
* EU customars are requinad 1o use these steem steniization

porpmelers.
3. Storage: Stors he steikzed components dry and dusi-iree &t room temperaiure.
Documentation
To snaure tracestility. we recommand that the removable kabel on the blister it attached 1o the
patiant record.
Additional Information for Customers
W the case of nokice of ie-

Inform us (Dentsply Sirona) end your competant matiority in the case of nolics of ie-
twaakening Ncidents O & S6Vere dsteriormiion in hesith status relaled 1o one af cur products.
Trademarks

AN trademarks and COMPENY NEMES MW the proparty of tha respecive owners. To Kmprove
readabiity for our cusiomers, Sirana Imptants does not use * or ™ in Dody COPY.

However, Dentsply Sirona implants does nol wahse any right o the iradamarks and nothing
WMMIW»“W

Transportation Conditions
and carmed with Care in accorsance wih he

For Instruments - Products must be
mmmmwmwaomumumm
ranging from <30*C & +80°C and a refevant humidity before

For Abutments and Prosthstic - Products must be transported and cemied with

mmmmmmm maasures applying 1o sach iype of 6 medical
product, ot Wmperases ranging fom -50°C 16 +50°C and 8 rétevark humidity belore 80 %.

Qperating Conditions

Dented practices mnd [aborstories.
‘The products can be used (afler inatalistion) at tsmperatures from +32°C o ~42°C

Application Area
Siomatalogy. Dental implantology.

Sheff life

Slerile product - 5 years.
Non-Stadile product - 10 years,

impiant System Warranty

For full impiant systems werrenty information, refer ko the detalled terms and concitions in #he
implan System Wermrenty leafiat. (s v wii.1:1)

Product Avallability

ATTENTION: mummwu:m#umqmwy
cenrd/releanediioansad in all markats. See current praduct catsiog and brochures for
product photos or contact the local Dentsply Sirona

Federation

Dentsply Siwona LLC
115035, Moscow, Ovehi
Tal.. *7 (498) 725 1067

embankment, 18/1, bid 2. premisas 3N

e

_-smummmm
Oher languages

are avaiabls upon requast.
Not o products ace avadable in all countries.
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Explanation of Symbols

Symbol Title

Manufacturer

Date of manufacture

Use-by date
Batch Code
|ref| Catalog Number
Non-sterile
STEHLE R Sterilized using irradiation

Do not resterilize

Do not use tf package Is damaged

Consult instructions for Use

n AoAn n European conformity (CE) mark

Prescription only:
./\m.]lv U S. Federal law restricts ths device to sale by or on the orderofa
licensed dentist or physician

MD Medical Device

O Single sterile barrier system

CCi

Demsply Implants Manufacturing GmbH
RodenbacherChaussee 4, 63457 Hanau, Germany
www.dentsplvimplants.com
www.dantsoivsirona.com
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Instructions for Use

Astra Tech Implant System® EV

Direct Abutment™ EV and Direct EV API™

Description of the System

The Astra Tet"i Implant System EV assortment composes dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instruments.

Intended Users

Users must be licensed dentists/physicians, be trained in Implant dentistry and should be
familiar with Astra Tec”i implant System EV.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System EV is designed for replacing one or more missing teeth in
patients to restore chewing function The patient target group are persons with adult;aws to
whom none of the contraindicatons apply that are related to dental implantations
Compatibility

The products are compatible with the Astra Tech Implant System EV assortment and the
implant assortment of DS Implants carrying the EV connection The components may only be
used togetherwith original products and instruments

Description of the Product

Direct Abutment EV

The Drect Abutment EV is a one-piece transmucosal abutment intended for cement-retained
restorations.

The Direct Abutment EV has a conical connection into ffie implant, which enables a tight and
stable connection between the components.

The packaging ofthe Direct Abutment EV is color-coded according to implant size.

Direct EV API

The Direct APl EV kit includes all components necessary tor working with the Direct Abutment
EV;

« Direct Abutment EV Heal Cap

« Direct Abutment EV Pick-Up

« Direct Abutment EV Replica

1 Direct Abutment EV Burnout Cap

NOTE: Maximum residence time of the Direct Abutnwnt EV Meal Cap: 30 days.

Purpose

Single and multlF>le use surgical and restorative instruments designed for the installation,
removal and/or replacement of dental implants, abutments or dental laboratory products for the
purpose of restoring the patient's masticatory function. The instruments can be used in two
different workfiows: insertion and removal atthe implant level onnsertion and removal at the
abutment level.

Intended Use

Direct Abutment EV

The Direct Abutment EV is intended for connecting a prosthetic construction to a dental
Implant.

The Direct Abutment EV is a one-piece transmucosal abutmentintended for cement-retained
restorations in all positions in the mouth in immediate, early and delayed loading situations.
Direct Driver EV

The Direct Driver EV is used to pick up the Direct Abutment EV O 3.3 0r0 4 and place the
Direct Abutment EV 0 3.3 or 0 4 in the implant

Direct Abutment EV Heai Cap

The Direct Abutment EV Heal Caps are used for protection ofthe abutments and to prevent
tissue overgrowth.

Direct Abutment EV Pick-Up

The Direct Abutment EV Pick-Up is used for impression taking on abutment level with a
closed-tray technique.

Direct Abutment EV Replica

The Direct Abutment EV Replica is a duplicate of the abutment and is used in the master
model.

Direct Abutment EV Burnout Cap

The Direct Abutment EV Burnout Cap is used as a base when waxing-up and casting the final
restoration. Any casting metal/alloy can be used

Indications

Partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see section "Material*)

Warnings

Surgery in the oral cavity and oral rehabilitation include general risks for complications:

> Components that accidently are dropped in the patient's mouth may be swallowed or
aspirated which can resultin damage to the digestive/respiratory system or dyspnea
Care must be taken to have control over small devices.

Precautions

« Patient health history must be carefully assessed. Pay special attention to the following
health impairments:
+ Recentmyocardial Infection (< 3 months)
« Recentcerebrovascular accident
+ Recentcardiac-valvular prosthesis placement
+ Hemorrhagic diathesis
« Immunosuppression

C€

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentSDIvimolant8.com
www.tient8PIv5irona.com
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1 Active treatment of malignancy

+ Severe liver dysfunction

« Florid infection

+ Drug abuse

Psychiatric illness

Intravenous bisphosphonate use

« Improper patient selection/analysis or failure to comply with the step-by-step instructions can
lead to failed osseomtegration or loss of osseointegration

Priorto each procedure it must be ensured that all necessary components, instruments and
materials are available in the required quantities and are fully operational

Position the patient so that the danger of aspiration of components is minimized.

Ail components that are used intraorally must be secured to prevent aspiration or
swallowing.

Fracture ordamage of implants, healing components, prosthetic components or prosthesis
requiring removal and replacement of an implant may occur due to unfavorable loading
conditions Mastication forces and restoration design must therefore be evaluated carefully.
If. due to unfavorable anatomical conditions. Instruments do not fit or cannot be used for
other reasons, the course of treatment pianned with them must not be continued and
alternatives must be sought.

All products intended for single use must not be re-used. Failure to observe this precaution
may lead to infection or fracture of components and might result in aspiration or swallowing

Bone quality and quantity, local infections, disturbed initial healing or premature loading are
all factors, which may influence implant survival. Successful healing and osseointegration
may be negatively affected by the following factors

Inflammations, tumors, abscesses or cysts in the jaw area

Insufficient height and/or width of bone

Insufficient soft tissue coverage

History of therapeutic radiation in the area

Bone and wound healing disorders (e.g. uncontrolled diabetes)

Autoimmune diseases

Uncontrolled para-functional habits (e g. bruxism)

Inadequate oral hygiene

Alcohol abuse

* Smoking

Adverse Reactions

Adverse reactions dunng or after the treatment can be:

Allergic or hypersensitivity reactions to matenals used (see section 'Matend")

Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed conponents

implant loss

Peri-implantitis

v

Local or systemic infection
Bone loss as a result of peri-implantitis or mechanical overload

Fracture or damage of implants, healing components, prosthetic components or prosthesis

Removal and replacement of an implant
Postoperative discomfort such as:
+ Edema
1 Hematoma
« Temporary masticatory impediment
1 Pain

« Esthetic or functional complications

MRI Safety information

All Astra Tech Implant System EV products which remain in the patient's body have not been
evaluated for safety and compatibility in the MR environment. They have not been tested for
heating, migration, or image artifact in the MR environment The safety of the Astra Tech
Implant System EV products in the MR environment is unknown. Scanning a patient who has
such a product may result in patient injury.

Step-by-Step Instructions

Clinic

IMPORTANT; When plaang or removing components, make sure there is a suffiaent carrying
function between the component and Bie instrument.

Direct Abutment EV

[

Open the outer blister and pour the sterile inner blister onto a sterile area.

Flush the inner geometry of the implant with sterile physiological saline solution before
placing the abutments.

. Open the inner blister and pick up the abutment using a compatible instrument according
to the table below:

N

w

NOTE: When using the Direct Dnver EV 0 3.3 0 4, aim the arrow on the dnver towards
the flat surface on the abutment and press the driver onto the abutment.

Product
Direct Abutment EV 0 5 and 0 6

histniinent

Hex Driver EV and Restorative Driver Handle
Direct Driver EV 0 3.3 0 4 arfl Restorative Driver
Handle

4. To prevent misfit and possible leakage into the implant connection, make sure the
component is correctly seated

Direct Abutment EV 0 3.3 and 0 4
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5. Use one of the drivers with the Restorative Onver Harxlle and the Torque Wrench EV to
bghten the abutment to the recommended torque of 2S Ncm

Direct Abutment EV Heal Cap

NOTE: The Direct Abutment EV Heal Cap is used as a provisional solution, either as Is, or as a
base for a temporary solution
1 Align the flat surface of the Direct Abutment EV Heal Cap and the Direct Abutment EV
2. Press the Direct Abutment EV Heal Cap onto the Drect Abutment EV until It snaps into
place
For proper retention, use temporary cement
NOTE: Make sure that the Direct Abutment EV Heal Cap is seated all the way down on
the abutment

Direct Abutment EV Pfck-Up
1 Align the flat surface of the Direct Abutment EV with the krtob on the Drect Abutment EV
Pick-Up.
2. Press the Direct Abutment EV Pick-Up onto the Direct Abutment EV until It snaps into
place
3. Take an impression with an elastomenc impression material using a closed- tray
impression technique
4 Check the impression for conect and stable retention between the Direct Abutment EV
Pick-Up and the impression matenal
Send the impression to the laboratory for the fabrication of the final restoraton
Cementing In of final restoration
1 Cementin the final restoration
Follow the cement manufacturer's directions
2 Completely remove excess cement at the edge of the final restoration.
Laboratory
Direct Abutment EV Replica
1 Align the flat surface of the Direct Abutment EV Replica with the Direct Abutment EV Pick-
Up
2. Press the Direct Abutment EV Pick-Up onto the Direct Abutment EV Replica until it snaps
into place.
3. Pour the impression with high quality stone
Direct Abutment EV Burnout Cap
The Direct Abutment EV Burnout Cap has a built-in cement space
NOTE: Do not burnout the wax and plastic toe quickly This may create defects in the
investment matenal/casting.
1 Align the ichimney" of the Direct Abutment EV Burnout Cap with the flat surface of the
Direct Abutment EV Replica.
2. Fabncate the final restoration
Follow-up
After treatment is completed, good oral hygiene and regular follow-up examInabons are
important to maintain health.

Delivery - Storage - Disposal
NOTE:
« Do not use the products if the blister Is damaged

« Inspect stenie packed products visually for breaches of packaging integrity pnor to use Do
not use the products if any breaches of packaging integnty are detected

Delivery

Prodtict State of Sterilization Single Use / [E E’;ﬁgt::jol;'fe“me
Delivery Method MulUple Use useslyears)

Direct Abutment EV  Stenie E-beam irradiation  Single use 20 years

Direct Driver EV Non-stenle Not applicable Muibple use 1500 uses

>rect Abutment EV Non-sterile Not appiicaMe Single use 30 days

Heel Cap

>rect Abutment EV  Nofv-stenle Not appiicaMe Single use 1use

3|Ck-up

Direc.t Abutment EV Non-stenle Not appiicaMe Single use 1 use

Replica

>rect Abutment EV Non-stenle Not appiicaMe Single use 1 use

Sumout Cap

‘insiruments must be replaced before the indicated number of uses/years is reached if they

are damaged or dull

For type, size arxJ. if applicable, angulation see product label

Packaging Direct Abutment EV

The package compnses of a cardboard outer box containing a plastic blister which is sealed by

a foil. Inside the blisterthere is an Inner package containing the product

The foil ofthe blister serves as a stenie bamer and the content of the Mister is stenie (single

stenle-bamer system)

NOTE:

+ Do notuse the Direct Abutment EV after the expiry date, if the seal flap is damaged or
mssing or if the outer blisteris damaged

+ Do notuse the Direct Abutment EV if the Mister was unintentionally opened before use

Storage

Store the products, in a dry place, at room temperature, i.e 18-25*C. m the onginal packaging
under conditions normal for dentd practices.

Do not use the product if the stenie package is broken or damaged

C i

Dentaply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
www.dentsDIvimolants.com
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Disposal

For disposal of the packaging and components comply with the currently appiicaMe national
waste disposal regulations in your country.

Class of medicM waste according to SanPiN 2.1.3684-21 -

Used MD - class B.

Unused MD -class A.

Material
Product Material

Direct Abutment EV
Direct Driver EV

ritanium Altov (Ti6AI4V-ELH acc to ASTM-F136
Stainless Steel acc toASTM-F899

Direct ADuiment EV Heal Cao ~olvcarbonate

Direct Abutment EV Pick-llo ~olvoroovlene
Direct Abutment EV Reolica filanium Allov ITi6/M4V-ELIl acc to ASTM-F136

Direct Abutment EV Burrwut Cao

Cleaning and Sterilization

Direct Abutment EV

Not applicable.

The product is sterile

The product is for single use only.

Mechanical Procedure

°MMA (Polvmethvi Methacrylate)

IMPORTANT: Prior to clinical use. all components and instruments delivered non-sterile must
be cleaned, disinfected and stenlized according to ISO 17664 Instruments that can be
disassembled must be disassembled for cleaning and may be assembled again for stenlization
only In a dry corvfiOon

Manual pre-cleaning

Coarse soiling must be removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visiMy dean

Ultrasonic cleaning

The acbon limes and concentrations speotied by the manufacturer ofthe deaning agent must
be observed.

Mechanical processing

Manual pre-deaning is necessary to ensure efficient mechanical deaning.

Suitable washerdisinfectors as well as deaning and neutralization agents are to be used for
mechanical deaning. The instnjctions from the manufacturer of the washer disinfector must be
followed Cleaning and neutralizaton agents are to be dosed and used in accordance with the
manufacturer's instructions. A deaning program with thermal disinfection (Ag | 3000) is
recommended

Either demineralized water or water which satisfies this level of punty is recommended for
deaning.

The mechanical processing method was validated with the follawing matenals and devices
(ecc to ISO 15883 and AAMI TIR 30)

+« Washer disinfector, type G 7836 CO, Miele & Oe. KG. Gutersloh

Clearing program VARIOTD

Pre-nnsing with cold water 4 mm

Cleaning 10 min from 45-55 *C

Neutralization 6 min

Intermediate nnsing with cold water 3 mn

Thenral disinfection 5 min at 90 *C (Ag r3000)

Drying 30 min at 105 *C

Cleaning agent neodisher* MediClean forte (0.5 °/o)/neutralization agent neodisher" Z
(0.1 %). Or. Wegert, Hamburg.

Maintenance

Before stenlization. all products should be inspected with the naked eye for visible soil,
impairments and/or corrosion Particular attention shouid be paid to design features such as
channels. Mind holes, threads undercuts and mating surfaces.

Check all markrngs on products for visibility and readability by inspection with the riaked eye
Check matching components for proper assembly and functionality Check products with
movable parts for correct operation Check pre-mounted comporients for completeness and
integnty

Dspose of defective products

Sterilization

Stenlizabon is to be performed comesponding to the following scheme.

1. Preparation for sterilization: Place components in a stenlizabon pouch which is legally
marketed (forthe US market. FDA-deared) for use with the recommended stenlizabon
parameters. Packaging must comply with the requirements according to EN ISO 11607.
ANSI/AAMI ST79 and AAMI TIR12
Every sterilizaUon package must have a stenlization indicator and stenlization date

2 Parameters (ace, to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method  Cycle remperature Exposure Time* Dry Time

Steam Dynamic air removal 134 *C 3 min 20 mm

[EU-) orevacuum)

Steam Dynamic air removal 132 *C (270 *F) 4 min 20 mm
[prevacuum) 135 *C (275 *F) 3 min

Steam Sravity (ksplacement 121 *C (250 *F) 30 min 20 mm

* Minimum exposure times, the operatirtg times ere longer and may vary depending on the
device
** EU customers are required to use these steam stenlizabon parameters

3 Storage: Store the sterilized components dry and dust-free at room temperature

Subject to change without pnor notice
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Instructions for Use

Documentation

To ensure traceability, we recommend Wat the removable label on the blister is attached to the

patient record.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice of life-
threatening incidents or a severe detenoration in health status related to one of our products.
Inform us (Dentsply Sirona) and your competent authohty in the case of notice of life-
threatening inciderits or a severe detenoration in health status related to one of our products.

Trademarks

All trademarks and company names are the property of their respective owners. To improve
reedability for our customers, Dentsply Sirona Implants does notuse * or ™ in body copy
However, Dentsply Sirona implants does not waive any nghtto the trademarks and nothing
herein shall be interpreted to the contrary.

Transportation Conditions

For Instruments - Products must be transported and carried with care in accordance with We
special precaution measures applying to each type of a medical product, attemperatures
ranging from -30°C to *60‘C and a relevant humidity before 80 %.

For Abutments and Prosthtebc components - Products must be transported and carried with
care In accordance with the special precaution measures applying to each type of a medical
product, at temperatures ranging from -50*C to +50*C and a relevant humidity before 80 %.

Operating Conditions

Dental practices and laboratories.
The products can be used (after installation) at temperatures fmm +32*0 to '+'42'C

Application Area
stomatology. Dental implantology
Shelf life

sterile product - 5 years.
Non-Stenie product-10 years.

Implant System Warranty

For full implant systems wamanty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet, (cis-worid.m)

Product Availability

ATTENTION: Notall products described in this IFU may be regulatory
cleared/releasedTlicensed In all markets. See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1, bld.2, premises 3N
Tel *-7(495)72510 87

| Recommended tightening torque for final installation Is 25 Ncm.

CE

Dentsply implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimDlants.com
www.dentsDivsifona.com
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Explanation of Symbols
Symbol Title

-
I ' Manufacturer

U'II'InI'I Dale of manufacture

Use-by date

LOT
REF Catalog Number

MEmMR

Sterilized using irradiation

Do not resterilize

Do not use if package is damaged

Consult Instmctions for Use

C € / C O European conformity (CE) mark

Prescription only.
. U S. Federal law restricts this device to sale by or on the order of a
only licensed dentist Of physician.

ND Medical Device

Single sterile barrier system
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Instructions for Use

Astra Tech Implant System® EV

Drills EV, Bone Reamers EV, Bone Reamer Guides EV

Description of the System

The Astra Tech Implant System EV assortment comprises dental implants, cover screws,
transmucosai abutments, other prosthetic components, as well as surgical and prosthebc
instruments.

Intended Users

Users must be licensed dentists/physicians, be trained in implant dentistry and should be
familiar with Astra Tech Implant System EV.

Clinical Benefitand Patient Target Group

The Astra Tech Implant System EV Is designed for replaang one or more missing teeth in
patients to restore chewing function. The patient target group are persons with adult jaws to
whom none ofthe contraindications apply that are related to dental implantations
Compatibility

The products are compatible with the Astra Tech Implant System EV assortment. The Bone
Reamers EV and Bone Reamer Guides EV are also compatible with the implant assortment of
DS Implants carrying the EV connection. The cwnponents may only be used together with
original products and instruments

Description of the Product

Drills EV

Trie drills are used for preparation of an appropriate osteotomy for the implant and provide
preparation variations to meet different bone conditions at the individual implant site

The drills have laser marKing showing the dnll depth.

The drills are color-coded according to the system logics"mplant size and marked with a letter
and/or digit.

The drills have an RA/CA-connection according to ISO 1797 that fits to all contra-angle
handpieces using this connection.

Bone Reamer EV

The Bone Reamers EV are used dunng abutment connection for removing excess crestal
bone.

The Bone Reamers EV have laser markings on the shaftindicatng the depth and trie size.
The Bone Reamers EV have an RA/CA-connection according to ISO 1797 that fits to all
contra-angle handpieces using this connection and to the Surgical and Restorative Driver
Handle.

All Bone Reamers EV are compatible with all Bone Reamer Guides EV.

Bone Reamer Guide EV

The Bone Reamer Guides EV are used to steerthe bone reamers in their direction and to
provide a depth stop.

The Bone Reamer Guides EV are coior-coded according to the color-coding of the Implant
connection printed on the irrplant packaging.

Each Bone Reamer Guide EV is only compatible with the correspcxiding implant connection
Purpose (Instruments)

Multiple and single use surgical and restorative instruments designed for the installation,
removal and/or replacement of dental implants, abutments or dental laboratory products for the
purpose of restonng the patient's masticatory function. The instruments can be used in two
different workflows: insertion and removal at the implant level or insertion and removal at the
abutment level

Intended Use

Guide Drill EV

The Guide Drill EV is used for creating a starting point for further preparafion

Precision Drill EV

The Precision Drill EV is used for creating a starling point for further preparation

Twist Drill EV

The Twist Drill EV is used tor initial osteotomy preparation. Itis used for drilling in the planned
direction to the appropriate depth The dnlling can provide valuable Information about the
cortical and spongious bone quality.

Step Drills EV

The Step Drills EV are used to prepare the implant site successively to the planned implant
length and implant diameter

Conical and Cortical Drills EV

The Conical and Cortcal Drills EV are used for the cortical bone preparation.

Bone Reamer EV

The Bone Reamer EV, in combination with the Bone Reamer Guide EV, is used for removing
crestal bone that prevents an abutment from being correctly seated.

Bone Reamer Guide EV

The Bone Reamer Guide EV is used for guiding the Bone Reamer EV and providing a vertical
stop that prevents the Bone Reamer EV from damaging the implant interface

Direction Indicator EV

The Direction Indicator EV is used for checking the position and direction of the prepared
osteotomy.

Indications

Partial and total edentullsm

Contraindications

Allergic or hyFiersensitivity reactions to materials used (see section 'Matenal”|

+ Recent myocardial infarction (< 3 months)
Recent cerebrovascular accident

Recent cardiac-valvular prosthesis placement
Hennorrhagic diathesis

Immunosuppression

AcUve treatment of malignancy

Severe liver dysfunction
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 Florid infection

« Drug abuse

* Psychiatric lliness

« Intravenous bisphosphonate use

Warnings

Surgery In the oral cavity and oral rehabilitation include general risks for complications

+« Components that accidenty are dropped in the patient's mouth may be swallowed or
aspirated which can result in damage to the digestive/resplratory system or dyspnea
Care must be taken to have control over small devices.

+ Failure to plan and prepare implant site position and depth correctly can result in harm to
nerves, blood vessels, teeth, jawbone or maxillary sinus. It is strongly recommended that
clinicians always undergo special training before starting up new treatment methods.

Precautions

« Priorto each procedure it must be ensured that all necessary components, instruments and
materials are avalable in the required quantities and are fully operational

Position the patient so thatthe danger of aspiration of components Is minimized.

All components that are used intraorally must be secured to prevent aspiration or
swallowing.

Improper patient selection/analysis or failure to corr*ly with the step-by-step instructions can
lead to failed osseomtegration or loss of osseolnlegration.

« During preparation with drills the recommended speed, which is in the range of the
maximum speed, must be used. The maximum speed must not be exceeded and also the
speed must not be reduced to an excessively slow level

Replace reusable drills and Bone Reamers EV after a maximum of 10 reprocessing
cycles/patents or rtthey are damaged or dull

Fracture of mandible may occurin a very atrophic mandiWe, during surgery or dunng routne
oral function after surgery

Routine implant treatment is not recommended until the end of the jaw-bone growth and for
pregnant women.

Inadequate cooling, incorrectimplant site preparation, incorrect instrument settings or
excessive installation torque can resultin failed implant

If, due to unfavorable anatomical conditions, instruments do notfit or cannot be used for
other reasons, the course oftreatment planned with them must not be continued and
altematves must be sought

All products intended for single use must not be re-used. Failure to observe this precaution
may prevent osseointegraton of an implant or cause local or systemic infection.
Bone quality and quantity, local infections, disturbed initial healing or premature loading are
all factors, which may influence irrpiant survival Successful healing and osseomtegration
may be negatively affected by the following factors

« InflammaUons, tumors, abscess or cysts in the jaw area
Insufficient height and/or width of bone
Insufficient soft tissue coverage

History of therapeutic radiation in the area

Bone and wound healing disorders (e.g. uncontrolled diabetes)
Autoimmune diseases

Uncontrolled para-functional habits (e g bruxism)

Inadequate oral hygiene

Alcohol abuse
+ Smoking
Adverse Reactions

Adverse reactions during or after treatment can be
Allergic or hypersensitivity reactions to rrhatenals used (see section "Matenal”)

Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nerve or tooth

Harm to jawbone or maxillary sinus

Necrosis due to inadequate cooling or excessive torque
Fractured mandible

Uncontrolled post-operetive bleeding (e.g damage to arteha lingualis)

Post-operative discomfort such as:
* Edema
1 Hematoma
+ Temporary local swelling
+ Temporary anesthesia or paresthesia and masticatory impediment
* Pain

Implant loss

Peri-implantlUs

Local or systemic infection

Bone loss as a result of peh-implantitis or mechanical overload

Fractu'e ordamage of implants, healing components, prosthetic components or prosthesis

Removal and replacement of an implant
Esthetic or functional complications

MRI Safety Information

Not aiwlicable for Drills EV or Bone Reamers EV and Bone Reamer Guides EV

Step-by-Step Instructions

Pre-operative planning

Each patent must be carefully evaluated from a general medical and from a dental/oral point of
view. Before any treatment procedure begins, all pathology in the jaws and remaining teeth
must be resolved or be in the process of healing.
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Instructions for Use

Dinical. radiographic as well as model analysts, are all essential prerequisites for the
successful implant treatment. Pre-operahve planning should be based on the expected

restorative treatment outcome

Description ofthe Surgicai Components

InstrumentSequence

The Guide Drill EV and Precision Drill
EV are used lor creating a starting point
lor further preparabon

The Cortical Drill EV (A and B) Is used In
addition for the cortical bone
preparation

The dnils are marked with diameter and
anil letter The dnils are color- coded
according KO implant size

> NOTE: There are separate cortical
dnils speafic forthe 6 mm implant

The A/B-Conical Drill EV is used to
orepare the conical shape of the
asteotomy

The drills are marked with diameter and
dnli letter. The dnils are color- coded
according to implant size.

WMtrumsnt Sequence

The 1-Twist Drill EV is used for initial
osteotomy preparation in soft bone. Itis
used for dniling in the planned direcbon to
tr>e appropriate depth. The dnlling can
orovide valuable information about the
corneal and spongious bone quality

The drills are marked with drill diameter
and drill number The dnils tor soft bone
oreparation are color- coded white The
drills are available m short (6-13 mm) and
oog (6-17 mm)

The 2*6 Step Drills EV are used for further
isteolomy preparation in soft bone,
estiting in a stepped osteotomy with
apical bone support for the implant. The
Step Dnils EV provide guidance during the
dniling process

The drills are marked with drill diameter
and dnll number The drills for soft bone
jreparation are color- coded white. The
drills are available in short (6-13 mm) and
ong (6-17 mm)

The V-Twist Drill EV is used for osteotomy
Areparation in medium or dense bone

The drills are marked with dnll diameter
and dnll letter V-Twist Dnils EV for
Ttedium bone are color-coded according to
mplant size The dnils are available in
short (6-13 mm) and long (6-17 mm).

The X-Step Drill EV is used for further
osteotomy preparation in medium or dense
oone, resulting in a stepped osteotomy
with apical bone support for the Implant
The dnils are marked with dnll diameter
and dnll letter X-Slep Dnils EV for dense
bone are color-coded according to Implant
size The dnils are available In short (6-13
Tim) and long (6-17 mm).
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Max. SpMd
Max. Torque

1500 rpm

1500 rpm

1500 rpm

Mnc. Speed
Mex.Tw4ue

1500 rpm

1500 rpm

1500 rpm

1500 rpm

The Bone Reamer EV in combination with 3
the Bone Reamer Guide EV, is used for

removing crestal bone that prevents an

abutment from being correcUy seated

100 rpm

The Bone Reamer Guide EV is used for
guiding the Bone Reamer EV and
providing a vertical stop that prevents the
3one Reamer EV from damaging the
mplant Interface.

The Direction Indicator EV is used for
:Tiecking the position and direction of the
brepared ost*omy

The instrument has depth markings
ndicabng the 6 mm depth The flange
[collar) of the instrument indicates the
smallest (3.0) and greatest (5 4) implant
blatformsize The instrument is equipped
vith a hole for attaching a safety thread

Preparation of the impiant site

Prepare the implant site according to chosen surgical procedure and implant size.

NOTE:

« Ensure adequate cooling with a sterile physiological saline solution. Insufficient cooling
dunng the dniling process inaeases the risk of thermal necrosis

+ Do notexceed the maxirrum speeds

Removai of the steriie driils from the biister

1 Open the outer blister packaging

Pour out the Inner blister onto a slenie area.

Secure the drill by squeezing the blister

Expose Nee shaft by bending the top of the blister.

Attach the dnll to the contra-angle harxlpece and remove .
the dnll from the blister

ZENN]

Guide Drill EV and Precision Drill EV
Use the respective dnll to create a starting point for further drilling

NOTE: The Precision Drill EV Is an extremely sharp, single-use-omy drill and shall never be
used manually once removed from its package

1 Attach the Guide Dnll EV/Preaslon DnN EV to a contra-angle handpiece
2 Poslbon the Guide Dnll EV/Prea$ion Dnll EV in the desired posibon

3 Start dniling clockwise at a maximum speed of 1500 rpm under profuse imgation with a
stenie physiological saline solution to create a starting point.

Driiiing Protocoi for soft bone

Recommended H 6
Protocol O

l
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Instructions for Use

Drilling Protocol for medium and dense bone
1
The V-/X-Dnils tor medium and

1A
Recommended P [0) Q ft w ib I I I
Protocol Q bl > ft \ 00"
Q 19 Q 0 Q n o g
Implant
Diameter 1 2 3 4 5 6
0 3.0 1 2
1 3 [ ]
042 1 3 4
0 1 S °
0 1 3 s 6 °

Twist Drill EV

Attach the Twist Dnll EV to a contra-angie handpiece
Position the Twist Dnll EV in the desired position

Start drilling clockwise at a maximum speed of 1500 rpm
under profuse imgation wiffi a stehle physiological saline
solution

Stop dnlling when the desired depth Is reached

Remove the Twist Onil EV from the cavity.

Use the Direction Indicator EV to visualize/venfy the
direction.

W N e

oo

NOTE: The narrow end of the Direction Indicator EV Is used
after dnil 1 (1-Twist Drill EV) and the wider end is used after
dnll 3 (3-Step Dnll EV)

Step Drills EV

Select the appropnate Step Drill EV according to the size
of the planned irnpiant diameter

Attach the Step Dnll EV to a contra-angle handpiece
Posibon the Step Dnll EV in the cavity

Start dnilmg clockwise ata maximum speed of 1SOO rpm
under profuse imgation with a stenie physiological saline
solution

Stop dnilmg when the desired depth is reached

Remove the Step Dnll EV from the cavity

Use the Direction Indicator EV to visualize/venfy the
direcbon

-

s wN

~ o o

Conical and Cortical Drills EV

(O}@)

The use of Conical/Cortical Drills EV for the cortical preparation of the bone is mandatory

The cortical bone preparation is depending on thin (A) or thick |B) cortical bone
Use the A- or B-Cortical Dnils EV for straight implants
Use the A/B-Conical Dnils EV for conical implants.

Thin cortical bone (< 2 mm)
Use A-Corbcal Dnils EV or A/B-Conical Drills EV

Thick cortical bone (& 2 mm)
Use B-Cortcal Dnils EV or A/B-Conical Dnils EV

[

Attach the Conical Dnil EV/Coibcal Dnll EV to a contra-
angle handpiece

Posibon the Conical Dnll EV/Cortical Dnll EV in the cavity
Start dnilmg clockwise ata maximum speed of ISOO rpm
under profuse imgation with a stenie physmlogicai saline
solution to the depth as indicated by the marked line.
Stop dnilmg when the desired depth Is reached.

Remove the Conical Drill EV/Cortical Drill EV from the
cavity.

2N

(LI

V-Twist Drill EV and X-Step Drills EV

NOTE: The V- ana X-Onils EY must only be used in medium and dense bone.

The V-Twist Drill EV is used for widening the apical part of the osteotomy in medium bone

The X-Step Drill EV is used for widening Nee apical and body portions of the osteotomy In

dense bone

Attach the V-Twist Dnll EV/X-Step Drills EV to a
contra-angle handpiece

Posibon the V-Twist Dnll EV/X-Siep Dnils EV in the
cavity

Start dnilmg clockwise at a maximum speed of
1500 rpm under profuse irrigabon with a stenie
physiological saline solution

i

N

w

4 Stop dnilmg when the desired depth is reached
5 Remove the V-Twist Drill EV/X-Step Drills EV from
the cavity
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Bone Reamer EV and Bone Reamer Guide EV

1. Attach the appropnate Bone Reamer Guide EV to

the Implant manually.

Secure the Bone Reamer Guide EV with the Hex

Dnver EV Use light finger force, 5-10 Ncm

Attach the appropnate Bone Reamer EV to a \
contra-angle handpiece

N

w

NOTE: The Bone Reamer EV can also be used
manually with a Surgical or Restorative Dnver m
Handle
Place the Bone Reamer EV over the Bone Reamer
Guide EV.
NOTE: Ensure that no bending forces are
transferred to the Bone Reamer Guide EV

IS

o

Start drilling at a maximum speed of 100 rpm.
under profuse imgation with a stenie physiological
saline solubon.

When the Bone Reamer EV has reached its
maximum depth, this will be visible through the
window on the Bone Reamer EV

o

Use the depth markings of the Bone Reamers EV
as reference when selecbng the appropnate height
of the abutments

Remove the Bone Reamer Guide EV, try”~n the
abutment and verify that the abutment is correctly
seated

N

Post-operative care

Instruct the pabent regarding the need for regular oral hygiene. Forthe first 7-10 days after the
operabon. oral hygiene can be supplemented by a suitable mouth nnse Mechanical loading of
the implant site should be avoided in the post-operabve penod A relined provisional
restorabon can be worn for esthebc purposes

Follow-up

After treatment is completed, good oral hygiene and regularfollow-up examinabons are
important to maintain neallh

Delivery « Storage > Disposal
NOTE:

+ Do not use the products If trie blisteris damaged.

> Inspect sterile packed products visually for breaches of packaging integrity prior to use. Do
not use me products if any breaches of packaging integnly are detected

Delivery
Product State of Sterilization ~ Single Um /  Expected Llfotkne
Delivery Method Multlole Use  [number of uses*)

Guide Drill EV Sterile E-beam Multiple use 10 uses (10 patients)
rradlatlon

Precision Drill EV Stenie E—be.em Single use 1 use (1 patient)
irradiation

Twist Dnll EV Stenie E-beam Multiple use 10 uses (10 patients)
irradiabon

Step Dnits EV Stenie E-beam Multiple use 10 uses (10 patients)
rradlatlon

Gonicai/ Cortical . E-beam .

Dniis EV Stenie irradation Multiple use 10 uses (10 pabents)

Bone Reamer EV Non-stenie Not aoolicable Mulnole use 10 uses MOpatentsi

3one Reamer Non-stenle Not applicable Multiple use 10 uses (IOpaoents)

Guide EV

g\llrecuon Indicator Non-sienie Not applicable Multiple use 1500 uses

' Instruments must be replaced before the indicated numberof uses/years is reached if they
are damaoed or dull

For type and size see product label

Packaging

Drills EV

The package composes of an inner blisterthat serves as a holder for the dnll and an outer

sealing blister The foil of the outer blister serves as a stenie bamer and the content of the

blister IS stenie (single sterile-barner system)

NOTE:

* The reusable drills can be used beyond the e)dlry date orin case the blister was
unintentionally opened ifthey are cleaned and stenlized prior to use.

+ Do not use the product if the stenie package is damaged

Precision Drill

The Preasion Dnll EV is delivered sterile and is intended for single use only

NOTE:

* The product must not be used beyond the expiry date

+ Do notuse the productifthe stenie package is damaged or unintentionally opened before
use

Bone Reamers EV and Bone Reamer Guides EV

The Bone Reamers EV and Bone Reamer Guides EV are delivered non-sterlle in a blister and
must be cleaned and sterilized pnor to use
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Instructions for Use

storage

Store the products, in a dry place, atroom temperature, i.e. 18-25 °C, in the onginal packaging
under conditions normal for dental practices.

Disposal

For disposal of the packaging and components corr*ly with the currently applicable national
waste disposal regulations in your country

Instruments and components that were used in the patient's mouth may be potenbally
infectious and must be disposed of safely in containers approved for this purpose’

Dispose of sharps immediately after use In designated puncture-proof containers according to
1SO 23907-1 to preventinfection and injury.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used UD -class B:

Unused UD - class A

NOTE: Dispose of reusable dnils and Bone Reamiers EV after a maximum of 10 reprocessing
cycles/patients or if they are damaged or dull.

Material

Product

Guide Drill EV

Precision Drill

Twisi Onil EV

Step Drills EV

Conical / Cortical Dniis EV
Bone Reamer EV

Bone Reamer Guide EV
Direction inoicaior EV

Cleaning and Sterilization

Precision Drill EV

Not applicable.
The product Is sterile
The product IS for single use only.

Mechanical Procedure

Material

Stainless Steel acc toASTM-F899

Stainless Steel acc to ASTM-F899

Stainless Steel acc to ASTM-F899

Stainless Steel acc. to ASTM-F899

Stainless Steel acc toASTM-F899

Stainless Steel acc. to ASTM-F899

Stainless Steel acc. to ASTM-F899
TitaniumAIlOv (Ti6Al4V-ELl)acc toASTM-F136

IMPORTANT; n

+ Pnorto clinical use, all components and instruments delivered non-stenie must be cleaned,
disinfected and sterilized according to 1ISO 17664. Instruments that can be disassembled
must be disassembled for cleaning and may be assembled again for stenlization only In a
dry condition.

Drills must be kept separated from each other when using ultrasonic cleaning, e.g keep the
dnils hanging in a holderdunng the ultrasonic cleaning.

Manual pre-cleaning

Coarse soiling must be removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visibly clean

Ultrasonic cleaning

The action times and concentrations speafled by the manufacturer of the cleaning agent must
be observed

Mechanical processing

Manual pre-dearsng is necessary to ensure efficient mechanical cleaning.
SuitaCrie washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning. The instructions from the manufacturer of the
washer disinfector must be followed. Cleaning and neutralization agents are to be dosed and
used in accordanoe with the manufacturer's instructions. A cleaning program with thermal
disinfection (Aor 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is recommended for
cleaning.
The mechanical processing method was validated with the follawing materials and devices
(acc. to 1ISO 15883 and AAMI TIP 30):
+« Washer disinfector, type G 7836 CD, Miele & Cie. KG, Gutersloh
+ Cleaning program VARIO TO
Pre-nnsing with cold water 4 min
Cleaning 10 min from 45-55 "C
Neutralization 6 min
Intermediate rinsing with cola water 3 min
Thermal disinfection 5 min at 90 °C (Ao 2 3000)
Drying 30 min at 105 *C
+ Cleaning agent neodisher* MediClean forte (0.5 %)/neutralization agent neodisher* Z
(0.1 %), Dr. Weigert, Hamburg
Maintenance
Before sterilizaUon. all products should be inspected with the naked eye for visible soil,
impairments and/or corrosion. Partcular attention should be paid to design features such as
channels, blind holes, threads, undercuts and mating surfaces
Check all markings on products for visibility and readability by inspection with the naked eye
Check matching components for properassembly and functionality. Check products with
movable parts for correct operation. Check pre-mounted components for completeness and
integnty
Dispose of defective products
Sterilization

Sterilizabon Is to be performed corresponding to the following scheme.

1 Preparation for sterilization: Place components in a sterilization pouch which is legally
marketed (for the US market: FDA-cteared) for use with the recommended stenlization
parameters. Packaging must comply with the requirements according to EN 1SO 11607,
ANSI/AAMI ST79 and AAMI TIR12.

Every sterilization package must have a stenlization indicator and stenlization date.

2. Parameters (acc to ISO 17665, EN 13060, EN 285 and AAMI TIR12)
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Uetlwd Ovcie TemDerature Exposure Time* DrvTime

Steam Dynamic air removal 134 *C in 20 min

IEU™) (orevacuum)

Steam Dynamic air removal 132 X (270 "F) 4 min 20 min
(orevacuum) 135'C (275 ‘F) 3 mtn

Steam Gravity disolacement 121 *C(250'F) 30 min 20 min

* Minimum exposure times, the operating times are longer and may vary depending on the
device.

** EU customers are required to use these steam stenlization parameters

3 Storage; Store the stenlized components dry and dust-free at room temperature.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority In the case of notice of life-
threatening incidents or a severe detenoration m health status related to one of our products

Trademarks

All trademarks and company names are the property of their respective owners. To improve
readability for our customers. Dentsply Sirona Implants does notuse *or ™ in body copy.
However. Dentsply Sirona Implants does notwaive any right to the trademarks and nothing
herein shall be interpreted to the contrary

Transportation Conditions

Products must be transported and earned with care in accordance with the special precaution
measures applying to each type ofa medical product, attemperatures ranging from -30"C to
1460'C and a rSevant humidity before 80 %.

Operating Conditions

Dental prachces and laboratories.
Application Area
stomatology. Dental implantology

Shelf Life

sterile product - 5 years
Non-Sterile product-10 years.

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet (<Is world.ru)

Product Availability

ATTENTION; Not all products described in this IFU may be regulatory
cleared/released/iicensed in all markets. See currem product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability.

Authorized Representative on the Territory of the Russian

Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1 bld2 premises 3N
Tel .»7 (496) 725 10 87

Explanation of Symbols
Symbol Title

M I

Date of manufacture

Use-by date

2
LOT

REF Catalog Number

STERai R Sterilized using irradiation

Do not resterilize

Do not use if package Is damaged

Consult Instructions for Use
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Instructions for Use

n Eur(u>Ban conformity (CE) mark
Prescnption only

I U S. Federal law restncts true device to sale by or on the order of
./\C(]]y alicensed dentist or physiaan

Medical Device

Single stenie bamer system
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Instructions for Use

Astra Tech Implant System® EV
Reusable Products EV

Description of the System

The Astra Tech Implant System EV assortment comprises Qental implants, cover saews,
transmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instrun”nts

Intended Users

Users must be licensed dentists/physicians, be trained Inimplant dentistry and should be
familiar with Astra Tech Implant System EV.

Clinical Benefit and Patient Target Group

The Astra Tech Implant System EV is designed for replacing one or more missing teeth in
patients to restore chewing function. The patient target group are persons with adultjaws to
whom none of the contraindications apply that are related to dental implantations.
Compatibility

The products are corrpatible with the Astra Tech Implant System EV assortment and the
implant assortment of DS Implants carrying the EV connection. The components may only be
used together with onginal products and instruments

Description of the Products
Implant Driver EV

The Implant Drivers EV have an RA/CA-connection compatible with ISO 1797 r
that fits to all contra-angle handpieces and surgical dnver handles using tNs n
connection. 2
The Implant Dnver EV has an external hexagon on the shaftto be able to transfer r
torques needed for irr*jlant installation r|

The Implant Dnvers EV are color-coded and have laser markings on the shaft
according to the implant size

The Implant Dnvers EV have depth markings and dimples that serve as an
orientation for the correct positioning of the implant.

The Implant Drivers EV have indexirtg tabs that retain the implant on the Implant
Dnver EV.

Implant Driver Profile EV

The Implant Dnvers Profile EV have an RA/CA-connection compatible with ISO
1797 thatfits to all contra-angle handpieces and surgical driver handles using
this connection. The Irrplant Driver Profile EV has an external hexagon on the
shaftto be able to tran”r torques needed forimplant Installation.

The Implant Dnvers Profile EV are color-coded and have laser markings on the
shaft according to the implant size and are marked with a "P" for Profile.

The Implant Dnvers Profile EV have depth markings and a dimple/flat surface
that serves as an orientation for the correct positioning of the implant.

The Implant Dnvers Profile EV have indexing tabs that retain the implant on the
Implant Driver EV,

NOTE: The Implant Dnver Profile EV must only be used with OsseoSpeed Prolile
EVinplantsorAstraTech Implant EVProfile

Hex Drivers EV o,

The Hex Drivers EV are used for tightening and releasing screws with
an internal hexagonal screw head.

The Hex Dnvers EV Machine (Figure 1) have an RA/CA-connection
compatible with ISO 1797 that fits to all contraangle handpieces and
surgicallrestorative driver handles using this connection.

The Hex Drivers EV Manual (Figure 2) have an integrated handle
The Hex Drivers EV can be used with all screws, pins and
components that carry an internal hexagon.

Figure 1 Figure 2
Implant Depth Gauge EV

The Implant Depth Gauge EV has laser markings. One end indicates the different implant
lengths 6-17 mm. the other end indicates the length 0-15 mm.

NOTE; The Implant Depth Gauge EV is only compatible with the Astra tech Implant System
EV implant assortment and the PhmeTaper EV implant.
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Abutment Depth Gauge EV

The Abutment Depth Gauge EV has laser markings indicating heights 0-8 mm and a waist on
the tip for identification of the 4-6 mm mark.
The Abutnrent Depth Gauge EV is color-coded according to implant size.

Trays

The Large Tray EV consists of a lid, an overlay, a base with instrument holders and a base
shield

The Small Tray EV consists of a lid, an overlay and a base

Different overlays are available for both Trays. The correct positioning of the instruments is
specified by text, graphics and color markings on the overlay and the base

Large Tray EV

Small Tray
EV

Small Tray EV Bone Reamers

The Tray provides guidance in the selection of Bone Reamers per implant size.
« Straight line-first option

« Dotted line - alternative optltxi

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the installation, removal and/or
replacement of dental implants, abutments or dental laboratory products for the purpose of
restoring the patient's masticatory function. The instruments can be used in two different
workflows: insertion and removal at tne implant level or insertion and removal at the abutment
level.
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Instructions for Use

Intended Use
Implant Driver EV Ilmplant Driver Profile EV

The Irriplant Dnvers EV are used for picking up the implant from the blister, carrying it to the
implant site and installing the implant

Hex Drivers EV

The Hex Drivers EV are intended for tightening and releasing saews with an internal
hexagonal screw head.

Implant Depth Gauge EV
The Implant Depth Gauge EV is intended for measunng the depth ofthe osteotomy
Abutment Depth Gauge EV

The /Uiutment Depth Gauge EV is intended for measuring the mucosal height over the implant
in millimeters

Small/Large Trays EV

The Trays are intended for organizing, sterilizing and stonng of instruments

Small Tray EV Bone Reamers

The Small Tray EV Borto Reamers is intended for organizing, sterilizing and stonrtg the Bone
Reamers EV.

Indications

Partial and total edentulism

Contraindications

Allergic or hypersensifivity reactions to matenals used (see secOon '‘Uatenal’)

Warnings
Surgery in the oral cavity and oral rehabilitaton include general nsks for complicafions:
« Components that acodently ere dropped in the patient's mouth may be swallowed or

aspirated which can result in damage to the digestive/respiratory system or dyspnea
Care must be taken to have control over smalt devices

Precautions

* Pnorto each procedure it must be ensured that all necessary components, instruments and
matenals are available in the required quantibes and are fully operational.

Position the patient so thatthe danger of aspiration of components is minimized

Ail components that are used intraorally rrxist be secured to prevent aspiration or
swallowing

If. due to unfavorable anatomical conditions, instruments do r>otfit or canrvjt be used for
other reasons, the course oftreatnwii planned with them rrxjst not be continued and
alternatives must be sought

Products intended for manual use shall rio( be used together with a contraartgle handpiece
Improper patient selecbon/analysis or failure to comply with the instructions for use can lead
to failed osseointegration or loss of osseomtegration

v

Inadequate cooling, incorrect implant site preparation, incomect instrument settings or
excessive installation torque can result in failed implant

Adverse Reactions

Adverse reactions during or afterimplanttreatment can be:
« Allergic or hypersensitivity reactions to matenals used (see section ‘Matenar)

+ Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed conponents

« Permanent harm to nerve or tooth
+« Harm to jawbone or maxillary Sinus
+ Necrosis due to inadequate coolirp or excessive torque
« Fractured mandible
« Uncontrolled post-operative deeding (e g damage to artena lingualis)
Post-operative discomfort such as.
« Edema
* Hematoma
+« Temporary local swelling
+« Temporary ariesthesia or paresthesia and masticatory impediment
+ Pam

Implant loss

Pennmplantitis

* Local or systemic infection

« Bone loss as a result of pen-implantitis or mechanical overioad

« Fracture ordamage of implants, healing comportenis. prosthetic components or prosthesis
+ Removal and replacement ofan implant

« Esthetic or furKtional complications

MR! Safety Information

Not applicable forthe Reusable Products EV.

Step'by-Step Instructions

Implant Driver EV

NOTE;

« The Implant Dnver EV can be used fora maximum of SOO Implant Installations

« Donotexceed 45 Ncm when installing the implant. If not completely seated before
reaching 45 Ncm. reverse/remove the implant and widen the osteotomy appropnately. Itis
recommended to have a titanium forceps available in case the implant dnver does not
provide sufficient carrying funcbon during the removal procedure.
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Attach the appropnate Implant Driver EV to a contra-angle
handpiece or a surgical driver handle

NOTE: To avoid damage to the Implant Driver EV use a
contra-angle handpiece or a surgical dnver handle
provided with a hexagon that engages the hexagon on
the shaft of the Implant Dnver EV.

N}

Carefully rotate trie implant Dnver EV in the implant to
align the indexing tabs.

Before picking up the implant, make sure the Implant
Dnver EV ISfully seated into the implant

w

IS

Press downwards to activate the carrying function

3

Install the implant manually or with a contraangle
handpiece at low speed (25 rpm) under profuse imgation
with stenle physiological saline "utk>n

Position the implant atthe marginal bone level or slightly
below

Posibon one of the amples on the Implant Driver EV
buccally to facilitate an optimal placement of the
abutments

Release the implant Driver EV by lifting it genNy from the
implant

o

~

2]

Implant Driver Profile EV

NOTE:

« The Implant Dnver Profile EVcan be used fora maximum of SOO Implant installations

+ Donotexceed 45 Ncm when installing the implant If not completely seated before
reaching 45 Ncm. reverse/remove the implant and widen the osteotomy appropnately. it is
recommended to have a titanium forceps available in case the implantdnver does not
provide suffiaent carrying function dunng the removal procedure

-

Attach the appropriate Implant Dnver F~rofiie EV to a
contra-angle handpiece or a surgical dnver handle

Align the dimple/flat surface on the Implant Driver Profile
EV vsnththe most apical point of the implant slope

N

NOTE: To avoid damage to the Implant Dnver Profile
EV use a contra-angle handpiece or a surged dnver
handle provided with a hexagon that engages the

hexagon on the shaft ofthe Implant Dnver Profile EV

w

Before picking up the Implant, make sure the Implant
Dnver Profile EV is fully seated into the implant

NOTE: The Implant Dnver Profile EV seats in only one
position in the implant.

IS

. Press downwards to activate the carrying function

5 Install the implant manually or with a contraangle
handpiece at low speed (25 rpm) under profuse
irrigation with stenle physiological saline solution.

6 Posibon the implant buccally atthe marginal bone level
or slightty below.

7. Align the dimple/llat surface on the implantdnver with
the most apical point of the slope to facilitate optimal f t
placement of the implant.

8 Release the implant Driver Profile EV by lifting it gently
from the Implant
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Instructions for Use

Hex Driver EV Manual/Machine

1 Anach the Hex Driver EV to a contra-angle handpiece or a surgical/restorative dnver
handle

The Hex Dnver Manual has an integrated handle.

2 Use the Hex Dnvers EV for fixaiton of screws, pms and components that carry an internal
hexagon

Implant Depth Gauge EV

Insert the Implant Depth Gauge EV into the osteotomy and measure the depth by using the
laser markings corresponding to implant lengths

Abutment Depth Gauge EV

Insert the Abutment Depth Gauge EV into the implant and measure the mucosal height over
the implant to select the appropnate aoutment

Trays

1 Make sure the tray and instruments are cleaned poor to use according to the cleaning
instructions (see section “Cleaning and steniization')

NOTE: The tray and the instruments must be cleaned separately

I

Assemble the tray and load wnth instruments

w

Stenlize the tray with instruments in a steniization pouch according to the stenlization
instructions (see secbon “Cleaning and Sterilization")

Perform the surgery

After surgery, clean and sterilize the tray and instruments

Delivery - Storage - Disposal

[LIES

Delivery
Product State of Delivery Single Use / Expected Ufethne
MuRlIplt Use [number of
uses/vearsl’
I;‘x‘:::;‘: g:‘;zrr E:lo;ile EV Non-stenie Multiple use 500 uses
molani Depth Gauoe EV Non-stenle Multiple use 1500 uses
IAOuiment Depth Gauoe EV Non-stenie Multiple use 1500 uses
Hex Dnver EV Non-stenie Multiple use 1500 uses
Small Trav EV Non-stenie MuiiiDieuse 3000 uses
Laroe Trav EV Non-stenie Multiple use 2000 uses
Small Trav EV Bone Reamers Non-$tenie Multiple use 3000 uses

instruments must be replaced before the indicated number of uses/years is reacned if they
are damaged or dull
For type and size see product label
NOTE: Do notuse the products if the blister is damaged

Storage

Store the products, in a dry place, at room temperature, i e 18-25 *C. in the original packaging
under conditions normal lor dental practices

Disposal

For disposal of the packaging and components comply with the currently applicable national
waste disposal regulations in your country.

Instruments and components that were used in the patient's mouth may be potentaliy
infecbous and must be disposed of safely in containers approved for this purpose

Dispose of sharps immediately after use in designated puncture-proof containers according to
ISO 23907-1 to preventinfection and injury

Class of medical waste in accordance with SanPiN 2 13684-21 -

Used MD - class B.

Unused MD - class A.

Material

Product Material

Implant Driver EV / Implant Dnver Profile  Stainless Steel acc. to ASTM-F899
EV

Implant Depth Gauoe EV
Abutment Depth Gauoe EV
Hex Dnver EV

'small Trav EV

Laroe Trav EV

Small Trav EV Bone Reamers

Titanium Allov (Ti6AI4V-ELH acc to ASTM-F136
ritanium Allov (Ti6AI4V-ELn acc 10ASTM-F136
Stainless Steel acc lo ASTM-F899

PPSU Plastic iPoivDhenvisulfone) Silicone
PPSU plastic (Polvbhenvfsulfooe) Sdicone
PPSU plastic IPoivDhenvisulfone) Siheone

Cleaning and Sterilization

IMPORTANT:

+ Pnorto clinical use, all components and instruments delivered non-stenie must be cleaned,
disinfected and sterilized according to ISO 17664 Instruments that can be disassembled
must be disassembled for cleaning and may be assembled again for stenlization only in a
dry condition.

Dnils must be kept separated from each other when using ultrasonic cleaning, e g keep the
dnlls hanging in a holder during the ultrasonic cleaning

Trays equipoed with instnjmenis nxjst not be cleaned in the washer disinfector Trays and
instruments rrust be cleaned separately

Trays must be cleaned disassembled The trays should be reassembled and equipped with
instruments before stenlization

Mechanical Procedure

Manual pre-cleaning

Coarse soiling must be removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visibly clean.

Ultrasonic cleaning

The action times and concentrations specified by the manufacturer of the cleaning agent must
be observed
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Mechanical processing
Manual pre-cleaning is necessary to ensure effiaent mechanical cleaning
Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical deanmg The instructions from the manufacturer of the
washer disinfector must be followed Cleaning and neutralization agents are to be dosed and
used in accordance with the manufacturers instnictions A cleaning program with thermal
disinfection (Ao| 3000) is reconvnended
Eitherdemineralized water or water which sabsfies this level of punty is recommended for
cleaning
The mechanical processing method was valiOated with the following matenals and devices
(acc. to ISO 15883 and AAMI TIR 30)
« Washer disinfector, type G 7836 CD. Miele & Cie. KG. Gutersloh
« Cleaning program VARIO TD

Pre-nnsing with cold water 4 mm

Cleaning 10 min from 45-55 'C

Neutralization 6 min

Intermediate nnsing with cold water 3 min

Thermal disinfection 5 min at 90 *C (Ao 2 3000)

Drying 30 min at 105 'C
+ Cleaning agent neodisher* MediClean forte (0 5 %)/neutralization agent neodisher* Z

(0.1 %), Dr Weigen. Hamburg

Maintenance

Before stenlization. all preducts should be inspected with the naked eye for visible soil,
impairments and/or corrosion. Particular attention should be paid to design features such as
channels, blind holes, threads, undercuts and mating surfaces

Check all markings on products for visibility and readability by inspection with the naked eye.
Check matching components for proper assembly and functionality Check products with
movable parts for correct operation Check pre-mounted components for completeness and
integnty

Dispose of defective products

Steriiization of singie components

Stenlizaton is to be performed corresponding to the following scheme

1 Preparation for sterilization: Race components m a sterilization pouch which is legally
maiketed (forthe US market FDA-cleared) for use with the recommended steritization
parameters. Packaging must comply with the requirements according to en ISO 11607,
ANSI/AAMI ST79 and AAMI TIR12,
Every sterilization package must have a sterilization indicator and sterilization date

2 Parameters (acc to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method Ovcie renweratuf* Exposure Ttine* DrvTIime

Steam Dynamic air removal 134 X 3 min 20 mm

1EU-) lorevacuumt

Steam Dynamic air removal 132 *C (270 *F) 4 min 20 mm
fprevacuum) 135 T. 1275 *Ft 3iTvn

Steam Dravitv displacement 121 *C 1250 'Ft 30 mn 20 mm

* Minimum exposure times the operating times are longer and may vary depending on the
device

*' EU customers are requred to use these steam stenlization parameters

3 Storage: Store the stenlized components dry and dust-free at room temperature

Sterilization of an equipped tray

NOTE: Trays are not intended to maintain stenlity and are to be used in conjunction with a
legally marketed, validated stenlization pouch.

Stenlization is to be performed corresponding to the following scheme

1 Preparation for sterilizatton: Race equipped tray in a sterilization pouch which is legally
marketed (for the US market FOA-deared) for use with the recommended stenlization
parameters. Packaging must comply with the requirements according to EN ISO 11607.
ANSI/AAMI ST79 and AAMI TIR12
Every stenlization pouch must have a stenlization indicator and stenlization date

2 Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method  Cvde remoerature ExDoaura Time* DrvTIime

Steam Dynamic air removal 134 *C 3 min 20 min

(EU-) ilorevacuum)

Steam Dynamic air removal 132 *C (270'F) 4 min 20 min
fprevacuum)

* Minimum exposure times, thie opiating times are longer and may vary depending on the
device
EU customers are required to use these steam stenlizabon parameters

3 Before storage of the tray, make sure that no signs of moisture are present Otherwise
repeat the stenlization process using a longer drying time

4. Storage: Store the sterilized components dry and dust-free at room temperature

Additional Information for Customers

Inform us (Dentsply Sirona) and your competentau”onty in the case of notice of life-
threatening incidents or a severe deterioration in health status related to one of our products
Trademarks

All trademarks and company names are the property of their respechbve owners To improve
readability for our customers. Dentsply Sirona Implants does notuse * or  in body copy
However. Dentsply Sirona Implants does notwaive any nght to the trademarks and nothing
herein shall be interpreted to the contrary

Transportation Conditions

Products must be transported and earned wiNe care in accordance with the special precaution
measures applying to each type of a medical product, at temperatures ranging from -30'C to
+60°'C and a relevant humidity before 80 %.
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Instructions for Use

Operating Conditions

Dental practices and laboratories

Application Area

stomatology. Dental implantology

Shelf Life

Shelflife Is set at 10 years in the onginal packaging.

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet. (dS'Wohd ru)

Product Availability

ATTENTION; Not all products described in this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1, bid 2, premises 3N
Tel.; *7 (495) 72510 87

Explanation of Symbols

Symbol Title
Manufacturer
[Nna~| Date of manufacture
Use-by date

LOT Batch Code
REF Catalog Number

Non-sterile

Do not use If package is damaged

Consult Instructions for Use

European conformity (CE) mark

TS Prescription only:
. U.S. Federal law restricts this device to sale by or on the order of a
ANO nly licensed dentist or physician.

Medical Device
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Instructions for Use

Astra Tech Implant System® EV
Guided Surgery (GS)

Description of the System

The Astra Tech Iru*ant System EV assortment tor guided sirgery (GS) comprises all
components which are necessary for treatment with Astra Tech Imi*ant System EV Implants
using a compatible patient-speafic surgical guide which is designed by a compatible planning
software

Intended Users

Users must be licensed dentisis/physicians. be trained in implant denbstry and should be

fam liar with the products from Astra Tech Implant System EV

Clinical Benefit and Patient Target Group

The 05 Implants assortment is designed for replacing one or more missing teeth in patients to
restore chewing function The patenttarget group are persons with adult jaws to whom none
of (he contraindications apply that are related to dental implantatons

Compatibility

The products are compatible with the assortment of Astra Tech Implant System EV and OS
PnmeTaper (Punch EV-GS, Inital Dnll EV-GS, 1-0Onll EV-GS and EV-Slablization Abutment)
The components may only be used together with original products and instalments

Purpose (Instruments)

Multiple and single use surgical and restorative instruments designed for the installation,
removal and/or retracement of dental implants, abutments or dental laboratory products for (he
purpose of resionng the patent’s masticatory function The instruments can be used in two
diff*ntworkflows, insertion and removal atthe implant level orinsertion and removal at the
abutment level

Intended Use
aS (Guided Surgery) Instruments

auided Surgery instruments and components are used for guided preparabon of the implant
lie for Astra Tech Implant System EV implants
/41 instnjments which can be used in combination with a contra-angle handpiece have an
RA/CA-connection accorAng to ISO 1797 or are cotpabble with ISO 1797

Drill for Guide Fixation Screw

The Dnltfor Guide Fixation Screw is used to prepare the bone before inserting the Guide
Fixaton Screw

Guide Fixation Screw

The Guide Fixation Screw is used to fixate the surgical guide to the jaw

Punch EV-GS

The Punch EV-GS is used to make a circular incision of trie implant diameter in the mucosa up
to the coronal bone level where the implant shoulder is to be posiboned.

Initial Drill EV-GS

The Initial Dnll EV-GS is used to

+ Remove mucosa

> Create a centenng indentabon in the bone for the following Dell EV-GS

Drills EV-GS

The Dnils EV-GS are used to prepare the implant site successively to the planned implant
length and implant diameter

Conical and Cortical Drills EV-GS

The Conical and Cortical Onlls EV-GS are used for the cortical bone preparabon

Sleeves

The Sleeves are used to guide the Drills EV-GS in the guide sleeve of the surgical guide
Implant Driver EV GS / Implant Driver Profile EV GS

The Implant Dnvers EV GS are used for picking up the implant from the blister, carrying it to
the implant site and installing the implant.

Implant Driver Extender EV-GS

The Implant Dnver Extender EV-GS is used for extending the length of the Implant Dover EV

GS and the Dnils EV-GS. The Implant Dnver Extender EV- GS has a capacity to transfer
torpue.

EV-Stablllzatlon Abutment

The EV-Stabllizabon Abutmentis used to prevent movement of the surgical guide dunng
preparabon of the following implant site

Indications
Partial and total edentulism

Contraindications

« Allergic or hypersensitivity reacbons to matenals used (see section "Uatehar)
+ Recent myocardial Infarchon (< 3 months)

+ Recentcerebrovascular accident

+ Recentcardiac-valvular prosthesis "acement
+« Hemorrhagic diathesis

« Immunosuppression

« Active treatment of malignancy

« Severe liver dysfunchon

« Flond Infechon

+ Drug abuse

+ Psychiatnc lliness

« Intravenous blsphosphonate use
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Warnings

Oral surgery and rehabilitabon entail general nsks for complications

+ Components that accidently are dropped In the patent's mouth may be swallowed or
aspirated which can result In suffocabon or physical Injury Care must be taken to have
control over small devices.

Allergy or hypersensitivity to chemical ingredients of material used Pabent health history
must be carefully assessed

Failure to plan and prepare implant site posibon and depth correctly can resultin harm to
nerves, blood vessels, teeth, jawbone or maxillary sinus ItIs stron”y recommended that
clinicians always undergo speoal training before starting up new treatment methods

Precautions

* Pnorto each procedure It must be ensured that all necessary components, instruments and
materials are available in the required quanbbes and are fully operabonai

Posibon the pabent so that the danger of aspiration of components is minimized

All corrponents that are used mtraorally must be secured to prevent aspiration or

swallowing

Improper patient selechon/analysis or failure to comply with the step-by-step instructions can
lead to failed osseolntegrabon or loss of osseointegrabon

Dunng preparation with dnils the recommended speed must be used
Replace reusable drills and taps after a n*ximum of 10 reprocessing cydes/patients or if
they are damaged or dull

Fracture of mandible may occur in a very atrophic mandible, dunng surgery or dunng roubne
oral funcbon after surgery

Fracture ordamage of irrplants. healing components, prosthetic components or prosthesis
requihng removal and replacementof an Implant may occur due to unfavorable loading
condibons Masbcabon forces and restorabon design must therefore be evaluated carefully.

* Roubne implant treatment is notrecomnwnded unbi the end of the jaw-bone growth and for
pregnantwomen.

« inadequate cooling, incorrectirr®ant site preparation, incorrect instrument settings or
excessive installation torque can result in failed implant

+ If, due to unfavorable anatomical condibons, instruments do notfit or cannot be used for
other reasons, the course of treatment planned with them must not be conbnued and
alternatives must be sought.

+ /41 products interred for single use must not be re-used Failure to observe this precaution
may prevent osseointegrabon of an implant or cause local or systemic infecbon

+ The Sleeves must be replaced after the surgical procedure (single-patent product) They

are designed for single use only. Ifthey are used more than once, anatomical structures

may be injured.

Bone quality and quanbty. local infections, disturbed initial healing or premature loading are

all factors, wivch may influence implant survival Successful healing and osseointegrabon

may be negatively affected by the following factors.

Inflammabons, tumors, abscess or cysts In the jaw area

Insufficient height and/or width of bone

Insufficient soft tissue coverage

History of therapeutic radiation in the area

Bone and wound healing disorders (e g uncontrolled diabetes)

Autoimmune diseases

Uncontrolled para-funcbonal habits (e g. bruxism)

Inadequate oral hygiene

Alcohol abuse

+ Smoking

Adverse Reactions

Adverse reac(ion5 dunng or afterimplant treatment can be
« /4lergic or hypersensibvily reacbons to matenals used (see section ‘MaienaTj

« Damage to the digestive/respiratory system or dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nerve or tooth

Harm to jawbone or maxillary sinus

Necrosis due to inadequate cooling or excessive torque
Fractured mandible

Uncontrolied post-operative bleeding (e g damage to artena lingualis)
Postoperative discomfort such as.

« Edema

+ Hematoma

+ Temporary local swelling

+« Temporary anesthesia or paresthesia and masbcaiory impediment

« Pain
« Irrplantloss
* Peri-implantlbs
« Local or systemic infection
+ Bone loss as a result of jsenHmplanbbs or mechanical overload
* Fracture ordamage of implants, healing r*mponents. prosthetic components or prosthesis
+« Removal and replacement of an implant
« Esthetic or funcbonal complicabons
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Instructions for Use

Description of the Surgical Components

MRI Safety Information

. . Max. Speed
Not applicable to the Astra Tech Implant System EV products for guided surgery netniment Sequence Diameter Max. Torque
Step'by-Step Instructions 71
The Punch EV-GS in the size of the
slarmed implant diameter is used to
make a circular indsion of the implant 69-13 Implant 800 rpm
diameter in the mucosa up to the coronal diameter
3one level The marking corresponds to
[he implant lengths (8-11-15 and 6-9-13)
Guide Sleeve
The Initial Drill EV-GS must be used lo
remove the previously punched mucosa
and create a centenng indentation in the Implant 1500 rpm
Done fOr the following Dnils EV-GS The diameter
Surgical Guide marking corresponds to the implant
engfhs (8-11-15 and 6-9-13).
Figure 1
Pre-operative prosthetic plartning
Computer-supported pre-operative 30 analysis is necessary to determine the position of
impoitent anatomical structures before preparation of the irnplant sites Augmented areas must
show a complete artd mechanically stable regenerasort pnorto site preparaoon.
During the pre-operative planning. It rrust be determined that there is an adequate height and The Drills EV-GS are used to prepare
width of (he bone to allow placement of the implants the implant site successively to (he
For guided implant placement, a surgical guide must be prepared by 30 planning with the Dlanned implant length and diameter 1500 rpm
Simplant software. The 3D planning must establish me implant positons and. if required, the MI Onlls EV-GS must be used in
fixation of the surgical guide to the jaw The clinical examination must ensure that the space at »mblnation with the speafic Sleeves
the planned implant placement site Is adequate for the use of the guide sleeves artd
instruments. It may be necessary to use a dnll extension.
Surgical guide - Simplant SAFE Guide 3
NOTE;
Do not use the surgical gude. n
* In case of obvious defects
« |If positioning errors of the guide sleeves are detected before use in the patient's mouth.
« Ifit cannot be correctly positioned and accurately seated in the patient's mouth The Cortical Drill EV-GS (A and B) is o1
Inspection ofthe surgical guide used In addition for the cortical bone 1
1. After delivery, the surgical guide must first be inspected for obvious defects such as preparauon . 1500 rpm
A . The drills have depth markings of the
shipping damage, loose guide sleeves or sharp edges. tive implant | ths (8-11-15.6
Check that the Sleeves fit easily Into the guide sleeves of the surgical gude 3. If possible, resdp:clg/e implant lengths (8-11-15.
check the fit of the surgical guide on the master model and 9-13).
Use ofthe surgical guide
1 Sienlize the surgical guide according to the Instructions of the manufacturer Oentsply
Implants NV immediately before use of the surgical gude
2. Make sure the surgical gude maintains its intended position in the [aw If necessary, use
: : o : - " . . . . . Max. Speed
the Drill f‘or Guide Fixation Screw and the Guide Fixation Screws to fix the surgical guide inatniment Sequence Diameter M TP
onto the jaw ax. Torque
Guide Fixation Screw and Drill for Guide Fixation Screw
The Guide Fixation Screw must be planned in the planning software in a similar process as
implants
1 Place the surgical gude in the mouth in Its correct position
2 Prepare the bone cavity with the Drill for Gude Fixation Screw (with a maximum of 1500 The A/B-Concal Dnll EV-GS is used to
rpm) prepare the conical shape of the 1500 rpm
Use the Hex Dnver EV to insert the screw through the surgical guide into the bone hand- DSteotomy
tight
NOTE; Do not use excessive iisrce when lightening the Fixation Screws to the jaw.
CAUTION;
Consider the following measures (o avoid damage of the surgical guide implant Drivers
« Do not use excessive force, particularly at the fixation points and guide sleeves
+« Do not move GS instruments sideways when inserted In a guide sleeve.
The Implant Driver EV GS with a PEEK
tip (REFs 68017001, 68017002,
Ne8017003) is used to install the implant
n the prepared Implant site
The Irnplant Driver EV GS has depth
markings for the following implant
lengths (8-11-15. 6-9-13). lirplant 25 rpm
Alternatively the Implant Driver EV-GS diameter S45 Nem
Implant Driver Profile EV-GS (REFs
28016, 26017, 26018, 26019, 26020)
can be used to install (he implant in the
Drepared implant site.
The Implant Driver EV-GS has depth
markings for the following implant
1engths (8-11-15,6-9-13)
Subject to change without pnor notice
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nstructions for Use

Preparation of the Implant site

CAUTION:

Use only GS Instruments with the surgical guide Simplant SAFE Guide

Pay attention that the depth stop of the Sleeve is onented towards depth stop of the Drill EV-
GS while assembling (see Figure 1) Only in this position can the Sleeve be inserted into the
guide sleeve

Never use Dnils EV*GS without a Sleeve in a guide sleeve

When placing or removing components, make sure there is sufficient carrying fiatction
between the component artd the instrument.

Make sure that the correct Sleeve is chosen regarding dnil diameter and Sleeve diameter
(NOAAfD) Otherwise, the dnlling preosion needed for the correct preparation of the implant
site canitot be achieved

Ensure adequate cooling with a stanla physiological saline solution Insufficient cooling
dunng the drilling process Inaeases the nsk of thermal necrosis,

Punch EV-GS

NOTE:
+ Do notexceeda maximum speed of 600 rpm
1 Ensure adequate cooling with a sterile physiological saline solution

[

Selectthe Punch EV-GS according to the size of the planned implantdiameter

Attach the Punch EV-GS to a contra-angle

Position the Punch EV-GS in the guide sleeve

The Punch EV-GS Is directly guided through the guide sleeve

Start dnlling clockwise and cut the softtissue carefully until the Punch EV- GS comes Into
contact with the bone

5. Stop dnlling and remove the Punch EV-GS from the guide sleeve

EEN

IS

Initial Drill EV-GS

The Inibal Onll EV-GS must be used to remove the previously punched mucosa and create a
centenng indentation in the bone for the following Dnll EV-GS

NOTE;
'Do notexceed a maximum speed of 1500 rpm
1 Ensure adequate cooling with a stenla physicMogical saline solution

-

Select the Initial Dnll EV-GS according to the size ofthe planned implant diameter
Attach the initial Dnll EV-GS to a contra-angle.

Position the Initial Dnll EV-GS in the guide sleeve.

The Initial Dnll EV-GS is directly guided through the guide sleeve

Startdnlling clockwise to prepare the implant site

Stop dnlling when the depth stop is reached.

Remove the initial Drill EV-GS from the guide sleeve

Drills EV-GS with Sleeve

o b w N

o

The Onlls EV-GS are guided by the Sleeves in the guide sleeve

If not preassembled, the Sleeves mustbe mounted on the Dnils EV-GS poor to use The upper
pert of the Sleeves must be at the level of the fixation groove of the drill shaft

The Sleeves are available in two vanants’

& 000 LHP

« Narrow diameter (ND) forimplants 0 36 and 0 4 2
* Wide diameter (WD| for implants 0 4 8
Drilling protocol

Recommended \};\/ (cd ..2 x,

Protocol o) d

ti n 1~
s a uuss nr.

hnplenl
Diameter

036 1 3 [ ] O

0 4.2 3 4

048 ) O

Conical and Cortical Drills EV-GS

The use of Conical/Corlical Drills EV-GS for the cortical preparation of the bone is mandatory
The cortical bone preparation is depending on thin (A) orthick (B) cortical bone

Use the A- or B-Cortical Drills EV-GS for straight implants

Use the A/B-Concal Drills EV-GS for conical implants

Thin cortical bone (< 2 mm)

Use A-Cortical Drills EV-GS or A/B-Conicd Dnils EV-GS

Thick cortical bone (2 2 mm)
Use B-Cortical Drills EV-GS or A/B-Conical Dnils EV-GS

V- and X-Drills EV-GS

The V- and X-Drills EV-GS must only be used in medium and dense bone.

The V-Drtll EV-GS is used for widening the apical part cf the osteotomy in medium bone
The X-Drlll EV-GS is used forwidening the apical and body portions of the osteotomy in
dense bone

CEi
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NOTE:

Do not exceed a maximum speed of 1500 rpm
Ensure adequate cooling with a stenie physiological saline solution

[

Ensure compatibilily between guide sleeve. Onll EV-GS and Sleeve
Attach the Dhll EV-GS to a contra-angle
Position the Dnll EV-GS with the pre-assembied Sleeve in the guide sleeve until the
Sleeve is tijUy inserted into the guide sleeve
. Start dnilmg clockwise to prepare the implant site
Stop dnlling when the depth stop of the Dnll EV-GS is reached
Remove the Dnils EV-GS from the guide sleeve.

w N

oo s

Implant Installation with the Implant Driver EV GS
NOTE:

v

The Implant Dnver EV GS can be used for a maximum of 100 implant installations.

Do not exceed a maximum speed of 25 rpm and a maximum torque of 45 Ncm dunng
implent installation

Ensure adequate cooling with a stenie physiological saline solution

The planned installation depth of the implantis reached when the appropriate groove of the
Implant Dover EV GS is flush with the guide sleeve

-

Open the packaging im~uding the blister

Drop the sterile inner container onto a stenie area

Remove the cap from the container using a twisting motion to expose the top of the
implant.

Attach the appropnate Implant Driver EV GS to a contra-ang”e or a surgical dnver handle

w N

I

NOTE: To avoid damage to me implant Dnver EV GS use a contra-angle or a surgical
dnver handle provided with a hexagon that engages the hexagon on the shaft of the
Implant Driver EV GS.

o

When picking up the implant, make sure
the Im~ant Dnver EV GS is fully seated in
the im~ant Press dwnwards to activate
the carrying function before picking up the
implant
Carefully insert the implant into the implant
site without touching the guide sleeve.
Install the implant into the prepared site at
26 rpm with the Implant Dnver EV GS and
S45 Nem torque
The honzontal grooves indicate the
implantlength The apical groove is for
lengths 8-11-15 mm, the coronal groove is for 6-9-13 mm
The correct groove must be flush with the guide sleeve.

Yy

o

~

ATTENTION; Ifthe implant has notreached the planned final position wt>en a torque of 45
Ncm ISreached, the implant must be removed and the implant site reprepared
Never exceed the maximum torque of 45 Ncm when using a machine or manual instruments

8 Ideptify the index markings on the Implant Dnver EV
Tlmplant Driver Profile EV GS.
he correct position of the Astra Tech Implants EV
OsteoSpeed EV Is reached when one of the index
markings on the Implant Dnver EV GS aligns with
the index marking on the surgical guide

For correct positioning of the Astra Tech Implants
EV Profile / OsseoSpeed Profile EV. align the
dimplelllat surface on the Implant Driver Profile EV
GS with the most apical pantof the slope to
faolitale optimal placement of the implant

©

Prior to installing furtherimplants, the EV-
Stabilization Abutment is inserted into the implant to
prevent the surgical guide from moving

To prevent misfit, make sure the EV-Stabilization
Abutment is correctly seated

At least the first two implants must be installed arvj
provided with an EV-Stabilization Abutment before
further implants are installed

10 Aftennstaltation of all implants, the fixation screws, the EV-Stabilization Abutments, and
the surgical guide can be removed

Follow-up

After treatment is completed, good oral hygiene and regularfollow-up examinations are

important to maintain health
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Instructions for Use

Delivery - Storage * Disposal

NOTE:
+ Do not use Nee products if the blister ISdamaged

* Inspect sterile packed products visually for breaches of packaging integnty pnor to use Do
not use the products if any breaches of packaging integnty are detected.

Delivery
Froducl State Of StarWzation Single Use / Expected
Delivery Mettiod Multiple Use Lifetime*

Punch EV-GS Stenle E-beam irradiabon Single use 1use
nibat Dnil EV-GS Stenle E-beam irradiation  Multiple use 10 uses

i i - . . . 10 uses
2;”'“' [Corfical Dnil EV Stenle E-beam irradiabon  Multiple use
Gnils EV-GS Stenle E-beam irradiabon  Mulbple use 10 uses
Sleeves Stenle E-beam irradiabon  Singie use 1use
mplantOnver EVG S 1 Non-stenle Notapplicable Multiple use 50 uses/1

mplani Onver Profile EV year
GS (with PEEK bp)

mplani drivers without Non-stenle Notapplicable Multiple use 20 years or
PEEK bp until worn
EV-Stat>iiizabon Abutment Non-stenle Not applicable Mulbple use 20 years

i i ixati 10 uses
Dnil for Guide Fixation Sterile E-beam irradiabon  Mulbple use
Screw
Guide Fixation Screw Stenle E-beam irradiabon  Single use 1use

For type and size see product label.

'Instruments must be replaced before the indicated number of uses/years is reached if they
are damaged or dull.

NOTE: The Punch EV-GS and Sleeves are delivered stenle, are intended for single use only
and RHist not be resterilized"

Packaging

Punch EV-GS, Drills EV-GS and Sleeves

The package for the Punch EV-GS, Drills EV-GS and Sleeves composes of an inner blister

that serves as a holder for the instrument and an outer sealing blister. The foil of the outer

blister serves as a sterile bamer and the content of the blister is stenle (single stenle-barrier

system)

The Drills EV-GS can be used beyond the expiry date or m case the blister was unintenSonaliy

opened ifthe cleaning and stenlization instructions are followed

NOTE:

+ Do not use the products if the blister is damaged

+« Do notusethe Punch EV-GS and the Sleeves in case (he blister was unintentionally
opened

Storage
Store the products, in a dry place, at room temperature, i e. 18-25 *C, in the onginai packaging

under conditions rtormal for dental practices

Do not use the product If the stenle package is broken or damaged

Disposal

For disposal of the packaging and components comply with the currently applicable national
waste disposal regulations in your country

Oass of medical waste in accordance with SanPIN 2 13684-21 -

Used UD -class 8,

Unused MD - class A.

NOTE: Dispose Of reusable dnils and taps after a maximum of 10 reprocessing cycleslpabents
orifthey are damaged or dull

Material
Product Metertal
=>unch EV-GS Stainless Steel acc toASTM-F899

nitial Onll EV-GS Stainless Steel acc to ASTM-F899

Tonical | Conical Drill EV-GS Stainless Steel acc to ASTM-F899

>ills EV-GS Stainless Steel acc to ASTM-F899

Sleeves Stainless Steel acc I0ASTM-F899

mplant Driver EV GS | Stainless Steel acc to ASTM-F899, PEEK
inplant Driver Profile EV GS iPofyetheretherketo ne)

EV-Stabiiizabon Abutment Titanium Alloy (TI6AI4V-ELI) acc to ASTM-F136
Guide Fixation Screw Titanium alloy according with ASTM FI136

Dnii for Guide Fixation Screw Stainless Steel acc. to ASTM-F899

Cleaning and Sterilization

IMPORTANT:

*« Pnortodincal use, all comporrents and instruments delivered non-sterile must be cleaned,
disinfected and stenlized according to ISO 17664 Instruments that can be disassembled
must be disassembled for cleaning and may be assembled again for stenlization only in a
dry condition

Sterilize the Simplant SAFE Guide according to the instructions of the manufacturer
Dentsply Implants NV.

Do not use ultrasonic cleaning for the Implant Driver EV GS with a PEEK tip.

Drills must be kept separated from each other when using ultrasonic cleaning, e g keep the
drills hanging in a holder dunng the ultrasonic cleaning

Manual pre-cieaning

Coarse soiling musi be removed immediately (within a maximum of two hours) after use with a
soft nylon brush until visibly dean

Ultrasonic cieaning

The action times and concentratons speafied by the manufacturer of the cleaning agent rrdist

C€i
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be observed

Mechanical processing

Manual pre-deaning is necessary to ensure efficient mechanical deaning

Suitable washer disinfectors as well as deaning and neutralization agents are to be used for
mechanical deaning The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutralizabon agents are to be dosed and used in accordance with the
manufacturer's instiuctions. A cleaning program with thermal disinfection (Ao's 3000) is
recommended

Either densneraiized water or water which satisfies this level of punly is recommended for
cleaning

The mechanical processing method was validated with the following matenals and devices
(acc to 1ISO 15883 and AAMI TIR 30):

+ Wasner dismfectof, type G 7836 CD, Mieie & Cie KG. Gutersloh

+ Cleaning program VARIO TD

Pre-nnsing with cold water 4 min

Cieaiing 10 min from 45-55 *C

Neutralizabon 6 min

Intermediate rinsing with cold water 3 min

Thermal dismfecfion 5 mm at 90 'C (AO r 3000)

Drying 30 min at 106 *C

Cleaning agent neodisher* UediClean forte (0.5 %)/neutralizalion agent neodisher*Z
(0.1 %), Dr Weigert, Hamburg

Maintenance

Before stenlizabon, all products should be inspected with the naked eye for visible soil,
impairments and/or corrosion Particular attention should be paid to design features such as
channels, blind holes, threads, undercuts and mating surfaces

Check all markings on products for visibility and readability by inspecbon with the naked eye
Check matching components for proper assembly and funcUonality Check products with
movable parts for correct operation Check pre-mounted components for completeness and
integrity

Ospose of defective products

Sterilization

Stenlizabon is to be performed corresponding to the following scheme
1 Preparation for sterilization: Place components in a stenlizabon pouch which is legally
marketed (for the US market FDA-deared) for use with the recommended stenlizabon
parameters. Packaging must comply with the requirements according to EN 1S 0 11607.
ANSI/AAMI ST79 and AAMI TIR12.
Every sterilizabon package rr4JSt have a stenlizabon Indicator and sterilizabon date

2 Parameters (acc. to ISO 17665. EN 13060. EN 285 and AAMI T1R12)

MMhod  Cycle rmnosrMure Exposure Time* Dry Tfme
Steam Dynamic air removal .

134 *C 3 20
(EU*) [prevacuum) min mm

Dynamic air reritoval 132 'C (270 *F) 4 min .
20

Steam [prevacuum) 135 *C (275 *F) 3 min min
Steam Gravity displacement 121 +C(250'F) 30 min 20 min

+ Minimum exposure times, the operabng bmes are longer and may vary depending on the
device

EU customers are required to use these steam stenlizabon parameters

3. Storage: Store the sterilized components dry and dust-free at room temperature
Additional Information for Customers
Inform us (Dentsply Siroha) and your competent authority in the case of notice of life-
Ihreatening incidents or a severe detenorabon m health status related to one of our products

Trademarks

All trademarks and company names are the properly of their respecbve owners To improve
readability for our customers. Dentsply Sirona Implants does not use*or in body copy
However. Dentsply Srona Implants does notwaive any nghtto the trademarks and nothing
herein shall be interpreted to the contrary

Transportation Conditions

For Instruments - Products must be transported and earned with care in accordance with the
special precaubon measures applying to each type of a medical product, attemperatures
ranging from -30*C to +60°‘C and a relevant humidity before 80 %.

For Abutments and Prosthtetic components - Products must be transported and earned with
care in accordance with the special precaution measures applying to each type of a medical
product, at temperatures ranging from -50'C to r-SO'C and a relevant humidity before 80 %
Operating Conditions

Dental practices and laboratones

The prMucts can be used (aner Installation) at temperatures from *32*C to '142'C
Application Area

Stomatology Dental implantology

Shelf life

stenle product - 5 years
Non-Stenie product-10 years

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and conditions m the
Implant System Warranty leaflet (ss. )

Product Availability

ATTENTION: Not all products desenbed in this IFU may be regulatory
cleared/released/licensed in all markets See current product catalog and brochures for
product assortment and representabve product photos or contact the local Dentsply Sirona
sales office for product availability
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Other languages are available upon request

Not all products are avalable in all countnes

Dentsply
Sirona

implants

Status of information
IFU5978-EN-RURev 2024-02

4(5)



instructions for Use

Authorized Representative on the Territory of the Russian
Federation

Dentsply Slrona LLC
115035, Moscow, Ovchinnikovskaya embankrrwnt, 18/1, bld2, premises 3N
Tel.:+7(495) 7251087

Explanation of Symbols
Symbol Title

i J

Date of manufacture

Use-by date
U_] Batch Code
[refl Catalog Number
5TERUJ R Sterilized using irradiation

Do not resterilize

Do not use if package is damaged

:I Consult Instructims for Use

C € / C € . European conformity (CE) mark
]

Prescription only
N U S. Federal law restricts this device to sale by or on the order ofa
Conly licensed dentist or physician.

Medical Device

O Single sterile barrier system

C i
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instructions for Use

Astra Tech Implant System® EV
Repair Instruments

Description of the System

The Astra Tech Implant System EV assortment comphses dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical artd prosthebc
instruments
Intended Users
Users must be licensed dentisis/physioans. be traned in implant dentistry and should be
familiar with Astra Tech Implant System EV.
Clinical Senefit and Patient Target Group
The Astra Tech Implant System EV is designed for replacing one or more missing teeth in
patients to restore chewing function The patent target group are persons with adultjaws to
whom none of the contraindicatons apply that are related to dentd implantstions
Compatibility
The products are compatible with the Astra Tech Implant System EV assortment and the
implant assortment of DS Implants carrying the EV connection (see table below tor details)
The components may only be used together with onginal products and instruments
All instruments which can be used in combination with a contra-angle handpiece have an
RAADA-connection according to IS0 1797 or are compatible with ISOD 1797

CofflpettbMt”
Astn Tech Implant

Product PrimeTaper EV OmnlTaper EV
juiding Cylinder EV Yes Yes Yes
-ragment Fork Yes Yes Yes
Screw Extractor Yes Yes Yes
Threaa Cleaner Yes Yes Yes
-raoment Drills Yes Yes Yes
I reohine Dniis Yes Yes No
riBlant Retnever Yes Yes Yes

Jurpose (Instruments)

Multiple and single use surgical and restoracve instruments designed for the installation,
removal and/or replacement of dental implants, abutments or dental laboratory products for the
purpose of restoring the patient’'s masticatory function. The instruments can be used in two
different workflows. Insertion and removal at Nde implant level orinsertion and removal at the
abutment level

Intended Use

The Repair Instruments are used to remove screw fragments in the implanl/abulment or to
remove the implent/abutment.

Guiding Cylinder EV

The Guiding Cylinder EV is used in combination with the Guiding Cylinder Handle to guide the
instruments into the center of the abutment saew fragmentin the implant

Guiding Cylinder Uni Abutment EV

The Guding Cylinder Uni Abutment EV is used in combination with the Guiding Cylinder
Handle to guide the instruments into the center of the bndge screw fragmentin the Ura
Abutment EV

Guiding Cylinder Handle
The Guiding Cylinder Handle is an adjustable handle for the Guiding Cylinders
Fragment Fork

The Fragment Fork is used torremoval of abutment screw fragments and bridge screw
fragments

Screw Extractor

The Screw Extractor is used for removal of abutment screw fragments.

Thread Cleaner

The Thread Cleaner s used for cleaning of threads internally in an implant/abutment
Fragment Drills

The Fragment Drill is used for creating an indentation in the abutment screw/bndge saew
fragment.

Implant Retriever

The Implant Retnever Is used for removal of damaged implants or Implants with damaged
internal threads

Trephine Drills

The Trephine Onltis used for removal of partly or fully osseointegrated implants

Rescue Driver Uni Abutment EV

The Rescue Onver Uni Abutment EV is used for removal of the Um Abutment EV

Uni Abutment Retriever

The Uni Abutment Retnever is used for removal of Uni Abutments with damaged internal
threads or for removal of damaged Uni Abutments in TX Implants or implants carrying the EV
connection

Indications

Complicabons after implant treatment of partial and total edentulism

Contraindications

Allergic or hypersensitvity reactions to materials used (see section 'Matenar)

Warnings

Surgery in the oral cavity and oral rehabilitaoon include general nsks for complicatons

* The lege arbs restoration of the implant may not be possible because of damage at the
implant interface, and the implant must be explanied

The preparation of the thread may not be possible and therefore the prosthebc restoration
cannot be preserved.

Components that accidently are dropped in the patient's mouth may be swallowed or
aspirated which can resultin damage to the digestive/respiratory system or dyspnea.

CE€l
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« Care must be taken to have control over small devices

+ Necessity of explantaton of the implant after breakage of instruments and associated
damage to anatomical structures

« Slipping of instruments which may damage the surrounding structures

« Jammed/broken instruments

Precautions

Priorto each procedure it rrvjst be ensured that all necessary components, instruments and
materials are available in the required guanbtes and are fully operabonal

Posibonthe patient so that thedanger of aspiration of components Is minimized.

All components that are used intraoraliy must be secured to prevent aspiration or

swallowing

During preparalion with dnils the recommended speed, which Is in the range of the
mawmum speed, must be used. The maximum speed must not be exceeded and also the
speed must not be reduced to an excessively slow level.

Fracture of mandible may occur in a very atrophic mandible, dunng surgery or during roubne
oral funcUon after surgery

If. due to unfavorable anatomical condibons. instruments do notfit or cannot be used for
otherreasons, the course of treatment planned with them must not be conbnued and
alternatives must be sought

All products intended for single use must not be re-used Failure to observe this precaution
may cause a loss of accuracy and precision of the Instrumehts through to fractures of the
instruments

Products intenQed for manual use shall not be used together with a contraangle handpiece.
Schedule suffiaent time for careful use of the repair instruments.

Adequate space should be ensured around the implant to be repaired

Replace dull dnils immediately

Where the repair is not successful (e g breakage of an instrument), a trephine dnh adjusted
to the diameter of the implant should be keptready for explantation of the implant

Adverse Reactions
Adverse reactions during or after the treatment can be
« Allergic or hypersensitivity reactions to materials used (see section “Material")

« Damage to the digesbve/respiralory system or dyspnea as a consequence of aspirated or
swallowed components

Permanent harm to nen/e or tooth

Harm to jawbone or maxillary sinus

Neaosis due to inadequate cooling or excessive torque

Fractured mandible

v

Uncontrolled post-operative bleeding (e g . damage to anena lingualis)
Post4)perative discomfort such as

+« Edema

+ Hematoma

+ Temporary local swelling

+ Temporary anesthesia or paresthesia and masticatory impedirnent
« Pain

Implant loss

Local or systemic infection
Fracture or damage of implants

« Esthetic or functional complications

MRI Safety Information

Not applicable for the Repair Instruments.

Step-by-Step Instructions
Description ofthe Repair Instruments

nstrumem Max. Speed
Max. Toraue
nsUumenls to remove screw fraaments

The Guiding Cylinder EV is used to guide the

instruments into the center of the abutment screw . ]
fragment and protects the internal threads in the 1
‘mplant f I

The cvlinders are marked with diameter and EV

The Guiding Cylinder Uni Abutment EV is used
to guide the instruments into the center of the
bndge screw fragment in the Uni Abutment EV
The cylinders are marked with Uni and EV

handle fw the Guidirto Cylinders

The Fragment Fork is used for the removal of a
abutment saew fragments and bndge screw |
fragments )
The Fragment Fork is marked with the thread size j
The instniment is for manua use only and is used

together with a Restorative Dnver Handle
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Instructions for Use

The Fragment Drill is used for creating "
an indentation in the abutment
screw/bndge screw fragment

The dnils are marked with diameter

1500 rpm

> =N

The Screw Extractoris used for the «
emoval of abutment screw fragments c
The Screw Extractor Is marked with a

diameter The instrumentis for manual

useonly and IS used togetherwith a t
Surgical Dnver Handle ji

natnimants to claen Memalthreads

The Thread Cleaner Is used for dearvng

of Internal threads in an

mplant/abutment

rrie Thread Cleaner is marked with the

thread size The instrumentis for manua

uaaonly and is used together with a e
Restorative Dnver Handle

Matrumantito remova ImolaiKa

The Implant Retriever is used ft>r y

‘emoval of damaged implants or implants
with damaged Internal threads 4(]

1
The Trephine Drill is used for the J

‘emoval of partly or fully osseointegraled J g
mpiants J

The Trephine Drills are marked according n i
to the Implant size. The drills are marked
with diameter and length. The dnils have
depth markings of the respective implant
engths and are available in in short (6-13 n |T
nmi and lorra (6-17 mm). “ o
notiuinants to tamova abutinttita

300 ipm

fhe Rescue Driver Unl Abutment EV Is |
jsed for the rentoval of a Uni Abutment i<
EV

Trie Uni Abutment Retriever is used for 1 i
ermval of Um Abutments with damaged

nternal threads or for removal of

damaged Uni Abutments in TX implants |f
orimplants carrying the EV connecton 1l

Abutment screw fracture in an implant

ADutment screw fraaures may occur in imptants when unfavorable stress or forces are
applied

Ootlon Repair Procaduro (moiant Laval
Frartment Fork — Thread Cleaner

2 Fraoment Drill « Fraoment Fork « Thread Cleaner
3 Fraament Drill « Screw Extractor — Thread Cleaner
4 Remove imolani with Imoiani Retneveror T reohme Drill

Guiding Cylinder EV
1 Attach the Guiding Cylinder EV to the Giadirig Cylinder
Handle [

C€i
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2 Position Qie Guiding Cylinder EV in the implant and hold
it firmly

NOTE: Ensure that the Guiding Cylinder EV is aligned
with the vertical axis of the implant throughout the
whole procedure

3. Use the Guiding Cylinder EV to guide the Fragment Drill
or Fragment Fork when removing abutment screw
fragnwnts in the implants

Fragment Fork

1 Attach the Fragment Fork to the Restorative Dnver
Handle.
Position the Fragment Fork in the Guiding Cylinder EV.

3. Rotate the Fragment Fork manually counterclockwise
while pressing towards the screw fragment

4 When the screw fragment is loose, continue unscrewing
the screw fragment.

5 Remove the Guiding Cylinder EV and remove the screw
fragment with a pair of forceps or a similar instrument

NOTE;

« Ifthe screw fragment cannot be removed with Option 1. go to Option 2 and use the
Fragment Dnll to make an indentation in the screw fragment for the Fragment Fork

Ifthe screw fragment cannot be removed with Option 2, go to Option 3 and use the Fragment

Dnll to make a full depth indentation in the screw frAm entforthe Screw Extractor

Thread Cleaner

1. Attach the appropnate Thread Cleaner to the
Restorative Driver Handle

2. Insert the Thread Cleaner carefully into the implani
Make sure to engage it properly in the threads

3 Work Intermittently the entire length of the thread,
about halfof aturn ata time Turn the Thread Cleaner
back in between to dean the threads and remove
possible fragments

Fragment Drill

1. Attach the Fragment Dnll to a contra-angle handpiece

2 Position the Fragment Drill in the Guiding Cylinder EV.

3 Stan dniling counterclockwise with the Fragment Dnll
through the Guiding Cylinder EV at a maximum speed
of 1500 rpm under profuse imgaton with stenie
physiological saline solution

NOTE; Ensure that the indentation is centered in the
screw fragment

4 Work intermittently with the Fragment Dnll and reverse
in between to dean out possible fragments

5 Stop drilling when a small cavityfindentation Is created
in the screw fragment

NOTE: When using Option 3, drill gently until a full depth cavity is created in the screw
fragment. The dnll lirml Is reached when the upperend of the oacK marking is in line with the
upperend of the Guiding Cylinder EV

Screw Extractor

1 Attach the Screw Extractor to the Surgical Driver
Handle.

NOTE: Make sure that the Screw Extractoris correctly

placed into the handle The hexagonal part ofthe shaft

shall be inserted into the hanae

Position the Screw Extraaor Inthe Implant.

Turn the Screw Extractor manually counterclockwise

into the svew fragment (without the Guiding Cylinder

EV).

Use the Torque Wrench EV end turn counterclockwise

to remove the screw fragment.

Maintain downward pressure on the Screw Extractor

w N

>

NOTE: If the saew fragment cannot be removed, remove the implant.

Removal of an implant

If all ckher methods to remove an abutment screw fragment are unsuccessful, use the Implant
Retneveror the Trephine Dnll to remove the implant

Subject to change without pnor notice
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Instructions for Use

NOTE: Fragment Fork

« Use (he Implant Retnever ftx the removal of damaged implants or implants with damaged
internal threads

* Use the Trephine Drill for the removal of partly or fully osseointegrated implants

[

Attach the Fragment Fork to the Restorative Dnver
Handle

2. Position the Fragment Fork in the Guiding Cylinder Uni
Implant Retriever Abutment EV. ,
L . 3 Rotate the Fragment Fork manually counterclockwise
1 Posmon the Implant Retnever in the threaded area of the while pressing towards the screw fragment through the
implant . . . Guiding Cylinder Uni Abutment EV
2. Tum counterclockyvlae while pressing the Implgnt . 4. When the screw fragmentis loose, continue unscrewing
Retnever down until the Implant Retnever sticks in position the screw fragment.
5 Remove the Guiding Cylinder Uni Abutment EV and

remove the screw fragment with a pair of forceps or
similar instrument

NOTE;

« Ifthe screw fragment cannot be removed vmth Option f.go to Option 2 and use the
Fragment Dnll to make an mdentaton in the screw fragment for the Fragment Fork.

« Ifthe screw fragment cannot be removed wiNe Option 2. go to Option 3 and remove the
abutment using the Rescue Dnver Um Abutment EV or the Uni Abutment Retriever

NOTE; In situations where only a short part of the screw

N b ) Thread Cieaner A
hole remains, it may be difficult to achieve enough .
fnction. In such cases, cutorgnnd off some of the 1. Attach the appropnate Thread Oeaner to the Restorative
instrument tip and try again Dnver Handle

2. Insertthe Thread Cleaner carefully into the screw hole. Make
sure to engage it properly in the threads.

3 Work intermittently the entire length of the thread, about half of
aturn atatime Turn the Thread Cleaner back in between to
clean the threads and remove possible fragments

u
3 Attach either an open-end \.Nrench orthe Restorative Driver Fragment Drtii
Handle 4x4 low together with the Torque Wrench EV to the .
Implant Retnever 1 Attach the Fragment Dnll to a contraangle handpiece
i. Continue rotating counterclockwise while miaintaining a 2. Position the Fragment Drill in the Guiding Cylinder Uni LI.II
downward pressure until the implant starts to rotate. Abutment EV .
5. Continue until the implant is out of the bone 3. Start dniling counterclockwise with the Fragment Dnll taii
through the Guiding Cylinder Uni Abutntent EV at a maximum
speed of 1600 rpm under profuse irrigation with stenle I U
physiological saline solution
NOTE: Ensure that the indentation is centered in the screw
fragment
Trephine Drill 4. Work intenriittentty with the Fragment Dnll and reverse in
If all other memods to remove a screw fracture/an implant are unsuccessful, a final option is to betweep.to clean out posslble»fra}gments. ) .
use ajirhtrle_0A N 5 Stop drilling when a small cavity/indentation is created in the
IMFORTANT,; This procedure shoiid be used at the lowest possible speed under profuse screw fragment
irrigation and with the bone exposed for optimal visibility. Removal of Uni Abutments
1. Select the appropnate Trephine Dnll If all other methods to remove a bridge screw fragment are unsuccessful, a final option is to
2. Attach the Trephine Dnll to a contra-angle handpiece use the Rescue Dnver Uni Abutment EV or the Uni Abutment Retnever to remove the
: : abutment
3. Position the TrAshine Dnil over the inrplant. NOTE:
4. Start dniling at the lowest possible speed (max. 300 ipm) |
under profuse irrigation with slenle ~ysiological saline + Use the Rescue Dnver Urn Abutment EV for the removal of Um Abutments EV
soluton + Use the Uni Abutment Retriever to remove Uni Abutm ~ts with damaged internal threads or
Make sure to follow the axis of die implant. damaged Uni Abutments in TX implartts or implants carrying the EV connection
5. Slop dntling when the ((?p ofthe |mp|am.reaches the Rescue Driver Uni Abutment EV
appropnate depth marking on the Trephine Dnll. . .
6 ReiTxive the Implant with a pair of forcens 1 Attach trie Rescue Dover Un Abutment EV to the Surgical
P P P Driver Handle
Bridge ecrew fracture in an abutment NOTE: Make sure thatthe Rescue Driver Uni Abutment EV is

correctly placed into the Surgical Driver Handle. The
hexagonal pan of the shaft shall be fully inserted into the
handle

2. Attach the Surgical Driver Handle to the Torque Wrench EV.

Bridge screw fractures may occurin abutments when unfavorable stress or forces are applied

Option Raoair Procodura Abutment Level

1 Fraoment Fork -+« Thread Cleaner
2 Fraament Dnil « Fraoment Fork — Thread Cleaner 3. Position the Rescue Driver Unt Abutment EV In the abutment
3 Remove abutmertt with Rescue Dnver Uni Abutment EV or Uni Abutment Retnever The arrow on the head of the Torque Wrench EV irtdicates the
direction in which the wrench is functioning and should be in
L " . ‘out’ (reverse) mode.
Guiding Cyiinder Uni Abutment EV > 4 Use the Torque Wrench EV and turn counterclockwise to

1 Attach the Guiding Cylinder Uni Abutment EV to the > Nie loosen trie abutment

Guiding Cylinder Handle 5. Remove the abutmentwith a pair of forceps or another

affropnate instrument
NOTE; Trie Rescue Dnver Urv Abutment EV does not have
wy pix-y>funchon

2 Place the Guiding Cylinder Uni Abutment EV onto Uni Abutment Retriever
the Uni Abutment EV and hold it firmly 1 Positon the Uni Abutment Retnever in trie threaded ride of
NOTE: Ensure thatthe Guiding Cylinder Uni trie abutment
Abutment EV is aligned with the vertical axis of 2 Turn counterclockwise while pressing down until trie Uni
the abutment throughout the whole procedure Abutment Retnever friction fits in the threads

w

Use the Guiding Cylinder Uni Abutment EV to guide
the Fragment Drill or Fragment Fork when
removing bndge screw fragments in the Uni
Abutment EV.

Subject to change without pnor notice.
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Instructions for Use

NOTE: In situations where only a short part of the screw
hole rernains. Il may be difficult to achieve enough fncbon. In
such cases, cutor gnnd off some of the instrument tip and
try again

w

Attach either an open-end wrench or the Restorative
Onver Handle 4x4 low together with the Torque Wrehch
EV to the Uni Abutment Retnever

Contmue rotating counterclockwise while maintaining a
downward pressure until the abutment loosens

Conbnue manually until the abutment is completely
removed

IS

o

Follow-up

After treatment is completed, good oral hygiene and regular follow-up examinations are
important to maintan heath

Delivery « Storage - Disposal

Delivery
. Expected Lifetime

Product SDIalt_e of l\Sﬂlnlg_Ie|Use/ (nupmberof

elivery ultiple Use uses/vears)*
iGuiOinQ Cvimder EV Non-stenie Single use 1 use
Guidino Cviinoer Um Abulment EV Non-stenle Single use t use
Guidina Cylinder Handle Non-stenie MuiiiDie use 150 uses
Fragment Fork Non-stenle Single use 1use
Screw Extracior Non-sienie Single use 1 use
Tnread Cleaner Non-stenie Single use 1 use
‘‘raoment Drills Non-stenle Single use 1 use
Treohme Dnils Non-stenle Single use 1 use
imolanl Retriever Non-stenle VjlbDie use
Rescue Dnve' Uni Abuimeni EV Non-stenle Uulbole use 150 uses
Uni Abutment Retnever Non-stenle MuiliDie use

nsirumenis mustbe replaced before the mdicaied number o( uses/years is reached if they
are damaged or dull
For type and size see product label
NOTE: Do not use the products if the packeiging is damaged

Storage

Store the products, in a dry place, at room temperature. l.e te-25 *C. in the ongmal packaging
urxier conditions normal for dental practices.

Disposal

For disposal of the packaging and components comply with the currently applicable national
waste disposal regulations in your country

Instruments and components that were used in the patients mouth may be potenbally
infectious and must be disposed of safely in containers approved for this purpose

Dispose of sharps immediately after use in designated puncture-proot containers according to
ISO 23907-1 to preventinfecbon and injury

Class of medical waste in accordance with SanPiN 2 1 3684-21 -

Used MD - class B.

Unused MO -class A

Material

Product

Guiding Cylinder EV

Guiding Cylinder Uni Abutment EV
Guiding Cylinder Handle
Fragmeni Fork

Screw Extractor

Thread Cleaner

Malefial

Stainless Steel acc to ASTM-F899
Stainless Steel acc I0ASTM-F899
Stainless Steel acc toASTM-F899
Tunosteri-Carbide

Sianless Steel acc to ASTM-F899
Stainless Steel acc to ASTM-F899
Stainless Steel acc to ASTM-F899. Tungsten-
Carbide

Stairiless Steel acc to ASTM-F899
Stainless Steel acc to ASTM-F699
Stainless Steel acc toASTM-F699
Stainless Steel acc to ASTU-F899

Fragment Drills

T reohine Dnils

imolant Retnever

Rescue Dover Uni Abutment EV
Uni Abutment Retnever

Cleaning and Sterilization

IMPORTANT: Prior to clinical use. all components and instruments delivered non-slerile must
be cleaned, disinfected and stenlized according to ISO 17664 Instruments (hatcan be
disassembled must be disassembled for cleaning and may be assembled again tor stenlizabon
only in a diy condiBon

Manual pre-cleaning

Coarse soiling must be removed immediately (within a maximum of two hours) after use with a
soft nylon brush unbi visibly dean

Ultrasonic cleaning

The acbon bmes and concentratons specified by the manufacturer of the cleaning agent must
be observed

CEl
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Mechanical processing

Manual pre-cleaning is necessary to ensure effioent mechanical cleaning
Suitable washer disinfectors as well as cleaning and neutralization agents are to be used for
mechanical cleaning The instructions from the manufacturer of the washer disinfector must be
followed Cleaning and neutralizabon agents are to be dosed and used in accordance with the
manufacturer’s instrucbons A cleaning program with thermal disintection (Ao a 3000) is
recommended
Either demineralized water or water which satisfies this level of purity is recommended for
cleaning
The mechanic” processing method was validated with the following matenals and devices
(acc. to ISO 15883 and AAMI TIR 30).
« Washer disinfector, type G 7836 CD, Miele & Cte. KG, Gutersloh
« Cleaning program VARIO TD

Pre-nnsing with cold water 4 mm

Cleaning 10 min from 45-55 *C

Neutralizabon 6 min

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 'C (Ao Z 3000)

Drying 30 mn at 106 *C
+ Cleaning agent neodisher* MediClean forte (0 5 %)/neutralizabon agent neodisher* Z

(0.1 %), Dr. Wetgerl. Hamburg

Maintenance

Before stenlizabon, all products should be inspected with the naked eye for visible soil,

impairments and/or corrosion. Parbcular attention should be paid to design features such as

channels, blind holes, threads, undercuts and mating surfaces

Check all markings on products (or visibility and readability by inspection with the naked eye

Check matching components for proper assembly and functionality Check products with

movable parts for correct operation Check pre-mounted components for completeness and

inlegnty

Dispose of defective products

Sterilization

Stenlizabon is to be performed corresponding to the following scheme

1 Preparation for sterINzatlon: Place components in a stenlizabon pouch which is legally
marketed (tor the US market. FDA-cleared) fa use with the recommended stenlizabon
parameters. Packaging must comply with the requirements according to En ISO 11607.
ANSI/AAMI ST79 and \AMI TIR12.
Every stenlizabon package must have a sterilization indicator and stenlizabon date

2. Parameters (acc to ISO 17665, EN 13060, EN 286 and aAMI TIR12)

Method Cycle Temoerature ExDoeure Time* Dry Time

Steam Dynamic air removal 134 *C 3min 20 min

IEU" ) Iprevacuum)

Steam Dynamic air removal 132 *C (270 *F) 4 min 20 min
lorevacuumi 135 *C (275 ‘FI 3 min

Steam Gravity displacement 121 'C (250 'F) 30 min 20 min

' Minimum etpoaure limes, the operabng bmes are longer and may vary depending on the
device
EU customers are required to use these steam stenlizabon parameters
3 Storage: Store the sterilized components dry and dust-free at room temperature
Additional Information for Customers
Inform us (Dentsply Sirona) and your competent authonty in trie case of notice of life-
trireatening incidents or a severe detenorabon in health status related to one of our products
Trademarks
All trademarks and company names are the properly of their respecbve owners To improve
readability for our customers, Dentsply Sirona Implants does notuse * or "* in body copy
However. Dentsply Sirona Implants does notwaive any nghtto the trademarks and nothing
nerem shall be interpreted to the contrary
Operating Conditions

Dental pracbces and laboratones.

Application Area

Stomatology. Dental implantology

Shelf Life

Shelf life is 10 years in the onginal packaging

Implant System Warranty

For full implant systems warranty informabon, refer to the detailed terms and condibons in the
Implant System Warranty leaflet (t-~wc.'u )

Product Availability

ATTENTION: Not all products described in tins IFU may be regulatory
cleared/reteased/licensed in all markets See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office for product availability

Authorized Representative on the Territory ofthe Russian
Federation

Dentsply Sirona LLC
115035, Moscow, Ovchinnikovskaya embankment, 18/1, bid.2, premises 3N
Tel 17(495)725 1087
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Instructions for Use

Explanation of Symbols
Symbol THle

Manufacturer and Date of manufacture
Date of manufacture

Use-by date

LOT Batch Code
REF Catalog Number

Norvstehle

Do notuse if package is damagecf

Consult Instructons for Use

2* European conformity (CE) mark
Prescription only

U S Federal law restricts this device to sale by or on the order of a
licensed dentist or physioan.

Medical Device

CEl
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Instructions for Use

SmartFix® Guide

Implant systems from Dentsply Sirona may only be used by dentists/pbysicians who have had
the appropriate education and training.

Description of the Systems

The Dentsply Sirona implant systems are designed for replaang one or more missing teeth in
patients to restore chewing function. The systems comprise dental implants, cover screws,
Iransmucosal abutments, other prosthetic components, as well as surgical and prosthetic
instruments.

The Dentsply Sirona implant systems are marketed under the brand names Ankylos, Astra
Tech Implant System and Xive.

Description of the Product

The SmartFix Guide consists ofthree parts, a pin (10 mm length), a fastening saew and a
guide part with extensions, which all can be separated.

The guide extensions can be bent and adapted to the curvature and anatomy of the bone
ndge

The pin and the guide part with extensions can be fixed together in desired relation by turning
the screw

The guide extensions have markings for O', 15', 17' and 30" to guide in the drilling procedure
The guide Is reusable and delivered non-sterile.

Replace if laser markings are not readable

Purpose (Instruments)

Multiple use surgical and restorative instruments designed for the instaliation, removal and/or
replacement of dental implants, abutments or dental laboratory products for the purpose of
restonng the patient's masticatory function. The instruments can be used in two different
workflows insertion and removal at the implant level or insertion and removal at the abutment
level.

Order Information and Dimensions
ee oirrent product catalog for updated and detailed ordering Information on the SmartFix
uide for the implant systems Ankylos, Astra Tech Implant System and Xive.

Material

Stainless steel

Indications for use

The SmartFix Guide is intended to be used with the implant systems Ankylos. Astra Tech
Implant System and Xive.

Contraindications

Allergy or hypersensitivity to stainless steel

Clinical Application

The SmaitFix Guide is used in edentiJous jaws for visual ohentation duhng drilling procedures
when a mesio-distally tilted implant Installation is desired.

The vertical surface of the extensions can also be used as an orientation during drilling from a
bucco-linguai aspect.

Warnings

Surgery in the oral cavity and oral rehabilitaton include general nsks for complications which

should be known by the clinician. To be mentioned, but not limited to, Nde following-

+« Components that acodently are dropped in the patient's mouth may be swallowed or
aspirated which can result in suffocation or physical injury. Care must be taken to have
control over small devices

Allergy or hypersensitivity to chemical ingredients of matenal used. Patient health history
must be carefully assessed.

Failure to plan and prepare implant site posison and depth correctly can resultin harm to
nerves, blood vessels, teeth or other sensitive structures. Itis strongly recommended that
clinicians always undergo special training before starting up new treatment methods
Inform us (Dentsply Sirona) and your competent/regulatory authority in the case of noiice of
fe-threatening incidents or a severe detenoration in health status related to one of our
roducts

r‘recautions

NOTE: Products intended for manual use shall not be used togetherwith a contra angle.

Fracture of the mandible may occur in a very atrophic mandible, dunng surgery or during
routine oral function after surgery.

Highly angled abutments on small diameter implants are not recommended for use in the
molar region.

When treatment planning for implantv«th 6 mm length considerthe widest possible irrplant,
atwo-stage surgical approach and splinting of implants. Closely monitor the patient for pen-
implant bone loss or change m the implants' response to percussion. If the implant shows
greater than 50 % bone loss or mobility, consider possible removal of implant.

Routine implant treatmentis not recommended until the end of the jaw bone growth
trrplant, prosthetic component or prosthesis fracture may occur due to unfavorable loading
conditions. Mastication forces and restoration design have to be evaluated carefully
Inadequate cooling, incorrect implant site preparation, incorrect instrument settings or
excessive installaton torque can resultin failed implant.

Bone quality and quaniity. local infections or disturbed initial healing are all factors, which
may influence implant survival.

Corrtiromised general health status
Compromised local health status in the jaws
History of therapeufic radiation in the area
Alcohol or drug abuse

Smoking

CEl
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Successful healing and osseomtegration may be negatively affected by the following factors.

Dentsply
Sirona
implants

For Instrucfions for Use and
X symbols glossary refer to
ilu.derttsolvsirofia.com

MRI Safety Information

Not applicable

Adverse Reactions

During implant treatment, possible adverse reactions may include but are not limited to.
Allergic or hypersensitivity reactions to matenals used

Uncontrolled post-operative bleeding (e g damage to artena lingualis)

Aspirated or swallowed components

Permanent nerve injury

Fractured mandible

Implant loss

Peri-implantitis

Component or prosthesis failure/fracture

Step-by-Step instructions
« Afterraising a flap, prepare an osteotomy for the SmartFix Guide. When dniling, plan for an
appropriate occlusal plane of the guide
Drill in the midline using a drill diameter of
1 1.9 mm for Astra Tech Implant System EV

1 2.0 mmfor Ankylos and Xive implant systems to a recommended depth ofa minimum of
10 mm

Assemble lhe SmartFix Guide After 1-2 turns of the screw, the 3 parts are kept together
The guide can be pre-shaped outside the oral cavity and shall be adapted to the dental arch
of the individual patient.

Place the SmartFix Guide in the osteotomy with the pin.

Secure the guide in desired position and m relation to the pin by manually tightening the
screw.

(During the dniling procedure, use the angle markings of the guide, depending on desired
inclination, as an onentation.

+ Make sure all parts are assembled dunng use

Cleaning and Sterilization

Reusable products are designed to be cleaned, disinfected and stenlized after each use
Remove residual tissue or bone debns by immersing the used products in lukewarm water (<
40 *C). Do not use fixation agents or hot water as this could influence subsequent cleaning
results. Products should be keptin a wet environment until the next step Is initiated

If cleaning is delayed more than 120 minutes, place the devices m a bath ofa cleaning and
disinfection solution to avoid drying of soil and/or debns, blood and other contaminations
Preparation for Cleaning

The SmartFix Guide must be disassembled before cleaning.

Manual Procedure

Apply detergent, Neodisher® MediClean forte (Dr. Weigert, Hamburg) or similar solution to all
surfaces.

Scrub the outer and. if applicable. Ihe inner side of the product with a soft bristled nylon bnjsh
until all visible soil and/or debns is rerrxived.

Flush the inner channels/lumen with cleaning solution using an irrigation needle connected to a
synnge Check channels/lumen for residual soil and/or debns. Run the products in an ultra-
sonic bath with cleaning solution for minimum ten minutes. Drills and trays excluded Rinse
under clean running water until all trace of cleaning solution Is removed

Flush the inner channels/lumen wth water using an imgaton needle

Prepare a bath with a disinfecflon solution, ID 212 instrument disinfection (DURR SYSTEM-
HVGIENE) or similar, according to the detergent manufacturer's instruction. Immerse the
products completely for the tinw specified by the manufacturer

Flush minimum 3 times internal channels/lumen using an irrigation needle Rinse under clean
running water until all trace of disinfection solution is removed. Flush the inner channels/lumen
with water using an imgaton needle Dry the products using medical compressed air and dean
lintfree single-use wipes

Automated Procedure

Place instruments m a washer-disinfector. Vario TD or similar, according to recommendations

from the supplier.

Example of Vano TD washing program

+ Pre-wash, 20 'C

+ Cleaning with detergent, Neodisher® MediOean forte (Dr Weigert. Hamburg) or sin”ilar
solution 45-55 °C

« Neutralization

« Intermediate rinse

1 Disinfection, > 90 'C (preferably 93 'C), 5 min

1 Drying

Inspection and Function Testing

Discard blunt or damaged products.

Packaging prior to Sterilization

Triorougrily dry everything pnor to the sterilization process to preventthe risk of corrosion.
Assemble the tray and re-position the drills and instruments, using drill/letter numbers, where
applicable. Itis recommended to wrap the instruments and tray according to the sterilization
wrap manufacturer's instructions It is recommended to place additional products In a
stenlization bag

NOTE: For US: Use FDA deared sterilization bag and 16 minutes dry time at the end of the
steam sterilization cycle

Subject to change without pnor notice.
Other languages are available upon request
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Instructions for Use

sterilization

Steam stylization with a pre-vacuum cycle (134 *C for 3 minules)

NOTE: For US Steam stenlization with a pre-vacuum cycle (275 'F for 3 minules)

Use the stenlized components within the stated time penod from the stenie bag manufacturer
W ashtray

MechanlcalfAutomated Processing

The following descnbes automated processing and sterilization according to DIN EN ISO
17664

+« Remove coarse contamination such as Mood, bssue and bone residue immediately after

use For this purpose, remove the instruments from the instrument tray and nnse them
under cold rurvting water while removing coarse contaminabon with a fine, soft nylon brush
+ Forautomated processing, place the instruments in the appropnale positions provided in the
basket of the Washtray
Disassemble instruments that can be disassembled before cleaning and place them in the
sieve basket of the Washtray
Ultrasonic pre-cleaning
To ensure eftident automated processing instruments need to be pre-deaned in an ultrasonic
bath
« Rermve the Overlay from the Washtray and dose (he loaded Washtray with me lid of the
basket
Place the dosed Washtray in an ultrasonic bath filled with deamng agent (Neodisher*
UediClean forte).
The Washtray must be entirely covered by (he cleaning agent
Adhere to the concentrations and exposure times recommended by the manufacturer of the
cleaning agent (minimum duration of ultrasonic cleaning S minutes)

Ensure that the liquid levels recommended by the manufaaurer of the utlrasomc bath are
observed

Automated Cleaning

Suitable washer-disinfectors are to be used for automated deamng. which are to be validated
by the user as part of the established deamng processes

Loading

Insert the Miele E 327 mobile unitinto the washer disinfector.

Place the closed Washtray without the Overlay in the mobile unit.
Clean the overlay separately from the Washtray

Follow the instrucbons Of (he manufacturer of the washer disinfector
Cleaning and Neutralization Agents

The following agents are recommended fordeamng

« Cleaning agent Neodisher* MediOean forte.

« Neutralization agent Neodisher* Z.

Cleaning and neutralization agents are to be dosed and used according to the manufacturer's
instructions.

Water Quality

The water quality recommended for deamng (espeoally for the final nnse phase) is fully
demineralized water or water which comespor>ds to this level of punty.

Cleaning program

The recommended cleaning program is the Vano TO program wiih thermal disinfection which
opeiates at the optimum temperature of 45-55 *C tor the removal of blood, or any other
adequate and validated program

Thermal Disinfection

Thermal disinfection is partof the Vano TD program and takes into account the Ao value (Ao r
3000) The Ao value is a measure for the reduction of microorganisms m steam disinfection
processes.

Drying prior to Sterillzetion

+ The instruments are dned automatically dunng the drying cyde in the washer disinfector.

> Use medical compressed air for drying dnil holesAhrough holes

+ Then check the deaned and disinfected medical devices fordamage and any corrosion.

+ Replace damaged or corroded medical devices

Sterilization

« Pnorto stenlization reassemble the disassembled medical devices and sort them into the
holders provided in the Washtray for starilizabon

NOTE: Medical devices that were deaned in the Washtray can also be placed back into
the Surgical Tray EV for stenlization

Place the cWenay in the Washtray. dose the Washtray with the lid and lock it in place.
Pack the loaded Washtray in a single-use stenlizaDon (single or double) package orin a
stenlization container suitable for steam sterilization

Every sterile packaging should display a sterilization indicator and be marked with the date of
slenlizafion

Packaging suitable for steam stenlization must comply with the requirements according to ON
EN ISO 11607/ANSI/AAMI ST79fAAMI TIR12 2010. e g disposable stenlization packages
(smgle or double packages) temperatureresistant up to at least 137 *C (279 *F) and sufficient
steam permeability, vrhich provide suffiaent protection against mechanical damage, or
stenlizabon containers which need to be maintained according to the manufacturer’s
instructions.

v

Method  Cycle Temperature Exposure time'  Drvino time

Steam Dynamic air removal 132 *C (270 “‘FI 4 min 20 min
!prevacuum) 135 *C (275 *F1 3 min 20 min

Steam Sravitv disolacemeni 121 *C(250*F) 30 min 20 min

* Minimum exposure times, the operating times are longer and may vary depending on the
device
Storage

Store the products, in a dry place, at room temperature, i e. 18-25 *C. in tne onginal packaging
under conditions normal for dental practices

a
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Delivery - Storage ¢ Disposal

Product State of Oeavery  SirtgleUM/ Expected Litatfine
Multiple Use IfMHnber of uees/veant*
SmartFix Guide Non-stenie Multiple use 20 uses

The components musi be stored, in their sealed package, in a dry place, at normal room
temperature (18-25'C)

For disposal of the packaging and components comply with the currently applicable national
waste disposal regulafions in your country

Class of medical waste in accordance with SanPiN 2.1 3664-21 -

Used MD - dess B.

Unused MD - class A

Documentation
Not applicable

Additional Information for Customers

I Inform us (Oentsply Sirona) and your competent authority in the case of notice of life-
threatening inddenis or a severe detehoration in health status related to one of our products
Trademarks

All trademarks and company names are the properly of their respective owners

To improve readability (or our customers. Dentsply Sirona Implants does not use * or in
body copy

However. Dentsply Sirona Implants does not waive any nght to the trademark and nothing
herein shall be interpreted to the contrary

Transportation Conditions

Products must be transported and earned with care in accordance with the spieaal precaution
measures applying to each type of a medical product, at temperatures ranging from -30*C to
«60'C and a relevant humidity before 80 %

Operating Conditions

Dental practices and laboratones

Application Area

Stomatology Dental implantology

Shelf Life

Shelflife is set at ten years in the onginal packaging.

Implant System Warranty

Forfull implant systems warranty information, refer to the detailed terms and conditions in the
Implant System Warranty leaflet. (cls-worU;.:u)

Product Availability

ATTENTION: Not all products described in this IFU may be regiiatory
cleared/released/licensed in all markets See current product catalog and brochures for
product assortment and representative product photos or contact the local Dentsply Sirona
sales office (or product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LUC
115035, Moscow, Ovchinnikovskaya embankment, 18/1, bid.2, premises 3N
Tel *7(495) 725 1087

Explanation of Symbols
Symbol Title

Manufacturer
Date of manufacture

Use-by date

Catalog Number

Do not use if package is damaged

Consult Instnjctions for Use

European conformity (CE) mark

Presenpton only
U S. Federal law restnets this device to sale by oron the order of a
licensed dentist or physician

Medical Device

Subject to change without pnor notice.
Otherlanguages are available upon request
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Instructions for Use

DS Implants
PrimeTaper EV

Description of the System

The OS Implants assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and
prosthetic instruments.

Intended Users
Users must be licensed dentists/physicians. be trained in implant dentistry and
should be familiar with the products from DS Implants.

Clinical Benefit and Patient Target Group

The DS Implants assortment is designed for replacing one or more missing
teeth in patients to restore chewing function. The patienttarget group are
persons with adultjaws to whom none of the contraindications apply that are
related to dental implantations

Compatibility

The implantis compatible with the restorative assortment of DS Implants and
the Astra Tech Implant System with the EV connection. The components may
only be used together with original products and instruments.

All instruments which can be used in combination with a contra-angle
handpiece have an RA/CA-connectien according to ISO 1797 or are compatible
with 1ISO 1797.

Description of the Product

PrimeTaper EV

The PrimeTaper EV Implantis a screw shaped dental implant with a denned
surface achieved through grit blasting, followed by a process involving a
treatment in diluted hydrofluoric acid. There is a conical connection between the
implants and the abutments for a tight and stable connection.

The PnmeTaper EV Implant has an inner geometry with a conical and indexing
configuration.

Different diameters and lengths of the implants are available providing versatility
according to the thickness and shape of the bone.

PrimeTaper Drills

The PnmeTaper Drills are used during implant surgery according to the drilling
protocol. The drills have laser markings showing the drilling depth, are marked
with the respective diameters and have an RA-connection to fit into a contra
angle

PrimeTaper Taps
The PrimeTaper Taps are used for widening the osteotomy in very dense bone.

PrimeTaper Radiographic Templates

PrimeTaper Radiographic Templates are transparent plastic sheets with printed
contours representing PrimeTaper EV implants in different magnifications. The
magnifications range is from 1.0 to 1.5. The templates are used as planning
aids.

Purpose (Instruments)

Reusable surgical and restorative instruments designed for the installation, removal
and/or replacement of dental Implants, abutments or dental laboratory products for the
purpose of restoring the patient's masticatory function. The instruments can be used
in two different workflows: insertion and removal at the Implant level or insertion and
removal at the abutment level.

Order Information and Dimensions

See current DS Implants product catalog for updated and detailed order
information of the products.

Intended Use

PrimeTaper EV Implants

The Implants are Intended for both one- and two-stage surgical procedures in

the following situations and with the following clinical protocols:

* Replacing missing teeth in single or multiple unit applications in the
mandible or maxilla.

< immediate placement in extraction sites and in situations with a partially or
completely healed alveolar ridge.

« Especially indicated for use in soft bone applications where implants with
other implant surface treatments may be less effective

« Immediate and early loading for all indications, except in single tooth
situations on implants shorter than 8 mm or in soft bone (type 4)' where
Implant stability may be difficult to obtain and Immediate loading may not be
appropriate.

CE/CE£L

W 1 Manufacturer:

Oentsply Implants Manufacturing GmbH
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0 For Instructions for Use
D é) and symbols glossary refer to
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* The intended use for PrimeTaper EV 03.0 implant is limited to replacement
of maxillary lateral incisors and mandibular Incisors.

PrimeTaper Drills and PrimeTaper Taps

The PrimeTaper Drills and PrimeTaper Taps are used for preparation of an
appropriate osteotomy for the implant and provide preparation variations to
meet different bone conditions at the individual implant site.

PrimeTaper Radiographic Templates

The PnmeTaper Radiographic Templates are planning tools used prior to
implant surgery. The templates are Intended to be used together with the X-ray
of the patient's jaw and helps the clinician in planning the optimal position,
direction and size of the implant

PrimeTaper Direction Indicator

The PrimeTaper Direction Indicator Is Intended for measuring the distance
between osteotomies, controlling the direction of the osteotomy and facilKates
parallelization of osteotomies.

Indications
Partial and total edentulism

Contraindications

« Allergic or hypersensitivity reactions to materials used (see section
“Materials*)

Recent myocardial infarction (< 3 months)

Recent cerebrovascular accident

Recent cardiac-valvular prosthesis placement

Hemorrhagic diathesis

Immunosuppression

Active treatment of malignancy

Severe liver dysfunction

Florid infection

Drug abuse

Psychiatric iliness

Intravenous bisphosphonate use

Diameter 3.0 implants are not indicated to replace a central incisor, a
canine, a premolar or a molar in the maxilla, norto replace a canine, a
premolar or a molar in the mandible.

9969666666666

Warnings

Surgery in the oral cavity and oral rehabilitation include genera! risks for

complications:

® Components that accidently are dropped in the patient's mouth may be
swallowed or aspirated which can result Indamage to the
dlgestive/respiratory system or dyspnea. Care must be taken to have control
over small devices.

® Failure to plan and prepare Implant site position and depth correctly can
result in harm to nerves, blood vessels, teeth, jawbone or maxillary sinus.
Itis strongly recommended that clinicians always undergo special training
before starting up new treatment methods.

® Highly angled abutments and small diameter Implants are not recommended
for use in the posterior region.

Precautions

® Prior to each procedure it must be ensured that all necessary components,
instruments and materials are available In the required quantities and are
fully operational.

@ Position the patient so thatthe danger of aspiration of components is
minimized.

@ All components that are used intraorally must be secured to prevent
aspiration or swallowing.

@ Improper patient seledion/analysis or failure to comply with the Instructions
for use can lead to failed osseointegration or loss of osseointegration.

@ During preparation with drills the recommended speed, which is in the range
of the maximum speed, must be used. The maximum speed must not be
exceeded and also the speed must not be reduced to an excessively slow
level.

@ Replace reusable cutting instruments after their maximum number of
reprocessing cycles/patients (see table 'Delivery’ below) or if they are
damaged or dull.

Subject to criange without pnornonce
Other languages are available upon request

Not all products are available In all countries.
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Instructions for Use

Fracture of mandible may occurin a very atrophic mandible, during surgery
or during routine oral function after surgery.

Fracture or damage of implants, healing components, prosthetic
components or prosthesis requiring removal and replacement of an implant
may occur due to unfavorable loading conditions. Mastication forces and
restoration design must therefore be evaluated carefully.

When treatment planning for implants shorter than 8 mm in length consider
the widest possible implant, a two-stage surgical approach and sptinbng of
implants. Closely monitor the patient for peri-implant bone loss or change in
the implants' response to percussion. If the implant shows greater than

50 % bone loss or mobility, consider possible removal of the implant.
Routine implant treatment is not recommended until the end of the jawbone
growth and for pregnant women.

Inadequate cooling, incorrect implant site preparation, incorrect instrument
settings or excessive installation torque can result in failed implant.

All products intended for single use must not be re-used. Failure to observe
this precaution may prevent osseointegration of an implant or cause local or
systemic infection.

Bone quality and quantity, local infections, disturbed initial healing or
premature loading are all factors, which may influence implant survival.
Successful healing and osseointegration may be negatively affected by the
following factors

« Inflammations, tumors, abscess or cysts in the jaw area

* Insufficient height and/or width of bone

« Insufficient soft tissue coverage

« History of therapeutic radiation in the area

« Bone and wound healing disorders (e.g. uncontrolled diabetes)

* Autoimmune diseases

* Uncontrolled para-functional habits (e g. bruxism)

« Inadequate oral hygiene

* Alcohol abuse

m Smoking

Adverse Reactions
Adverse reactions during or after implant treatment can be:

Allergic or hypersensitivity reactions to materials used (see section
"Materials”)
Damage to the digestive/respiratory system or dyspnea as a consequence
of aspirated or swallowed components
Permanent harm to nerve or tooth
Harm to jawbone or maxillary sinus
Necrosis due to inadequate cooling or excessive torque
Fractured mandible
Uncontrolled post-operative bleeding (e g. damage to arteria lingualis)
Post-operative discomfort such as:
Edema
Hematoma
Temporary local swelling
Temporary anesthesia or paresthesia and masticatory impediment
Pain
Implant loss
Peri-implantitis
Local or systemic infection
Bone loss as a result of peri-implantitis or mechanical overload
Fracture or damage of implants, healing components, prosthetic
components or prosthesis
Removal and replacement of an implant
Esthetic or functional complications

MRI Safety Information

Products which remain in the patient's body can be affected by MRI energy. For
more information see Dentsply Sirona Implants MRI Safety Information
available at dentsDlvsirona.com/ifu.

Step-by-Step Instructions

Preoperative planning

Each patient must be carefully evaluated from a general medical and from a
dental/oral point of view. Before any treatment procedure begins, all pathology
in the jaws and remaining teeth must be resolved or be in the process of
healing.

Clinical, radiographic as well as model analysis, are all essential prerequisites
for the successful implant treatment. Pre-operative planning should be based on
the expected restorative treatment outcome.

PrimeTaper Radiographic Templates
PrimeTaper Radiographic Templates can be used as a planning aid in
conjunction with an X-ray. The X-ray is placed on a light box and the

ce/c €l
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appropriate template is placed over the X-ray. The clinician can then select the
most suitable implant position, direction and size.

NOTE: The double lines under the
drawings of the implants indicate the
maximum additional drill depth due to
the tip of the drills (1 mm).

Preparation of the implant site

Prepare the implant site according to chosen surgical procedure and implant
size

Removal of the sterile drills and taps from the blister

1. Open the outer blister packaging.

Pour out the inner blister onto a sterile area.

Secure the drill or tap by squeezing the blister.

Expose the shaft by bending the top of the blister.

Engage the drill or tap with the contra angle.

6. Follow Nee recommended drilling protocol below.

o s wN

Recommended drilling protocol

NOTE:

« Drill at a maximum speed of 1500 rpm under profuse irrigation with
physiological saline solution

* Use the taps at a maximum speed of 25 rpm.

« The appropriate implant site preparation requires sharp drills and taps.

« The 2 mm marX on the drill indicates the height of the micro-threaded
portion of the implant.

10 Q
e 2w e B0
Implant 1 2"' 3 4 5 6 7 Tap
0 3.0 lXS 1 2 131 of 113¢(
0 3.6 s 1 3 Hi + 12]4(
042 1 3 4 9 + 13]6(
0 48 1 3 6 M o 134]6]

054 H 1 3 6 6 17[ o 13 S}7(

* Figures 1-7 refer to drill numbers

« '| [mrefers to cortical preparation only (mandatory)

. Very dense bone (type 1}' - screw tap available, used after cortical
preparation

* Very soft bone (type 4)' - In case of very soft trabecular bone, as final full
depth drill, use one size smaller drill than in the recommended protocol, and
finalize with cortical preparation

Considerations for special clinical situations

Finetuning s s i
o Q S s s
Rec;:;:;ig:ied (C;D - £ # B w 1 ?0 s S 5s
G G G G G 16 ~
Implartt 1 2 3 4 S 6 7 ; Tep
aso 1 2 131 * 133(
036 1 3 )4( ' 1 12w
0 4.2 1 3 4 15( ¢ 1 133S]
1 3 s W v 13418(
1 3 1 5 6 17] ¢ 113637

5 additional drill diameters (0 2.65, 0 3.25, 0 3.85, 0 4.45, 0 5.05) are
available for finetuning the osteotomy diameters compared to the recommended
protocol, if required:

« aslight under-preparation

e a slightwidening of the osteotomy

Finalize the osteotomy with cortical preparation ] [

Subject to change without prior notice.
Other languages are available upon request
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Instructions for Use

Extraction sockets

Use drilling sequence for very soft bone (final full depth drill one size smaller
than Inthe recommended protocol), or alternatively, one half size smaller than
the recommended protocol

Narrow crest
A tap may be used in case of contact with lingual/buccal cortical bone during
osteotomy preparation.

Shortimplants
For6.5 mm Implants consider using, as final full depth drill, a drill thatIs one
size or half a size smallerthan In the recommended protocol

In dense trabecular bone
Use atap or a final full depth drill one halfsize larger than in the recommended
protocol.

PrimeTaper Direction indicator

Place the PrimeTaper Direction Indicator in the osteotomy after preparation,
with drill number 1 and 3 respectively, to check direction and to facilitate
parallelism between osteotomies

Depth Gauge
Check the osteotomy depth using the Depth Gauge.

implant installation
Open the packaging including the blister.

2. Drop the stehle Innercontaineronto a sterile area.

3. Remove the cap from the container using a twisting motion to expose the
top ofthe implant.

4. Attach the appropriate Implant Driver EV to a contra-angle or a surgical
driver handle.

To avoid damage to the Implant Driver EV, use a contra-angle or a surgical
driver handle provided with a hexagon that engages the hexagon on the
shaft of the Implant Driver EV.

5. When picking up the Implant, make sure the Implantdriver Is fully seated
into the implant. Press downwards to activate carrying function before
picking up the implant.

6. Install the implant with a contra-angle atlow speed (25 rpm) under profuse
irrigation with physiological saline solution.

7. Allow the implantto work its way into the osteotomy until the top of the micro
threaded partis flush with the bone level.

NOTE: Avoid applying unnecessary pressure.

8. Forthe final seating, use the Torque Wrench EV with the Torque Wrench
EV Surgical Driver Handle and the appropnate Implant Driver EV.

NOTE: Do notexceed 45 Ncm when installing the implant. If notcompletely
seated before reaching 45 Ncm, reverse/remove the implantand widen the
osteotomy appropriately. Itis recommended to have a titanium forceps available
in case the implantdriver does not provide sufficient carrying function during the
removal procedure.

Post-operative care

Instruct the patientregarding the need for regular oral hygiene. Forthe first7 -
10 days after the operation, oral hygiene can be supplemented by a suitable
mouth rinse. Mechanical loading of the implant site should be avoided in the
post-operative period. A relined provisional restoration can be worn for esthetic
purposes.

Foiiow-up
Aftertreatmentis completed, good oral hygiene and regular follow-up
examinations are importantto maintain health.

Delivery -- Storage - Disposal

NOTE: Inspect sterile packed products visually for breaches of packaging
integrity priorto use. Do not use the products if any breaches of packaging
integrity are detected.

CE/ICQ

IManufacturer:
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Delivery
Product State of Delivery Single Use/ Expected Lifetime
(Sterilization Method) MuKiple Use (numberof
uses/years)’
PnmeTaper EV Implants Sterile (E-Beam radiation) Single use 20 years

PrimeTaper Drills Sterile (E-Beam radiation) Multiple use 10 uses

PrimeTaper Taps Sterile (E-Beam radiation) Multiple use 10 uses
PrimeTaper Radiographic Non-stenle Multiple use 1500 uses
Templates

PnmeTaper Direction Non-stenle Multiple use 1500 uses

Indicator

* Instruments must be replaced before meindicaled number ofusea/vears is reached ifthey are damaged or
dull

For type and size see product label.

Packaging

PrimeTaper EV Implant

The PrimeTaper EV Implants package comprises of a cardboard outer box
containing a plastic blister which is sealed by a foil. The foil of the blister serves
as a sterile barrier and the content of the blister is sterile (single sterile-barrier
system). Inside the blisterthere is an inner package containing the PrimeTaper
EV Implant.

NOTE:

. Do notuse the PrimeTaper EV Implants after expiry date or if the blister is
damaged.

« Do notuse PrimeTaper EV Implants rfthe blisterwas unintentionally opened
before use.

PrimeTaper Drills and Taps

The PrimeTaper Drills and Taps package comprises of an inner blister that
sen/es as a holder forthe drill or tap and an outer sealing blister. The foil of the
outer blister serves as a sterile barrier and the content of the blister is sterile
(single sterile-barrier system).

NOTE;

« The drills and taps can be used beyond the expiry date orin case the blister
was unintentionally opened ifthe cleaning and sterilization instructions are
followed.

. Do not use the drills and taps ifthe blister is damaged.

Storage
Store the products, in a dry place, at room temperature, i.e, 18-2S °C, in the
original packaging under conditions normal fordental practices.

Do notuse the product if the sterile package is broken ordamaged.

Disposal

For disposal ofthe packaging and components comply with the currently
applicable national waste disposal regulations In yourcountry. To be disposed
ofas a productof class B. Instruments and components thatwere used in the
patient's mouth may be potentially infectious and mustbe disposed of safely in
containers approved forthis purpose.

Dispose of sharps immediately after use in designated puncture-proof
containers according to 1ISO 23907-1 to preventinfection and injury.

Class of medical waste in accordance with SanPiN 2.1.3684-21:

Used MD - class B:

Unused MD - class A

Materials
Product Material

PnmeTaper EV Implants Titanium Grade 4 acc. to ASTM-F67

PrimeTaper Dnils Stainless Steel acc. to ASTM-F899 with TIN Coating
PrimeTaper Taps Stainless Steel acc toASTM-F899
PrimeTaper Radiographic Templates  Polycarbonate Foil

PnmeTaper Direction Indicator Titanium Alloy (Ti6AI4V-ELI) acc. to ASTM-F136

Cleaning and Sterilization

PrimeTaper EV Implant

Not applicable.

The product is sterile.

Trie productis for single use only.

PrimeTaper Drills and Taps
All drills and the taps can be used for a maximum of 10 cases.

PrimeTaper Radiographic Templates
The templates can be cleaned with common cleaning liquids.

Subject to change without prior notice.
Otherlanguages are available upon request.
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Instructions for Use

Mechanical Procedure

IMPORTANT:

« Prior to clinical use, all components and Instruments delivered non*sterile
must be cleaned, disinfected and sterilized according to ISO 17664.
Instruments that can be disassembled must be disassembled for cleaning
and may be assembled again for sterilization only In a dry condition.

» Do not use ultrasonic cleaning for the Implant Driver EV.

« Drills must be kept separated from each other when using ultrasonic
cleaning, e.g. keep the drills hanging In a holder during the ultrasonic
cleaning.

Manual pre-cleaning
Coarse soiling must be removed immediately (within a maximum oftwo hours)
after use with a soft nylon brush until visibly clean.

Ultrasonic cleaning
The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed.

Mechanical processing
Manual pre-cleaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to
be used for mechanical cleaning. The Instructions from the manufacturer of the
washer disinfector must be followed Cleaning and neutralization agents are to
be dosed and used in accordance with the manufacturer's Instructions. A
cleaning program with thermal disinfection (Aq2 3000) Is recommended
Either demineralized water or water which satlshes this level of purity Is
recommended for cleaning.
The mechanical processing method was validated with the following materials
and devices (acc. to ISO 15883 and AAMI TIR 30):
« Washerdisinfector, type G 7836 CD. Mlele & Cie. KG. Giitersloh
+ Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 min from 45-55 'C

Neutralization 6 min

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 °C (Aga 3000)

Drying 30 min at 105 °C
+ Cleaning agent neodlsher* MedIClean forte (0.5 %)/neutrallzatlon agent

neodisher* Z (0.1 %), Dr. Weigert, Hamburg.

Maintenance

Before sterilization, all products should be inspected with the naked eye for
visible soil, impairments and/or corrosion. Particular attention should be paid to
design features such as channels, blind holes, threads, undercuts and mating
surfaces.

Check all markings on products for visibility and readability by Inspection with
the naked eye. Check matching components for proper assembly and
functionality. Check products with movable parts for correct operation. Check
pre-mounted components for completeness and Integrity.

Dispose of defective products.

Sterilization

Sterilization Is to be performed corresponding to the following scheme:

1 Preparation for sterilization: Place components in a sterilization pouch
which is legally marketed (for the US market: FDA-cleared) for use with the
recommended sterilization parameters. Packaging mustcomply with the
requirements according to EN ISO 11607, ANSI/AAMI ST79 and
/kAMI TIR12.

Every sterilization package must have a sterilization indicator and
sterilization date

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method Cycle Temperature Exposure Time* Dry Time

Sieam Dynamic air rernovai 134-C 3 mm 20 mm

IEU") {prvvacuum)

Steam Dynamc air removal 132 *C 4 min 20 min
lorevacuumi 135 *0 3 min

Steam Gravity disDiacement 121 *C 30 min 20 mm

* Minimum exposure times, the operating times are longer and may vary deper*dmg on the device
** EU customers are required to use these steam sterilization parameters

3. storage: Store the sterilized components dry and dust-free at room
temperature.

c€lce
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Documentation

To ensure traceability, we recommend that the removable label on the blister Is
attached to the patient record.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority In the case of notice
of life-threatening Incidents or a severe deterioration in health status related to
one of our products.

Trademarks

All trademarks and company names are the property of their respective owners.
To Improve readability for our customers. Dentsply Sirona Implants does not
use * or ™ In body copy. However. Dentsply Sirona Implants does not waive
any rightto the trademarks and nothing herein shall be interpreted to the
contrary.

Transportation Conditions

Products must be transported and carried with care in accordance with the
special precaution measures applying to each type of a medical product, at
temperatures ranging from -50°C to +50°C and a relevant humidity from 10 %
up to 95 %. Surgical Instrument, multiple use: from -30'C up to +60“C and a
relevant humidity up to 80 %

Operating Conditions
Dental practices and laboratones
The products can be used at temperatures from +10 to +45*C.

Application Area

Stomatology. Dental implantology

Shelf Life

Shelf life Is set at five years In the original packaging.

Implant System Warranty

For full implant systems warranty Information, refer to the detailed terms and
conditions in the Implant System Warranty leaflet. (:3s wofid r.:)

Product Availability

ATTENTION: Not all products descnbed in this IFU may be regulatory
cleared/reteased/licensed In all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC

115035, Moscow. Ovchinnikovskaya embankment. 18/1, bid.2, premises 3N
Tel.: +7 (495) 725 10 87

Vaiid for registration (Russia)
Dental implants PrimeTaper EV OsseoSpeed.
Dental drills to install dental Implants, sterile multiple use, with accessories

Instruments for dental implant system Astra Tech Implant System*, Versions:
EV, Profile EV, TX, PrimeTaper, multiple use.
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Instructions for Use

Expianation of Symbols
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Instructions for Use

DS Implants

PrimeTaper EV - Guided Surgery (GS)
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Description of the System

The DS Impiants assortment for guided swuigery {GS) comprises all components
which are nacassary for treatment with PrimeTaper EV impiants using a
compatible patient-specific surgical guwide which is designed by a compatible
planning software.

intended Usern

Users must be licensad dentists/physicians, be ¥rained in implant dentistry and
should be famiiar with the producis tram DS Implants.

Clinical Benefit and Pationt Target Group

The DS implants assortiment s designed for replacing one of more missing
feeth in patiants 10 resione chawing function. The patient targat group are
persons with adult jaws 10 whom none of the confraindications apply that are
ralsted to dental implantations,

Compatibitity

The products are compatible with the implant assortment of DS PrimeTaper and
Astrs Tech Implant System EV (Mucosal Punch GS, Inial Orill GS, 1-Drill EV-
GS and EV-Stabllization Abutment). The componarits may only be used
together with original products and instruments.

Puspose (Instruments)
W-wmmwwammmmmmmm
instaiation, removal andVor replacemant of dental implants, abuiments or dental

mmwmdmmmmm
funclion. 'nlcmwummm be used in two different workflows: insertion and
remaval at the implant level or insertion and removal at the abutment level.

Order information and Dimensions

See cument DS implants product catalog for updated and detailed order
information of the products.

ntended Use

GS {Guided Surgery) Instruments

Guided Surgery instruments and components are used for guided preparation
of the imptant ate for PrimaTaper EV implants.

Al dritis GS have an RA/CA-connection sccording 10 1ISO 1797. The Taps GS
and the implant Driver EV GS have an RA/CA-connection compatible with ISO
1797.

Mucoss! Punch GS

The Mucasal Punch GS is used 1o make a circular incision of the imglant
dinmater in the mucosa up 10 the coronal bone level where the implant shoulder
is 1o be positionad.

Initial Dstll O8

The Initis Orl) GS is used to:

¢ Remove mucosa

o Create 8 centering Indentation in the done for the following Twiat Drill G5
PrimeTaper Deills GS

The PrimaTaper Drills GS ame usad to prepare the implant site successivaly to
the planned implant length and implant diameter.
PrimeTaper Dril Slseves G9

The PrimeTaper Sloeves GS are used to guide the PrimeTaper Drills GS in the
guide sieeve of the surgical guide.

®rimeTaper Taps GS

The PrimeTaper Taps GS are used 10 create threads in the cortical bone.
implant Driver EV GS

The impiant Driver EV GS is uaed to install the mplant in the prepared implant
site.

EV-Stabiitization Abutment

The EV-Stabliizetion Abutment is used to preven movement of the surgical
guide during preparation of the following implant site.

indications
Partial and totsl edentuliam

Contraindications

» Alsrgic or hyparsansitivity reactions to materials used (sae section
“Material”)

® Recent myocardial infarciion {< 3 months)

»  Recant cersbrovascular sccident
Ceg

S
‘m
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Oral surgary and rehabilitation entail general risks for complications:
¢ Components that accidantly are dropped in the patient’s mouth may be
MwnMMmMInMuMMImq
Came must be taken to hava control over small devices.

e Allergy or hypersenaitivity to chamical ingradients of material used. Patent
heatth history must be carefuliy aseessed.

« Failure 10 plan and prepare implant site poaltion and depth correctly can
resultin hanm 10 nerves, blood vessels, leeth, jawbone o maxillary sinus.
It ia strongly recommendad that clinicians always undergo special training
before staring up narw traatment methods.

Precautions

s Pricr to sach procadura it must be ensured that all components,
instrumants and malerials are avallable in the required quentities snd are
fully oparational.

o Position the patient so that the danger of aspiration of componants is
minimized.

o All componants that are used intraonsly must ba secured 1o pravent
anpicabion or swallowing.

o improper patient setaction‘analysis or fallure 10 comply with the step-by-step
Instructions can tead to falled cssecintegration or loss of osssointegration.

« Duwring preparation with drils the recommended spesd must bs uzed.

« Replaoa musable drills and taps after & madimum of 10 reprocessing
cydies/pationts or if they are demaged or dul,

o Feachire of mandibie may occur in a very atrophic mandible, during surgery
or during routine aral function after aurgery.

e Fracture or damage of implants, hesling components, prosthetic
components o prosthesis requining removat and uﬂwdmtnplant
may occur due to unfavorabie loading condibons. Mastication foroes and
restocation design must therefors be evaluated carefully.

+ Rouline implant trewtment is not recommended until the and of the jaw-bone
growth and for pregnant women.

o (nadequate cocling, incomract implant sits preparation, incormect nstrument
saltings or axcessive installation torque can result in failed Implant.

« |, due 1o unfavorable anatomical conditions, instruments do not fit or cannot
ba used for other reasons, the course of ireatment pianned with them must
not be continued and altemnatives must bs sought

e Al products intended for single use must not bs re-used. Failure to observe
this precaution may prevent oasecimagration of an Implant or causs local or
systemic infection.

o PrimeTaper Drill Sieeves GS must be replaced after the surgical procedurs
{single-pationt product). They are designed for single use only. If they are
used more than once, anslomical structures may be injured.

o Bone quality and quantity, local Infections, disturbed inital healing or
pramature loading are all factors, which may influsnce implant survival.
Successful healing and cessointegration may be negatively affected by the
following factors:

inflammations, iumors, abscess or Cysts in the jaw area

insufficient height and/or width of bone

insulfficient soft tissue coverage

Hiskry of therspeutic radiation in the area

Bone and wound healing disorders (e.9. uncontrollad diabetes)

Autoimmune diseases

Uncontrolied para-functional habits (a.g. brusism)

Inndequate oral hypiens

Alcotel abuse

Smoking

CR TR RN T SR T Y S )
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Instructions for Use

Adverse Reactions

Adverse reactions during or after implanttreatmentcan be;
« Allergic or hypersensitivity reactions to materials used (see section
"Materiar)
< Damage to the digestive/respiratory system or dyspnea as a consequence
of aspirated or swallowed components
« Permanent harm to nerve or tooth
+« Harm to jawbone or maxillary sinus
* Necrosis due to inadequate cooling or excessive torque
« Fractured mandible
*« Uncontrolled postoperative bleeding (e.g. damage to artena lingualis)
¢ Postoperative discomfort such as:
Edema
Hematoma
Temporary local swelling
Temporary anesthesia or paresthesia and masticatory impediment
Pain
« Implant loss
* Peri-implantitis
* Local or systemic infection
+ Bone loss as a result of peri>implantitis or mechanical overload
« Fracture or damage of implants, healing components, prosthetic
components or prosthesis
+« Removal and replacement of an implant
« Esthetic or functional complications

MRI Safety Information
Not applicable to the DS PrimeTaper products for guided surgery.

Step*by*Step Instructions

*Depth Stop of Drill GS

Depth Stop of
'Drill Sleeve GS

Drill Sleeve GS

Figure 1

Pre-Operative prosthetic planning

Computer-supported pre-operative 3D analysis is necessary to detemnine the
position of important anatomical structures before preparation of the implant
sites. Augmented areas must show a complete and mechanically stable
regeneration prior to site preparation.

During the pre-operative planning, it must be determined that there is an
adequate height and width of the bone to allow placement of the implants.
For guided implant placement, a surgical guide must be prepared by 3D
planning with the Simplant software. The 3D planning must establish the
implant positions and. if required, the fixation ofthe surgical guide to the jaw
The clinical examination must ensure thatthe space at the planned implant
placement site is adequate for the use of the guide sleeves and instruments. It
may be necessary to use a drill extension.

Surgical guide - Simplant SAFE Guide

NOTE;

Do not use the surgical guide

® In case of obvious defects

@ If positioning errors of the guide sleeves are detected before use in the
patient’'s mouth.

@ Ifitcannot be correctly positioned and accurately seated in the patient's
mouth.

Inspection of the surgical guide

1. After delivery, the surgical guide must first be inspected for obvious defects
such as shipping damage, loose guide sleeves or sharp edges

2. Check thatthe PrimeTaper Drill Sleeves GS fit easily into the guide sleeves
of the surgical guide.

3. If possible, check the fit of the surgical guide on the master model.

C€i
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Use of the surgical guide

1. Sterilize the surgical guide according to the instructions of the manufacturer
Oentsply Implants NV immediately before use of the surgical guide.

2. Make sure the surgical guide maintains its intended position in the jaw If
necessary, use the guide fixation screws to fix the surgical guide onto the
jaw.

CAUTION:

Consider the following measures to avoid damage of the surgical guide

@ Do not use excessive force, particularly at the fixation points and guide
sleeves.

® Do not use excessive force when tightening the fixation screws to the jaw.

® Do not move GS instruments sideways when inserted in a guide sleeve.

Preparation of the implant site

Description of the Surgical Components

. Max. Speed
mstriMwnt Sequence Max. Torque
Tne Mucosal Punch GS in
the Size of the planned
implant diameter is used to
make a circular inasion of
the implant diameter in the
mucosa up to the coronal
bone level.

The marking corresponds
to the implant lengths

Implant diameter 800 rpm

The Initial Drill GS must
be used to remove the
previously punched
mucosa arid create a
centering indeniabon in the
bone for the fallowing
PnmeTaper Dniis GS

The marking corresponds
to the Implantlengths.

6-9-13

Impiani diameter ISOOrpm

+8-11-IS

The PrimeTaper Drills GS
are used to prepare the o
implant site successively to
the planned implant length

: 1500 rpm
and diameter.

All PnmeTaper Drills GS

must be used in «

combination with the 1s| LLI bl
speofic PnmeTaper Drill

Sleeve GS

The PrimeTaper Drill GS
with an attached Dnll
Sleeve GS is used in
addition for the cortical
preparation

The 6 5-8 mm drill has
markings for 1-4 mm
depths depending on the
cortical thickness
preparation and the implant
lengths (8-11-15 and
65-9-13)

1500 rpm

Max. Speed
Diameter Max.
Torque

Insiniment Sequence

Subject to change without pnor notice
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Instructions for Use

The PiimeTaper Tap GS
must be used In very dense
bone

The markings correspond to Implant diameter 25 rpm
the tapping depths for

implant lengths 6.5-9-

13 mm and 8-11-15 mm

respectively

The implant Driver EV GS

must be used to Install the . 25rpm

A . Implant diameter

implantin the prepared <45 Ncm
implant site.

CAUTION:

* Useonly GS Instruments with the surgical guide Simplant SAFE Guide.

« Pay attention thatthe depth stop of the PrimeTaper Drill Sleeve GS is
oriented towards depth stop of the Drill GS while assembling (see Figure 1).
Only in this position can the Drill Sleeve GS be inserted into the guide
sleeve.

« Neveruse PrimeTaper Drills GS without a Drill Sleeve GS in a guide sleeve.

*« Make sure that the correct PrimeTaper Drill Sleeve GS is chosen regarding
drill diameter and Drill Sleeve GS diameter (ND/WD). Otherwise, Nee drilling
precision needed for the correct preparation of the implant site cannot be
achieved.

* Ensure adequate cooling with a sterile physiological saline solution.
Insufficient cooling during the drilling process increases the risk of thermal
necrosis.

Mucosal Punch GS

NOTE:
* Do notexceed a maximum speed of 800 rpm
* Ensure adequate cooling with a sterile physiological saline solution.

1. Selectthe Mucosal Punch GS according to the size of the planned implant
diameter.

2. Attach the Mucosal Punch GS to a contra-angle.

3. Position the Mucosal Punch GS in the guide sleeve.
The Mucosal Punch GS is directly guided through the guide sleeve.

4. Startdrilling clockwise and cut the softtissue carefully until the Mucosal
Punch GS comes into contact with the bone.

5. Stop drilling and remove the Mucosal Punch GS from the guide sleeve.

Initial Drill GS

The Initial Drill GS must be used to remove the previously punched mucosa and
create a centering indentation in the bone for the following Drill GS.

NOTE:
*« Do not exceed a maximum speed of 1500 rpm.
* Ensure adequate cooling with a sterile physiological saline solution.

1. Select the Initial Drill GS according to the size of the planned implant
diameter.

2. Attach the Initial Drill GS to a contra-angle.

3. Position the Initial Drill GS in the guide sleeve.
The Initial Drill GS is directly guided through the guide sleeve.

. Startdrilling clockwise to prepare the implant site.
5. Stop drilling when the depth stop is reached.
6. Remove the Initial Drill GS from the guide sleeve.

PrimeTaper Drills GS with Drill Sleeve GS

The PrimeTaper Drills GS are guided by the Drill Sleeves GS in the guide
sleeve.

If not preassembled, the PrimeTaper Drill Sleeves GS must be mounted on the
Drills GS prior to use. The upper part of the Drill Sleeves GS must be at the
level of the fixation groove of the drill shaft.

The PrimeTaper Drill Sleeves GS are available in two variants.

¢« Narrow diameter (ND) for Implants 0 3.6 and 0 4.2

« Wide diameter (WD) for implants 0 4.8

C€
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Drilling protocols

Recommended drilling protocol

Drilling protocol for very soft bone

Drilling protocol for very dense bone

5 additional drill diameters (0 2.65, 0 3.25, 0 3.85, 0 4.45, 0 5.05) are
available for finetuning the osteotomy diameters compared to the recommended
protocol, if required:

« aslight under-preparation

« aslight widening of the osteotomy

Extraction sockets

Use drilling sequence for very soft bone (final full depth drill one size smaller
than in the recommended protocol), or alternatively, one half size smaller than
the recommended protocol

Narrow crest

A tap may be used in case of contact with iingual/buccal cortical bone during
osteotomy preparation.

Short Implants

For 6.5 mm implants consider using, as final full depth drill, a drill that Is one
size or half a size smaller than In the recommended protocol

In dense trabecular bone

Use a tap or a dnal full depth drill one half size larger than in the recommended
protocol.

NOTE;
« Do notexceed a maximum speed of 1500 rpm
« Ensure adequate cooling with a sterile physiological saline solution.

Ensure compatibility between guide sleeve, PrimeTaper Drill GS and Drill
Sleeve GS.

Attach the PrimeTaper Drill GS to a contra-angle.

Position the PrimeTaper Drill GS with the pre-assembled Drill Sleeve GS in
the guide sleeve until the Drill Sleeve GS is fully inserted Into the guide
sleeve.

Start drilling clockwise to prepare the implant site.

Stop drilling when the depth stop of the PrimeTaper Drill GS is reached.
Remove the PrimeTaper Drills GS from the guide sleeve.

Cortical preparation ofthe bone
The cortical preparation is marked with this symbol ] { in the drilling protocol.

NOTE: Ensure thatthe PrimeTaper Drill Sleeve GS is fully seated Into the guide
sleeve prior to cortical preparation.

Subject to change without prior notice
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Instructions for Use

1. Use the 6.5-8 mm length Dnll GS-

2. Drill through the entire thickness of the
cortical bone.
The 6.5-8 mm drill has markings for 1-4 mm
depths depending on cortical thickness.

PrimeTaper Tap GS

NOTE:

* Do not exceed a maximum speed of 25 rpm
« Ensure adequate cooling with a sterile physiological saline solution.

Selectthe PnmeTaper Tap GS according to the size of the planned implant
diameter.

Attach the PrimeTaper Tap GS to a contra-angle.

Position the PrimeTaper Tap GS in the guide sleeve.

Start tapping clockwise to prepare the implant site.

As soon as the instrument enters the bone, it pulls itself into the cavity
without requiring pressure.

Stop tapping when having reached the

desired depth.

The markings correspond to the tapping

depths for implant lengths 6.5-9-13 mm and

8-11-15 mm respectively

Remove the PrimeTaper Tap GS from the guide sleeve by rotating
counterclockwise

Rinse the cavity with a sterile physiological saline solution to remove any
bone residues.

Implant installation with the Implant Driver EV GS

NOTE:
* The Implant Driver EV GS can be used fora maximum of 100 implant
installations.

+« Do notexceed a maximum speed of 25 rpm and a maximum torque of
45 Ncm during implant Installation.
+ Ensure adequate cooling with a stenie physiological saline solution.

The planned installation depth of the implant is reached when the appropriate

groove of the Implant Driver EV GS is flush with the guide sleeve

1. Open the packaging including the blister.

2. Drop the sterile inner container onto a sterile area.

3. Remove the cap from the container using a twisting motion to expose the
top of the Implant.

4. Attach the appropriate Implant Driver EV GS to a contra-angle or a surgical
driver handle.

NOTE: To avoid damage to the Implant Driver EV GS use a contra-angle or
a surgical driver handle provided with a hexagon that engages the hexagon
on the shaft of the Implant Driver EV GS.

5. When picking up the implant, make sure the Implant Driver EV GS is fully
seated in the implant. Press downwards to activate the carrying function
before picking up the implant.

6. Carefully insertthe Implant Into the implant site without touching the guide
sleeve.

7. Install the implant into the prepared stte at 25 rpm with the Implant Driver EV
GS and i 45 Ncm torque.

The horizontal grooves indicate the implant
length. The apical groove is for lengths 8-
11-15 mm, the coronal graove is for 6.5-9-
13 mm

The correct groove must be flush with the
guide sleeve.

C€i
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ATTENTION: Ifthe implant has not reached the planned final position when
atorque of 45 Ncm is reached, the implant must be removed and the
implant site reprepared.

Never exceed the maximum torque of 45 Ncm when using a machine or
manual instruments.

8. Identify the index markings on the
PrimeTaper Driver EV GS. The correct
posibon is reached when one of the index
markings aligns with the index marking on
the surgical guide.

9. Prior to installing further implants, the EV-Stabilization Abutment is inserted
into the implantto prevent the surgical guide from moving.
At least the first two implants must be installed and provided with an EV-
Stabilization Abutment before further implants are installed.

10. After installation of all implants, the fixation screws, the EV-Stabilization
Abutments, and the surgical guide can be removed.
Follow-up

After treatment is completed, good oral hygiene and regular follow-up
examinations are important to maintain health.

Delivery - Storage - Disposal

NOTE: Inspect sterile packed products visually for breaches of packaging
integrity prior to use. Do not use the products if any breaches of packaging
integrity are detected.

Delivery

Product StaFe of Sterilization Sing‘le Uee / E‘xperted
Delivery Method Multiple Uee LifeUme*

Mucosal Punch GS Stenie E-beam irradiation Single use 1use

Initial Dnll GS Stenie E-beam irradiabon  Multiple use 10 uses

PrinwTaper Dnils GS Stenie E-beam irradiaoon Multiple use 10 uses

PnmeTaper Dnll Sleeves Stenie E-beam irrarkabon Sirtgie use 1use

GS

PrimeTaper Taps GS Stenie E-beam irradiation Multiple use 10 uses

Implant Dover EV GS Non-stenle Not applicable Multiple use 50 uses

Guide fixation screw Stenie E-beam irradiation  Multiple use 10 uses

EV-Stabillzation Abutment Non-stenie 1500 uses
* Instruments must be replaced before the indicated number of usesfyears is reached if they

are damaged or dull

Notapplichre Multiple use

NOTE: The Mucosal Punch GS and PrimeTaper Drill Sleeves GS are
delivered sterile, are intended for single use only and must not be
resterilized|

Packaging

Mucosal Punch GS, PrimeTaper Drills GS, Drill Sleeves GS and Taps GS
The package for the Mucosal Punch GS, PrimeTaper Drills GS, Drill Sleeves
GS and Taps GS comprises of an inner blister that serves as a holderfor the
instrument and an outer sealing blister. The foil of the outer blister serves as a
sterile barrier and the content of the blister is sterile (single sterile-barrier
system).

The PrimeTaper Drills GS and Taps GS can be used beyond the expiry date
orin case the blister was unintentionally opened if the cleaning and sterilization
instructions are followed.

NOTE:

@ Do not use the products if the blister is damaged

« Do notuse the Mucosal Punch GS and the PrimeTaper Drill Sleeves GS
in case the blister was unintentionally opened.

Storage

Store the products, in a dry place, at room temperature, i.e. 18-25 °C, in the
original packaging under conditions normal for dental practices.

Do not use the product if the sterile package is broken or damaged.

Disposal

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in your country.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B;

Subject to change without prior notice
Otherlanguages are available upon request
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Instructions for Use

Unused MD - class A.
Dispose of sharps immediately after use in designated puncture-proof
containers according to ISO 23907-1 to prevent infection and injury.

NOTE: Dispose of reusable drills and taps after a maximum of 10 reprocessing
cydes/patients or if they are damaged or dull.

Material

Product Material

Mucosal Punch GS Stainless Steel acc. to ASTM-FB99

Initial Dnll GS Stainless Steel acc i0ASTM-Fe99

PnmeTaper Dnils GS Stainless Steel acc i0ASTM-F899

PnmeTaper Qnll Sleeves GS Stainless Steel acc to ASTM-F899

PnmeTaper Taps GS Stainless Steel acc to ASTM-F899

Implant Dnver EV GS Stainless Steel acc to ASTM-F699, PEEK

(Polyetheretherketone)

EV-Slabilization Abutment Titanium Alloy (Ti6Al4V-ELI) acc. to ASTM-F136

Cleaning and Sterilization

IMPORTANT:

« Prior to clinical use. all components and instruments delivered non-sterile
must be cleaned, disinfected and sterilized according to ISO 17664.
Instruments that can be disassembled must be disassembled for cleaning
and may be assembled again for sterilization only in a dry condition.

« Sterilize the Simplant SAFE Guide according to the instructions of the
manufacturer Dentsply Implants NV.

< Do notuse ultrasonic cleaning for the Implant Driver EV GS.

« Drills must be kept separated from each other when using ultrasonic
cleaning, e.g. keep the drills hanging in a holder during the ultrasonic
cleaning

Manual pre-cleaning
Coarse soiling must be removed immediately (within a maximum of two hours)
after use with a soft nylon brush until visibly clean.

Ultrasonic cleaning
The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed.

Mechanical processing
Manual pre-cleaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to
be used for mechanical cleaning. The instructions from the manufacturer of the
washer disinfector must be followed. Cleaning and neutralization agents are to
be dosed and used in accordance with the manufacturer's instructions. A
cleaning program with thermal disinfection (Ao2 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning.
The mechanical processing method was validated with the following materials
and devices (acc. to ISO 15883 and AAMI TIR 30):
« Washer disinfector, type G 7836 CO. Miele & Cie. KG, Gutersloh
+« Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 min from 45-55 °C

Neutralization 6 min

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 *C (Ao i 3000)

Drying 30 min at 105 °C
+ Cleaning agent neodlsher'” MediClean forte (0.5 %)/neutrallzation agent

neodisher® Z (0.1 %), Dr. Weigert, Hamburg.

Maintenance

Before sterilization, all products should be inspected with the naked eye for
visible soil, impairments and/or corrosion. Particular attention should be paid to
design features such as channels, blind holes, threads, undercuts and mating
surfaces.

Check all markings on products for visibility and readability by inspection with
the naked eye. Check matching components for proper assembly and
functionality. Check products with movable parts for correct operation. Check
pre-mounted components for completeness and integrity.

Dispose of defective products.

Sterilization

Sterilization is to be performed corresponding to the following scheme:

1. Preparation for sterilization: Place components in a sterilization pouch
which is legally marketed (for the US market. FDA-cleared) for use with the
recommended stenlization parameters. Packaging must comply with the

CE:

H H Manufacturer:

Dentsply Implants Manufacturing GmbH
RodenbacherChaussee4, 63457 Hanau, Germany
www.dentsDIlvimDlants.com
www.dentSDIvsirona.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

requirements according to EN I1ISO 11607, ANSI/AAMI ST79 and
AAMI TIR12.

Every sterilization package must have a stenlization indicator and
sterilization date.

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method Cycle Temperature Exposure Time* Dry Time

Steam Dynamic air removal 134 *C 3 min 20 min

(EU-) (prevacuum)

Steam Dynamic air removal 132 'C 4 min 20 min
(prevacuum) 135°'C 3 min

Steam Gravity displacement 121 *C 30 min 20 min

* Minimum exposure tm w , the opefating 6mee ere longer and may vary depending on the device
“ EU cualomera are requifed lo use these steam sterilization parameters

3. Storage: Store the sterilized components dry and dust-free at room
temperature.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice
of life-threatening incidents or a severe deterioration in health status related to
one of our products

Trademarks

All trademarks and company names are the property of their respective owners
To improve readability for our customers, Dentsply Sirona Implants does not
use *or ™ In body copy. However, Dentsply Sirona Implants does not waive
any rightto the trademarks and nothing herein shall be interpreted to the
contrary.

Transportation Conditions

Products must be transported and carried with care in accordance with the
special precaution measures applying to each type of a medical product, at
temperatures ranging from -50“C to +50°C and a relevant humidity from 10 %
up to 95 %. Surgical Instrument multiple use: from -30°C up to -»60"C and a
relevant humidity up to 80 %

Operating Conditions
Dental practices and laboratories.

Application Area
Stomatology. Dental implantology.

Shelf Life

Shelf life is set at five years in the original packaging.

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and
conditions in the Implant System Wananty leaflet (<ts-worid ru)

Product Availability

ATTENTION: Not all products described In this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC

115035, Moscow, Ovchinnikovskaya embankment, 18/1, bid.2, premises 3N
Tel.:+7 (495) 725 10 87

Valid for registration (Russia)

Dental drills to install dental implants, sterile multiple use, with accessories.
Instruments for dental implant system Astra Tech Implant System*, Versions:
EV, Profile EV, TX, PrimeTaper, multiple use.

Subject (0 ebange without pnor notice.
Other languages are available upon request

Dentsply
Sirona

Not all products are available in all countnes
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Manutacturer and Date of manufacture

Do not use if package s damaged

Do not rsuse

Consult Instructions for Une

Euwropean conformity (CE) mark

Proscription only:
U.S. Federal law restricts this device 10 sale by or on
the order of & licensed deniist or physician.

Wm
o Single sterile barvier systom
= SUDICE 10 ChENgs WHhWL prior NOtce.
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Instructions for Use

DS Implants
MultiBase Abutments EV

Description of the System

The DS Implants assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and
prosthetic instruments.

Intended Users

Users must be licensed dentists/physicians, be trained In Implant dentistry and
should be familiar with the products from D5 Implants.

Clinical Benefit and Patient Target Group

The DS Implants assortment Is designed for replacing one or more missing
teeth In patients to restore chewing function. The patienttarget group are
persons with adultjaws to whom none of the contraindications apply that are
related to dental implantations.

Compatibility

The products are compatible with the implant assortment of DS Implants
carrying the EV connection and the Astra Tech Implant System EV assortment.
The components may only be used together with original products and
instruments.

Purpose (Instruments)

Reusable surgical and restorative instruments designed for the Installation,
removal and/or replacement of dental Implants, abutments or dental laboratory
products for the purpose of restoring the patient’s masticatory function. The
instruments can be used in two different workflows: insertion and removal at the
implant level or Insertion and removal at the abutment level.

Description of the Product

MultiBase Abutments EV (Straight and Angled)

* The MultiBase Abutment EV is a transmucosal abutment indicated for
multiple unit, screw-retained restorations.

* The abutments have a premounted holder for initial insertion.

* The abutments have a conical connection to the implant, which enables a
tight and stable connection between the components.

* All abutments, straight and angled, have the same prosthetic platform.

MultiBase Abutment EV (Straight)

* The abutment is straight, one-piece and non-indexed.

* The tapered top cone is 21°. The design offers flexibility in the clinical
situation for implants placed in non-parallel situations by maintaining an axis
of insertion for implants converging or diverging up to angles of 42°.

¢ The abutments are color-coded according to implant connection size.

MultiBase Abutment EV 17° and 30*

* The abutments are three-piece, consisting of an abutment body, an
abutment head and an abutment screw.

« The abutments are available with and without indexing configuration into the
implant.

¢ There are two angles available: 17° and 30°.

¢« The abutment screws are color-coded according to implant connection size.

Order Information and Dimensions

See current DS Implants product catalog for updated and detailed order
information of the various MultiBase EV products.

Intended Use

MultiBase Abutments EV

The MultiBase Abutments EV are intended for connecting a prosthetic
construction to a dental implant.

The MultiBase Abutments EV are intended for support of temporary and final
screw-retained multiple unit restorations in all positions in the mouNe in
immediate, early and delayed loading situations.

In addition. MultiBase Abutment EV 17° and 30’ are specifically intended when
there is a need for changing the bridge screw insertion direction away from the
axial direction of the implants.

MultiBase Abutment Head with Holder

The MultiBase Abutment Head with Holder is intended for the replacement of
the abutment head after retightening of the abutment screw.

MultiBase Bridge Screw

The MultiBase Bridge Screws are intended for fixation of a temporary or final
restoration to the abutments.

ccC

Manufacturer:
Oentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4.63457 Hanau. Germany
www.denupivimplants.com
www-dentsplvsirona.com
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MultiBase Driver

The MultiBase Driver is intended for tightening and removal of straight
Multibase Abutments and abutment heads of angled MultiBase Abutments.

MuitiBase Heai Cap

The MultiBase Heal Caps are intended for protection of the abutments and to
prevent tissue overgrowth.

MultiBase Semi-Burnout Cylinder

The MultiBase Semi-Burnout Cylinder is used as a base when waxing up and
casting Nee final restoration Only high-precious castng alloy can be used.

MultiBase Temporary Cylinder

The MultiBase Temporary Cylinder is intended for connection of a temporary
restoration to the abutments and to contribute to soft tissue sculptunng.

Protection Sleeve

The Protection Sleeve is intended for protection of the soft tissue from contact
with acrylic resin

Indications
Partial and total edentulism

Contraindications

Allergic or hypersensitivity reactions to materials used (see section "Materials")

Warnings

Surgery in the oral cavity and oral rehabilitation include general risks for

complications:

® Components that accidently are dropped in the patient's mouth may be
swallowed or aspirated which can resultin damage to the
digestive/respiratory system or dyspnea. Care must be taken to have control
over small devices.

@ Highly angled abutments and small diameter implants are not recommended
for use in the posterior region.

Precautions

® Patient health history must be carefully assessed. Pay special attention to
the following health impairments:

* Recent myocardial infarction (< 3 months)
« Recentcerebrovascular accident

« Recentcardiac-valvular prosthesis placement
+« Hemorrhagic diathesis

* Immunosuppression

* Active treatment of malignancy

« Severe liver dysfunction

« Florid infection

* Drug abuse

* Psychiatric illness

« Intravenous bisphosphonate use

® Improper patient seiection/analysis or failure to comply with the instructions
for use can lead to failed osseointegration or loss of osseointegration.

@ Priorto each procedure it must be ensured thatall necessary components,
instruments and materials are available in the required quantities and are
fully operational.

® Position the patient so that the danger of aspiration of components is
minimized.

@ All components that are used intraorally must be secured to prevent
aspiration or swallowing

@ Fracture or damage of implants, healing components, prosthetic
components or prosthesis requiring removal and replacement of an implant
may occur due to unfavorable loading conditions. Mastication forces and
restoration design must therefore be evaluated carefully.

® If, due to unfavorable anatomical conditions, instruments do notfit or cannot
be used for other reasons, the course of treatment planned with them must
not be continued and alternatives must be sought.

@ All products intended for single use must not be re-used Failure to observe
this precaution may lead to infection or fracture of components and might
result in aspiration or swallowing.

@ Bone quality and quantity, local infections, disturbed initial healing or
premature loading are all factors, which may influence implant survival.

Subfecito change without pnor notice
Other languages are available upon request

Dentsply
Sirona

Not all products are available in all countnes.

Status of Information
IFU7102-EN RURev 003 A 2023-06

1(4)



Instructions for Use
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following factors:

Inumm-m tumors, abscosses or cysts in the jaw area
Insufficient height and/or width of bone
Insufficient soft ¥ssue coverage

History of therapeutic radiation in the area

Bone and wound healing disorders (0.9. uncontrolied disbetes)
Auvlcimmune diseases

Uncontrolled pare-functional habits (e.g. brusism}
Inadequaie oral hypiens

Alcohol abuse

Smoking

Adverse Reactions

Adverse reactions during or after the treatment can be:

+ Allargic or hypersensitivity reacions 10 materiels used (see saction
“Materials®}

Aspirated or swallowed components

implant loss

Locs! of syshmic infection

Bone Joss s s result of pari-implantitis or mechanical overioed
Fracture or damage of implants, healing components, prosthetic
companents or prosthesis

Removal and replacement of an implant
Pou-omﬂwdhuwlmmn

LN B BN B N 4

Homm
Tempoarary masticatory impediment
Pain

o Esthatic or functional complications

MRI Safety Information

Products which remaln In the patient's body can be sffecied by MRi enargy. For
MWMWSIMIMM | Safety Information

available st denizolvairona comsfy.

Step-by-Step Instructions

Important:

»  The supra-construction should have s passive fit on the abutments 10

prevent fonsion n the implants.

«  When placing or removing components, make sure there |s sufficient
canying funciion batwssn the companent and ihe instrument.

MultiBase Abutment EV (Stralght)

. Open the packaging and the outer blister.

. Open the sierile inner bliater and pour the contents anto the sterile aron.
Flush the innac geometry of the implant with sterile physiological saline

solution befors placing the sbutment.

Plck up the abutment with the premounted plastic holder.

Connect the abutment using the holdes. Than snap off the holder.

To prevent misitt and possible isakage into the impiant connection, make

swe $he componant is comactly seated.

Initil tightening may be done manually with the MultiBase Driver and a

Resworstive Driver Handle.

Usa the Restorative Driver Handle together with the MuliBase Driver and

Torque Wranch EV o tiphten to the recommendad torque of 26 Ncm.

MultiBase Abutment EV 17° and 30

Open the packaging and the outer bilster.

Open the sterile inner biister and paur the contents onto the sterile area.
Flush the inner geomatry of the implant with sterfle physioiogical saline
solution before placing the abutment.

Pick up the abutment body and its presssembied abutment screw with the
premounted pisstic hokier.

Connect the abutment body to the implant and rotate to the desired position,
To pravent misfit snd possible leakage into the implant connection, maka
aure thas componant is correcy seated.

inktial tightening of the abutment screw may be done with a machine o a
manuat hex driver.

Uss the Restorative Driver Handis together with the hax driver and the
Torque Wrench EV to tiphten 10 the recommended torque of 25 Ncm.
Unacrew the holdsr 10 remove i,

10. Tum the holder upside down and atiach the premounted abutmen head
onio the abutment body. Then snap off the holder.

wn e
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11. Initiad tightening of the abutment head may be done with the MultiBase
Driver in a contra anghs o with the Restorative Driver Handie together with
the MultiBass Driver.

12. Usa tha Restorative Driver Handle together with the MultiBase Driver and
Torgue Wrench EV to tighten the abutment head to the recommended
torque of 25 Nom.

Mulii3sae Heal Caps

i neal caps ara uzed, tighten manually with a hex driver and make sure the heal
caps are not loaded during healing.

MuRiBase Abutment Head with Holder

. Open the packaging snd the outer blister.

Cpen the sierile inner biister and pour the condents onto the stecile area.

. Pick up the Abutment Head with the premounted plaasic holder.

Connect the Abutment Head using the hoider. Than snap off the holder.

Initial tightening may ba done manually with the MultiBasa Driver and a

Restorative Driver Handle.

. Use the Restorative Deivar Handie jogethar with the MukiBase Driver and
Torque Wrench EV o tighten 10 the recommended torque of 25 Nem.

MultiBsse Temporary Cylinder

Usa the MultiBase Temporary Cylinders for immechiate temgarization of a totally

edentious jaw, &.9. scconding to the SmantFix concept.

1. wmwwuenmmc;immuabmwuuwsm

e Screws.

2. Adapt the patiens existing denture or a prefabricated temporary bridge so
that it can be placed in the comect position without interference from the
cyfinders.

3. Place a Protection Sieeve around sach abutmeni

4, Attach the MuliBass Temporary Cylinders to the denture/Bridge with &
suitable polymer and pick them up.

5. Piace the MultiBase Heal Caps onto the abutments and send the
dentura/lvidge with the cylinders to the (ab to be finallzed.

8. When finalized, remove the MultiBase Heal Caps and place the temporary
bridge onio the abutments and retain it with MuliBase Bridge Screws.

7. Use the Restorative Driver Handie together with @ hex deiver and Torque
Wrench EV o tighten the MultiBase Bridge Screws tn the mcommended
torque of 15 Nom.

MultiBase Bridge Screws

The NuitiBase Bridge Screws are used for tsmporary or/and final restorations.

«  Use the Restorative Driver Handie together with a hex driver and Torque
Wrench EV o tighten the MultiBese Bridge Screws to the recommended
torque of 15 Ncm.

Adways use pristine MuliBase Bridge Screws for the final restoration.
Follow-up

After trestment is completad, good oral hygiene and regular follow-up
examinations s important to maintaln health.

Delivery - Storage — Disposal
Delivery
NOTE: inspect starile packed products visually for breaches of packaging

Intagrity prior 10 use. Do not use the products ¥ any breaches of packaging
Integrity are detected.

? preNa

|m ’muw Sigte Use / |amunu-u

Iwmmml-:v Imm |san¢ouu 20 years
radistion}

MuitBase Atutmen Head |smte-am |3m¢ou|o |20 yoars

Holder radisson}

|muttiBase Gridge Screw | Non-sterite |singe use  [20 ymars

[MuitiBase Orivar | Non-steria |Muipte use  [1800 uses

lummcm |sumo {E-Beam Iweun [atnx, 1 ynor
raciaon)

lummsm-mm |Nuum- jsngisuse |20 yours

Cylirder

|MuttEses Temporary Cylindar [Non-siadie Singiouse |20 ysars

Protection Sieeve |Non-sterie |sogeuse  [1use

Py ot be rap bafors tha indhemed number of y " # thay are ged o

For type. size and, if applicable, anguistion see product lebel.

WML Sda aes we e s " . P —
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Instructions for Use
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Packaging

WMultillase Abutment EV, MultiBase Abutment Head with Holder and
MultiBase Heal Cap

The package comprises of a cardbosrd outer box containing a plastic blister
which is sesiad by a foil, inside the biister there is an inner package containing
the product. The foll of the biister serves as a stesite barrier and the content of
the blistec is sterile (single sterile-barrier system).

. A 18 e Ve

NOTE:

e« Do not use sterile delivered single-use products after the expiry date, if the
seal lap is damaged or missing or K tha outer blister s damaged.

e Do not use aterile delivered single-use producis if tha blister was
unintenionally opened before uss.

Storape

Store the products, in a dry place, at room temperature, i.e. 18-25 *C, in the
originel packaging under conditons normal for dental praclices.

Da not use the product if the sterila package is broken or damaged.

Disposal

For disposal of the packaging and componerts comply with the curmently
spplicable national waste disposal reguistions In your coundry.

Ciasa of medical waste in accordance with SenPiN 2,1.3584-21 -

Used MD - class B;

Unusad MD - class A..

Materials

Prodwect Metortal

WuNBese Abulment EV Thankum Aoy (TISAIMV.EL)) aco. 1o ASTM-F138
MuliBass Atulment Heed with Holder “ﬂmmw (TIBAIEV-ELI) mcc. to ASTM.F136
Holder for NulBiase Abutmenis BV PEEK

MultiDess Bridge Screw Thanm Ay (TIBAWIV-ELI) 82¢. to ASTM-F138
MuttBass Criver Stainless Swal acc. to ASTM-FE00

MultiBase Heal Cap Titankium Aoy (TIBAI4V-ELI) acc. to ASTM-F138
MuiBase Sermi-Bumout Cyimder Goid Pratinum Aoy, POM Plastic

MuiBase Temporary Cylinder Thankm Aoy (TIBAI4V-ELI) 8cc, to ASTM-F136
Protection Sleeve Sitoons

Cleaning and Steriization

MuitiBase Abutment EV and MultiBase Heal Cap

Not applicable.

The products ane sterile.

The producta are for single use only.

Machanical Procedure

PORTANT: Prior to clinical use, all componenis and instruments delivered
non-sterile must be cleaned, disinfected and sterilized according 1o 1ISO 17684,
Insruments that ¢an be dissssambled must be disassembiad for cleaning and
may be assembled again for sterilization oaly in a dry condition.

Manual pre-cleaning
Coarse soiling must ba removed immediataly (within a madmum of two hours)
afier use with & soft nylon brush until visibly clean.

Ulrssonic clsaning
The action times and concenirations specified by the manufacturer of the
cleaning agent must be observed.

Mechanical
Manual pre-cloaning is necsasary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as wel a8 cleaning and neubralization agents are to
be used for mechanical cleaning. The instructions from the manufacturer of the
washar disinfecior must be foliowad. Clsaning and neutralization agents are to
be dosed and usad in accordanca with the manufacturer's instructions. A
clsaning program with thermal disinfection (Ag 2 3000) is recommuended.
Eithar deminaralized water of water which satisfies this fevel of purity s
recommanded for cleaning.
The mechanical processing method was validated with the following materials
and devices {acc. 10 ISO 15883 and AAMI TIR 30):
» Washer disinfector, type G 7338 CD, Misle & Cie. KG, Gitersioh
» Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 min from 45-55 *C

Neutrslization 6 min

Intermadiate rinsing with cold waler 3 min

Ces
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Dentaply impiants Manufacturing GmbH
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Thermal disinfection S min at 90 *C (A; 2 3000)
Dreying 30 min at 105 *C
o Cloming neodisher™ MediClean forte (0.5 %)neutrallzation agent
; Z (0.1 %), Dr. Weigert, Hamburg.

WMaintenance

Before sterilization, sl products should be inspeciad with the naked sye for
visible s0d, impairments and/or corroaion. Parlicular atiention should be paid to
design fastures such as channeis, biind holes, threads, undercuts and mating

sufaces.
Check sl markings on products for visibility and readabiity by inspection with

smu»ummw«upmumumm

. Preparation for sterfiization: Place companents in a steriization pouch
which i legally marketed (for the US market FDA-cleaned) for use with tha

recammended sterilization perameters. Packaging must comply with the

requirements according 10 EN ISO 11607, ANSUAAMI ST7¢ and
AAMITIR12
Every stedlization package must have a sterilization indicator and
sherllization date.

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Wethod | Cycle Tomparshuwe | Exposurs Tie* | Ory Time

Swam | Dynamic air mmoval | 134 °C 3 min 20 min

(BU~} | (prevecuum)

Swam | Dynamic o mmoval | 132°C 4 min 20 mn
(pravecuum) 135 °C 3 min

Sieam Gravity dspiscement | 121°C 30 min 20 min

= Miiuns sxpenur e tmes, the operaling femas are longer and may vary depanding on the device.
= HU susiomers 3re required 1 une thess steam perkizstien paramsters.
3. Storage: Store the sterilized components dry and dust-free at room

femperature,

Documentation

To ensure traceability, we recommand that the removabie labal on the bilster is
atiached to the patient recoed.

Additional Information for Customers

Inform us (Denteply Sikona) and your competent authority in the case of notice
of Ifa-threstening incidents or a sevare deterioration in health status related 1o
one of our products.

Tradomarks

Al rademarks and company names are the property of thelr respective owners.
Tohprmmﬁabiiyfwourm Dantsply Swona implants does not
wee * or ™ in body copy. However, Dentaply Sirona Implants does not waive
any right to the rademarks and nothing hesein shall ba interpretad to the
contrary.

Tranaportation Conditions
Praducts must be transported and carried with care In accordance with the

special precaution measures applying 1o each typs of 8 medical product, at
temperstures ranging from -50°C 10 +30°C and a relevant humidity befora 80 %.
Opersting Conditions

Dantal practioss and laboratocies.

The products can be usad (after installation) at temperatures from +32°C
to +42°C

Application Avea

Stomatoiogy. Dental Implantology.

Shetf Life

Shelt life |s ast at five years in the criginal packaging.

implant Systom Warranty

For fll implant systems wauranty information, refer 1 the detalied terms and
condifions in the implant System Warranty (eaflet. {Cs -watld )

Product Availability

ATTENTION: Not sll products described in this IFU may be regulmory
clearad/raleanadAloensad in all markets. See cument product catalog and
brochures for product assoriment and represantative product photos or contact
the local Dentsply Sirona sales office for product avallability.

B T T X e REE

Subject to change withouk prior notce.
W Dentsply

Ot (angrsapat Ak Svaliabie UPON roques).
Nol sl products are avedable in 81 countries.
W Sirona
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Instructions for Use

Authorized Representative on the Territory of the Russian
Federation

Dentaply Sirona LLC
115035, Moscow, Ovchinnikovakaya embankment, 18/1, bid.2, premises 3N
Tol.: +7 (496) 725 10 87

[Recommended tightening torque for final abutment installation |s 26 Nom. |

Valid for registration (Rusela)

Astra Toch Implant System: OssecSpeed EV, OssecSpeed Profils EV, Astra
Tech implant €V OsseoSpeed, Astra Tech implant EV Profile OssecSpeed.
Dental prosthetics companants for Astra Tech Implant System EV, Profie EV,
TX, singla use.

Surgical Instruments for dental implant systems, Versions: Astra Tech Implant
System EV, Profile EV, TX, multipie use,

Explanation of Symbols

Title

Manufactuter and Date of manufacture

[HIELS B
e
;

r

]
§
%

Do nct use if package Is damaged

Do not reuse

Consult Instructions for Use

Europesn corformity (CE) mark

AEO © ®

Prescription anly.
U.S. Federal law testricts this device to sale by oron
the order of a ficensed dentist or physician,

F

Medical Device

Singla sterile barrier systom

O]

‘MM
Rodenbacher Chausses 4, 83457 Hanau, Germary
e dortaplygirons.com

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Subjact 0 change without prior notice.

Other NgUages ane Svaiable UPON NIQUES.
Nol s8 products are svailable in all counirias.

Stalus of information'
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Instructions for Use

DS Implants
Reusable Products and Trays

Description ofthe System

The DS Implants assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and
prosthetic instruments.

Intended Users
Users must be licensed dentists/physicians, be trained in Implant dentistry and
should be familiar with the products from DS Implants.

Clinical Benefitand Patient Target Group

The DS Implants assortment is designed for replacing one or more missing
teeth in patients to restore chewing function. The patient target group are
persons with adultjaws to whom none of the contraindications apply that are
related to dental implantations.

Compatibility

The products are compatible with the implant assortment of DS Implants
carrying the EV connection and the Astra Tech Implant System EV assortment.
The components may only be used together with original products and

instruments.
Color Coding and/or | Astra Tech PrimeTaper EV OmniTaper EV
H Implant EV X X X ;
Laser Markingson | | Connection Sizes Connection Sizes
mplant . .
Instruments R (Implant Diameter) (Implant Diameter)
Diameter
T 03&IT'- . Xsps.e) X (03-01
s 0 3.6 S(03.6) S(0 3.4)
048 i 4o4s) Lo 4n !
XL 064 L(0«4) XL (0 5.5)

| Not applicable Notapplicable

N . (Profile Large) 048 (Profile) |  Notapplicable Not applicable

Description of the Products

Implant Driver EV / Astra Tech Implant Profile Driver

The Implant Drivers EV are used for picking up the implant
from the blister, carrying it to the implant site and installing the
implant.

The Implant Drivers EV have an RA/CA-connection compatible
with 1ISO 1797 that fits to all contra-angles and surgical driver
handles using this connection.

The Implant Drivers EV have an external hexagon on the shaft
to be able to transfer torques needed for implant installation.
The Implant Drivers EV are color-coded and have laser
markings on the shaft according to the implant-connection size.
The Implant Drivers EV have depth markings and dots that
serve as an orientation for the correct positioning of the
implant.

The Implant Drivers EV have indexing tabs and a PEEK tip that
retains the implant on the implant driver.

Instrument Extender

The Instrument Extender is used for extending the length of
instruments provided with an RA connection. The Instrument
Extender has a capacity to transfer torque.

The Instrument Extender has an RA/CA-connection compatible
with 1ISO 1797 that fits to ail contra-angles and surgical driver
handles using this connection.

The instrument Extender has an external hexagon on the shaft
to be able to transfer torques.

Instruments with an RA/CA-connection compatible with

ISO 1797 can be inserted into the working part of the
Instrument Extender. Instruments with an additional hexagon
on the shaft can also be inserted.

C€/CEi

e I yUartufacturer:

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
www.defit8DIvimDlartts.com
www.denlsolvsifona.com

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Dentsply
Sirona

For Instructions for Use
D gl and symbols glossary refer to
llu.dentspivsifona.eom

Hex Drivers

The Hex Drivers are used for tightening and releasing
screws with an internal hexagonal screw head.

The Hex Drivers EV Machine (Figure 1) have an RA/CA-
connection compatible with ISO 1797 that fits to all contra-
angles and surgical/restorative driver handles using this
connection.

The Hex Drivers EV Manual (Figure 2) have an integrated
handle.

The Hex Drivers can be used with all screws, pins and
components that carry an internal hexagon.

Figure 1 Figure 2

PrimeTaper/Astra Tech Implant Depth Gauge

The Depth Gauge is used for measuring the depth of the osteotomy.

The PrimeTaper/Astra Tech Implant Depth Gauge has laser markings. One
end indicates the different implant lengths, the other end indicates the length
0-15 mm.

Plastic Trays

The trays are used during surgical and prosthetic procedures for organizing,
sterilizing and storing instruments.

The trays consist of a lid. an insert and a base with instrument holders. The
correct positioning of the instruments is specified by text, graphics and color
markings on the insert and the base.

Plastic Trays
Surgical Trays

Prosthetic Tray
Bone Reamer Tray

PrimeTaperSurgical Tray

Subject to change without pnor notice.
Other languages are available upon request

Dentsply
Sirona

Not all products are available in all countnes.

Status of information
IFU7201-EN RU Rev. 004 A 2024-02
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Instructions for Use

Washtrays

Washtrays are used for organizing, cleaning, stenlizing and storing
instruments.

The Washtray consists of a lid, a base with instrument holders, an overlay and
a small tray. The correct positioning of the instruments is specified by text,
graphics and color markings on the overlay.

® o

U4 il
1884

|wes oo

©O®O

"PRE®® ®® ®®

PrimeTaper Washtray

Purpose (Instruments)

Reusable surgical and restorative instruments designed for the installation,
removal and/or replacement of dental implants, abutments or dental laboratory
products for the purpose of restoring the patient's masticatory function. The
instruments can be used in two different workflows: insertion and removal at the
implant level or insertion and removal at the abutment level.

Order Information and Dimensions

See current OS Implants product catalog for updated and detailed order
information of the products

intended Use

Implant Driver EV 1 Astra Tech Implant Profile Driver

The Implant Drivers EV are used for picking up the implant from the blister,
carrying itto the implant site and installing the implant.

Instrument Extender

The Instrument Extender is used for extending the length of instruments
provided with an RA connection. The Instrument Extender has a capacity to
transfer torque.

Hex Drivers

The Hex Drivers are used for tightening and releasing screws with an internal
hexagonal screw head.

PrimeTaper/ Astra Tech Implant Depth Gauge
The Depth Gauge is used for measuring the depth of the osteotomy

Plastic Trays (Surgical Trays, Prosthetic and Bone Reamer Tray)
The trays are used for organizing, sterilizing and storing of instruments.

Washtrays

Washtrays are used for organizing, cleaning, sterilizing and storing of
instruments.

Indications
Partial and total edentulism

Contraindications
Allergic or hypersensitivity reactions to materials used (see section 'Materials')

Warnings

Oral surgery and rehabilitation entail general risks for complications.

< Components that accidently are dropped in the patient's mouth may be
swallowed or aspirated which can result in damage to the
digestive/respiratory system or dyspnea. Care must be taken to have control
over small devices.

Precautions

* Priorto each procedure it must be ensured that all necessary components,
instruments and materials are available in the required quantities and are
fully operational.

CE/CE!

Manufacturer:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4,63457 Hanau. Germany
www.dentsplvimolants.com
www.dentspivsirona.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

« Position the patient so that the danger of aspiration of components is
minimized.

« All components that are used intraorally must be secured to prevent
aspiration or swallowing.

+ If. due to unfavorable anatomical conditions, instruments do not fit or cannot
be used for other reasons, the course of treatment planned with them must
not be continued and alternatives must be sought.

« Improper patient selection/analysis or failure to comply with the instructions
for use can lead to failed osseointegration or loss of osseointegration.

* Inadequate cooling, incorrect implant site preparation, incorrect instrument
settings or excessive installation torque can result in failed implant.

MRI Safety Information
Not applicable for the DS Implants Reusable Products.

Adverse Reactions

Adverse reactions during or after implant beatment can be:

« Allergo or hypersensitivity reactions to materials used (see section
'Materials")

« Damage to the digestive/respiratory system or dyspnea as a consequence
of aspirated or swallowed components

« Permanent harm to nerve or tooth

« Harm to jawbone or maxillary sinus

« Necrosis due to inadequate cooling or excessive torque

* Fractured mandible

* Uncontrolled post-operative bleeding (e.g. damage to arteria lingualis)

* Postoperative discomfort such as:
m  Edema
*« Hematoma
* Temporary local swelling
*« Temporary anesthesia or paresthesia and masticatory impediment
« Pain

« Implant loss

* Peri-implantitis

* Local or systemic infection

* Bone loss as a result of peri-implantitis or mechanical overload

* Fracture or damage of implants, healing components, prosthetic
components or prosthesis

« Removal and replacement of an implant

« Esthetic or functional complications

Step-by-Step Instructions
Implant Driver EV / Astra Tech Implant Profile Driver

NOTE:

* The Implant Driver EV / Astra Tech Implant Profile Driver can be used for a
maximum of 100 implant installations

« Donotexceed 45 Ncm when installing the implant If not completely seated
before reaching 45 Ncm. reverse/remove the implant and widen the
osteotomy appropriately Itis recommended to have a titanium forceps
available in case the implant driver does not provide sufficient carrying
function during the removal procedure

1. Attach the appropnate Implant Dnver EV to a contra-angle or a surgical
driver handle.

NOTE: To avoid damage to the Implant Driver EV use a contra-angle or a
surgical driver handle provided with a hexagon that engages the hexagon
on the shaftofthe Implant Driver EV.

2. Carefully rotate the Implant Driver EV in the ? 1
implant to align the indexing tabs

NOTE: Align the dimple/flat surface on the
Astra Tech Implant Profile Driver with the
most apical pointofthe implant slope.

The Astra Tech Implant Profile Driver can
only be inserted into the implantin one
position

Before picking up the implant, make sure the
Implant Driver EV is fully seated into the
implant.

Subject to change witnoul pnor notice
Other languages are available upon request

Dentsply
Slrona

Not all products are available in ail countnes
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Instructions for Use

Install the implant manually or with a contra-
angle at low speed (25 rpm) under profuse
Irrigation with sterile physiological saline
solution.

Position the Implant atthe marginal bone level
or slightly below.

Position one of the dots on the Implant
Driver EV buccally to facilitate an optimal
placement of the abutments.

Release the Implant Driver EV by lifting it
gently from Nee implant.

Instrument Extender

1. Attach the instrument of choice to the Instrument Extender.

2. Attach the Instrument Extender with the instrumentto a contra-angle or a
surgical driver handle.

3. Make sure the instrument and the Instrument Extender are fully seated.

Hex Drivers

1. Attach the Hex Driver together to a contra-angle or a surgical/restorative
driver handle.
The Hex Driver Manual has an Integrated handle.

2. Use the Hex Drivers for fixation or release of screws, pins and components
that carry an internal hexagon.

Depth Gauge

Insertthe Depth Gauge into the osteotomy and measure the depth by using the
laser markings corresponding to implant lengths.

Plastic Trays

1. Make sure the tray and instruments are cleaned according to the
mechanical procedure (see section "Cleaning and Sterilization").

NOTC; The tray and the instruments must be cleaned separately.

2. Assemble the tray.

3. Equip the tray with instruments.

4. Sterilize the tray with instruments in a sterilization pouch according to the
sterilization of an equipped tray (see section "Cleaning and Sterilization").

5. Store the equipped tray.

6. Perform the surgery.

7. After surgery, clean and sterilize the tray and instruments.

Disassembly ofthe Large Silicone Holders

NOTE: The large silicone holders In the Prosthetic/Surgical Tray must be
removed before cleaning, the smaller silicone holders shall not be removed.

Large Silicone Holders Surgical Tray Large Silicone Holders Prosthetic Tray

1. Remove the large silicone holders by lifting them up at one end and
carefully pulling them out of the cavity.

2. Reinsert the silicone holders by pressing the lower profile of the holder into
the cavity starting at one end.
Carefully move the holder along the cavity to the other end while pressing it
down.

Washtray

The following steps describe the cleaning and sterilization procedure of an

equipped Washtray after surgery.

1. Clean the contaminated instruments according to the manual pre-cleaning
and putthem back into the Washtray.

2. Remove and separately clean the aluminum overlay before ultrasonic
cleaning of the equipped and closed Washtray.

3. Clean the equipped Washtray according to the mechanical processing in a
washer-disinfector.

4. Putthe aluminum overlay back into the Washtray.

5. Sterilize the equipped Washtray in a sterilization pouch or sterilization
container.

ce/cel

Manufacturer:
Oentsply Implants Manufacturing GmbH
RodenbacherChaussee4, 63457 Hanau, Germany
www-dentSDIlvimalants.com
www.dentsolv5irona.com
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6. Store the equipped Washtray.
Delivery -- Storage - Disposal

NOTE: Do not use the products if the packaging is damaged.

Delivery

State of Single Use /

i i *
Delivery Multiple Use Expected Lifetime

Product

Non-sterile Multiple use 50 uses/1 year
50 uses/1 year
1500 uses/3 years

1500 uses/3 years

Implant Drver EV
Astra Tech Implant Profile Driver Non-stenie  Multiple use
Instrument Extender Non-sterile  Multiple use

Depth Gauge Non-sterile  Multiple use

Hex Drivers Non-sterile  Multiple use 1500 uses/3 years
Plastic Trays Non-stenie  Multiple use 1500 uses
Washtrays Non-sterile Multiple use 1500 uses

‘Instruments must be replaced before the indicated number of uses/years is reached if they
are damaged or dull

Fortype and size see product label.

Storage

Store the products, in a dry place, at room temperature, i.e. 18-25 °C, in the
original packaging under conditions normal for dental practices.

Disposal

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in your country.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B;

Unused MD - class A.

Instruments and components that were used in the patient's mouth may be
potentially infectious and must be disposed of safely in containers approved for
this purpose.

Materials
Product Material

Stainless Steel acc. to ASTM-F899,
PEEK (PolyetheretherXetone)

Stainless Steel acc. to ASTM-F899,
PEEK (PolyetheretherXetone)

Stainless Steel acc. to ASTM-F899

Implant Driver EV

Astra Tech Implant Profile Driver

Instrument Extender

Depth Gauge Titanium Alloy (TiBAI4V-ELI) acc. to ASTM-F136
Hex Drivers Stainless Steel acc. to ASTM-F899

Plastic Trays PPSU (Polyphenylsulfone); Silicone

Washtrays Stainless Steel; Aluminum Alloy, PEEK (Polyether-

etherketone); Silicone

Cleaning and Sterilization

IMPORTANT:

* Priorto clinical use, all components and instruments delivered non-sterile
must be cleaned, disinfected and sterilized according to ISO 17664,
Instruments that can be disassembled must be disassembled for cleaning
and may be assembled again for sterilization only In a dry condition.

« Do notuse ultrasonic cleaning for the Implant Driver EV / Astra Tech
Implant Profile Driver,

« Drills must be kept separated from each other when using ultrasonic
cleaning, e.g. keep the drills hanging in a holder during the ultrasonic
cleaning.

« Plastic trays and instruments must be cleaned separately.

« Plastic trays must be cleaned disassembled. The trays should be
reassembled and equipped with instruments before sterilization.

« Before cleaning the Washtray with the instruments in the dishwasher, the
aluminum overlay must be removed. Putthe overlay back before
sterilization of the equipped Washtray.

Mechanical Procedure

Manual pre-cleaning

Coarse soiling must be removed immediately (within a maximum of two hours)
after use with a soft nylon brush until visibly clean.

Ultrasonic cleaning

The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed.

Subject to change without prior notice.
Other languages are available upon request.
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Instructions for Use

Mechanical processing
Manual pre-cleaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to
be used for mechanical cleaning. The Instructions from the manufacturer of the
washer disinfector must be followed. Cleaning and neutralization agents are to
be dosed and used in accordance with the manufacturer's instructions. A
cleaning program with thermal disinfection (Aqi 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning.
The mechanical processing method was validated with the following materials
and devices (acc. to ISO 15663 and AAMI TIR 30);
< Washerdisinfector, type G 7836 CD, Miele & Cie. KG, Giltersloh
« Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 min from 45-55 *C

Neutralization 6 min

Intermediate rinsing with cold water 3 min

Thermal disinfection 5 min at 90 °C (Aga 3000)

Drying 30 min at 105 °C
« Cleaning agent neodisher® MediClean forte (0.5 %)/neutralization agent

neodisher'”~Z (0.1 %), Dr. Weigert, Hamburg.

Maintenance

Before sterilization, all products should be inspected with the naked eye for
visible soil, impairments and/or corrosion. Particular attention should be paid to
design features such as channels, blind holes, threads, undercuts and mabng
surfaces.

Check all markings on products for visibility and readability by inspection with
the naked eye. Check matching components for proper assembly and
functionality. Check products with movable parts for correct operation. Check
pre-mounted components for completeness and integrity.

Dispose of defective products.

Sterilization of single components

Sterilization Is to be performed corresponding to the following scheme:

1 Preparation for sterilization: Place components in a sterilization pouch
which is legally marketed (for the US market: FDA-cleared) for use with the
recommended sterilization parameters. Packaging must comply with the
requirements according to EN ISO 11607, ANSI/AAMI ST79 and
NAMI TIR12.

Every sterilization package must have a sterilization indicator and
sterilization date.

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

Method  Cycle Temperature Exposure Time* Dry Time

Sleam Dynamic air removal 134 'C 3 min 20 mm

(EU-) (prevacuumi

Steam Dynamic air removal 132'C 4mm 20 mm
lorevacuumi 135"C 3rnn

Steam Gravity disolacement 121 *C 30 mm 20 min

* Minimum «xpoSure times, the ope~eting times we longer and may vary depen<iing on the device,
** EU cuetomere are required to use these Steam aterihzation parameters

3. storage: Store the sterilized components dry and dust-free at room
temperature.

Sterilization of an equipped plastic tray

NOTE: Trays are notintended to maintain sterility and are to be used in
conjunction with a legally marketed, validated stenllzation pouch.

Sterilization is to be performed corresponding to the following scheme:

1. Preparation for sterilization
Place the equipped tray In a sterilization pouch which Is legally marketed for
use with the recommended sterilization parameters. The pouch must comply
with the requirements according to EN ISO 11607, ANSI/AAMI ST79 and
AAMI TIR12.
Every sterilization pouch must have a sterilization indicator and sterilization
date.

2. Parameters (acc. to ISO 17665, EN 13060, EN 285)

Method Cycle Temperature _Expolsure Dry Time
ime
Dynamic air
Steam (EU**) removal 134 *C 3min 20 mm
(prevacuum)

* Minimum exposure bmes, the operating times are longer a>d may vary depending on the device
** EU customers are requiredto use these steam sterilization parameters

Before storage of the tray, make sure that no signs of moisture are present.
Otherwise repeat the sterilization process using a longer drying time.
Storage: Store the sterilized components dry and dust-free at room
temperature

C€/CEi

Manufacturer:
Dentsply Implants Manufacturing GmbH
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Sterilization of an equipped Washtray

NOTE: Trays are notintended to maintain stenlity and are to be used in
conjunction with a legally marketed, validated sterilization pouch or with a
sterilization container.

Sterilization Is to be performed corresponding to the following scheme:
1. Preparation for sterilization
« Sterilization in a pouch:
Place the equipped tray in a sterilization pouch which is legally marketed
for use wiNe the recommended sterilization parameters. The pouch must
comply with the requirements according to EN ISO 11607.
ANSI/AAMI ST79 and AAMI TIR12.
Every sterilization pouch must have a sterilization indicator and
sterilization date.
« Sterilization in a container:
Place the equipped tray in a stenllzation container for use with the
recommended sterilization parameters.
2. Parameters (acc. to ISO 17665, EN 13060, EN 285)

Sterilization Exposure .

package Method Cycle Temperature Time* Dry Time
Dynamic air

Pouch (Sé?jm)] removal 134 *C 3mm 30 min
(prevacuum)
Dynamic a>

Container (Sé'fja*f)] removal 134 *C 3 mm 20 mm
(prevacuum)

* Minimum evpoSuf6 time«, the operatng femes we longer end may vary depending on (he device
* EU customers w e required to use Neese sleam sterilizabon parameters

3. Before storage of the tray, make sure that no signs of moisture are present.
Otherwise repeat the sterilization process using a longer drying time.

4. Storage: Store the sterilized components dry and dust-free at room
temperature.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice
of life-threatening incidents or a severe deterioration in health status related to
one of our products.

Trademarks

All trademarks and company names are the property of their respective owners.
To improve readability for our customers, Dentsply Sirona Implants does not
use * or * In body copy However, Dentsply Sirona Implants does not waive
any right to the trademarks and nothing herein shall be Interpreted to the
contrary.

Transportation Conditions

Products must be transported and carried with care in accordance with the
special precaution measures applying to each type of a medical product.
Transport and store the components In their original packaging in a dry place at
normal room temperature. Do not expose to direct sunlight.

Operating Conditions
Dental practices and laboratories

Application Area
stomatology. Dental implantology.

Shelf Life

Shelflife Is set atten years in the onginal packaging.

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and
conditions in the Implant System Warranty leaflet, (ds-wodo ru)

Product Availability

ATTENTION: Not all products described In this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and
brochures for product assortment and representative product photos

Product Availability

ATTENTION: Not all products descnbed in this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability.

Subject to change without prior notice.
Other languages are available upon request
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instructions for Use

Authorized Representative on the Territory of the Russian
Federation

Oenisply Sicona LLC
115033, Moscow, Ovchinnikovakaya smbankment, 1871, bid.2, pramises 3N
Tel.: +7 (488) 726 10 87
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Instructions for Use

SmartFix® Guide

Description of the System

The DS Impiants assoriment compriess dental implants, Cover screws,

transmucosal abutmants, other prosthetic components, as well &s surgical and

prosthetic Instruments.

Intended Users

Users must be licansed dentists/physicians, be tralned in implant dentistry and

should be familiar with DS implants.

Chinical Bonafit snd Patient Target Group

The DS implants sssortmient is designed for replacing one or mors missing

teeth in patients to restore chawing function. The patient target group are
smhﬂﬂ]mhnmmdmmiuhﬁmqmyvutm

by bl AL e,

person
telated 1o dentsl

The products are compatible with the implant asaoriment of DS implants. The
companents may anly be used together with original products and instruments.

Description of the Product

The SmartFix Giida consista of three parts, a pin (10 mm length}, a fastening
screw and a guide part with extensions, which ail can be
msmcmmm.mummmbuwmmm
anatomy of e bone ridge.

Tha pin and the SmartFix Guide part with extensions can ba fixed 1ogether In
desired relation by tuming the screw.

The SmartFix Guide sxtensions have markings for 0°, 17" and 30° to guide in
the driling procedure.

Purposs (Instruments)

Reusable surgical and restorative instruments designed Ko the installation,
removal and/or replacement of deatst implants, abutmants or dental laboratory
producta for the purpose of esioding the masticatory function. The
instruments can be used in two different woridiows: insertion and removal at the
implant level or insertion and removal st the abutmant level.

Order information and Dimensions

See current DS Implants product catalog for updated and detailed order
information of the products.

Intended Use

The SmartFix Guide is intended 1 ba used with the impiant aystems
OmniTaper and PrimeTaper.

The SmatFix Guide is used In edentdous jawa for visual orentation dufing
dritiing procadures when a mesio-distaly tilted implent instaliation is desired.
The verical suriace of the sxtensions can aiso be usad as an orientation during
driling from a bucoo-lingual sspect.

indications
Partial and total edentulism

Contraindications
Allergic or hypenensifivity reactions to materisis used (see section "Matsrial®)

Wamings

Surgery in the oral cavily and oral rehabiitation include general risks for

complications:

o Companents that accidenty are dropped in the patient’s mouth may be
swallowed or aspirated which can result b suffocation or physical injury.
Care must be takan to have control over small devices.

Precautions

a Patient health history must be carefully sssessed. Pay spacial attention o
the folicwing heatth impairments:

Recant myocardial infarction (< 3 months)

Recent cersbrovascular accident

Recant cardinc-vatvular prosthesis placement

Hemorhagic diathesia

IMMUROSUPPAEESION

Active treatment of malignancy

Savere Kver dysfunction

Florid infection

« O abuse

«  Paychiatsic liness

ces

‘w
Dentaply inptants Manufactwring O
RodeNbecher Chausses 4, 53457 Hanau, Gumm/

v, devispivsirona.com
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\ Dentsply

W Sirona
For instructions for Use
and symbos giossary refer to
#udentspiyairons.com
¢ Intravenous hisphosphonate use
s Improper patient

salection/analysis or faiure to comply with the stap-by-step

instructions can lead o failed csseciniegration of loss of oasecintagration.

o Prior i sach procedure it must be ensured that all necessary components,
instruments and materisls are available in the required quantities and are
fully operstional.

s Posilion the patient 30 that the danper of aspiration of components is
minimized.

« Al componants that are used intraorally must bs secured 1o pravem
aspication or swallowing.

o Fraciurs or damage of implants, healing companents, proathetic
components or prosthesis requiring removal and replacement of an implant
may occur due 1o unfavorable londing conditions. Mastication forces and
restoration design must therefore ba avaluated carafully.

e Al products intended for single use must not ba ra-usad. Failure to cbserve
this precaution may lead to infection or fracture of components and might
result in Espiration or swallowing.

¢ Bone quality and quantity, local infactions, disturbed initisl healing o
mmbadimmalfacmemaymnuunumm

Successful healing and cssecintegration may be negatively affected by the
following factors:

Inflammations, tumors, abscesses or Cysts in the jaw area
Insufficient height andlor width of bone
Insufficiant soft tissus coverage

History of therapeutic radiation in the area

Bone and wound healing dinorders {8.g. unconbrulled diabetes)
Auloimmune dissasas

Uncontolled para-functional habits {(e.g. bruxism)
Inadequate orsl hygiene

Alcohol abuse

Smoking

Adverse Reactions

Adverse reactions during or after the treatment can be:
s Alergic or hypersensillvity reactions 10 matesials used (see section
“Material®)

o Aspiratad or swallowed components
»  implantloss

o Local or systemic infection

[ ]

[ ]

Bone loss 35 & rasult of mechanical overioad

Fracture or damage of implants, healing components, prosthetic
camponents of prosthasis

Removal and replacement of an implant

Postopearative discomfort such as:

« Edema

*  Hematoms

« Temporary masticatory impediment

* Pan

» Esthetic or functional) complications

AN Safety Information
Not applicable to the SmartFix Guide

Stop-by-Step Instructions

Note: Make sure il parts are assembled during use.

1. Aftef raising a flap, prepare a hole for the pin of the SmartFix Guide.
Plan for an appropriate occlusal piane of the guide.

2. Dyl in the midline 1 a ecommended minimum dapth of 10 mm using & dril
diameter of.
» 1.9 mm for PrimeTaper
« 2.0 mm for OmniTaper

3. Assembis the SmartFix Guide.
Afwe 1-2 fums of the fastening acrew, the 3 parts are kept together.
Tha SmantFix Guide can be pre-shaped cutside the oral cavity and shall be
adapind to the dental arch curvature of the individual patient.

4. Placs the pin of ths SmartFix Guide in the drilled hols.

8. Manually tighten the fastening screw to secure the SmartFix Guide in the
desired posifion

8. Duwring driling. u'u the angle markings on the SmartFix Guide for
orisntation.

[T y——— P

&mummmwwm
Other |anguagat e svailable upon request.

Not i products are available in 3N countries.

Dentsply
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Instructions for Use

Follow-up

After treatment is completed, good oral hygiene and regular follow-up
examinations are important to maintain health.

Delivery - Storage - Disposal
Delivery

Product State of OtUvary Sli>g»elHe/ Espected UfeHme

Multiple Use  (number or
utee/vearsi’

SmartFix Guide Non-sterile Multiple use 20 uses
Store the products, in a dry place, at room temperature, i.e. 18-25'C, in the
original packaging under conditions normal for dental practices.

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in your country.

Class of medical waste in accordance with SanPiN 2.1.3684-21 -

Used MD - class B;

Unused MD - class A.

Material
Stainless steel acc. toASTM-F899

Cleaning and Sterilization

IMPORTANT: Priorto clinical use, all components and instruments delivered
non-sterile must be cleaned, disinfected and sterilized according to 1SO 17664.
Instruments that can be disassembled must be disassembled for cleaning and
may be assembled again for sterilization only in a dry condition.

Manual pre-cleaning
Coarse soiling must be removed immediately (within a maximum of two hours)
after use with a soft nylon brush until visibly clean.

Ultrasonic cleaning
The action times and concentrations specified by the manufacturer of the
cleaning agent must be observed

Mechanical processing
Manual pre-cleaning is necessary to ensure efficient mechanical cleaning.
Suitable washer disinfectors as well as cleaning and neutralization agents are to
be used for mechanical cleaning. The instructions from the manufacturer of the
washer disinfector must be followed. Cleaning and neutralization agents are to
be dosed and used in accordance with the manufacturer's instructions. A
cleaning program with thermal disinfection (Ao 2 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for cleaning.
The mechanical processing method was validated with the following materials
and devices (acc. to ISO 15863 and AAMI TIR 30):
* Washerdisinfector, type G 7836 CD, Miele & Cie. KG, Giitersloh
* Cleaning program VARIO TD

Pre-rinsing with cold water 4 min

Cleaning 10 min from 45-55 'C

Neutralization 6 min

intermedtate rinsing with cold water 3 min

Thermal disinfection S min at 90 *C (Ao i 3000)

Drying 30 min at 105 °C
« Cleaning agent neodisher® MediClean forte (0.5 %)/neutralization agent

neodisher* Z (0.1 %), Dr. Weigert, Hamburg.

Maintenance

Before sterilization, all products should be inspected with the naked eye for
visible soil, impairments and/or corrosion. Particular attention should be paid to
design features such as channels, blind holes, threads, undercuts and mating
surfaces

Check all markings on products for visibility and readability by inspection with
the naked eye. Check matching components for proper assembly and
functionality. Check products with movable parts for correct operation. Check
pre-mounted components for completeness and integrity

Dispose of defective products.

Sterilization

Sterilization is to be performed corresponding to the following scheme:

1 Preparation for sterilization: Place components in a sterilization pouch
which is legally marketed (forthe US market FDA-deared) for use with the
recommended sterilization parameters Packaging must comply with the
requirements according to EN ISO 11607, ANSI/AAMI ST79 and
AAMITIR12.

Every sterilization package must have a sterilization indicator and
sterilization date.

2. Parameters (acc. to ISO 17665, EN 13060, EN 285 and AAMI TIR12)

C€

Manufacturer:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentsolvimDlanla.com
www.denlsplvsirona.com
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Method Cycle Temperature Exposure Time* Dry Time

Steam Dynamic air renwval 134 *C 3 min 20 min

(EU™) Iprevacuum)

Steam Dynamic air removal 132 *C 4 min 20 min
(prevacuum) 135 *C 3 min

Steam Gravity displacement 121 *C 30 min 20 min

* Mmimum «xpoeufe limes, Ihs ofiefsimg 6mes att longer and may vary depending on the device
“ EU customers are required lo use these steam sterritzabon parameters

3. storage: Store the sterilized components dry and dust-free at room
temperature.

Additional Information for Customers

Inform us (Dentsply Sirona) and your competent authority in the case of notice
of life-threatening incidents or a severe deterioration in health status related to
one of our products.

Trademarks

All trademarks and company names are the property of their respective owners
To improve readability for our customers, Dentsply Sirona Implants does not
use ®or in body copy. However, Dentsply Sirona Implants does not waive
any right to the trademark and nothing herein shall be interpreted to the
contrary.

Transportation Conditions

Products must be transported and carried with care in accordance with the
special precaution measures applying to each type of a medical product, at
temperatures ranging from -30°C to +60°C and a relevant humidity before 80 %.

Operating Conditions
Dental practices and laboratories

Application Area
stomatology. Dental implantology.

Shelf Life

Shelf life is set at five years in the original packaging

Implant System Warranty

For full implant systems warranty information, refer to the detailed terms and
conditions in the Implant System Warranty leaflet, (ds-woricj ru)

Product Availability

ATTENTION: Not all products described in this IFU may be regulatory
cleared/released/licensed in all markets. See current product catalog and
brochures for product assortment and representative product photos or contact
the local Dentsply Sirona sales office for product availability.

Authorized Representative on the Territory of the Russian

Federation

Dentsply Sirona LLC
115035, Moscow. Ovchinnikovskaya embankment, 18/1, bid.2, premises 3N
Tel.:+7 (495) 725 10 87

Valid for registration (Russia)

Instruments for denial implant system Astra Tech Implant System', Versions:
EV, Profile EV, TX, PrimeTaper, multiple use.

Explanation of Symbols

Symbol Tive
i I I Manufacturer and Date of manufacture
Use-by date
| lo tl Batch Code

Catalog Number

|REF|

Subiecl to change without pnor notice
Other languages are available upon request

Not all products are available m an countnes.

Dentsply
Sirona

Status of information:
IFU 7203-EN RU Rev 001 A 2024-02
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instructions for Use

Non-aterile

@ Do not use ¥ package is damaged

% Koep away from suniight
Consult Instructions for Use

1]
CEJCES  cmmmncomom ceiman

Ko U i
Iy U.S. Federal inw sestricis this device 1o sale by or on

the order of a licensed dentist or physician.

-
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Vorstehende vor mir vollzogene Namensunterschrift der Frau

Alexandra Steinmann, geb. am 01.06.1973,
Senior Manager Quality Assurance and Regulatory Compliance,

‘\ Sirona Dental Systems GmbH mit demn Sitz in Bensheim,

{ geechiftsanssssig in 64625 Bensheim, Fabrikstrage 31,
~{ysgewiesen durch Vorlage ihres amtlichen Lichtbildausweises -

L\l
handelnd\\'lf die Fima
DENTSPL§ *{ptants Manufacturing GmbH mit dem Sitz in
63457 Hanau \
i\

\
wird hiermit beglau“gt
Die Frage des Notars einer Vorbefassung i.S. von § 3 Abs. 1 Nr. 7
BeurkG wurde von Frau ‘ir‘\mann vemeint.

Die Unterzeichnende habe ich gmag Art. 13 DSGVO Abs. 1 und 2
informiert. Sie hat sich mit der Einypeicherung ihrer Daten einverstan-
den erklért.

Bensheiry en 27. Marz 2024
r

arian Kuzbida, Notar
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MepesoA ¢ aHINMWICKOro W HEMELKOTO A3LIKOB Ha PYCCKWA A3bIK/

OeHtcnnan
CupoHa

beHcxaitm, 27 mapTta 2024 T.

B ®epepansiyio cnywSy no Hansopy s chepe
sooxpanerwun (P -

109074 Poccuitckan Genepauun, Mocksa,

CnaBanckan nnowaae 4, crpoatue 1

Tema: "HaGop MHCTPYMENTOR ONA CHCTEMbI AOHTANLHLIX UMINIHTATOB, BAPMAHTE MCNONHEHKA: AStra
Tech Implant System® EV, Profile EV, TX, mHoropazosbies

Mui, komnaHus Jenrcnnai Wmnnanre Manygakuypulr TmGX, npegocTasnsem cneayiowme
MHCTPYKUMM NIO NDUMEHEHWIO W NOATEEPXAAEM NOANMHHOCTE U TONHOCTD HHPOPMALINK B JOKYMEHTAX.

C yBaweHwem,

—Moanucy/
Anexcanapa ITaiHmann {Alexandra Steinmann)
Crapwmit MeHeaxep no KOHTPOSIO KaYeCTBa W HOPMAaTUBHO-NPaBOBOMY PeryniupoRaHMIO

OEHTCMNAA CUPOHA UmnnanTte
REHTCNNAW Umnnanre MaHychakuypuHr MMGX
PoaenGaxep Locce 4,

63457 Xanay, MepmaHus
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PyKoBOACTBO NO NPUMEHEHUIO

Astra Tech Implant System® TX
MmnnaHtatel OsseoSpeed™ TX

OnucaHue cuctembl

ACCOPTUMEHT cucTeM nmnnaHTaTos Astra Tech Irrilant System TX BKaOuaeT feHTaNnbHble
VIMNNAHTaThl, BUHTbI-3arNyLIKN, TpaucAecHeable 36aTMeHTbI U Apyrie opTonesnyeckue
KOMMOHEHTBI, 8 TaKXKe XUPypruyeckie n opTonesnyeckne MHCTPYMEHTbI

Mpegnonaraemblie NoNbL30BaTENU

Monb3oBaTensimMn AaHHbIX U3[enuit JONXOTbl 6bITb NNLEH3NPOBAHHbIE BPAYU\CTOMATONOTY,
o6nagatle HaBbIKaMn paboThl a ;eHTaNbHO UMNNAHTONOTUM 1 3apaHee 03HaKOMNEHHbIe C
nsgennamu Astra Tech Iniplant System TX.

KnuHuuyeckas nonb3a v uenesas rpynna naymeHTos

AccopTuruenT cucTem umranaHTatoe Astra Tech Implant System TX paspa6oTaH Ans 3aMeHbl
O/IHOTO UM HECKONbKNX OTCYTCTBYIOLMX 3y60B Y NaLMEHTOB C LieNbl0 BOCCTAHOBNEHMUA
XeBaTeNnbHoi hyHKUMN LieneBoil rpynnoii NauneHToB ABAAKTCSA NNLA C NONHOCTbIO
chopmupoBaBLIeiics YeNtoCTblo, HE UMEILLME HU OHOTO U3 NPOTUBONOKa3aHWi, CBA3aHHbIX C
[eHTanbHOW nmnnaHTayuei

COBK«ECTUMOCTb

MmnnaHTaT COBMECTUM C opTtonean4yecKMM acCOpTUMEHTOM CUCTEMbI UMNNAHTATOB Astra
Tech Implant System TX KOMMNOHEHTbl MOTYT MCMO/Ib30BATLCA TONLKO BMECTe C
OpUTUHANBbHBIMW U3AENUAMN U UHCTPYMEHTaMn

Bce MHCTPYMEHTbI, KOTOPbIE MOTYT UCMONb30BATLCS C KOHTPYFN0abiM HaKOHEYHUKOM,
ocHauieHbl RA/CA-pa3bemMoM. COBMeCTUMbIM ¢ ISO 1797, unu coBmecTumsbl ¢ 1ISO 1797.

OnwucaHne nsgenusa

MmnnaHtat OsseoSpeed TX

MmnnaHTaT OsseoSpeed TX — 3TO BUMHTOOGpAa3Hblii [eHTaNbHbIA
MMMNaHTaT,  BblpaXeHHas  llepoxoBaTas  MOBEPXHOCTb  KOTOPOro
locTuraeTca 6Gnarofaps MeckocTpyiiHoii o6paGoTke M nocneaytouei
>6paboTke B pacTBOpe (hTOPUCTOBOAOPOLHON KUCNOTbI

3HelWHAS KOPOHapHas YacTb NMMNaHTaTa NOKPbITa MUKPOpe3b6oit
MMnnaHTaTl COeAMHAITCA C abaTMeHTaMu MocpeACTBOMKOHNYACKOrO
coeAnHeHus . Gnarogaps uYemy [OCTUraeTcs MNPOYHOE U HajexHoe
Kpennexue

MmnnaHtat OsseoSpeed TX o6GnagaeT BHYTpeHHeit reomeTtpueil c
KOHUYECKOW N UHAEKCUPOBAHHOW KOH(Urypaunei, kotopas o6ecneynsaeT
MHAEKCcaLNo COOTBETCTBYIOLNX aGaTMEHTOe N UHCTPYMEHTOB
BO3MOXHOCTb M0AGOpPa MMMNNAHTaTOB B 3aBUCMMOCTW OT TOALWMHBI W
Gopmbl  KOCTM pocTuraetca 6Gnarogapsa pasHoobpasuio  ux  (opm,
[MaMeTpOB 1 ANNHbI

YnakoBka nmnnaHtatra OsseoSpeed TX nWMeeT rgaeToByld KOAMPOBKY B
COOTBETCTBUW C Pa3MEPOM COEAMHEHUN UMNNaHTaT-a6aTMeHT

MmnnaHnToBOf K
MNnNaHToOBOA WMeeT LBETOBYID KOAWPOBKY U NasepHyld MapKUpoBKY B n!
COOTBETCTBMWN C pasMepom coefiMHeHus nMnnaHTaT-abaTMeHT .B;
MMnnaHToBOA WMeeT MeTKM T[Ny6uHbl, CryXKalue OPUEHTUPOM Ans

npaBuibHOTO NO3NLUNOHNPOBaAHMA UMNNaHTaTa. al
MMNNaHTOBOA  OCHAleH  BHYTPEHHUM  LWECTUIPaHHUKOM,  KOTOpbIi B
YAepXuBaeT umnaaHTaTt Ha UMnNnaHTosoe

|/|MI'II'IaHTOBO,q OCHauweH BHEWHWM WecTUrpaHHNKOM Ha CcTepXxHe Ans «H
nepefayn  KpyTAwiero  MOMeHTa, Heo6XO0AWMOro ANs  ycTaHOBKU w
nMmnnaHTaTta

Ha3HauyeHne (MHCTPYMEHTbI)

MHOropasoBble XMpYpPruyeckmne U BOCCTAHOBUTESIbHbIE MHCTPYMEHTBI,
npeAHasHaueHHble AN YCTAHOBKM, yAaneHns u /[ unu 3ameHsl 3y6HbIX
MMMNNaHTaToB, aGaTMEHTOE UM CTOMATONOMMYECKINX 1aGOPaTOPHBIX
NPOAYKTOB C Lie/Ibl0 BOCCTAHOB/EHUS XeBATebHON (YHKLNN NayneHTa
VIHCTPYMEHTbI MOTYT UCMO/b30BaTbCS B ABYX PasHbiX pabounx npoyeccax
yCTaHOBKa W yZjafieHne Ha ypoOBHE UMMAAHTATA UAN YCTAHOBKA U yAaneHue
Ha ypoBHe abanueHTa

[MokasaHnAa K NpuMeHeHNo

MmnnaHnTatbl OsseoSpeed TX

ViMnnaHTaTbl NpefHasHa4YeHbl Kak N5 OAHO3TAMNHbIX, Tak U AN ABYX3TaNHbIX XMPYPru4ecKux
BMeWaTeNbCTB B CNEAYIOLWMX CAyYasX U CO CeAYoLWUMM KNMHUYECKUMI NPOTOKONaMK:

= 3aMeHa OTCYTCTBYIOLMX 3y60B NPOTE3aMN OJHOTO MU HECKONbKNX 3y60B Ha HIKHEl nnm
BepXHeii yencTu:

HeMe/jNeHHas yCTaHOBKa B YHKW Nocne yjaneHuns 3y60B 1 B CAy4asx 4acTUYHOTO Uau
NONHOTO 3a)XXWBNEHNS aNbBEONAPHOrO OTPOCTKA.

0CcO6EHHO PEKOMEHAYIOTCS NS NPUMEHEHUS € KOCTU HU3KOW NNOTHOCTU, KOraa
UMNNaHTaTbl ¢ 4pyroit 06paboTKoil NOBEPXHOCTU MOTYT 6bITh MeHee 3P(eKTUBHbI.

Ha UMNNaHTaTax Kopoye 8 MM UAN B KOCTW HN3KOW NNOTHOCTK (Tun 4)1. Korpa
CTabuUNLHOCTL MMNNaHTaTa MOXET JOCTUTaTLCA C TPYAOM U HEMe/IeHHas Harpyska MoxeT
6biTb HE peKOMeH/j0BaHa

= NmnnaHTatel OsseoSpeed 3 OS npeAHasHauyeHbl 418 UCNONb30BAHNSA B 061acTH pe3LoB
HWXKHe 4entocTu 1 60KOBbIX Pe3LI0B BEPXHE yenocTy

MmnnaHTtoBOA

VIMNNaHTOBO/ NpeAHasHayeH ANA N3BNeYeHUs UMNNaHTaTa U3 6IMCTepHO ynakoBKi, ero

nepeHoca B 3apaHee No/roToB/IEHHOE KOCTHOE NI0XKe U YCTaHOBKM B YentocTb nareHTa

MokazaHus

YacTuyHoe nnu nonHoe OoTCyTCTBUNE 3y6OB

npOTI/IBOI'IOKaSaHVIFI

= Annepruyeckue peakLyuu UAN runepyyBcTBNTENLHOCTL KUCMNONb3yeMbIM MaTepuanam (cMm
pasgen «Matepuansbi»):

= WHdapKT MMokapja B HeflaBHeM aHaMHe3e (<3 mecsiLes);

C€1

npounssoauTens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentsplvimDlants.com
www.dentsolvslrona-com
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HeMe/NeHHas U PaHHAA Harpyska npu N 6bix NOKasaHMAX, KPOMEe OANHOYHBIX pecTaBpaLunit

Dentsply
Sirona
implants

,qﬂﬂ O3HaKoM/ieHusa ¢
VHCTPYKLMSIMU MO NPUMEHEHNIO 1
I:‘ 3 rnoccapueM cMMBONOB
nepenaute Ha caut
Ifu.dentBPlvstrona.corti

VHCYyNbT B HeJJaBHEM aHaMHese.

Onepawusi o NPOTE3MPOBaHNI0 CEPAEUYHOTO KanaHa B HeJaBHEM aHaMHese.
Femopparnyeckuii guates.

MMMyHoCynpeccus.

AKTNBHOE NeYeHne 3/10Ka4eCcTBEHHON onyxonu:

Cepbe3Hoe HapylleHne (yHKLUN NeyeHn.

Mporpeccupytowan UHhekLns.

ynoTpe6neHne HapKOTUKOB.

HapkoTuueckas 3aBMCUMOCTb.

BHyTpuBeHHOE BBeAeHue 6uchochoHaTos

MmMnnanTaThl guameTpom 3.0 He NpejHa3HaueHbl ANA 3aMeHbl LIeHTPanbHbIX Pe3LoB,
K/IbIKOB, NPEMONIAPOB 1 MONSAPOB BEPXHEN YeNrocll. a Takke K/bIKOB, NPeMONAPOB 1
MONAPOB HIKHET YentocTn

MpeaynpexaeHuns

MNpoBeaeHe XMpypruyecknx onepawuii a poToBoil NOA0CTU U CTOMAaTONOrNYeckoe

npoTe3vpoBaHue CBsA3aHbl C pUuckamu OﬁLLLVIX 0CNOXHeHu

= layneHT MOXET NPOrN0TUTL UNN BAOXHYTH cnyqaﬁHo ynaswve KOMMOHEHTHI, YTO MOXeT
npuBecTn Kac@uKcun unn TenecHoMy noBpexzaeHunto. C Menkumu npegmeTtamu
Heo6Xx0ANMOo 06pallaTbCs C OCTOPOXHOCTLIO

= B pesynbTate HenpaBWALHOrO NNaHMPOBaHNA W BbIGOpa MecTa U rNy6UuHbI yCTaHOBKN
uMnnaHTata MoryT 6bITb NOBPEXAEHbI HEPBbl, KDOBEHOCHbIE COCY/Abl, 3y6Gbl U Apyrue
YyBCTBUTENbHbIE CTPYKTYPbI

« ABaTMeHTbl ¢ 60NbWNUM Yrnom Hak/noHa U uMnnaHTaTtel Manoro gnameTpa He
PeKoMeHAyTCA K NPUMEHEHNI0 B 60KOBOM OT/efe YeNntocTu

Mepbl NpefoCcTOPOXHOCTH

= TMepe/ BbINONHEHNEM Kax/oi npoLesypsl cneayeT y6eanTbes B TOM. YTO BCe
HE XOANMbIE KOMMOHEHTbI, NHCTPYMEKTbI 1 MaTepuansl AOCTYNHbl @ TPeGyemMom
KOJIMYECTBE 1 MOJHOCTbIO NMPUTOAHbI K NPUMEHEHNIO
PacnonoxuTe nayMeHTa Takum 06pa3om, 4TOGbl ONACHOCTbL BAbIXaHus AeTanei Gbina
cBefeHa K MUHUMYMY
= BCe KOMMOHEHTbI, UCMOJIb3yeMble BHYTPU POTOBOI MOAOCTH, JOMKHbI GbITh 3aPUKCUPOBaAHbI
BO N36eXaHue UX BAbIXaHWS UK NPOTNaThiBaHNS.
HenpaBunbHbI Or6op/aHani3 NaLyMeHToB, a Takxke Heco60/4eHne NHCTPYKLUA no
NPUMEHEHNIO MOTYT NPUBECTU K HEYAAUHOMY pPesynbTaTy UAN NOTepe OCTEOUHTErpaLyum
= Tpu 3HaYMTENbHOW aTPOGNN HIKHE YeNoCTN Cyl ecTBYeT pUcK ee NepesioMa Bo Bpems
XUPYPrUYecKoii onepauum unm nocne Hee
Mpu He6NaronpUATHLIX YCNOBUAX HArpy3K1 BOIMOXHbI MONOMKN UIU NOBPEXAeHNS
MMMNaHTaTOB, KOMIMOHEHTOB NPOLecca 3aXNBIEHNs!, OPTONEANYECKNX KOMNOHEHTOB UK
npote3a Heo6X0AMMO TLWATENbHO OLEHUTD XKeBaTe/IbHble HArpy3Ku 1 An3aiiH
pecTaBpauun
Mpu NNaHMpOBaHWM NeYeHUst ANS UMNNaHTaTa ANUHOM 6 MM 064yMaliTe BOSMOXHOCTb
npUMeHeHNs HanGonee WNPOKOTO BO3IMOXKHONI UMMAAHTaTa, BYX3TanHOrO XUPYpPrinyeckoro
amellaTenbCTBa W WWHAPOBAHWUA UMNNAHTATOB
Tw,aTenbHO crefuTe 3a NaLNeHTOM Ha npegMeT yTpaTbl KOCTHOW TKaHU BOKPYr UMMNaHTaTa
VNN N3MEHEHWs peakuun UMNNaHTaTa Ha Nepkyccuio  ECnu MMNAaHTaT AeMoHCcTpupyeT
6onee 50 % yTpaTbl KOCTHOM TKaHW UM MOABUXKHOCTb, 064yMaiiTe BOIMOXHOE yaaneHue
vMnnaHTara
= B NoBCe/HEBHOI NPaKTUKE UMMNAHTONOTNYECKOE NIeHEHNE He PEKOMEHAYETCs 40
3aBepLIEHNs POCTa YeNOCTU U A4S GepeMeHHbIX XKEHLUH
Henagnexalyee oxnaxzieHne, HenpaBunbHas noAroTOBKa 10Xa UMNNAHTaTa,
Henpasu/bHble HACTPOWKM MHCTPYMEHTA 1 YPE3MEPHOE YCUNB PUKCALUN NPU YCTAHOBKE
MOTYT MPUBECTY K NOBPEXAEHMUIO MMMNAHTaTa.
= Ecnu B CBA3N C HEGNArONPUATHBIMU AHATOMUYECKNMU YCTIOBUSIMU UHCTPYMEHTbI He
NOAXOASAT UM HE MOTYT MPUMEHSITLCS MO APYTUM NPUYMHAM, HEOGX0AMMA OTKa3aTbCs OT
AabHENWMX 3anNaHNPOBaHHbIX ONepauyuii NPOTE3MPOBAHUS C 3TUMN UHCTPYMEHTaMM 1
HaliT anbTepHaTUBY
W3genus, npejHasHaueHHble 415 04HOPA30BOr0 NPUMEHEHUS, He JOMKHbI UCNONb30BATLCS
NoBTOPHO Heco6/toAeHre 3TOi Mepbl NPEJOCTOPOXHOCTU MOXET NPensTCTBOBAThL
OCTEOMHTErpaLun UMNNaHTaTa uin Bel3BaTh NOKAbHYIO UAN CUCTEMHYIO UHPEKLMUIO
= Ha npmk1BaeMOoCTb UMMAAHTATA MOTYT MOB/USATE KOJIMYECTBO M KAYECTBO KOCTH,
NOKasbHble MHPEKLMN 1 HapyLLEeHNEe HAYaIbHOTO 3aXMUB/EHNS YCNEWHOMY 3aXUBNEHNIO 1
OCTeoUMTerpalyuu MoryT NpensiTcTBOBaThL Crejyioline GakTopbl

=BOCMANeHusi, OMyXonn, a6CLecchl Uan KUCTbl B 061aCTH YeocTy

= BOCMafeHUsi, ONyxonu, abcLecc Nan KUCTbl B 0671aCTH YeNCTH.

= HeAoCTaTo4Hast BbICOTA U/UAN WUPUHA KOCTH,
HEe/J0CTaTOUHbI 06beM MArKoii TKaHu:
= NpejLWecTBylolee TepanesTU4eckoe 061yyeHre B 061acTu pecrtaspayin,
HapyLIeHWUs 3aKNBEHNS PaH 1 KOCTU (Hanpumep, HEKOHTPOMPYeMbIit AnabeT).
ayTONMMYHHbIE 3a601eBaHNs.
HEKOHTPOMpPYeMble NapapyHKLMOHANbHbIO NPUBLIYKM (HANpUMep, 6PyKCU3m).
Heco6/l0eHne TurneHbl NoNocTH pTa.
upesmepHoe ynoTpeGaeHne ankorons.
KypeHue

HexenatenbHble peakuun

K HeXxenaTe/NbHbIM peakLusM, BO3HUKaoLWUM BO BpEMS MW NOCNe UMNNAHTONOTNYecKOro
NeYyeHNs, MOryT OTHOCUTbCS

= annepruyeckue peakuyuu Uan runepuyBcTBUTENLHOCTb K UCNONb3YEMbIM MaTepuanam (cMm
pasgen «Matepuanbi»):

BAbIXaHWE UAW NPOTNaTbiBaHUE KOMNOHEHTOB MOXET NPUBECTU K MOBPEXAEHUIO
nuieBapuTeNbHON/AbIXaTeNbHOM CUCTEMbI UAN YAYLIbIO.

Heo6paTMMoe NOBPeX/eHNe HepBa unu 3y6a.
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MpaBa Ha N3MEHEeHNs COXpaHeHbl
Mo 3anpocy MOXHO NONY4UTb MHCTPYKLMIO HA APYTUX A3bIKAX
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WHCTPYKUMA MO NPUMEHEHMIO

NOBPEeX/eHNe YeNICTHO KOCTU MK raiiMopoBOii Nasyxu.
HEKPO3, BbI3BAHHbI HEAOCTATOUHLIM OXNAXAEHUEM NN YPE3MEPHOI CKOPOCTLIO
BpaLyeHns.
TPELMHA B HUKHEN YenocTu:
HeycTpaHMMOe KpOBOTeUeHMe noce onepauuu (Hanpumep, B pesynbTaTe NOBPeXAEHUA
A3bIYHON apTepum);
MocneonepaynoHHbIi JUCKOM(OPT, B TOM Yucne.
1 oTek;
= rematoma:
= BpeMeHHas MeCTHas NpunyxnocTb;
= BpeMeHHas aHecTe3us AN NapecTesns C 3aTPYAHEHUSMU NPY XeBaHUN;
= 60/b.

yTpaTta umnnaHrara,

* NepuumMnNaHTuT,

NnokanbHasa UAKn cUCTEMHas UHDeKLNA.

yTpaTta KOCTU B pe3y/ibTaTte NnepunuMniaHTuTa nnun MeXaHN4ecKoi neperpysku.
nonomMKa unu nospexaeHne MNIaHTaToB, KOMNOHEHTOB NpoLecca 3aXxuBneHns,
opToneAn4yecKnx KOMMNOHEHTOB UK NpoTesa.

Heo6X0ANMOCTb yaneHnsa N 3ameHbl UMNNaHTara,

* 3CTeTuyeckune nnan (hyHKLWIOHaI]beIE OCNOXHeHnsa

MHgopmaumns o MPT-6e3onacHocTH

N3genus cuctemsl uMnnaHTatoB Astra Tech Implant System TX He NPOXOAWNN OLEHKY Ha
6€30MacHOCTb 1 COBMECTUMOCTb B6/1M3N 06 y/10BAHUA AN MarHNTHO-PE30HAHCHOM
Tomorpacduu (MPT). OHM He NPOXOAWNAN NPOBEPKY Ha HarpeBaHue, Mudaunio unm aptedaxTsl
BM3yanusayun B6nn3u o6opysoBanHns ans MPT CTeneHb 6e30nNacHOCTU U3AeNuii cuctembl
nmnnaHtatoB Astra Tech Implant System TX B6nu3n o6opyaosaHus ana MPT HensBecTHa.
CkaHupoBaHue nadIeHTa ¢ JaHHbIM YCTPOWCTBOM MOXET NPUBECTU KTPaBMUPOBaHMIO
nayueHTa.

MowaroBasi MHCTPYKLUSA
pegonepaLuoHHOe NaaHupoBaHne

IKAbIA NALMEHT JOMKEH NPONTH TWaTeNbHbIA 06LWMiA 1 cCTOMaTONOrnYeckunii ocmMoTp. o
Hayana neyeHns Bce BUAbI NaTONOTNii YentocTell n BCe 3yGbl JOMKHbI ObiNb BbiNEUEHbI UK
HaxoAnTbCS B NPOLecCe 3aXNBNEHNS.

YcnewHoe UMNNaHTONOTNYECKOe NNeYeHNne HEBO3MOXHO 6e3 KNMHNYECKOro n
PEHTreHoNorNYecKoro aHanu3a, a Takxe aHanusa mogeneil. MpegonepaunoHHoe
nnaHMpoBaH1e [JOMKHO 6biTb OCHOBAHO Ha OXWAAEMOM pe3ynbTaTe BOCCTAHOBUTENbHOTO
neyeHns

MoparoTtoBka MecTa umnaaHTaumun

MoAroToBbTE MECTO UMNNAHTALUN B COOTBETCTBUN C BbIGPAHHOI XMPYPruyeckoii npouesypoit
1 pasMepom/runom MMnnaHTaTa

MPUMEYAHWE: Noapo6Hyo UH(hOpMaLuio 0 NpoLecce CBEPIEHUS CM. B COOTBETCTBYHOLNX
PYKOBO/CTBax no npumeHexuio IFU-5604 «Csepna mHoropasosblie» unu IFU-5686 «Csepna
0/]HOPa30BbIe»

YcTaHOoBKa uMmnsaHrtara

1 CHUMUTE KPbILIKY C HAPYXXHOI MNaCTUKOBOIA YNaKOBKM 1
yAanuTe GoNbry. 3aluiialollyio CTEPUIbHYIO 30HY.

2. MepeHecuTe BHYTPEHHIOK CTEPU/IbHYIO YNaKOBKY Ha
CTEPUNbHYIO N PYPrUYecKyt0 MOBEPXHOCT.

3 CHUMUTE KPbIWKY C BHYTPEHHE yNaKkoBKy.

C€
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MpucoefnHNTE NOAXOAALLMIA UMNNSHTOBOZ K
KOHTPYrNIOBOMY HaKOHEUHWKY.

NMPUMEYAHUE: YTo6bl n3bexaTtb NOBpexXaeHns
unMmnnaHtoeoja. BOCI’]OﬂbSyﬁTer KOHTPYrnoBbIM
HaKOHEeYHWUKOM nnu pyKOﬂTKOﬁ ANA AUHaMOMeTpuyeckoro
KN0Ya C WeCTUrPaHHNKOM, KOTOPbIN COeANHSARTCA C
WeCcTU(haHHUKOM Ha CTePXHe UMNNaHTOBOAA.

. Mepep noagHATMEM MMNnaHTaTa, y6eAnTeCch B TOM, YTO
WMNN3HTOBOA BCTaB/eH B MMNaaHTaT 40 KoHUa

. HagaBuTe, 4ToGbl aKTUBMPOBATL (hYHKLMIO NepeHoca,
nepes TeM Kak NoAXBaTUTb UMANaHTaT

o

o

~

YCTaHOBUTE UMMNAHTAT C NOMOLLbIO KOH(YINOBOTO
HaKOHeYHWKa Npu HU3KOI cKkopocTH BpalyeHus (2S 06/MuH)
1 06UNLHOM MPOMbIBaHNN CTEPUNLHBIM (N3MONOTNYECKNM
pacTBOpoM.

NMPUMEYAHWE: Mpu ycTaHOBKe uMNnaHTaTta ycunue
(ukcaummn He goNMTO NpeBbilWwaTh 3S H cm

Ecnv no gocTxennn 35 H cM UMNNaHTaT He yCTaHOBNEeH
NONHOCTBLIO, BBIKPYTUTE/M3eNeKNTe NMNNaHTaT n
paclmpbTe OCTEOTOMUYECKOE CTBEPCTUE, HACKONbKO
Heo6XxoAnMo. PeKOMeHAYeTCs UMeTb B Hann4yun
TMTaHOBbIE WUNLbI, HA CNYyyaii eCIM UMNNAHTOBO/ He
06GecneynT AOCTaTOUHYIO (UKCaLMi0 BO BpeMs
npoueaypbl U3BNEYEHNA nMNnaHTaTa.

8 BBepHWTE UMMNAHTaT B OCTEOTOMUYECKOE OTBEPCTHE
NMPUMEYAHWE: M3beraiiTe upe3amepHOro faBneHus.

9. 3BneknTe UMNNAHTOBO/ M3 MMNNaHTaTa

10. V13BNeKNTE UMNNAHTOBO/ U3 KOH(YrNOBOTO HaKOHEYHMKa.

11. TIPUCOEAMHNTE UMMNAHTOBOA K PyKOSITKE ANSt
AVMHAMOMETPUYECKOTO Kiloya

12.  [inA oKOH4aTenbHOI nocaaku ncnonb3yiite No6oit noaxoaan it
KNOY C PYKOSTKOIA.

13 PasMecTuTe UMNNaHTaT Ha ypOBHE MapruHanbHON KOCTHOI
TKaHU UNN YyThb HUXeE.
PasmecTuTe OAHY U3 NNOCKMX NOBEPXHOCTEN UMNNAHTOBOAA
6YKK3NbHOANA 06NeryeHns oNTUManbHoIi yCTaHOBKM
363TMEHTOB

14. N3Bnek1Te UMNNAHTOBO/ U3 UMMNNaHTaTa, OCTOPOXHO CABUTast €ro U3 CTOPOHbI B CTOPOHY.
MocneonepalynoHHbI yxop

MpeaynpeauTe nauneHTa 0 HEOGXOAUMOCTY PErYASPHONM FUTNeHbI NONOCTY pTa. B nepBble 7-
10 AHel nocne onepayun B JONOJHEHUE K TUTUEHE MONOCTN PTa MOXHO UCMONb30BAThL
nofixoAsiLyne ononackueaTtenu Ans Noj0CTv pra. B nocneonepayuMoHHOM nepuoge cnepyet
n36eraTb MeXaHMYecKoil Harpy3ku Ha MecTO UMMNAHTALUMU B 9CTETUYECKNX LesiX MOXHO
HOCUTb BPEMEHHbIN NpoTe3.

Mocnepywuee HabnwaeHne

M0 OKOHYaHUM NeYeHNA ANA NOAAEPXaHNA 340POBbA BaXHbl XOPOLWas rMrMeHa nonocT pTa u
perynsipHbie 0CMOTPbI.

DOopMbl NOCTaABKU - YC/IOBUA XpaHeHus - YTunnsauusa
dopma nocTaBku

NMPUMEYAHUE:

< He ucnonb3yiiTe MNNaHToOBOf, 6AUCTEpPHas ynakoBKa KOTOPOro NoBpeXzeHa.

= lepej Ucnonb30BaHNEM U3AENNI OCMOTPUTE CTEPUNLHYIO YNIAKOBKY Ha NpeAMeT ee
UenocTHOCTHU. He VICI']OI'IhSyﬁTe n3genusa, ecnu ynakoeska nospexpaeHa.

- 3anpeu4aerca ncnonb3oBaTb UMNNAHTAT NOCNe UCTevyeHns cCpokKa rogqHoCTu. He
MCI'IOI'IbSyVITe nsgenve, ctepuibHasa ynakoBka KOTOpOro nospexjaeHa

= He 1cnonb3yiiTe UMNAAHTAT, ECAIU KOHTEHEp 6bIA ClyYaiiHO BCKPLI nepes

1CNonb3oBaHneMm.
M3penvne CocTosHue npu Opaopa’0BOe/MH CpOK 3KcryaTeummn*
yocTaBke(meToq, oropasosoe
cTeounnmsannm) KNosb3oBaHne
CtepunbHo
AmnnanTar [2neKTpoHHO-NyyeBas Oaropasosoe 20 net
OsseoSpeedTX implant
p p cTepraMaaLUs) ucnonb3oBaHne
MHoropasosoe
MmnnaHToBOA ie cTepunbHO ACnonb3o3aHne 20 net

' MHCprMEKTbI HQOﬁXOAMKﬂO 3aMeHNTb A0 OKOHYaHMA yKa3aHHOro cpoka akcnnyarauun, ecnm
OHU NOBpPeXAeHbl NN 3aTynneHbl.

MpaBa Ha U3MEHEHUS COXPaHEHbI
Mo 3anpocy MOXHO NOMY4YUTh UHCTPYKLMIO HA APYTX f3blKax

Dentsply
Sirona
implants

B TOM M/ NHOM PErvoHe MUpa MoryT 6bTb AOCTYMHbLI HE BCE
nsaenus.

CocTosiHNe nHdopmaLum
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WHCTPYKUMS NO NPUMEHEHMIO

Buj 1 pasmep ykasaHbl Ha 3TUKeTKe NpoaykTa

YnakoBka

MwmnnanTat OsseoSpeed TX

B ynakoBKe HaXOANTCA NNacTUKOBBIV KOHTeWHep C KPLILWKO 1 3aWMTHO thonbroii Bo
BHELWHeM KOHTeliHepe Haxo4UTCA ellje O/MH KOHTeliHep, coAepXalluii umnnanTat. ®onbra
BHELWHEro KOHTeliHepa CNy>XWT 3alUTHLIM 6apbepOM: COAEPXMMOe KOHTeliHepa aBnseTcs
CTepUnbHbLIM (GapbepHas cucTeMa ANs cTepuansalum).

XpaHeHune

M3penns fOMKHbI XPaHUTLCA B 3anevaTaHHbIX OPUrMHaNbHbIX YNakoBKax B CyxoM MecTe npu
KOMHaTHOI# TemnepaType, To ecTb 18-25 *C.

Ytunusauumsa

AN yTuAn3auuv ynakosku v u3gennii cobnioaaiite AeiicTeytole B HacToslee Bpems
HalNOoHaNbHble NpaBuna yTuansaunm oTxoaos B Baweii cTpane.

WHCTPYMEHTbI M KOMNOHEHTbI, KOTOPbIE UCMO/b30BANUCL BO PTY NalWeHTa, MOryT 6biTh
noTeHUNanbHo MHHULUPOBAHbLI U NoANexXaT 6e30NacHoil yTUAN3aL UM B KOHTeliHepax,
npeayCcMOTPEHHbIX ANs 3TOi Lenu

Knacc meAnLMHCKUX OTXO40B B COOTBETCTBUU ¢ CaHluH 2.1.3684-21 -
Mcnonb3oBaHHbIX MW - knacc b;

He ucnonb3oBaHHbix M U- knacc A.

Matepunansl

N3penve WNateounan

Mmnnantat OsseoSoeed TX uTaH Knacc 4 no ctaHgaoty ASTM-F67
MmnnaHToeon Heoxasetowas ctans no ctaHgapty ASTM-F899

OuuncTtka u ctepunnsauyms
MmnnaHtat OsseoSpeed TX

He npumenumo.
Vi3genue cTepunbHo.
V3fgenve npegHasHayeHo 4151 OA4HOPA30BOrO UCMONb30BAHNS

ABTOMaTMyeckas npouegypa

BAXHO: Mepea ncnonb3oBaHneM B KAMHUYECKOI NPaKTUKe BCe KOMMOHEHThI I MHCTPYMEHTSI,
10CTaBNEHHbIE B HECTEPUILHOM COCTOSIHUW, CNelyeT O4NCTUTb, NPOAE3NHOULNPOBaTbL 1
nNpocTepuIN3oBaTh COrNacHo ctaHaapTy I1SO 17664. Pa3bopHbB UHCTPYMEHTbI
[leMOHTNPOBATbL ANSA OYNCTKU WX paspeliaeTca cobupatb AN CTEPUAN3ALMN TONBKO B CyXOM
COCTOSHUM

MpeaBapnTenbHas pyyHas ouncTka

Ipy6ble 3arpsA3HeHNa He06X0AMMO yaanaTh cpasy (He No3aHee [ByX YacoB) nocne
MCNONb30BaHNA MATKOI HEiNIOHOBO LETKOW 10 MONHOTO OTCYTCTBUA BHELIHUX NPU3HAKOB
3arpssHeHuns.

YneTpa3sykoBas ouyncTKa

CneayeT NpujepXmuBaTbCs ANUTENBHOCTU BO3/ENCTBUA U KOHLEHTPALWIA, YKa3aHHbIX

(hMPMOii-N3roToBUTENEM UCNONL3YEMOTO YACTALLETO CPeACTBa

ABTOMaTnyeckas npoueaypa

Ana ahtheKTMBHOI aBTOMaTMYECKO Npouesypbl TpebyeTca npeiBapuTensHas pyyHas

ouncTKa.

[Ons aBTOMaTUYeCKOi npouesypsbl cnejyeT UCNONb30BaTb NPe/jHa3HaueHHble ANA 3TOro

annapathl ANA OYNCTKM U A€3NH(EKLMN, a TaKKe CPe/CTBa N8 OUNCTKN U HeiiTpanusaumn

Co6nioaaTh yKasaHus (UPMbI-U3roTOBUTENS annaparta Ans O4NCTKM W Ae3nHbeKLnn.

[,031poBaTh U NPUMEHATb CPEACTBA ANA OYUCTKN U HETpanu3aLumu CornacHo ykasaHusm

("pMbl-u3roToBuTENs. PEKOMEH/YeTCs NporpamMmma OYnCTKM ¢ TepMmogesnHdekumeii (AO T

3000)

[Ns OYMCTKM PeKOMeH/yeTcs NCNONb30BaTh BOAY ONPe/AeneHHOro KayecTsa -

leMnHepanu3oBaHHy0 BOAY UKW BOAY, COOTBETCTBYIOLLYIO 3TO CTENeHN YNCTOTbI

MeTop aBTOMaTU4YeCKO Npoueaypsl GbIN YTBEPX/AEH ANA CyYaeB NPUMEHEHUA CnefyoLnx

mMaTepuanos u ycTpoiicTe (cornacHo 1ISO 15883 n AAMI TIR 30)

= ABTOMAaTMYeckuit annapaT ANS OYUCTKU W Ae3uHdekuyun Tuna G 7836 CD. Miele & Cie KG.

Gutersloh

Nporpamma ounctku VARIO TD

MpesfBapuTenbHOe NPOMbIBaHUE XONOAHOI BOAON (4 MUH)

OuncTka B TedeHue 10 muH. npu Temnepatype 45-55 °C

HeliTpanusaymus (6 MuH.)

MpomeXXyTo4Hasi NPOMbIBKa X0N04HON BOAOM (3 MUH )

TepmogeanHdekuus e TeueHne 5 MuH npu Temnepatype 90 'C (AO r 3000)

Cywka B TeyeHue 30 muH. npu Temnepartype 105 *C

= Yuctawee cpeactao neodishen® MediClean forte (0,5 %) / HeliTpanusytoliee cpeAcTBo
neodisher®Zz(0,1 %), Dr Weigert, HarttOurp

yxon

Mepep cTepunnsauuneit Bce n3penus Heo6xo4MMO OCMOTPeTb Ha NpeaMeT BUAUMbIX
3arpsA3HeHnii, yxyfleHns cBOWCTB u/unn kopposun. Oco6oe BHUMaHWe cneayeT yaensiTb
Takum 3neMeHTam KOHCTPYKLUWUK, KaK KaHanbl, HECKBO3Hble OTBEPCTUA, pe3b6a, noAHYTpeHua n
conpukacaruimecsa NnoOBepxHOCTH.

Bmayaano nposepbTe BUANMOCTb N YNTAaeMOCTb BCEX o0603HauYeHnit Ha nspennax
MpoBepbTe conpsiraemMbie KOMMOHEHTbI Ha NpeAMeT NPaBUNbHON COOPKU 1
(YHKLMOHANLHOCTK. Y6eanTech, YTO N3fenus ¢ NoaBKHLIMY feTansmn paGoTaoT
ucnpaeHo. MpoBepbTe KOMNNEKTHOCTL U LLeNOCTHOCTb NPe/BAPUTEIbHO YCTAHOBNEHHbIX
KOMMOHEHTOB.

YTunusupyiite usgenus ¢ gedexkramn.

Ctepunusauunna

CTepunusayuuio cnefyeT NpoBOAUTbL B COOTBETCTBUM CO CreAylolyeii cxemoii

nOA[OTOBKa KcTtepunusauunu: ,Cl,eranm 3anamuHMpoBaTh B NpeAHa3Ha4yeHHble ANnA 3Toro
CTepUNU3aLMOHHbIe NaKeTbl, 0406PEHHbIE ANS NPOJAXN B LeNsX UCMONb30BaHMUSA C
peKoMeHAyeMbIMU NnapameTpamMmu ctepunmnsauunn. YnakoBka AO/MKHa COOTBETCTBOBATbL
Tpe6oBaHusim ctaHaaptoB EN 1SO 11607. ANSI/AAMI ST79 n AAMI TIR12.

Ha KaXkaom CTepunn3aynoHHOM nakeTe AO/DKHbI NPUCYTCTBOBaTb UHAWKATOP U AaTa
cTepunnsaymu.

MapameTpsbl (corn. 1ISO 17665, EN 13060, EN 285 n AAMI TIR12)
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LinutenbHocTs  ONUTeNbIOCTL
MeTopg Cnoco6 emneoatyoa BO3felicTBUS™
LinHamuyeckoe yfanexne 134 "C 3 MUH. 20 MuH
MeperpeThblii BO3ayxa(npeaBaputensHoe
nap (EC'l BakyymupoBaHue)

MeperpeTblit AnHamuyeckoe yaanexsme 20 MUH
nap Bo3gyxa(npeaBaputensHoe 132‘C (270 *F) 4 muH
3aKyyM1OOBaHue) 135 *C (275 'F) 3 muH
MeperpeTblit YaaneHne Bosgyxa
nao rpaBMTaLMOHHbIM cnoco6om 121 °C (250 ‘F) 30 MuH. 20 MUH

*YKasaHa MUHUManbHas ANNTENbHOCTL BO3/AENCTBISA, Ha NpaKTUKe 06paboTka 06bIYHO

3aHUMaeT 6o/blie BPEMEHN N MOXET pasnnyaThCs B 3aBUCUMOCTYM OT annapaTa

Monb3oBaTenu B cTpaHax EC 06s19aHb: CO6M0aTh BbileNpuBeAeHHbE napameTpsl npn

cTepunu3auun neperpeTbiM Napom.

3. YcnoBus xpaHeHus: CTEPUNN30BaHHbIE KOMMOHEHTbI ClelyeT XPaHUTh B CYXOM U
He3anblIEHHOM MecTe NpuU KOMHaTHOl Temneparype

JokymeHTaumsa

B Liensx 06ecneyeHns KOHTPONA Mbl pEKOMEH/yeM NPUKPENNATb CbeMHYI0 3TUKETKY C
YNaKoBKM K MeULMHCKOM JOKyMEHTaLNN nayneHTa.

JononHutenbHas nHopmauus 4as nonb3oBatenei

Ecnn Bbl BnageeTte nHdhopmauneit 06 onacHbIX AN XKNU3HU UHLUNAEHTAX UAN CEPbE3HOM
YXYALIEHUM COCTOSIHUS 3[0POBbS NALMEHTA, CBS3aHHOTO C NPUMEHEHUEM 0600 U3 HalLNX
V3AeNuit, NPOCMM COOBLYUTL 06 ITOM HaM 1 COTPYAHMKAM KOMMETEHTHOTO opraHa B Baweii
cTpaHe.

ToBapHble 3HaKu

Bce TOBapHble 3HAaKM 1 Ha3BaHMA KOMMaHUi ABNSIOTCA COGCTBEHHOCTLI0 COOTBETCTBYIOLLUX
Bnafenslues [N ynyylweHUs YnTaeMocTu oKyMeHTa KomnaHus Denlsply Sirona Implants He
ncnonb3yeT CMMBONLI ® 1 ™ B OCHOBHOM TekcTe. TeM He MeHee, komnaHus Dentsply Sirona
Implants He 0TKa3blBaeTCs OT CBOMX NPaB HETOBAPHbIE 3HAKM, W aHHbIN JOKYMEHT He MOXeT
6bITb UCTONKOBAH WHaYe.

* Lekholm U.. Zartt G. Patient selection and preparation. In: Tissue integrated prosBieses, pp
199-209. Chicago: Quintessence Publ 1985 Lekholm/Zarb, 1985

Ycnosusa TpaHCNOPTUPOBKHU

[N VHCTPYMEHTOB - U3/leNnst Heo6X0ANMO TPaHCNOPTUPOBATL M NEPEBO3UTD C
OCTOPOXHOCTbIO, B COOTBETCTBUN CO CMelnanbHbiMi Mepami NpesoCcTOPOXHOCTH,
NPUMEHUMBIMI K K&XXAOMY BUAY MEAULMHCKOTO N3fenus, npu Temnepatype o1 -30"C go
+60°C 1 cooTBeTCTBYlOLE BNaxXHOCTN A0 80 %.

ANns UMNNaHTaToOB M OPTONEANYECKUX KOMMOHEHTOB - U3JeNNs He06X0ANMO
TPaHCNOpTUPOBaTb U NEPeBO3UTh C OCTOPOXHOCTLIO, B COOTBETCTBUM CO CMELNanbHbIMU
Mepamu NpefoCTOPOXHOCTH, MPUMEHNMbMN K KOXAOMY BUAY MEAULMUHCKOTO U3fenus, npu
Temnepatype oT-50°C A0 +50'C 1 coOOTBETCTBYlOLL el BAaXHOCTM A0 80 %.
Ycnosusa skcnayartauumu

CTomaTonoruyeckue KAMHUKM n nabopatopuu.

Ycnosus akcnnyatayun (nocne ycTaHoBKW) +32 'C fo +42 “C.

O6nactb NpUMeHeHUs
CtomaTonorus. 3y6Has nmnnaHTonorma

Cpok rogHocTn

CPOK rogHocTn Ans CTepunbHbIX M3Aeﬂ|/|l7| cocTtasnsaeT 5 ner.
CpOK FOAHOCTM ANS HECTEPUNbHbLIX U3AENUI cocTasnseT 10 net

FapaHTUa Ha cUCTEMY UMMIAHTATOB

[Ons nony4eHNs NONHOI NH(OPMAaL K O rapaHTUN UMMNAHTATOB CM. NOAPOGHbIE rapaHTUiiHbIE
YCNoBNA Ha cucTemy numnnantatos. (Ma-nono ru)

YNONHOMOYEHHBI NpejcTaBUTeNb NPOM3BOANTENS Ha TeppuTopun Poccuiickoii ®egepaunn
000 «[leHTcnnait CupoHa»

115035, r. MockBa, Hrb OBYMHHMKOBCKas, 4 18/1, cTp. 2, nomewy. 3H

Ten.. +7(495)725 10 87

O6bACHEHNE CUMBOJ/IOB

Cumson HaumeHoBaHue cumBona

- Mpowussogutens

1J

[ata usrotosneHunsa

Mcnonb3oBaThb Ao

Koa naptuu

Homep no katanory

PajuaunoHHas cTepunusayus

3anpeT Ha NOBTOPHOE NpUMeHeHne

MpaBa Ha M3MEHEHUA COXpaHeHb!.
Mo 3anpocy MOXHO NONYYUTb UHCTPYKLMIO Ha APYTrUX A3blKax

B TOM MU MHOM peLIoMe MUpa MOTYT 6biTb AOCTYMHbI He BCe DentSp|y
usgenus. SI rona

CocTosiHMe UH(OpMaL N, fmplants
IFU 5602-RU-RU Pep. 2024-02
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WHCTPYKUNS MO NMPUMEHEHUIO

C€

npoussoauTens; Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
vww.dentsplvimplants.cotTi
www.dentsplv5irona.com

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

He cTepunnsosaTb NOBTOPHO

He cTepunbHo

He ncnonb3osaTh Npu NOBPEXAEHUN YNakoBKU

@p>®

06paTUTECh KUHCTPYKMIN NO NPUMEHEHNIO

C € / C € 5! EBponeiickoe CooTBeTcTBUE (EC)
o

To/bKO MO peuenTy Bpava.

(BHumaHue! B cooTBETCTBMM C 3aKoHOAaTeNbcTBOM CLUA npogaxa
l“l C only [iaHHOTO Mpenaparta MOXeT NPOU3BOAUTLCA TONLKO CTOMATONOramMu

WK Bpayamu, MMELUMI NLEH3NI0 Ha OCYLeCTBEHUE

MEAULMHCKOI AeATeNbHOCTH, NGO MO VX NPEeANUCaHIIo.)

I MD I MeauunHckoe usgenve

O OJAnHapHas cucTema cTepunbHoro 6apbepa

MpaBa Ha N3MEHEeHNs COXPAHEHbI.
Mo 3anpocy MOXHO NONYYNTb MHCTPYKLMIO Ha APYTUX A3blKax

B TOM M/ MIHOM pernoHe Mupa MoryT 6bMb JOCTYMHBI He BCe DentSply
nsnenus. Slrona

CocTosiHMe nHhopmaumuu |mp|ants
IFU 5602-RU-RU Pep. 2024-02



PyKoBOACTBO NO NPUMEHEHUIO

Astra Tech Implant System® TX

MmnnaHtatel OsseoSpeed™ TX Profile

OnucaHne cUCTeMbl

ACCOPTUMEHT cucTeM nmnnaHTaTos Astra Tech Implant System TX BkntoyaeT eHTanbHble
VMNNaHTaTbl, BUHTbI-3arNYWKW, TPAHCAECHEBbIe aG3TMEeHTLI 1 pyrue opToneanyeckme
KOMMNOHEHTbI, @ TaKXKe XUPYpPruyeckue n opTonesnyeckne UHCTPYMEHTbI

Mpeanonaraemblie NonbL3oBaTenu

Nonb3oBaTensimMn faHHbIX U3AENUNA JOMKHBI 6bITb NULEH3NPOBAHHbIE BPAUM\CTOMATONOTH,
o6napatolime HaBblKaMy paboThl B IEHTaNbHO MMNNAHTONOTNN 1 3apaHee 03HaKOM/EHHbIE C
nsgenusimn Astra Tech Implant System TX

KnuHuuyeckas nonb3a v Luenesas rpynna naymeHTos

AccopTUMEHT cucTeM umnnanTatoB Astra Tech Implant System TX paspa6oTaH 415 3aMeHbl
O/JHOTO WU HECKOMbKUX OTCYTCTBYHOLUX 3y6OB Y NaLMEHTOB C Lie/bl0 BOCCTAHOBNEHMS
XeBaTeNbHOI hyHKUWK. LieneBoii rpynnoii naynMeHToB ABASKOTCA NKLA C NONHOCTLIO
chopmupoBaBLIeiica YenoCTbio, He UMeKLLMe H OHOTO U3 NPOTUBONOKA3aHWIA, CBA3AHHbIX C
[eHTanbHoOl umnnaHTauunein

CoBMecTUMOCTb

VIMnnaHTaT COBMECTUM C OPTONeANYeCKMM acCopTUMEHTOM CUCTEMbI UMNNAHTATOB Astra
Tech Implant System Profile TX, tlopMmupoBaTenem fecHbl 1 hopmupoBaTenem fecHbl YHU
Ans umnnaHTata OsseoSpeed TX 4.5/5.0. KOMNOHEHTbI MOTYT MCMNONb30BATHCA TOMLKO
BMECTE C OPUTMHANbHLIMW N3AENNAMU N UHCTPYMEHTaMU.

Bce WHCTPYMEHTbI, KOTOPblE MOTYT UCNONb30BATLCSA C KOHTPYINIOBbIM HAKOHEUHUKOM,
ocHaleHbl RA/CA-pa3bemMoM. COBMECTUMBIM C ISO 1797. unu coBmecTumsl ¢ 1SO 1797,

OnucaHue n3genns
Mmnnantat OsseoSpeed TX Profile

NUmnnaHTaT OsseoSpeed TX Profile — 3To BUHTOOGPA3HbIIi AeHTanbHbIi
VMMAAHTAT, BbIPaXEHHas WepoxXoBaTas NoBEPXHOCTb KOTOPOro 0CTUraeTcs
6narogapsi neckocTpyiiHoii o6pa6oTke v nocnegytoleii 06paboTke B
3acTBOpe (hTOPUCTOBO/OPO/HOI KNCNOThI. BHEWHAR KOPOHAapHas YacTb
KMNnaHTaTa NnoKpbiTa MUKPOPEe3bGOii.

MMnnaHTaTbl COeMHAIOTCA C 36aTMEHTaMI NOCPEACTBOMKOHUYECKOTO
coeiMHeHus . 6narofapsa Yemy [OCTMraeTCa NPOYHOE W HafexHoe
Kpanneuue.

NUmnnaHTaT OsseoSpeed TX Profile o6nagaeT BHYTpeHHel reomeTpueit ¢
KOHMYECKOii 1 NH/EeKCMPOBAaHHOI KoH(Urypaumeii, kotopas obecneunsaeT
MHAEKCaLNio COOTBETCTBYIOLMX a6aTMEHTOB U NHCTPYMEHTOB.

NmnnaHTaT OsseoSpeed TX Profile uMeeT CKOLWEHHbI fn3aiiH,
COOTBETCTBYIOLNIA CKOCY KOCTHOTO rpeGHs

BO3MOXHOCTb N060pa MMNNAHTATOB B 3aBUCUMOCTM OT TONLLUHbI U (HOPMbI
KOCTM flocTUraeTcs 6narofaps pasHoo6pasuio nx hopm, AnamMmeTpoB 1
ANVHBL.

MmnnaHToBOpA Profile

NmnnamtoBog Profile 0603HaueH 6ykBoit «P»

NmnnanToBog Profile umeeT MeTKU rNy6UHbI 1 YEPHYO/NNOCKYO NOBEPXHOCTb,
CNyXallie OPUeHTUPOM ANA NPABUILHOTO NO3NLMOHNPOBAHNA UMNNAHTaTA.
MmnnanToBog Profile ocHalleH BHYTPEHHUM WECTUTPaHHUKOM, KOTOPbIi
yAepXxusaeT UMNNAHTAT Ha UMNN3HTOBOAE

MmnnanToBOA Profile ocHalleH BHEWHUM WeCTUTPAHHUKOM AN NepeAaun
KPYTALLEro MOMeHTa, He06X04NMOro AN yCTANOBKM NMNNAHTATA.
NMPUMEYAHWE: mnnanTosoy Profile fomkeH nCNonb30BaThCs TONLKO C
umnnantatamu O sseoSpeed TX Profile

Ha3HauyeHWe (MHCTPYMEHTHI)

MHoropamele XUpypruyeckune n BOCCTaHOBUTE/IbHbIE UHCTPYMEHTHI, NpeAHa3Ha4YeHHble ANnA
YCTaHOBKW, yaaneHusa v / nnun 3aMeHbl 3y6HbIX UMnNNaHTaTos., abaTMeHTOB uUnu
CTOMAaTONOrMYeCKUX 1abopaTOPHbIX MPOAYKTOB C Lie/bi0 BOCCTAHOB/EHUS XKeBaTe/bHOM
(YHKLMM NauneHTa. MHCTPYMEeHTb! MOTFyT NCMONb30BaTLCS B ABYX PasHbIX paGoumnx
npoueccax ycTaHOBKa M y/ja/ieHue Ha ypoBHe UMMaHTaTa Ui YCTaHOBKA U yianeHue Ha
ypoBHe abaTmeHTa.

[Mloka3aHnsa K NpUMeEHeEHUI0
Imnnantatel OsseoSpeed TX Profile

IMNNaKTaThl NpejHa3HayeHbl Kak Ans OfHO3TAMHbIX, Tak U ANS 4eYX3TIMNHbX XUPYPrU4eckux
BMewWwaTenbCTB B CNeAyrowmnx cnyvyasax u co cnefyrowmMmn KnMHNYeCKMMmM npoTokonamum

= 3aMeHa OTCYTCTBYIOLIMX 3y60B NPOTE3aMi OJHOTO NN HECKONbKIX 3yGOB Ha HUXKHEl nin
BerHeﬁ 4YenwcTu,

HemejneHHas ycTaHOBKa B NYHKW nocne yaaneHnsa 3y60B W B CnyvasX 4aCTU4YHOro naun
NONMHOTO0 3aXWB/IEHUA aNbBE€ONAPHONo OTPOCTKa.

ocob6eHHO peKoMeHAYyTCA ANA NPUMEHEHUA B KOCTKN HU3KOMN NNOTHOCTH, Korga
UMNAaHTaTbl ¢ APYroit 06paboTKoi NOBEPXHOCTU MOFYT GbITh MeHEE 3(EKTUBHBI,
HeMe/ANeHHas 1 paHHsAs Harpyska npu 106X NOKasaHUsAX, KPOMeE OANHOUYHbIX pecTaBpaLuii
B KOCTU HWU3KOI NNOTHOCTH (TI/II'] 4)', Korga cTabunbHOCTb UMNNAHTaTa MOXeT Aocturatbecsa ¢
TPYAOM M HeMeZANeHHas Harpyska MoXeT 6biTb He peKOMEHJ0BaHa.

MmnnaHtoBopa Profile

NmnnaHToBog Profile npefHasHaueH Ans W3BEYEHNUS UMNNAHTaTa U3 6IMCTEPHON ynakoBKM,
€ero nepeHoca B 3apaHee NOAroToB/NeHHOE KOCTHOE /10XXe U yCTaHOBKWU B YENOCTb NayuneHTa

Moka3zaHusa
YacTu4HOe UNn NoNHoe OTCyTCTBUE 3y6OB
npOTVIBOI'IOKa3aHI/IF|
Annepruyeckne peakLun uan runepuyBCTBUTENLHOCTL K UCNONb3YeMbIM MaTepuanam (cm
pasgen «<Matepuansi»),
MHpapKT Mnokapia B HefjlaBHeM aHamMHe3e (<3 MecsLeB):
MHCYNbT B HeJaBHEM aHaMHese.
Onepauus no NpoTe3npoBaHUI0 CEPAEYHOrOo KnanaHa B HeJaBHEM aHaMHese.

Dentsply
Sirona
Implants

Ans 03HaKOMNEHUS ¢
VIHCTPYKLMAMUN MO NPUMEHEHUIO 1
D a rnoccapuem cumBonios
nepeiifuTte Ha caiit
ifti.dentsnlvairona.com

Femopparuyecknii guates,

MMMyHOCynpeccus

AKTUBHOE NleyeHre 3/10Ka4ecTBEHHOI onyxonu,
Cepbe3Hoe HapylleHne QyHKLUN NeyeHn,
Nporpeccupytouas UHHeKLms,

ynoTpe6neHne HapKOTUKOB:

= HapkoTuyeckas 3aBUCUMOCTb.

« BHyTpuBeHHOe BBefeHue 6uchochoHaToB.

MpepynpexaeHns

MpoBeaeHne XNpPypruyeckmx onepawuii B pOTOBOK NONOCTM U CTOMATONOTMYECKOE

npoTe3npoBaHue CBA3aHbl C puckamu 06LL[I/IX OC/TIOXHEHMWIA.

- I'IaLU/IeHT MOXeT NpornoTUTb AN BAOXHYTb cnyuaﬁHo ynagwne KOMNOHEHTbI, YTO MOXeT

npuBecTn KacGuKCUn nnn TenecHomy nospexaeHnto C Menkumu npegmeTtammn

Heo6xo0ANMO 06paLaTbCs C OCTOPOXHOCTLIO.

B pesynbTaTe HenpaBWAbLHOTO NNaHUPOBAHUS W BbIGOPA MecTa U ry6uHbl yCTaHOBKU

MMnNaHTaTa MoryT 6bITb NOBPEXAEHbl HEPBbI, KDOBEHOCHbIE COCY/bl, 3yObl U Apyrue

YYBCTBUTE/IbHbIE CTPYKTYPbI.

= A6GaTMeHTbl C 601bWWNM YIIOM HaKN0HA U UMNNaHTaTbl Manoro gnameTpa He
PEKOMEHAYIOTCA KNPUMEHEHU0 B 6OKOBOM OTAene YentocTu.

MepbI NPeoCTOPOXHOCTU

= lepe/ BbINONHEHNEM KaX/oii NpoLeaypsl cneayeT y6eAnTbLCA B TOM, YTO BCe
HE06X0ANMbIE KOMMNOHEHTbI, NHCTPYMEHTbI U MaTepuanbl 4OCTYMHbl B TpeGyeMom
KONMYECTBE U NONHOCTbIO MPUTO/HbI K NPUMEHEHUIO.
< P3cnonoxokTe nayueHTa Takum 06pasoM, YTOGbl ONACHOCTb BAbIXaHUA feTaneii 6bina
cBefieHa K MUHUMYMY
< Bce KOMMOHEHTbI, UCNONb3YyeMble BHYTPU POTOBO MONOCTU, AOMKHBI GbiTb 3ahUKCUPOBAHbI
BO M36eXaHue UX BAbIXaHWUs UNKM NPOrnaTbiBaHNs.
HenpaBunbHblii 0T60p/aH3aNN3 NayMeHToB, a Take HeCO6NI0/JeHNe UHCTPYKLWIA No
NPUMEHEHNI0 MOTYT NPUBECTU K HeyauHOMy pesynbTaTy Unn noTepe OCTEOMHTerpauun
MpW 3HAYNTENbHON aTPO(UK HUXKHEl YentoCTH CyLLecTBYET PUCK ee Nepenoma BO Bpems
XMPYPruyeckoil onepauuy unu nocne Hee.
Mpu HeGNaronpuATHbLIX YCNOBUAX Harpy3kn BO3SMOXHbI MONOMKM UK NOBPEXAEHNS
MMMNNaHTaTOB, KOMMOHEHTOB NPOLecca 3aXNBNEHUSA, OPTONEANYECKUX KOMMOHEHTOB NN
npotesa. Heo6X04MMO TLLATENbHO OLEHUTb XKeBaTeNbHbIe Harpy3Kn v An3aiiH
pecTaBpaluu
TwaTenbHo cnefuTe 3a NaUMEHTOM Ha NPeAMeT yTpaTbl KOCTHOI TKaHU BOKPYr MMNNaHTaTa
VN M3MEHEHUA peakLun UMNNaHTaTa Ha Nepkyccuio. ECAn uMnnaHTaT AeMoHCcTpupyeT
6onee 50 % yTpaTbl KOCTHOI TKaHW MW NOABUXKHOCTb, 06/lymMaliTe BO3MOXHOE yaaneHne
MMnnaHTarTa.
B noBceAHeBHOI NpaKTUKe MMMNNAHTONOTMYECKOE NeyeHne He peKOMeHyeTes [0
3aBeplieHns PocTa YentocTn n 4na 6epeMeHHbIX XEHLLWH.
HeHagnexatyjee oxnaxpeHune, HenpaBuabHas NOAroTOBKa 10Xa UMNNaHTaTa,
HenpaBu/bHbIE HACTPOKN MHCTPYMEHTA M Ype3MepHoe ycunue ukcaluny npu ycTaHoBke
MOTYT NPUBECTM K MOBPEX/EHNI0 UMNNaHTaTa.
Ecnu B cBA3N C HEGNAronpUATHLIMU @HATOMUYECKMMI YCNOBUAMU MHCTPYMEHTbI He
NOAXOAAT UNN HE MOTYT MPUMEHSATLCS MO APYrMM NpUYNHAM, HEOGXOAUMO OTKa3aThCA OT
fanbHeiinx 3annaHnpoBaHHbIX onepayuii NPOTe3MPOBaHNA C 3TUMU UHCTPYMEHTaMM 1
HaliTn anbTepHaTuUBY.
Vi3aenvs, npefiHasHayeHHbIe ;19 0HOPa30BOro NPUMEHEHNSA, He [JO/DKHbI UCNONb30BaTbLCS
noBTOPHO HecoGnto/eHre 3Toi Mepbl NPejOCTOPOXKHOCTU MOXET NPENsTCTBOBATL
OCTEOMHTEerpayu UMnaHTaTa UnK Bbi3BaTh NOKANbHYIO UK CUCTEMHYIO UHGDEKLNIO
Ha npumxnBaemMocTb UMNNaHTaTa MOTYT NOBANSATL KONNYECTBO U KAYeCTBO KOCTU,
noKanbHble MHPEKLUN N HapyLIEeHNe Ha4YanbHOTO 3aXKMBNEHNA YCMEeWHOMY 3aXUBNEHUIO 1
0oCTeOMHTeMaLn MOryT NpensTCcTBOBaTb cieAytolne GakTopsl.
= BOCMaNeHns, onyxonu, abeuecc Mm KUCTel B 061acTn YenocTy;
< Hefj0CTaToOYHAsA BbICOTA N/MAN WNPUHA KOCTU.
© HEAOCTATOYHbIi 06BEM MArKOM TKaHU:
npejuwecTByloLiee TepaneBTUYeCKoe 06yyeHe B 061acTu pecTaspayuy;
HapyLeHNs 3aXXMBNEHNS paH 1 KOCTU (Hanpumep, HEKOHTPOUpyeMmblii Anaber):
< ayTOMMMYHHble 3a6oneBaHus,
HEKOHTPONNpyeMble NapadyHKLMOHaNbHbIe NPUBbLIYKN (HanpuMep, 6pyKCuU3m);
Heco6/i0leHNe TUreHsl NONoCTH pTa,
upe3mepHoe ynoTpebneHne ankorons,
= KypeHue

HexenatenbHble peakuuun

K HexenaTenbHbIM peakynam, BO3HWKaK WM BO BpemMa Uaun nocie UMnNaaHToNnornyeckoro

NeYNnA, MOryT OTHOCUTLCS:

« annepruyeckne peakuum unm runepyyBCcTBUTE/NIbHOCTb K UCNO/Mb3yeMbIM MaTepuanam (CM
pasgen «<Matepuansi»):

B/ibIXaHWe NN NpornaTbiBaHe KOMNOHEHTOB MOXET NPUBECTU K NOBPEX/AEHINI0
nuiLeBapuTeNbHOI/AbIXaTeNbHO| CUCTEMBI UNK YAYLW IO,

HeoGpaTMMOe NoBpex/aeHue Hepsa uUnu 3y6a;

noBpex/jeHne Yen cTHOM KocTU unn raliMoposoii nasyxu,

HEKPO3, BbI3BaHHBI HEJOCTATOUHbIM OXNAX/AEHNEM UNN YPE3MEPHOI CKOPOCTLIO
BpalLeHus.

TPELMHa B HUXKHEl YentocTy.

HeycTpaHUMOoe KpoBOTeYeH e nocne onepaunun (Hanpumep, B pesynbTate noBpexaeHns
A3bIYHON apTepun).

= MocneonepaunoHHblii ANCKOM(OPT, B TOM Yncne:

- OTeK,

1 rematoma.

MpaBa Ha U3MEHEHWs COXPaHeHbI
Mo 3anpocy MOXHO NONY4UTb UHCTPYKLMIO Ha PYTUX f3blKax

Cea

Mpoussoautens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Genmany
www.dentsolvimplants.com
www.dentsPlvsirona.com

B ToM nnn nHom pervoHe mupa moryt 6bITb AOCTYNHbI HE BCE
uspenuna

Dentsply
Sirona
Implants
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WNHCTPYKUMA MO NPUMEHEHUIO

= BpeMeHHasi MecTHas NpunyxnocTb,
= BpeMeHHas aHecTe3ns UNK napecTesns ¢ 3aTPYAHEHUAMU NPU XKeeaHnn.
< Conb;
< yTpaTa uMnnaHTara:
« NepUUMNNaHTuT;
NoKanbHas UAN CUCTEMHAR MH EeKLMs.
- yTpaTa KOCTV @ pe3ynbTaTe NepUUMNNAKTUTa U MEXaHUHECKO neperpysku;
NoNOMKa UMW NOBPEXAeHUe UMNNAHTATOB, KOMNOHEHTOB NpoLecca 3aXnBNEHNS,
opToneanyecknx KOMMNOHEHTOB UAN NpoTe3a,
= Heo6XoANMOCTb yAaneHus 1 3aMeHbl UMNNaHTaTa.
= 3CTeTNYeCcKUe NN QYHKLMOHANbHbIE OCMOXHEHNS.

MHgopmaumns o MPT-6e3onacHoCTu

V3penus cuctemsl umnnanTatoB Astra Tech Implant System TX He npoxofunu oueHKy Ha
6e30NacHOCTb 1 COBMECTUMOCTb B6M3N 060PY/A0BaHNS AN MarHNTHO-PE30HAHCHO
Tomorpaduu (MPT). OHM He NPOXOAUAN NPOBEPKY Ha HarpeBaHue, MUTPaLWI0 Nan apTedakTbl
BU3yanusaunu B6nusn o6opyaosanns Ansa MPT. CTeneHb 6e30MacHOCTY U3feNunii cUcTeMb
nmnnaHTaTos Astra Tech Implant System TX B61u3u o6opyaoBanus agns MPT HenssecTHa
CKaHMpOBaHWe NauneHTa ¢ JaHHbIM YCTPOIICTBOM MOXEeT NPUBECTI KTPaBMUPOBAHUIO
nayuenTa

[Mowarosas MHCTPYKLUUA

MNpeponepaynoHHoe nnaHupoBaHue

Kaxablii NaumeHT JOMKeH NPOWTW Tu4aTenbHblil 0610l U CTOMATONOTMYECKNi ocmoTp [lo
Havana nevyeHusa Bce BUAbl naTonoruii YentcTeii n Bce 3y6b| AO/MKHbI 6bTb BblIEYEHbI MU
HaxoauTbCa B Npouecce 3aXXUBneHuA.

YcnewHoe UMNNAHTONOTMYeCKoe 1eYeHNe HEBO3MOXHO 6e3 KIMHUYECKOro u
PEHTreHoNorn4yeckoro aHanunsa, a Takxe aHanumsa Mo,qeneﬁ I'Ipe,qonepau,MOHHoe
nnaHNpoBaHue JOMKHO GbiTh OCHOBAHO Ha 0XMAAeMOM pe3ynbTaTe BOCCTAHOBUTENLHOTO
neyeHns

ﬂO,CI,I'OTOBKa MecTa nMmnnaHtayunm

MoAroToBbTE MECTO UMNNAHTALUM B COOTBETCTBUM C BbIGPAHHO Xupypruyeckoii npoueaypoi
1 pa3MepoM/TUNOM UMMNaHTaTa

MPUMEYAHWE: Moapo6Hyto nHpopmar o o npouecce CBEPNEHNSA CM. B COOTBETCTBYHOLLMX
PYKOBO/CTBax No npumeHexunio IFU-5604 «Ceepna mHoropasosbie» unu IFU-5686 «Csepna
0/]HOpa30Bble»

YcTaHoBKa umnnaHtarta

1 CHUMWTE KPbIWKY C HAPYXKHO NNACTUKOBOW YNakoBKW 1 yaanuTe
(OMbry, 3aLULLAILLYI0 CTEPUILHYIO 30HY.

2 TMepeHecnTe BHYTPEHHIOD CTEPUNbHYIO YNaKOBKY Ha
CTEPUNbHYI0 XMPYPTUYECKYH0 MOBEPXHOCT.

3. CHUMUTE KpbILKY C BHYTPEHHE ynakoBKu

4. NpucoeanHnTe NoAXoAAWMNIA uMnnanToBoA Profile k
KOHTPYIMOBOMY HaKOHEUHUKY

NMPUMEYAHUE: YTo6bl n36exaTb NOBpEXAeHUs

umnnaHTosoga Profile, Bocnonb3yiiTeck KOHTPYrNOBLIM

HaKOHEYHUKOM UN PYKOSTKON AN IMHAMOMETPUYECKOTO

K/loYa C WeCcTUrpaHHKOM, KOTOPbIA CoeuHAeTCS C

WeCTUIPAHHUKOM Ha CTepXKHe umnnaHTosoja Profile

. COBMECTUTE YEPHYIO/NNOCKYI0 METKY Ha UMNNaHToBoje
Profile c camoii BepxHeii TOUKOIi CKOCa UMNNaHTaTa

. NMepep noAgHATUEM UMNNaHTaTa, y6eANTECH B TOM, YTO
umnnaHToBog Profile BCTaBneH B UMNNAHTAT 40 KOHLA
HapjaBuTe, 4TOGbl aKTUBMPOBATL (BYHKLMIO NepeHoca,
nepej Tem Kak NoAXBaTUTb UMMNAHTaT

o

o

~

Mpoussoautens: Derrtsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentspivimplants.com
www.dent50lvsirona.com
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YCTaHOBUTE UMMNNAHTAT C NOMOLLbIO KOHTPYFN0BOrO
HaKOHEYHMKa NpW HU3KOW CKOPOCTU BpalleHns (26
06/MUH) 1 06UNBHOM MPOMbIBAHUN CTEPUNBHBIM
(hU3MONOTNYECKMM PACTBOPOM.
NPUMEYAHWE: Mpu ycTaHOBKE MMNNaHTaTa ycunne
(huKcauun He AO/KHO nNpeBbiwaTk 35 H cm
Ecnu no goctuxeHun 35 H cM MMNaHTaT He yCTaHOBNEH
NONHOCTbIO, BbKPYTUTE/M3BNEKUTE UMNNAHTAT U paclimpbTe
0CTEOTOMNYECKOE OTeepcTMe. HackoNbKo Heo6XoANMo.
PekoMeHayeTCA UMeTb & MaMYMUTUTaHOBbIA NNHLET | Ha
cnyyail ecnu MMNNaHTOBO/ He 06ecneynT JOCTaTOYHYIO
thukcaumio 80 BpeMs NpoLeaypbl N3BNEYEHNS UMNNaHTaTa
9. BBepHUTe UMNNaHTaT B ocTeoToMn4yBa(OB OTBEpPCTHE.
NPUMEYAHME: N36eraiiTe 4ype3mepHOro AaBneHuns.
10. W3Bnekute nmnnaHToBop Profile n3 nmnnaHtata
11. N3BnekuTe umnnaHtosog Profile n3 koHTpyrnosoro
HaKOHEeYH1Ka
12 MpucoeanHute umnnaHtTosog Profile k pykosaTke ans
AMHaMOMETPUYECKOTO Kloya
13. Ans OKOHYaTenbHOI NocafKn Ncnonb3yiiTe NGO
NOAXOAALMIA KNIOY C PYKOSATKOI
14. COBMECTUTE YepHYI/NNOCKYID METKY Ha UMNNaHToBOAe
Profile ¢ camoii BepxHeii Toukoii ckoca uMnnaHTaTa Ans
o6neryeHns oNnTUManbHO yCTaHOBKN UMNNaHTaTa
15. PasmMecTuTe UMNNaHTaT Ha YPOBHe MapriHanbHoi
KOCTHO TKaHN UNKN YyTb HIKe
NMPUMEYAHWE: Heo6X0ANMO yuuTbiBaTh, YTO NOMHbINA
noBopoT Ha 360° paBeH W3MEHEeHNI0 BepTUKaNbHOro
nonoxeHus Ha 0.6 Mm
16 W3BnekuTe uMnnaHToBoj Profile, 0CTOPOXHO NpUNOAHMMARA ero U3 UMNnaHTaTa.
MocneonepayunoHHbIi yXo4
npeAynpejnTe nauneHTa o HEO6XOAUMOCTN PErynAPHOI FrMrMeHbl NonocT pTa. B nepsbie 7-
10 AHeili nocne onepalf4u B AONONHEHNE K TUTWEHe NONOCTM PTa MOXHO UCNONb30BaTh
NoAXOAfLYME ONoNackuBaTenu Ans NONOCTM pTa. B nocneonepaunoHHOM nepuoge cnegyet
u3beraTb MEXaHUYECKO Harpy3kin Ha MecTo UMNNaHTauun. B 3cTeTUYECKUX LeNsiX MOXHO
HOCUTb BPEMEHHBII NpoTes.
Mocnepywouwee HabnwaexHne
M0 OKOHYaHWUN NeyeHNs ANA NOAAEPXaHNA 340POBbA BaXHbI XOPOLIAs rurueHa nonocTy pra n
perynsipHble 0CMOTPbI.

DOopMbl NOCTaABKU - YC/IOBUA XpPaHEHUA - YTunnsauunsa

dopma noctaBku

NMPUMEYAHWE:

= He ncnonbayiiTe umnnaHtoBog Profile, 6ancTepHas ynakoBka KOTOPOro NOBpexXaeHa.

« [lepef Ucnonb3oBaHWeEM U3[eNnii OCMOTPUTE CTEPUNbHYIO YNakoBKY Ha NpeAMeT ee
LeNnoCTHOCTH. He wcnonbayﬁre n3genusa, ecnu ynakoeska nospexpaeHa.

= 3anpeljaeTcsi UCMONb30BATb UMMNAHTAT NO UCTEYEHUM CPOKA FOAHOCTY, NPU NOBPEXAEHUM
WV OTCYTCTBUM 3ALYMTHON (OMLIN, @ TAKXKE NPU NOBPEXAEHUM KOHTelHepa
He ncnonb3yitTe UMANaHTAT, eCIU KOHTelHep GbiA CAyYaiitHO BCKPLIT Nepes UCMONb30BaHNEM

n3penve CocTositHne npn o fHOpasoBoe/mH Cpok akcnayataynumn*
nocrtaBeke (MeTOJ, OropasoBoe
CTEOU/IM3annnNI  HCNO/Mb30BaHue
CTepunbHo OpHopasoBoe 20 net
(3NeKTPOHHO- ncnonb3oBaHue
MmnnaHTat OsseoSpeed TX nyuyeBas
Profile cTeounusaunsa)
MHoropasosoe
MmnnanToBog Profile He cTepunbHo ncnonb3oBaHne 20 net

' VIHCTPYMeKTbl HE06XOAMMO 3aMeHUTL 10 OKOHYAHUS YKa3aHHOTO CpOKa IKcnayartayumu, ecnn
OH MOBPEXAEHbI UMK 3aTyNNEeHbI.

Bug v pasmep ykasaHbl Ha 3TUKeTKe NpojykKTa.

Ynakoeka

Mmnnantat OsseoSpeed TX Pro/file

B ynakoBke HaxoAWTCS NNACTUKOBbI KOHTEHep C KPbIWWKOWA 1 3aWuTHO honbroit B
NNacTUKOBOM KOHTeliHepe HaXOAMTCS elye OAUH KOHTeliHep, cofepxallnii umnnaHTar
®onbra BHEWHero KOHTeiHepa CNYXWUT 3alWuTHbLIM 6apbepom, CoAepXNMOe KoHTeliHepa
ABNAETCA CTepUNbHbIM (6apbepHas cuctema Ans crepunnsalyun)

XpaHeHune

V13en1sa [OMKHBI XPaHNTLCS B 3anevaTaHHbIX OPUTMHAbHBIX yNakoBKax B CyXOM MecTe npu
KOMHaTHOIl Temnepartype, To ecTb 16-25 °C.

YTunusauuns

[Ans yTunnsaunmu ynakoBKn 1 n3gennii co6niofaiite geiicTeytolne B HacToslee Bpems
HalMOHa/bHbIe NpaBuna yTuan3auum oTxo0s B Baweii cTpare.

VIHCTPYMEHTBI 1 KOMMOHEHTLI, KOTOPbIE UCNONb30BaNUCHL BO PTY NaLMeHTa, MOryT 6biTh
noTeHLManbHo MHAMLNPOBaHbI U Nojnexat 6e30nacHoi yTunn3aLumn B KoHTeiiHepax,
npeAycMOTPEHHbIX ANA 3TOW Lenu.

Knacc meanumnHCKMX 0TX0A0B B cooTBeTcTBUM ¢ CaHMNuH 2.1.3684-21 -
Mcnonb3oBaHHbIX MU - Knacc b;

Fie ncnonbsosaHHbIx M- knacc A.

MaTtepuansl

N3penve
Umnnautat OsseoSpeed TX Profile
WmnnaHntoBog Profile

Matepuan
I'wtan knacc 4 no ctaHgapty ASTM-F67
Heoxaselowas ctanb no ctaHaapty ASTM-F899

Ounctka n ctepunnsauyms

MpaBa Ha U3MEHEHWN CO;haHeHbl.
Mo 3anpocy MOXHO MONYYNTb UHCTPYKLMIO Ha APYruX A3blkax

Dentsply

Sirona
Implants

B TOM unu nHom pernoHe mmpa moryT 6bITb AOCTYNHbI HE BCE
uspenna

CocTosiHMe nHhopmayuu.
IFU 5603-RU-RU Pepn 2024-02
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WHCTPYKUUA MO NMPUMEHEHUIO

WmnnanTtat OsseoSpeed TX Profile
HenpumeHumo

N3gpenue cTepuibHO
N3henne npeAHasHaueHo Ans 0HOPa30BOro UCMONb30BAHNS.

ABTOMaTuuyeckaa npouegypa

BAXHO: Mepea ncnonb3oBaHUEM B KNNHNYECKON NPaKTUKe BCE KOMMOHEHTbI U MHCTPYMEHTbI,
NnocTaBNeHHbIe B HECTEPUNILHOM COCTOSIHWAW, CNeAyeT OUYNCTIWL. NPOAe3NHGULNPOBAaTL 1
npocTepunnaoBaTh coOrnacHo ctaHgapty ISO 17664. Pa36opHble NHCTPYMEHTbI
[leMOHTNPOBATbL ANS OYNCTKM VX paspeliaeTcs cobupaTh 4ns CTEPUNU3ALMUM TONLKO a CyXOM
COCTOSHUM

MpeaBapuTenbHas pyvyHas o4ncTka

TpyGble 3arpsi3HeHNs HEOGXOAMMO yansTe cpasy (He NO3AHee ABYX YacoB) nocne
MCMNONb30BAHNA MATKOI HEelroHOBOM LLLETKOM 40 MONHOTO OTCYTCTBUS BHELHUX NPU3HAKOB
3arpssHeHuns

YnbTpassykoBas ouyncTka

CnepyeT NpuaepXuBaThCs 4ANTENbHOCTI BO3AEACTBUS W KOHLEHTPALMIA, YKa3aHHbIX
(hUPMOI-N3roTOBUTENIEM UCTIONB3YEMOTO YUCTSILLErO CPEACTBA.

ABTOMaTUuyecKas npouyeaypa

Ansa ath(heKTMBHOI aBTOMaTMuYeCcKOli npoueaypsl TpebyeTcs npefBapuTenbHas pyvHas
ouncTka
Ans aBTOMaTU4eCcKoi npoueaypsl ciefyeT UCNONb30BaTh NPeAHa3HaYeHHbIe N5 3TOro
annapaTbl N5 OYUCTKN 1 le3MHDEKLUN, a TaKKe CPeACcTBa ANA O4YNCTKN U HeldiTpanusaunm
CobniogaTh ykasaHus GUMpPMbI-U3rOTOBMTENA annaparta AN O4UCTKM U Ae3nHpeKLnn
[031poBaTh U NPUMEHATbL CPe/CTBA N8 OUYUCTKN U HeliTpanu3aLum CornacHo yKasaHnam
hUpMbI-U3roToBUTENs PeKOMeH/AyeTcs NnporpaMmma OYncTKI ¢ TepMmogesnHdekymeii (AO i
3000)
ANs OYUCTKM PEKOMEH/YeTCs UCNOoNb30BaTh BOAY ONpe/eNeHHOro KayecTBa -
fleMUHepan3oBaHHyto BOAY UNK BOAY, COOTBETCTBYIOLLYIO 3TO CTENEHN YNCTOTbI.
MeTo/ aBTOMATNYECKO NpoueAypbl 6biN yTBEPXLEH ANS CNyYaeB NPUMEHEHNS CnefytoLmnx
MaTepuanos 1 ycTpoiicTs (cornacHo ISO 158S3 n AAMI TIR 30)
ABTOMAaTUYECKWii annapaT A4S O4YUCTKM U fe3nHdekuun Tuna G 7836 CD. Miele & Oe. KG.
Guterslofi
Mporpamma ounctkn VARIO TO
MpegBapuTenbHOE NPOMbIBaHWe XONOAHON BOLOW (4 MUH)
OuuncTka B TeueHne 10 MUH. npu Temnepatype 45-55 *C
HeliTpanusauus (6 MuH.)
MpomexxyTo4Has nNpoMbiBKa X0N0A4HON BOAON (3 MUH.)
TepmopeanHpekLua B TeyeHne 5 MuH npu Temnepatype 90 *C (AO 2 3000)
Cywka B Te4yeHue 30 MuH. npu Temnepatype 105 *C
= YucTawee cpeactBo neodishei® UediOean forte (0,5 %) / HeliTpanusytoliee cpescTBO
neodlsher® Z (0,1 %), Or. Weigert. Hamburg

yxon

Mepey cTepunusalyyeil Bce n3fenus Heo6Xo41MMO OCMOTPETb Ha NpeaMeT BUAUMBIX
3arpsasHeHnii, yxyaweHus cBoicTs n/unu kopposun Oco60e BHUMaHWe cneayeT yaensiTb
TaK1M 31eMeHTaM KOHCTPYKLWN, KaK KaHanbl, HECKa03HbIe OTBEPCTUA. Pe3bl™. NOAHYTPEHUs 1
CONpMKacarw1ecs NoOBEPXHOCTH
BusyanbHa npoBepbTe BUANMOCTb N YNTAEMOCTb BCEX 0603HaUEHNIH Ha u3aenusx. MposepbTe
conpsraeMble KOMNOHEHTb1HA NPeAMET NPaBUAbHON C60PKM U HYHKLMOHANBHOCTY
Y6eAnTech, YTO U3A4ENNs C NOABUXHLIMK AeTansiMn paboTalT UcnpasHo posepbTe
KOMMNEKTHOCTb U LiertoCTHOCTb NPeABaPUTENbHO YCTAHOBNEHHbIX KOMMNOHEHTOB.
YTunusupyiite usgenus c getdekramu
Ctepununsauusa
CTepunusaumio cnejyeTt npoBOAUTL B COOTBETCTBUN CO CeaytoLieil cXemMoil.
MoAroToBKa K cTepunusayuu: fleTanu 3anaMmmHUpoBaTh a NpefjHasHaueHHble 415 3TOro
CTEpPUNN3aLNOHHbIE NaKeTbl, 0j06PEHHbIE AN NPOAAXKN B LENAX UCMONb30BAHNA C
peKoMeHAyeMbIMU NapaMmeTpamu cCTepunn3aLium YnakoBka A0/Ha COOTBETCTBOBATh
Tpe6oBaHuaM cTaHgapTos EN 1SO 11607, ANSI/AAMI ST79 n AAMI TIR12.
Ha KaXa0M cTepunn3aLMoOHHOM nakeTe JO/KHbI NPUCYTCTBOBATL MHANKATOP 1 aTa
cTepunnsayum
2. MapameTpsl (corn. ISO 17665. EN 13060. EN 285 n AAMI TIR12)

AnvransiioeTs Anutensio
»»BTOf, Cnoco6 Temneparypa l03MGCTBIA* CTb CyWIM)
Ounamunyecxoe /ganeHune T34 -C 3 MUH. 20 MuH
eperpeTbl BO3yxa
nap (npepeapuTensHoe
KEC* ) BaKyyMuooeaHue)
Meperpetbl AuHamuyeckoe yaanenune 20 MuH
4 nap BO3AyXa 132 *C (270°F) 4 MUH
(npeaBapuTensHoe 136 'C (276 *F) 3 MUH.
BaKyymuooBaHueT
Ypaanenue Bosgyxa
}I‘I_Iir;?)rpem rpaBUTaLMOHHbIM 121 *C (250 *F) 30 MUH 20 MuH
cnoco6om

*YKasaHa MUHUMaNbHasi ANUTENLHOCTL BO3AEHCTBUA: HA NPaKTUKe 06paboTKa 06bIYHO
3aHMMaeT 6onblie BpeMeHU U MOXEeT pa3ninyaTbCa B 3aBMCMMOCTU OT annapara.

**Monb3oBaTenn B cTpaHax EC 06s3aHbl CO6/I04aTh BbiENPUBEAEHHbIE NapaMeTpbl npu
CTepUAM3aL MU NeperpeTbiM Napom.

3 Ycnosusa XpaHeHuna: cTSpMI’IVISDBaHHbIe KOMMNOHEHTbI cnegyeT XpaHUTb B CyXOM U
He3anbl1eHHOM MecTe npu KOMHaTHOIA Temnepartype

JokymeHTauua

8 Lensix 06ecneyeHnst KOHTPONS Mbl PEKOMEHAYEM MPUKPENsSTh CbeMHYH 3rakeTKy ¢
YNaKoBKU K MeJUC HCKOM JOKyMEeHTaLun naynenTa

* Lekholm U., Zarb G Patient selection and preparation. In Tissue integrated prostheses. pp
199-209 Chicago Quintessence Pud 1985 Lekholm/Zarb. 1985

CEM

Npoussogntens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dent6DIvimDlants.com
www.dentsDlvsirona.com
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JononHutenbHasa nHopmaunsa Ang nonb3oBaTtenei

Ecnu Bbl BnageeTe nHhopmMaumeii 06 onacHbIX ANA XNU3HN UHUNAEGHTAX UN CEPbE3HOM
YXY[ALEHUN COCTOSHUS 340POBbA NaLMeHTa, CBA3aHHOTO C MPUMEHEHMEM Nt06Oro 13 Halwmnx
n3genuii, NpocuM coo6LWNTL 06 3TOM HaM W COTPYAHMKAM KOMMNETEHTHOro opraHa a Bauweit
cTpaHe.

ToBapHble 3HaKu

Bce TOBapHbIe 3HAKN U HasBaHusa KOMMNaHUii ABNSOTCA COGCTBEHHOCTbIO COOTBETCTBYHOLMNX
Bnagenbues [Ns ynyylweHUs YUTAEMOCTH OKYMEHTa KoMnaHus Dentsply Sirona Implants He
MCNONb3yeT CUMBO/LI B U A B OCHOBHOM TeKcTe TeM He MeHee, Komnanus Dentsply Sirona
Implants He OTKa3blBaeTCs OT CBOUX Npae Ha TOBapHble 3HaKu, n AaHHblﬁ AOKYMEHT HE MOXeT
6bNb UCTONKOBAH MHaYe

YCNoBusl TpaHCNOPTUPOBKH

[NS VHCTPYMEHTOB - U3/leNus He06X0ANMO TPaHCNOPTUPOBaThL 1 NEPEBO3UTH C
OCTOPOXHOCTbIO, B COOTBETCTBUM CO CNeLManbHbIMi MEPAMMU NPeAoCTOPOXHOCTH,
NPUMEHNMbLIMU K KaX0My BUAY MeAULMHCKOTro usjgenus, npu temnepatype ot -30*C o
+60*C 1 cOOTBETCTBYIOLLEN BNaXHOCTM A0 80 %.

[Ns UMNNAHTaTOB 1 OPTONEANYECKNX KOMNOHEHTOB - 3Jenns Heo6XoAumMo
TPEHCNOPTUPOBATL M NepeBo3NTb C OCTOPOXXHOCTLIO, B COOTBETCTBUM CO CMeLnanbHbIMm1
Mepami NpefoCTOPOXHOCTY, MPUMEHNUMbIMU K KX/A0MY BUAY MeANLMHCKOTO U3Aenns, npu
Temnepatype oT -50*C Ao T50*C 1 cooTBETCTBYIOL el BNaXHOCTU A0 80 % .

Ycnoeust akcnayartauum

CToMaTonormyeckne KIvHMKN n na60pa10pv|v|

O6nactb NpUMeHeHuns

CtomaTtonorusa 3y6Haﬂ nMmnrkaHTonoruna

CpokK rogHocTH

CPOK FOAHOCTU NS CTEPUNLHbIX N3AENUIE coCTaBAsieT 5 neT
CpOK FOAHOCTU NSt HECTEPUAbHBIX U3AeNnil cocTasnseT 10 net

FapaHTUs Ha cUCTEMY UMNAHTaTOB

[N nonyyeHnsi NOMHON MHHOPMALNN O rapaHTUN HA U3[ENUSA CUCTEMBI CM. MOAPOGHbIE
rapaHTuiiHble YC/I0BUSA Ha CUCTEMY UMNNAHTATOB, (d;- Wcirld Tc)

JocTynHOCTb nsgenuii

BHMMAHWE: He Bce U3genns, onucaHHble B JaHHON UHCTPYKLMAN, MOTYT GbiTb
3aperncTpupoBaHbl / paspelueHbl K 06paleHuto / IMLEH3NPOBaHbl Ha BCEX PbiHKax [ns
03HAKOM/IEHUSI C JOCTYMHbIM acCCOPTUTMEHTOM U3AE/IUM U UX ONUCAHMEM, CM [eiiCTBYIOW Uit
KaTanor NpoAyKUMM 1 GPOLLIOPLI UK CBSXUTECH C MECTHLIM 0ducoM npogax Dentsply Sirona
AN NOMNyYeHUst HHOPMALNK O JOCTYNHOCTU U3AENNUs

YNoNHOMOYEHHbI NpeAcTaBuTelb MPOU3BOAMTENSA HA
Tepputopun Poccuiickoin depepaumnm

000 «[leHTtcnnaii CupoHa»
115035, r MockBa, Ha6 OBYMHHMKOBCKas, 4. 18/1, cTp 2. nomely. 3H.
Ten .T? (495) 7251087

O6bsACHEHNE CMMBO/IOB

HavnmeHoBaHWe cumBOna

y W3roToBuTENb

m [arta usrotosneHuns

Wcnonb3osaTk O

iLOTI Kog napTuu
REF Homep no katanory

PagnauoHHas ctepunusayms

3anpeT Ha NOBTOpPHOE NpUMeHeHne

He ctepunusosaTh NOBTOPHO

SIHAQE R
A He cTepunbHo

He ncnonb3osath NpU NOBPEX/AEHUN YNAKOBKU

MpaBa Ha U3MEHEHUS COXPaHEHbI
Mo 3anpocy MOXHO NONY4UTh UHCTPYKLMIO Ha APYTUX f3blKax

B TOM unu nHom pervoHe mupa Moryt 6bITh AOCTYNHbI HE BCE Dentsply

senn Sirona

CocTosAHNe uHhopmaumn |mp|ants
IFU 6603-RU-RU Pea. 2024-02
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WHCTPYKLMS NO NPUMEHEHWIO

06paTUTECh KUHCTPYKLUUM MO NPUMEHEHWIO

T

C € / C € MEEponeﬁCKoe CootseTtcTeue (EC)
o

TonbKo no peLenTy Bpaya

(BHMMaHMe! B coOTBETCTBUU C 3aKOHOaTenscTBOM CLUA npogaxa
Only [laHHOTO npenapaTa MOXeT NPOU3BOAUTLCA TONLKO CTOMATONOraMK

VAW Bpayamu, UMeLUMN NLLEH3NI0 Ha OCYLLeCTBNeHNe

MeANLMHCKOI 1eATeNbHOCTN, NGO NO UX NpeanucaHunio.)

MD MeauLUHCKOE n3genue

O OfnHapHas cucTema CTepuLHOro Gapbepa

MpaBa Ha U3MEHEHNS COXPAHEHbI.
Mo 3anpocy MOXHO NONYYUTh UHCTPYKLMIO HA APYTUX A3bIKax

C € 1 B TOM AN MHOM pernoHe mupa MoryT 6biTb 4OCTYMHbI He BCe D_entsply

npoussoautens: Dentsply Implants Manufacturing GmbH YSRGS Slrono
Rodenbacrier Criaussee 4. 63457 Hanau, Germany COCTOSIHME MHGOPMALWH: impiants

www.dentsplvimplants.com IFU 5603-RU-RU Peg. 2024-02
www.dentSDlvsirona.com
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PykoBoACTBO NO NPUMEHEHUIO

Astra Tech Implant System® TX
NHCTPYMEHTbI ANA peMOHTa

OnuncaHne cucTemsl

AcCOpPTUMEHT cucTeM umnnaHTatos Astra Tech Implant System TX BkntoyaeT AeHTanbHbLB
UMNNaHTaTbl, BUHTbLI-3arNyLWKN, TPaHcAecHeBble abaTMeHTbl 1 Apyrue opToneanyeckue
KOMMOHEHTBI, @ TAKKe XUPYpPTYeCcKne n opToneanyeckne NHCTPYMEHTbI

MNpepnonaraemblie nonb3oBaTenu

Monb3oBaTensamMy AaHHbIX N3NNI JOMKHBI GbiTh NMLEH3NPOBAHHbIE BPAYM/CTOMATONONM,
o6najarwuyne HaBbikaMu paGoTbl B AeHTaNbHON UMNNAHTONOTUM 1 3apaHee 03HAKOM/EHHbIE C
nsgennamun Astra Tech Implant System TX.

KnuHuuyeckas nonb3a 1 uenesas rpynna nayueHTos

Cuctema umnnaHtatos Astra Tech Implant System TX pa3pa6oTaHa Ansi 3aMeHbl OAHOTO UNn
HECKONbKMX OTCYTCTBYIOLMX 3y60B Y NALMEHTOB C LieNblo BOCCTAHOBEHWS XeBaTeNbHOI
(yHKUNK. LleneBoii rpynnoii naLuneHToB ABNAIOTCA NULA C NONHOCTLIO ChopmMupoBaBLeiica
4YenwCcTb, He MMelOlLUB HW OAHOro un3 I'IpOTI/IBOrIOKaI!aHI/Iﬁ, CBA3aHHbLIX C AeHTaﬂhHOﬁ
uMnnaHTaymei.

CoBmMecTUMOCTb

V|3AEI'II/IR COBMECTUMbI C opTONeAnYecKUM aCCOpTUMEHTOM CUCTEMbI UMNNIAHTATOB Astra Tech
Implant System TX KOMMOHEHTbl MOryT UCMONb30BATLCS TONLKO BMECTE C OPUTNHANbHBIMUN
M3A4ENUAMU U UHCTPYMEHTaMK.

Bce MMCTPYMEMTbI, KOTOpble MOTYT UCMO0/b30BaThCA C KOHTPYTSIOBbIM HAKOHEYHUKOM Wu
PYKOSTKOI, ocHalyeHbl RA/CA-pasbeMoM, COBMECTUMbIM ¢ ISO 1797

HasHauyeHne (MHCTPYMEHTbI)

MHO[OpaBOBbIe XUpypruyeckune n BOCCTaHOBUTE/NIbHbIE UHCTPYMEHTbI, NpeAHa3Ha4eHHble ANnA
YCTaHOBKMW, yAaneHus n / unu 3ameHsbl 3y6HbIX UMnNNaHTaToBs, abaTMeHTOB unun
CTOMaToNorn4yecKnx naﬁopamprlx NPOAYKTOB C LieNbi BOCCTaHOBNEHNA )XeBaTenbHoW
(YHKLUM NauneHTa. VHCTPYMEHTbI MOTYT UCMONb30BaTLCA B BYX Pa3HbiX paGoumnx
npoueccax: ycTaHOBKa W yJaneHue Ha ypoBHe UMMiaHTaTa AN YCTaHOBKA U yjjaneHue Ha
IpoBHe abaTmeHTa

MokazaHusa K npumMmeHeHnw

VIHCTPYMEHTbI 1N PEMOHTA U U3BNIEYEHUSA UCNONb3YIOTCA ANS yaneHns GparMeHToB BUHTOB
U3 UMNNaHTaTa/abaTMeHTa UAN 4NN yAaNeHNs UMnnaHTata/aGaTmMeHTa

LUnnuHap HanpaBastowmnii (Guiding Cylinder)

LUMnnHAp HanpaBnsoWmnii CAYXUT ANA HanpaBNeHUs UHCTPYMEHTOB B LEHTP (hparmeHTa
BMHTa abaTMeHTa B UMNAaHTaTe Vcnonb3yeTca ¢ PyKOSTKON ANS HanpaBnsiowWLero LuanHapa.
LUnnuuap HanpasBnstowmii ana abatmenTta YHu (Guiding Cylinder Uni Abutment)
Unnuuap Hanpasnsowmnii Ans abaTMeHTa YHU CNY>XWUT ANA HanpaBneHNs UHCTPYMEHTOB B

LEHTP (hparmMeHTa BUHTA MOCTOBUAHOTO NPOTE3a B abaTMeHTe YHU Wcnonb3ayeTcs ¢
pyKOﬂTKOIZ ANA Hanpasnswwero umanHapa.

PykoaTka ansa Hanpasnawouero uuanaapa (Guiding Cylinder Handle)

Perynupyemas pykoAaTKa Ans LUAMHAPOB HanpaBnsioLnx

BuHTOBOI akcTpakTop (Screw Extractor)

BWHTOBOI 3KCTPAKTOP UCMONb3YyeTCs AN U3BNEYEHUS (hparMeHTOB BUHTOB aGaTMeHTa
Ounctutens pesb6bl (Thread Cleaner)

OuncTUTENb Pe3b6bl UCNONb3YeTCs ANA OYNCTKU Pe3bObl BHYTPW MMNNaHTaTa/abaTMeHTa.
®parmeHTapHoe ceepno (Fragment Drill)

dparMeHTapHOe CBEP/IO UCMONb3YETCA ANS CO3/,aHNS BbIEMKN BO (hparMeHTe BUHTA
a6aTMeHTa/MOCTOBMAHOrO NpoTesa

NaBnekaten, umnnautatos (Implant Retriever)

V3Bnekatenb MMNNaHTaTOB UCMONb3YeTCA ANA U3BNEUYEHUA NOBPEXAEHHbIX MMMNAHTATOB UK
VIMNNAHTaTOB C NOBPEX/IEHHOW BHYTPeHHeli pe3b6oii.

TpenaHaunoHHoe ceepno (Trephine Drill)

TpenaHalyMoHHOE CBEPNO UCNONb3YeTCs ANSA U3BNEUYEHWUS YACTUUYHO UMW NONHOCTbIO
OCTEOMHTErpUpOBaHHbIX UMNNAHTATOB

NHcTpyMeHT Ans yaaneuus (Removal Tool)

VHCTPYMEHT AN yaaneHns ucnonb3yeTcs Ans yaeneHns abaTMEHTOB YHU ¢ 60po3aKamu
ApanTep a6aTmeHTa (Abutment Adapter)

AfanTep aGaTMeHTa UCNONb3yeTCs ANA U3BNEYeHUs aBaTMEHTOB YHU 6e3 60po3a0K
NaBnekaTenb pe3b6oBoit abatmeHTa YHu (Uni Abutment Retriever)

V3Bnekatens pesb60Boii aGaTMeHTa YHUM UCNONb3yeTcs AN U3BNeYeHUs abaTMEHTOB YHU C

NOBPEX/EHHOI BHYTPEHHE! pe3b6oii unu Ans yaaneHns noBpexAeHHbIX abaTMEHTOB YHU B
uMmniaHTatax TX Unu umnnaHTaTax ¢ coeguHeHnem EV

Noka3aHus

OCNOXHEHWA NOCNe UMNNAHTONOTNYECKOTO IeYeHNs YaCTUYHOTO UK MOJIHOTO OTCYTCTBUS
3y60B.

MpoTtneBonokasaHus

Annepruyeckue peakuuu uan runepUyBcTBUTENbHOCTb K MCNONb3yeMbM MaTepuanam (cM.
pasaen «MaTepunansi»);

MpepynpexaeHns

MpoBefeHne XMpypruyeckux onepauuii B poTOBOI NONOCTU M CTOMATONOIMYECKOe

npote3npoBaHWe CBA3aHbl C puckamun OﬁLLlI/IX OCNOXHEHN

- B cnyyas NOBpeXAeHna NOBEepPXHOCTU COeAUHEHNA UMNaHTaTa NpoTe3npoBaHne Ha
nMnnaHTaTe CTaHOBUTCHA HEBO3MOXKHbBIM, U UMNAAHTAT NPUXOANTCA YAanUTb

- Coa,anme p93b6bl CTaHOBMUTCA HEBO3MOXXHbIM, MNO3TOMY NPOTE3 HEBO3MOXXHO COXPaHUTb

- naLLVIeHT MOXEeT NPornoTuTb NN BAOXHYTb Cﬂy‘{aVIHO ynaslwune KOMNOHEHTbI, 4TO MOXeT
NPUBECTU K NOBPEXAEHNIO NULLEBAPUTENbHOI/AbIXaTeNbHON CUCTEMbI UAW YAYLLbIO.
C Me/nKuMu npeamMeTamMmyn HeO6X0AMMO 06paLaTbCs OCTOPOXHA.

- HeO6XO,lJ,VIMOCTb yAaneHua nMmnnaHtarta nocne NoIOMKWU MHCTPYMEHTOB M COMyTCTBYHOLWEro

cu
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La

NOBPEeX/EHNS aHaTOMUYECKUX CTPYKTYP.

= CocKanb3biBaHWe UHCTPYMEHTOB, KOTOPOE MOXeT NPUBECTM K NOBPEX/AEHNIO OKPYXKAKOLLNX
CTPYKTYp.

< 3acTpeBaHMe/NONOMKa UHCTPYMEHTOB

Mepbl NPeaoCcTOPOXHOCTH

= lepes BbINONHEHVEM KaXA0W NPOLeAypsl cnefyeT y6eanTbes B TOM, Y4TO BCE

He X0AMMble KOMMOHEHTb!. NHCTPYMEHTbI U MaTepuanbl JOCTYNHbI B TpeGyemMom

KO/IMYECTBE W NOMHOCTbI0 NPUTOAHBI K NPUMEHEHUIO

PacnonoxuTe nayueHTa Takum 06pa3om, 4To6bl 0Na”0cThb BAbIXAHUS feTanei 6bina

cBeleHa K MUHUMYMY.

= Bce KOMIMOHEHTb!. UCMOb3yeMble BHYTPU POTOBOM MONOCTH, AO/MKHbI 6bITb 3a(MKCUPOBaHbI

BO M3GexaHue X BAbIXaHUs NN NPOTrNaThiBaHNS.

Mpu NnpenapupoBaH1yu ¢ NOMOLYbI0 CBEP/T HEO6XOAMMO UCMO/b30BaTh PEKOMEHAYEMYHO

MaKCUMa/bHYl0 CKOPOCTb. 3anpelyaeTcs NpeBbiaTh MakCManbHylo CKOPOCTh, a Takke

CHMXATb €€ [0 YPe3MEepPHO HU3KOTO YPOBHS

= [pu 3HAUNTeNbHOI aTPOGNN HUXKHE YeNKKTK CyllecTByeT PpUCK ee nepenoma BO BpeMms
XUPYPrUYecKoii onepauum unm nocne Hee

= EC/un B CBSA3KM C HE6GNATONPUATHBIMY AHATOMUYECKUMU YCNOBUSAMU NHCTPYMEHTbI He
NOAXOAAT UAN HE MOTYT NPUMEHSATBCS N0 APYTUM MPUYMHAM, HEOGXOAMMO 0TKA3aTbCsi OT
AanbHeNWNX 3an1aHnpoBaHHbIX Onepawuuii NPOTe3MPOBaHUs ¢ STUMU UHCTPYMEHTAMU 1
HalTN anbTepHaTMBY

= U3genusi, npeAHasHayeHHble 4151 O4HOPA30BOTO NPUMEHEHUSI, He JOMKHbI UCNONb30BATLCS

noBTOpHO Heco6/toAeHne aTol Mepbl NPeOCTOPOXXHOCTM MOXET NPUBECTU K NoTepe

TOYHOCTM W MPELM3NOHHOCTU MHCTPYMEHTOB BCIEACTBNE UX NONOMKM.

M3penus, npeAHasHayeHHble 415 PyYHOTO UCMONL30BaHNA, HE JO/KHbI UCMONL30BATLCS C

KOHTPYT/I0BbIM HAKOHEYHUKOM.

3annaHupyiiTe 4OCTAaTOYHO BPEMEHM /151 TLLATENLHOTO UCMONb30BAHUSA UHCTPYMEHTOB ANs

pemoHTa.

Heo6x041Mo 0GecneunTb 4OCTaTOYHOE MPOCTPAHCTBO BOY3YT UMMNAHTATa, NOANeXallero

PEMOHTY.

3aTynuBliMecs cBepna cnejyeT cpasy Xe 3aMeHsTb

= Heo6X0AMMO UMETb B HANNUMN TPeNaHaLMOHHOE CBEPJIO, NoJ06paHHOe No AuameTpy
vMnnaHTaTa, AN15 yAaneHns UMNnaHTaTa B clyyae Heya4yHoro peMoHTa (Hanpumep,
MOSIOMKN MHCTPYMEHTA).

HexxenartenbHble peakuuu
K HexenateflbHbIM peakynam, BO3HUKaKWMUM BO BpemMs UAN Nocne ne4yeHns, moryt
OTHOCUTbCSA:
« annepruyeckune peakynm nam runepyyBCcTBUTE/IbHOCTb K UCMNO/Ib3yeMbIM MaTtepuanam (CM
pasgen «<Matepuansi»):
BAbIXaHWe Unu npornatbiBaHne KOMNOHEHTOB MOXET MPUBECTU KNOBPEXAEeHUO
nuweBapuTebHO/AbIXaTeNbHOR CUCTEMbI NN YAYLIbIO.
Heo6paTuMoe NoBpexX/jeHne Hepsa Unun 3y6a;
noBpeXx/eHne YentoCTHO KOCTW 1AW raiiMopoBOii nasyxu:
HEKPO3, Bbl3BaHHbI HEAOCTATOUYHbIM OXNXKAEHUEM UN YPE3MEPHOI CKOPOCTbIO
BpaLLeHus.
TpewwnHa B HWKHE yenwcTu,
= HeycTpaHMMOE KpOBOTe4YeHue nocne onepauyuu (Hanpumep, B pesynbTaTe NOBPeXAeHUs
A3bMHOI apTepuu);
MocneonepaunoHHbIil AUCKOMGOPT, B TOM ynucne

1 OTekK;

Vo

rematoma,

BpeMeHHasa MmecTHas Npunyxnoctb:

BPEMeHHasi aHecTe3nsi UMW NapecTesns ¢ 3aTPYAHEHUAMU NPY XKEBAHUN,
= 6onb:

yTpaTta umniaHTara:

NoKanbHas WA CUCTEMHAs UHBEKLMS.

NONOMKM AN NOBPEX/AEHUSI UMNNIAHTaTOB,

3CTeTUYECKME NN PYHKLMOHANbHBIE OCNIOXKHEHNS

VHdopmaumna o MPT-6e3onacHocTu

HerlpVIMeHVIMO K VHCTpyMeHTaM ANA peMOoHTa N nu3BnevyeHus

Mowarosas NHCTPYKLUA

MakcumenbHasn
CKOpOCTb
MakcumanbHbIn
KPYTSALUMA MoMeHT

WNHchymeHT

HHCTOVMeHTbi anst n3aBneyeHns ppernemtoB BUHTA
Unnuuap Hanpasnawowmuii ncnonsyetcs
AN HanpaBNeHUs MHCTPYMEHTOB B LIEHTP
thparmMeHTa BUHTa a6aTMeHTa W 3alinuiaeTt
BHYTPEHHIOI pe3bBy umMnnaHTaTa

LMnuHapbl MapKnpoBaHsl Lugpamu,
0603HHaYaLWUMK AnameTp.

Uununap Hanpasnawwmii 4na abatMeHTa
/H¥ vcnonb3yeTcs ANA HanpaBneHns
VHCTPYMEHTOB B LIEHTP (hparmeHTa BUHTa
MOCTOBMHOTO NpOTe3a B aGaTMeHTe YHN
LMnuHApb! MapkupoBaHbl GyKBamMu «uni» n
uutpamm, 0603HHaYAO LWL MMM Yron

MpaBa Ha N3MEHEeHNsi COXPaHeHb!
Mo 3anpocy MOXHO MONY4UTb MHCTPYKLMIO HA APYLIX A3bIKAX

Dentsply

Sirona
Implants

6 TOM UM MHOM pernoHe MUpa MOryT GbM~b JOCTYMHbI HE BCE
n3penus.

CoCTOsHME UH(hopMAaL K.
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WNHCTPYKUMS MO NPUMEHEHUIO

PykosiTka AN15 HANpPaB/sOWEro UuaMHapa
- perynupyemas pykosTka Ansi UMANHAPOB
HaNpasnAoLLNX

dparmMeHTapHoe CBepsio Ucnonb3yeTcs ANs
CO3/aHusi BLIEMKW BO (hparmerrte BUHTA
a6aTmMenTa/MOCTOBUAHOIO NpoTesa

CBepnia MapK1poBaHbl fUaMeTPoOM.

3MHTOBOIA 3KCTPAKTOP UCMONb3yeTes ANs
13BNeYeHUs PpParMeHTOB BUHTOB abaTMeHTa
BWHTOBOI# 3KCTPaKTOP MapKUpOBaH
AvameTpoM WHCTPYMEHT npefHasHayeH
TO/IbKO AN PYYHOTrO UCMNO/b30BaHUA
ficnonbayeTcs ¢ XMPYpruyeckoii pyKosTKoi
ANA [UHAMOMETPUYECKOTo K/toua.

rLHCTPYM TThl 47151 OUMCTKN BHYTPBNE ««il
>e3p”

OunctuTenb pe3b6bl UCNONb3yeTCa ANA
34YUCTKN BHYTPEHHell pe3b6bl
umnnaHTata/abaTmMeHTa

OuncTuTeNb pe3bObl MapkupoBaH pasMmepom
9e3b06bl VIHCTPYMEHT Npe/iHasHa4yeH TO/IbKO
NS PyYHOro NCNO/b30BaHNA
Mcnonb3yeTcs ¢ 0pToneAnyeckoii pyKosTKoi
ANA AMHAMOMETPUYECKOTO KAkova.

4HCTPYMOK1blAna mamu, 4 i UM MMIOUHTATO»
M3BnekaTeNlb UMNIaHTaTOB MCNONb3yeTCA

ANS N3BNEYEHUS NOBPE»3AEHHbIX UMNNAHTATOB
UM UMNNAHTaTOB C NOBPEXAEHHOM

3HYTpeHHell pe3b6oii

TpenaHalMOHHOe CBEP0 UCNonb3yeTcs Ans
M3BNIEYEHNS YACTUYHO UNN NONHOCTbIO
3CTEONHTErpMPOBaHHbIX UMNNAHTATOB
rpenaHalMOHHbIB CBEPNa MapKupoBaHbl B
COOTBETCTBMM C Pa3MepoM UMnnaHTata
IpenaHaLOHHOE CBEPAO ANS UMMNaHTaTa 0
3 O MapKMpoBaHO AMamMeTpPoOM U ANUHOI 1
MMeeT nas3epHble MeTKN FNy6uHb.
»0TBEeTCTBYWO W Ne AnnHe umnnaHtarta {6-17
MM)

IpenaHaunoHHble CBEpNa ANs UMNNaHTaToB 0
35,0 4.0 0 5.0 MapKnpoBaHbl AUaMETPOM U
MMEIOT HAaCeuKM, KOTOPbIE CNYXKaT MeTKamMu
rny6uHbI.

VIHCTPYMEHTbI ANA YA LW eHHS B6aTMEHTOA

VHCTpYMEHT ANns yaaneHus ncnonb3yercs
Ans yaanenust abaTMeHTOB YHU C
6opo3zgkamu

MpoussoguTtens: Dentsply implants Manufacturing GmbH

Rodenbaclier Chaussee 4, 63457 Hanau, Germany
www.dentsplvimolants.com
www.derrtsoivsirona.com
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ApanTep abaTMeHTa Ucnonb3yeTcs Ans <T
n3BneyeHns abaTMeHToOB YHU 6e3 60po3fok J £
ApanTep abaTMeHTa NOCTaBASETCA C KONMbLOM T | |
[0-nng). Mpu HapylweHnn hyHKLMOHANbHOCTH |
KONbLia 3aMEHUTE €ro. T 1

M3enekaTenb pe3b60BOi aGaTMeHTa YHU | |
nucnonb3yeTcsa ANa u3snevyeHus abaTMeHTOB K B
YHU ¢ noBpexAeHHol BHyTpeHHell pe3bboii |T
VNN ANS y[aneHns NoBPeX/eHHbIX |
a6aTMEHTOB YHU B uMnnaHTatax TX uan |
uMmnnaHTartax c coejuHeHnem EV. ||

Monomka BUHTa abaTmeHTa B uMnaaHTaTe

MonoMku BUHTa abaTMeHTa CNy4YalTCA B UMNNaHTaTax u3-3a HeGnaronpuaTHON Harpysku u
BHELWHUX CUN.

Hwxe npuee/eHsl Nolwarosble NpoLeypbl N3BneueHns parmeHTa BUHTa abaTMeHTa u3
uMnnaHTaTa

LWar 1k>neflyoa MMOHTa Ha M30BHE UMMIaHTaTOB

Bunka ®oarmektaoHas — OuncTuTEnb 0€3b6bI

bparmeHTaoHoe CBepno -= Bunka hparmeHTapHas - OUUCTUTENb Pe3bBbl
®parmeKTeoHOe CBEPNO -= BUHTOBOI 3KCTPakTOp —=OunCTUTENb 0€3b6bI
YpanuTe uMnnaHTaTe NOMOLLLI0 U3BNEKATENA UMNNAHTaTOB UK
roenaHaLuoHHOro ceeona

AwN e

LUunuuap Hanpasnsitowuit (Guiding Cylinder)

. MpucoefuHNTe HanpaBASIOW A LUINHAP K PYKOSiTKe
AN HANPaBNAIOLLEro LNAHAPA.

. MomecTuTe HaNpaBAAKLWLNIA LUAVHADP B UMANAHTAT 1
KPErKo ero fepxure.

MPUMEYAHWE: B TeueHue Bceil Npouesypbl
LMANHAP AOMKEH 6GbiTb NapanneneH BepTUKaibHOM
ocy MMMNiaHTara.

. Wicnonbayiite Hanpasnswownii LMAMHAP ANs
HanpaBn us GparMeHTapHOro cBepfia Unu BUAKN
(hparMeHTapHoOIi Npu U3BNEYEHUN (PPArMEHTOB BUHTA
aGaTMeHTa U3 UMMNNaHTATOB.

N

w

NMPUMEYAHUE:

= Ecnu hparmeHT BUHTA HEBO3MOXHO M3B/eUb Ha wware 1. nepexoguTe K wary 2 u
vcnonb3yiiTe parMeHTapHoe CBEP/O AN5 CO3AaHUs BO (hparMeHTe BUHTA BbleMKM Ans
BUJIKN ()parmeHTapHom.

= Ecnu hparmeHT BMHTA HEBO3MOXHO M3B/IEYb Ha Lare 2, nepexoauTe K wary 3 v
ucnonb3yiiTe parMeHTapHoe CBEp/Oo A5 CO3A4aHUs BO (parMeHTe BUHTA BbleMKU ANs
BUHTOBOTO 3KCTPaKTOPa.

Ounctutenb pe3bbbl (Thread Cleaner)

1 npucoeanHNTe NOAXOAAWNA OYNCTTeNb Pe3blbl K
OpTOMNeANYecKoii PyKoATKe ANst AMHAMOMETPUYECKOTO Kaloua
2. OCTOPOXHO BCTaBbTE OYMCTUTENb PE3bGLI B UMNAAHTAT
Y6eAnTECh, YTO OH NPaBUNLHO 3aLenucs B pesbe.

3 OumucTuTe BCHO pe3b6y Npu NOMOLLN OUNCTUTENS Pe3bBbl.
MoBopauunBaiiTe ouncTUTENb Pe3b6bl C NepepbiIBaMu, Ha
noNoBMHY 060p0Ta M Hasag, YTO6bI BLIYNCTUTL U3 Pe3bBbl
BO3MOXHble (hparmMeHThI.

dparmeHTapHoe csepno (Fragment Drill)

MpucoeanHnTe parmeHTapHoOe CBEPIO K KOHTPYTNOBOMY
HaKOHEYHUKY.

MomecTuTe parmeHTapHOe CBEPNO B HanpaBnsoLuit
UMAVHAP.

HauHuTe cBEpNeHNe NPOTUB YacOBOI CTPenKn
(hparMeHTapHbIM CBEP/IOM Yepes HanpaBnAoW N LUNVHAP
npu MakcMManbHoi ckopocTyu BpaleHuns (1500 06/MuH) n
061NLHOM NPOMBIBAHUM CTEPUNBLHBIM (HU3MONOTNYECKUM
pacTsopoMm.

N}

w

MpaBa Ha N3MEHEHNs COXPaHEeHbI
Mo 3anpocy MOXHO NONYYNTb UHCTPYKLMIO Ha APYTUX A3blKax.

B TOM Unn nHOM peruoHe mupa moryT 6bITb AOCTYMHbLI HE BCE
usgenua.

Dentsply

Sirona
Implants

CocTosHNe MH(hopmaLmuu.
IFU 5610-RU-RU Pepa. 2024-02
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WHCTPYKLUS NO MPUMEHEHNIO

NPUMEYAHWE: BbleMKa A0/KHA 6bITb PAcnONOXeHa B LUEHTPE GparMeHTa BUHTa
CBepl’II/ITe C nepepbiBaMu, B NPOMeXyTKax BbIHMmaﬁTe BO3MOXHble Q}parMeHTbl

. NpogonxaiiTe cBEPNUTL A0 TeX NOP, NOKa BO pparMeHTe BUHTA He ByfeT co3aaHa
He6onbinas nonocTb (BblemMka).

S

NMPUMEYAHME: Npn MCNONb30BaHUM ujara 3 OCTOPOXHO NPOCBEP/UTE BO (hparMeHTe
BWHTA NONOCTb Ha BCIO rNyGUHY. CBEpNUTe A0 Tex Nop, noka Bep»Mii kpail YepHoit
MeTKM He coBnajeT c BEPTUM Kpaem HanpasnsioLero LunnHapa

BuHTOBOI akcTpakTop (Screw Extractor)

MpucoesuHNTE BUHTOBON 3KCTPAKTOP K XUPYPTUYECKOi A
PyKOSITKe AN AUHAMOMETPUYECKOro KAoya.

NPUMEYAHUE: BUHTOBOI 3KCTPaKTOP [O/MKEH
6bn~b NnpaBnNLHO 3aKpenneH B PyKosATKe.
LecTuyronbHas 4acTb CTEPXKHA AO/KHA GbITh
NOMHOCTLIO BCTaBNeHa B PYKOATKY

N

. MomecTnTe BMHTOBOI 3KCTPAKTOP & MMNnaHTaT

. BPYYHYI0 BBEPHUTE BUHTOBO 3KCTPAKTOP NPOTUB
4acoBOii CTpenkn B hparMeHT BUHTa (6e3
HanpaBNAoLWero YUNNHAPa).
Mcnonb3ys AMHapUOMETPUYBCKUIA KOY, NOBEPHUTE
NPOTUB 4acOBOIi CTPENKM, YTOGbI M3BNEYb PParMeHT
BUHTA.
Bce Bpems jaBuTe Ha BUHTOBOI 9KCTPAKTOP.

w

IN

NMPUMEYAHWE: Ecnu dhparMeHT BUHTA HEBO3MOXHO U3B/EYbL, YAANUTE UMNNAHTAT.

YpaneHune nmnnaHrtara

Ecnn Bce npoune meToAbl yaaneHus gparMeHTa BUHTa aGaTMeHTa He NOMOrawT, yaanute

VMNNaHTaT Npy NOMOLM U3BNEKaTeNs UMNNAHTaTOB UM TPeMaHaLNoHHOTO CBepa.

NMPUMEYAHUE:

< [ins yAaneHns NOBPeXAEHHbIX UMMNNAHTATOB UM UMMNAHTATOB C MOBPEX/AEHHON
BHYTpeHHel pe3b60ii ucnonb3yiiTe NIBNEKITENb UMNNAHTATOB.

< [iNA yAaneHns 4acTUYHO UNM NONHOCTbIO OCTEOMHTErPUPOBAHHBIX UMNNAHTATOB
1cnonb3yiiTe TpenaHaLuMoOHHOE CBEPO

N3BnekaTenb umnnaHtatos (Implant
Retriever)

1 MomecTuTe W3BneKaTeNb UMNNAHTATOB B pe3b60OBYIO
yacTb UMnnaHTarta

MoBopaunBaiiTe NPOTUB YacOBOW CTPENKN.
HajaB/nBas Ha u3BsieKkaTeslb MMNIaHTaToB, NOKa OH
He 3adwu<cv|pyeTc;| B HY)KHOM NON0OXXEHUN

N

NMPUMEYAHMWE; NHoraa ocTaeTcs TOMbKO
He6O/bLWON YYacTOK WaxThl BUHTA, U JOCTUYb
(PUKLNOHHOI (hUKcaLumu CNOXHO B Takux cnyyasx
OTpexbTe UAK COWNNPYATE KOHUMK NHCTPYMEHTE U
nonpo6yiiTe euje pa3

w

. MpucoeanHUTE K U3BNEKATENO UMNNAHTATOB NGO
POXKOBBII KNtoY, NM60 OPTONeANYeCcKyio PyKOATKY C
[MHaMOMETPUYECKUM K/IOYOM

MpoponxaiiTe noBopaunBaTh NPOTUB YacOBOW
CTpenku, Bce BpemMs HajaBnnBas 4o Tex nop. noka
MMMNaHTaT He HauHeT NoBOPauNBaTLCA

5. Mpogonxaiite A0 Tex Nop, Noka UMNNaHTaT He 6yaeT
M3BNEYEH 13 KOCTU.

»

TpenaHauyunoHHoe ceepno (Trephine Drill)

Ecnu ace npoyve meToAbl yaaneHusa q]panSHTa BWHTa abaTMeHTa He NOMOrarwT, OcTaeTcst
TO/IbKO TpenaHnpoBaTb MMNNaHTaT.

BAXHO: [laHHyt npoueaypy HeO6X0AUMO NPOBOAUTL NPU MUHUMALHON CKOPOCTU 1
06UNbHOM NnpOMbIBaHNN, 06HaXMUB KOCTb ANa nyywero Bn3yaibHMO KOHTPONA.

1. BbibepuTe NoAxopsiyee TpenaHalLMoOHHOe CBep/o.
2. MpucoeanHNTE TPENaHaLNOHHOE CBEPNO K KOKTPYTNIOBOMY
HaKOHEUHUKY

Ce

Mpounssogutens: Oentsply Implants Manufacturing GmbH
Rodenbacher Cbaussee 4, 63457 Hanau, Germany
www.dcnt8Plvimplants.com
vwvw.dentsolvsirona.com
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w

YCTaHOBUTE TpenaHaLnoHHOe CBEP/IO Ha UMNNaHTaT.
HauHuTe cBepieHne Npu MUHUMaNbLHO CKOpPOCTH (He Gonee
300 06./MUH) M 06GUNLHOM MPOMbIBAHWUMN CTEPUIbHBIM
(hnU3N0NOrMYecKuM pacTBOPOM.

CBepl’IMTe BAO/Ib OCKM MMnnaHTarta.

I'Ipo,qon)KaﬁTe CBEpPNNTb, NOKa BepXylwKa nmnnaHtata He
[OCTUTHET HY)XXHOI OTMETKM TNy6UHBI Ha TpenaHaLunoHHOM
csepne

N3enekntenmnnaHtat nuHUueTomMm nnn N 6bIM Apyrum
noAXoAAUNM UHCTPYMEHTOM

>

o

o

Monomka BUHTa MOCTOBMUAHOTO NpoTes3a B abaTmeHTe

MonoMKN BUHTa MOCTOBUAHOTO NPOTE3a Cy4alTcs B abaTMeHTax n3-3a He6naronpuaTHo
Harpy3Kkn 1 BHELWHNX cun.

Hwe npuBe/ieHbl NolWarosble NpoLeAypbl n3BNeYeHNs GparmeHTa BUHTa MOCTOBUHOTO
npotesa u3 abaTmeHTa

LWar loouenvoa oeMoHTa Ha vdobhc abaTMeHTOB

1 Bunka ®oarmeHTaomas OuncTuTenb pesbbbl

2 ®parmeHTapHoe cBepno — Bunka hparmeHTapHaa — O4ncTuTeNb pesbbbl
3 V13BneknTe abaTMeKT C MOMOLLbI0 MHCTPYMEHTa ANA yaaneHus, ajantepa

abaTMeHTa UNu n3Bnekatens pe3L60Boro abaTmeHTa YHu.

LUunuuap HanpaBnawwuii gns abatmeHTa
YHun (Guiding Cylinder Uni Abutment)

MpucoeanHNTe UNANHAP HanpaBnAoLWNiA Ana
abaTMeHTa YHU K pyKOsTKe N5 Hanpasnsiolero
w|nnHapa.

. MomecTuTe LUAVHAP HanNpaBnAWNIA ANA
abaTMeHTa YHM Ha abaTMEKT YHU U Kpenko ero
nepxuTe.

NMPUMEYAHWE: B TeueHune Bceii npoueaypsl
UUMHAP JOMKEH GbITb Napannenex
BEpTUKaNbHO ocK abaTMeHTa

N

w

Mcnonb3yitTe UMANHAP HanpaBnsiownii ans
abaTMeHTa YHU NA HanpaeneHus
(hparmeHTapHOro cBepna Unu BUIKN
(parmeHTapHO Npu n3BNe4YeHUN hparMeHToB
BMHTa MOCTOBW/JHOTO NpoTe3a n3 abaTMeHTa YHN.

NMPUMEYAHWE:

= Ecnn dparMeHT BUHTA HEBO3MOXHO M3BNeYb Ha Wware 1. nepexoauTe Kwary 2 u
ucnonb3yiite parMeHTapHoe CBEPNO ANS CO3/jaHNA BO (hparMeHTe BUHTA BbleMKU Ans
BUIKW (DparMeHTapHo.

Ecnu ¢hparMeHT BUHTA HEBO3MOXHO W3BNeYb Ha LWare 2, NepexoAnuTe K wary 3 n usBnekute
abaTMeHTe NOMOWAI UHCTPYMeHTa ANA yAaneHus, ajarttepa abaTMeHTa unm
u3BnekaTens peab6oBOro abaTMeHTa YHU.

Ounctutenb pe3bbbl (Thread Cleaner)

NpucoeanHUTE NOAXOAALLNIA OYUCT>TTENb PE3bOb
KOpTONeAnYecKoit pykosTke Ans
[MHaMOMETPNYECKOTO K/loya.

OCTOPOXHO BCTaBbTE OUNCTUTENb Pe3bGbl B
WwaxTy BUHTa Y6eauTech, YTO OH NPaBUIbHO
3auenunca B pesb6e

OuncTMTe BCIO Pe3bOy Npu NOMOLYM OUUCTUTENS
pe3b6bl [MoBOpaunBaiiTe O4UNCTUTEND PE3bObI C
nepepbiBaMu, Ha NONOBUHY 060pOTa U Ha3ag,
4TOGbI BLIYMCTUTL U3 Pe3b6bl BOZMOXHbIE
parmeHTb!

N~

w

Mpasa Ha U3MEHEHUS COXPAHEHSI.
Mo 3anpocy MOXHO MOMY4NTb UHCTPYKLMIO Ha APYTUX A3bIKAX

B TOM nnu nHom pervoHe mupa moryt 6bITb AOCTYNHbI HE BCe DentSpIy
ez Slrona

CocTosiHMe nHhopmaLun implant.s
IFU 5610-RU-RU Pep. 2024-02
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WHCTPYKLUS NO MPUMEHEHUIO

®parmeHTapHoe cBepno (Fragment Drill)

. NMpucoeanHnTe (hparmeHTapHoe cBepo K
KOHTPYINIOBOMY HAaKOHEUYHUKY.

NMomecTnTe parMeHTapHoe CBEPNO B LUANHAP
HanpasnswoWKii Ans abaTMeHTa YHN.

. HayHuTe cBepneHne NpoTUB 4acOBOI CTPENKN
(hparMeHTapHbIM CBEP/IOM Yepe3 LUAMHAP
HanpaBnfoWKUiA 4na abaTMeHTa YHN npu
MaKCHManbHOIi ckopocTu BpauieHns (1S00
06/MUH) 1 06UNBHOM NPOMbIBAHUU CTEPUIbHBIM
(h13MONOTrMYECKUM PacTBOPOM.

IN)

w

NPUMEYAHWE: Bblemka J0mKHa GbiTh
pacnonoxeHa B LeHTpe (hparMeHTa BUHTA.

4 CBepnuTe C nepepbiBamu, e NPOMeXyTKax
BblUnLLaliTe BO3MOXHble hparMeHThbl.
MpogonxaiiTe cBEPANTL A0 TeX NOP, NOKa BO
(parmeHTe BUHTa He 6yAeT co3faHa Hebonbluas
nonocTb (BblemMKa).

3

YpaneHne abaTMeHTOB YHU

Ecnu BCe npoune MeToAbl yaaneHus hparmeHTa BMHTa abaTMeHTa He NMOMOraT, yaanute

a6aTMeHT C NOMOLLbIO NHCTPYMEHTa ANA yAaneHus, ajantepa abaTMeHTa unn naenekarens

pe3b60oBOro abatmeHTa YHu

NMPUMEYAHUE:

= [ins n3BneyeHns HenmoBpex/aeHHbIX abaTMEHTOB YHN ¢ 60p03AKaMu UCNONb3YiiTe
VHCTPYMEHT ANS yaaneHus.

= [ins n3BneyeHns HenoBpex/aeHHbIX abaTMeHTOB YHN 6e3 60p03/A0K UCNONb3YiTe aganTep
abaTmeHTa.

[Ons v3BneyeHns abaTMEHTOB YHU C NOBPeX/eHHOI BHYTpeHHelt pesb6oii unu Ansa yaanenna

NOBPEeX/IeHHbIX a6aTMEHTOB YHU B UMNNaHTaTax TX UM UMNNaHTaTax ¢ coenHeHnem EV

ucnonb3yiiTe naBnekaTenb pe3b60oBoi abaTMeHTa YHN.

WHcTpymeHT ans yganenns (Removal

Tool)

1 PasmecTuTe UHCTPYMEHT ANA yAaneHus Ha
abatmemTe.

MPUMEYAHWE: BbICTYNbl HA MHCTPYMEHTE Anst
yAaneHns JOMKHbI 3aLennTbest ¢ 6opo3aKamMm
ANA yAaneHus Ha abaTMeHTe

2. 3aTAHUTE BUHT nomMoL1 0TBEPTKM
WecTUrpaHHow
3. MpucoeanHUTE K UHCTPYMEHTY ANs yaaneHns

NGO POXKOBbIN KN4, NGO opTONeAnyecKyo
PYKOATKY C ANHAMOMETPNYECKNM K/OHOM.
OcnabbTe abaTMeHT. NOBEPHYB €ro NPoTUB
4acoBOW CTPeNKN yBepEeHHbIM KOPOTKUM
[BKEHNEM

5. BpyuHyto OTKpYyTUTE ocnabneHHblit abaTMeHT.

>

6 OcnabbTe BUHT MHCTPYMEHTA ANA yAaneHus, 4Tobsl
0TAeNNTb a6aTMEHT OT UHCTPYMEHTA.

Apantep abaTmeHTa (Abutment Adapter)

1 HemHOro oTeepHuTe CTONOPHYIO raiiky agantepa,
4TO6bI MeXay KonbLyom (O”ng) U MeTan oM nosBUACS
3asop (1-2 Mm)

a

npoussoanTens: Dentsply Implants ManufactuHng GmbH
RodenbacherChaussee 4, 63467 Hanau, Germany
www.dentspivimolants.com
vKWW.dentsoivsirona.com
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2. YcTaHOBWTE aflanTep Ha abaTMeHTe C erkum
Haxumom nanbuamu (5-10 H cwm).

MPUMEYAHME: MNpu ycTaHOBKe afartTTepa Ha abaTMeHT
cnefuTe 3a TeM, YTOGbl 3a30p COXPaHANCA.

He cxumaiiTe KonbLo

w

. 3axBaTuUTe CTOMOPHYIO raiiky POXKOBBIM K/THOHOM
MpuKpenuTe TPELOTOYHbIN KMlOY K ronoBke agantepa
B nonoxenuu IN

5 ﬁTﬂHMTE afanTep, CABUHYB UHCTPYMEHTLI APYT K

IS

L

3aTsHyB agantep, 0cBO60AMTE aGaTMEHT, NOBEPHYB
CTOMOPHY!O raiiKy CUbHbIM KOPOTKUM [ABUXEHNEM
POXKOBOTO K/to4a NPOTUB YaCOBOIi CTPeNKM

7. BpyuHyto OTKpyTUTE OcnabneHHblii abaTMeHT.

3. OtpenuTe agantep oT abaTMeHTa nNpu NOMoLN
POXKOBOTO K/toua 1 KNtoya-TpewjoTKy.

9. 3axpaTuTe CTONOPHY!O raliky Ha aganTepe a6aTMeHTa
POXKOBBIM K/H04OM

10. MpuKpenuTe KY-TPELOTKY K roN0BKe agantepa
abaTmeHTa B nonoxeHun OUT.

11. OcnabbTe aparTT”, OTOABUHYB UHCTPYMEHTbI APYT
oT pyra.

WNaBnekatenb pe3b60Boil abaTMeHTa YHN

(Uni Abutment Retriever)

. BcTaBbTe napnekaresnb pe3b60Boit aGaTMeHTa YHN B

oTBepcTHe ¢ pe3bboii abaTmeHTa

2. MOBEpHUTE NMPOTUB 4ACOBOW CTPENKU, HaxMmas
BHU3, 10 OPUKLWOHHON (hukcayun naenekarens
pe3b60oBOro abaTmeHTa YHN B pesbbe.

MPUMEYAHUE: NHoraa ocTaeTcs TONbKO HEGONbLIOIA
Y4acTOK WaxThl BUHTA, W AOCTUYL (HPUKLMOHHOM
(huKcaLmun CNoXHO. 6 TaKux Cny4asx oTpexbTe um
cownudyiiTe KOHYMK MHCTPYMEHTA 1 NonpobyiiTe eue
pas.

w

MpucoegnHuTe K M3BnekaTento pesb6osomy
abaTMeHTa YHU Nn60 POXKKOBbIN KoY, NM60
opTOoneAnYecKyto PyKOsATKY C AUHAMOMETPUYECKUM
K/04OM

. Mpopgonxaiite noBopaunBaTh NPOTUB 4aCcOBOM
CTPenku, NOCTOAHHO Ha/jaBNnBas BHWU3 40 Tex nop,
noka abaTMeHT He ocnabHeT.
BpyuHy'0 BbIBEPHUTE a6aTMEHT /10 KOHLA

IS

o

Mpasa Ha M3MEHEHUS COXPAHEHbI
Mo 3anpocy MOXHO NONYYUTb UHCTPYKLMIO Ha APYTUX A3blKaX.

B TOM unu nHom pervae waa MOI’yT GbITb AOCTyI‘IHbI HEe BCe D_entsply
uapenus Sirona

CocTosiHMe NHdopMaLun Implants
IFU 5610-RU-RU Pep. 2024-02
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Uluctpyuuuu no npuueuoumo
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TocneRYwlss nalirogenne CETMENTS, NOCT Ly rnnunpu NEDRA KEANMOM NBYSHIN

Euummow p YCTSHORKTS HOBOS KOIMAR
T GROHYEHMM NEVOHIMA ANR NOAASCHEHHA JACNOBLA BANHL XOPOLLIAN MAMMBHE NANICTY P18
POTYIMDHAIS COMGTPR, mmmmﬂm
mumm-vmwm-mm NPaAREPUTENLIIT RyuINan OWICTEA
TPyCiie JM/DRIHIHNR HOOSXOMIO YRANATS CDESY (W ICALHEE ABYX 4ECOR) NOCHE
Sopama TOCTAKM wanncoi ) LETKOH 40 NONMOND OTEYTETRMN BHOLLIHIX HUSHAKOS
K JPRIOHRN,
YNLTPSIRYEOBAN OWICTRS
CHoyey MPUSEONMERTRCA ANMTENLHOCTH BOIRE W EORLIBHTDBLIR, ¥
(hMPAIDS-INOTORMTE M HENOMBIPEMOND YUCTALING CORAOTRA.
ABTOMSTIISCKRA SPTURAYPS
Qs 2ODEXTHBHON SRTOMBTIHECKOR NPOURAYPM TPEDYETCH NPRAGEPUTRRMRS DY HER
Ans ’ IOMBLISATS AR STOr
SOROETY VW CHACTION 1 ABIMHGETLIW, 3 TAOKE CRAACTEA ANR O4HCTI W
Colnopms ANR DLUACTEN 1 DRMMCDORLM
ACINPOBETL W ADHMGHATE CPRACTES AR CAHICTIN # HORTRA ML CONNACHD YIRIAHAAW
DM OMMCTIN C TEPMORBIMHDERLMEA (A0 2

MMWMM’WW-

Mmmmm%mmxnﬂmwm
FETOMETWISCKDA NEXLRRYP N YTREENAEH VW CITY S IARASMEHIN CABAYIOUMX

MATEPHANOS W YCTPORCTS (COTMICHD IS0 15883 W AAMI TIR 30):

« ASTONATHMSCKAH BWMEDAT AT DYMCTIN W J6dakhbanym Tuha G 7838 CD, Mele & Cia. KG,

* Nporpesa owmeTn VARIC TD

Mmmmmoa«m)
OacTa & TeHovwe 10 WiH M TEMNBPATYPe 45-56

3
TEPMORERNDEILIN B TOHSHA 5 N, rwww't:(mam
thmmmmﬂw1mm

" —— abiad nendishar® MediClean forte (0.5 %) / HEATRENMIYLLSE CPEACTRD
‘Wmmmmwmmmwm mzm”ﬂ Or Waigert Hamtnry,
JHIN NOBPENXADH WM Yxoa
Emwmnm}mmwmwmm fiepag Creprwisapses pos HeotmD "
HENOIM 30 es0u .mml:lﬂ“um““ll'nlmmmnl 5 uo"':u'; o :WI . “'."l"'“"“‘w Ao

TAKINA 2IOMEHTEAL KOHCTRYKLIAW, KBX KBHANLI, HECKBOIHING TTESPCTVMA. PEILTA, NOTIKYTROHA W
CONPUKBCAIOLLMOCH NOBIPXHOCTI.
Wmﬁmummmmummm Nposepets

MIganum AOIDRGI XPAHITRCS 8 SENEUATIHMA ODMMHENBHIN YTIRKOBGEY 8 CYXDM MECTS NpW Mmmmcmmm WenpaRHS, MposspeTs
ORHETHOH TRAHPETYPS. TO 8cTe 18-28 °C. EOMINEXTHOCTS N UBNOCTHOCTS TIPEARAPHTRINHO Y
Yrunussuun YIWMMOYIITE vIL00MR C AEDOKTIMN,
ZUTR YTWIHIRLOWE FTINODI ¥ HILEINA COSTIGRBATE SACTRYICLNIE B HACTCRLIIS® POMS Crapermsauan
M8 NP ¥ » BRush cTpane. CTapunuasuyao CARAYAT NPORGIUTE 8 COOTRITUTEMI CO CIRAYILLEN CRENON
Mwymummmnmm movy Guitn 1. MOATCIONLS & CTOPANN BN FOTANK IANBWHUPOSET § NIPRANEIHAWEHLIE ANR ITCRD
NOTAHUPMITHO MKRVLMDORRML W Y LN opaxX, CTRPUNMMILMOHHPIE NEKETW, OACGNOHIING ANA NDOLENM B LISIAK WCNCMICRIHHA &
NPSAYCHUTEOHHWX AT STOR LW, POKOMBHAYELLINE NEDIMSTEINM CTREMMIELINA. YIEN0BKS A0S
Yrmawpyiita DCTPeN NPEAMETH CREIY NOCAR RONOMI00RHNS § CIOLMANLHVE KOHTRRHIM G TPEGOBAHAM CTaHZapTos EN ISO 11807, ANSUAAMI ST79 n AAMI TIR12.
IUPTON OT NPORONOR B CHOTRETCTIM CO CTRMEAPTOM ISO 239071 AN NORAOTEPSLIMUA HE KEAGIOM CTORHIMAMMOHHOM GEKETE SOEIHE NORCYTCTRONATE WILNKKTOR N A3TH
¥ TRASUMPOBANIA, CTOpMIMIRLIN,
Krascz: M Mpercan anxanos 5 coovpereTamy & CaflluH 2.1.3684-21 - 2. Napamevpit (corn. ISC 17665, EN 13060. EN 235 n AAMI TIR12)

Mcnone3osasHeix MU - xiace 6

DononHurenuian mnropMayni A NONLIOBaTeNeH
Ecrm Bul Ansgeete npopuaLyedl 05 GIACHEDE AN #I9HH UIBHTAR KN

YRYALAHM IROPOW LY , CRISAHHOND & NDHMBHIBHISM NGO 1 HEaLMX
e, Wmeﬂmwueﬂwmmsmm
CTpame.

JA3NecaTens pEXGOROH SDBTMONTS Yk
Lini Abusment R CTane no ASTM-F809 TOoBAPHLIS SHEXW
BCE TOSM A JHARN W HIGEAMIR KON AENAOTER COB
Ouncrca H CTepNNMSaLMA . - wnmvmmmmmymwwsmamm
BAKHD: o oo o WCNOML3YRT CHAMONG S 1 ™ B OCHOBMOM TSICTS. TeM HE Mores. koMnama Dentsply Sirone
o TTOpaA NCTIONLIOHEHIIN B KIWHRECHON NDIKTINE 09 RORTIONSHTE! W MHGTRYWEHTS, WTIEIBNLS N8 CTKAIIGTORN OT CHOMX IPEE HGA TOBIPHLAR JAKM, W ABHHMAN ADKYAIT HE MOXAT
DOCTERNSHNLIE § HECTEPMAMHOM COCTOAMIN, CIBRYET CWHCTHTR, NEORSMHOMIPOSETe H Gt HCTOIMOBEN INEND.
NPOCTEPUMIORETE COMAcHO CTAHABPTY (SO 17664 Yenoann
PRIGOPHLIO WHCTPYMEBHTE RSMOHTVOORATE MU OUMCTIN, WX BEIPAWEATCH COONPaTY ANA TRAHCROPTHPOREN
CTOPAIIBLAN TOMBKD B CYXOM COCTORHMI. VISASINA CRRYST TREHCNOPTHPORATS ¥ (EPSSDINTE OTTOPOIHO, N € COSINCASHIONM 0CODRK
YORANTE0n B HYIHILMONRANLHOOTH KONLLA (O-1iNg), YOTAHORNBISION HB anaNTece WOP NPAROCTONGIHOCTM NPH 4 K KIGKROMY THITY MRIMMHCEOND
¢ m;w.cmwmmmm ‘ wagenm, rwmmmpuaf m»mumlﬂmmmmm
o B R ML TR L m m . . '
C €§ 110 SEOPCCY MOKNO NOAYHTE UHCTRYKLING R APYINX SIMNEX
‘ © TOM NI WHOM DRMIONE MR MONYT SeiTh JOCTY N HA ROk \ Deﬂlsply
Nponamoman; Darteply implants Manutacturing GmeH wageswon. S“‘onc
Rodenbacher Chaussee 4, 63457 Hanau, Gemany COCTOR IR WeDOPNBLM implants
www. dertsplvimplants com (FU 5810-RU-RU Peg. 2024-02
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WHCTPYKUNA MO NPUMEHEHMIO

Ycnosua skcnayartaynu
CTomaTonornyeckme KAMHUKn n naﬁopaTopMM

O6nacTb NpuMeHeHus

CtomaTonorua 3y6Has UMNNaHTONOTUS.

Cpok rogHocTH

CPOK FOAHOCTM Nl HECTEPUNbHbIX N3Aennii cocTaBnseT 10 neT.

[apaHTua Ha cucTemy umMmnaaHTaTtoB

[ONns nonyyeHUs NONHON MHHOPMALMM O rapaHTUN Ha U3[EeNNs CUCTEMbI CM NOAPOGHbIE
rapaHTuiiHble yCN0BUS Ha cucTemMy umnnaHTaTos. (Oe-wongj 0]

JocTynHoCTb M3genui

BHVWMAHWE: He Bce usgenus, onucaHHble B AaHHOW UHCTPYKLNUM, MOTYT 6bITb
33perucTpupoBaHb! / paspelieHbl K 06paLieHuto / IMLEeH3NPOoBaHbl Ha BCeX PbiHKax. Ans
03HaKOM/IEHUS C AOCTYNHbIM aCCOPTUMEHTOM M3JeNnii 1 1X onucaHnem, cM. AeiicTByOLW NIt
KaTanor NpoAyKuuu 1 GpoWiopbl MK CBAXMTECL C MECTHLIM ofucom npogax Dentsply Sirona
ANS NONy4YeHus MHhopMaLu 0 AOCTYNHOCTN n3genns

YNONHOMOYEHHbI NpefcTaBUTENb NPOU3BOAUTENS HA
TeppuTopumn Poccuiickoii depepauum

000 «[flesatcnnait CupoHa»
115035. r. MockBa, H36. OBYMHHUKOBCKas, 4. 18/1. cTp. 2. nomely 3H
Ten.:+7 (495) 725 10 87

O6bsCHEHME CUMBO/IOB

HanmeHoBaHne cumBona

i J MpounssoauTtens

[laTa usrotoBneHus

Mcnonb3oBaTb Ao

ILOT Kop napTum

Homep no katanory

é He cTtepunbHo

He cTepunusosaTtb NOBTOPHO
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Mpasa Ha M3MEHEHUS COXPAHEHSI.
Mo 3anpocy MOXHO NONYYUTL MHCTPYKLMIO Ha APYTUX A3bIKaX.

8 TOM WAN NHOM PEervoHe MUpa MOryT GbThb JOCTYMHbI He BCe
usgenus.
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PYyKOBOACTBO MO NPUMEHEHUIO

Astra Tech Implant System® TX
AbatmeHT AP I™ npsamoii, Habop

OnucaHne cucTembl

ACCOPTUMEHT cuCTeMbl MMNNaHTaToB Astra Tech Implant System TX BkntouaeT AeHTanbHbIe
VMMNNaHTaTbl, aUHTbI-3arNyLW KN, TPAHCAECHEeBbIe abaTMeHTbI 1 Apyrue opTonesuyeckme
KOMMNOHEHTBI, & TaKXe Habopbl WPYPruyecknx 1 opToneanyecknx HCTPYMEHTOB.
Mpeagnonaraemelie nonb3oBaTenn

Monb3oBaTensiMn AaHHbIX U34ennit LONKHBI 6bITb MMLEH3MPOBaHHbIE Bpaun/cTomMaTonoru,
o6najgatwline HaBblkaMn paboTbl B eHTaNbHOM UMNNAHTONOTM 1 3apaHee 03HAKOM/IEHHbIE C
nsgenusmu Astra Tech Implant System TX.

KnuHuuyeckas nonb3a u uenesas rpynna nayueHToB

ACCOPTUMEHT CUCTEMbl UMNNaHTaToB Astra Tech Implant System TX paspa6oTaH Ans 3aMeHbl
O/IHOTO NN HECKONbKMX OTCYTCTBYHOLLMX 3Yy6OB Y NaLMEHTOB C LieNbio BOCCTaHOBNEHUS
)eBaTenbHOI MyHKUUK. LieneBoii rpynnoii nauneHToB SABAAOTCA NNLA C MONHOCTbIO
chopMUpPOBaBLIECA YENOCTbIO, HE UMEIOLL e HU OAHOTO U3 NPOTUBONOKA3aHNIA, CBA3AHHbIX C
[LeHTanbHO nMnnaHTaunei

CoBmMecTUMOCTb

V13en1s COBMECTUMbI C aCCOPTUMEHTOM CUCTEMbl UMNNaHTaToB Astra Tech Implant System
TX. KOMNOHEHTbI MOTYT NCMONb30BaTLCA TONLKO BMECTE C OPUTMHANbHBIMY U3LENUAMN 1
VHCTPYMEHTamn

OnucaHune n3pnenna

A6GaTMEHT npsmoii

AGaTMeHT NpsAMoii npeacTaBnAeT co60i LieNbHbI TPAHCMYKO3a/bHblil abaTMEHT,
npeAHasHauYeHHbll 4NA pecTaBpauuii ¢ LeMeHTHOW hukcaymei

AGaTMEHT NPsAMOii UMeeT KOHUYECKOe COeANHeHNE C UMNNAHTATOM, YTO obecneynBaeT
NNOTHOE U CTabUNbHOE COe/iMHEHNEe KOMMOHEHTOB

YnakoBka a63aTMeHTa npsMoro n abaTmeHTa npsmoro APl cHab)eHa LiBeTOBOV MapKupOBKOiA
1COOTBETCTBUM C Pa3MepoM COe/iJMHEHNA nMnnanTaT/abaTMeHT

AGaTtMeHT API NpsiMoii (BK/OYeHbl BCE KOMMOHEHTHI):

t HaGop AGaTMeHT AP| npsiMoit BXOAAT BCE KOMMOHEHTbI, HEO6XOAUMbIE AN PaboTbl C
abaTMEeKTOM NpAMbIM.

< AGaTMeHT npsamoii

= [lepxaTenb Ans a6aTMeHTa NPAMOro

= TpaHchep ANs CHATUA OTTUCKA C NPAMOro abaTMeHTa MeTOA0M OTKPbNOii NOXKM

= AHanor abaTmeHTa NpsAMOro

= Konnayok 3aluTHbIi NnpAmMoro abaTmeHTa

= LunnHap BbXUraeMblii 4ns a6aTMeHTa NpsmMoro

KOMNOHeHTbI NOCTaBNATCSA B UHANBUAYaNbHO yNakoBKe UNK B BUAE HAGOPOB.
NMPUMEYAHUE: MakcumanbHoe BpeMs npe6biBaHNs Konnayka 3aluTHOro npsiMoro
abatmeHTa: 30 AHei

HasHaueHue (MHCTPYMEHTb))

MHOI’OpaSOBbIe noaHOpa3oBble XNpypruyeckmne n BOCCTaAHOBUTE/IbHbIO UHCTPYMEHTbI,
npeAHasHayeHHble AN YCTAHOBKM, YAANeHUs U / UK 3aMeHbl 3yGHbIX UMNNaHTaTOB,
a6aTMEHTOB UAN CTOMATONOTNYECKNX N1aGOPaTOPHBIX MPOAYKTOB C Lie/lblo BOCCTaHOBAEHUS
XeBaTeNbHON PYHKLUMUM naymeHTa. HCTPYMEHTbI MOTYT UCNONb30BaThCA B ABYX PasHbIX
pa60lw|x npouyeccax ycTaHOBKa U yaaneHue Ha ypoBHe uMmnnaHtarta uan yctaHoeka v
yAaneHue Ha ypoBHe aGaTMeHTa.

I'Ipe,quMOTpeHHoe Ha3HayeHune
AGaTMEHT nNpsMmoit

AGaTMEHT NpAMOii Npe/HasHa4YeH AN COeANHEHNS KOHCTPYKLUM NPOTe3a C AeHTanbHbIM
MMNNaHTaToM.

AGaTMeHT NpsmMoii npefcTaBaseT co60i LenbHblil TpaHCMYKO3anbyblili abaTMeHT.
npeaHasHaueHHbI ANA pecTaBpaLnii ¢ LLeMeHTHON huKcaymeii BO Bcex NO3NLUAX B NONOCTY
pTanpu HemMeANeHHOMW, paHHell N OTCPOYEHHON Harpyske.

Konnauok 3awnuTHelil npamMoro abaTmeHTa

Konnayok 3awuTHbIA NPSMOro a6aTMeHTa UCMOMb3YeTCs ANs 3alyuTbl abaTMeHTa 1
npeAoTBpalLEeHNs U36LITOYHOTO paspacTaHns TKaHei

[Nepxartens metannuueckuii DA 4

[llepxatens meTanauueckuit DA 4 ucnonbsyetcs Ans 3axsata abaTMeHTa NpsiMoro 0 4 u
yCTaHOBKU abaTmeHTa npsmoro 0 4 B umnnaHTaT

Oepxartens Ana a6aTMeHTa NPsAMOro

[AepxaTenb Ans abaTMeHTa NPAMOro UCMOMb3yeTCA AN 3axBaTa abaTMeHTa NpsmMoro 0 4 un
yCTaHOBKW aG6aTMeHTa npsAMoro 0 4 B MnnaHTat

TpaHcthep ANA CHATUA OTTUCKA C NPAMOro a6aTMeHTa MeTO[0M OTKPbITOW N0XKN

Tpchmep ANA CHATUA OTTUCKa C NpAMOro abaTmeHTa ncnonb3yeTcsa ANA CHATUA OTTUCKA C
npsmoro abaTmeHTa mMeToaoM 3&KprTOI7I JNIOXKW.

AHanor a6aTMeHTa NpsAMoro

AHanor abaTMeHTa NPsAMOro Npe/cTaBnseT co60i fy6nnkaT abaTMeHTa. UCMONb3yeMoro a
3TaNoHHOI Moaenu.

UnnuHAap BeXKUraemelit Ans abaTMeHTa NpsAMOro

LLI/IﬂVIHAp BbKUTaemblii ansa abaTmeHTa npAMOro Mcnonb3yeTcs B Ka4ecTeBe OCHOBbI Npu
MoaenupoBaHUM BOCKOM U OT/INBKe OKOHYaTenbHOMN pecTtaBpayunu. ,qﬂﬂ NNTbA MOXHO
ncnonbL30BaTh N0GOK MeTann/cnna..

[Moka3zaHuA
YacTuyHasa u nonHas afeHTus

MpoTneBonokasaHunsa

Annepruyeckne peakunn WA runepuyBcTBUTENLUOCTb K UCMONb3YeMbIM MaTepuanam (Cm.

pasgen «<Matepuanbi»)

= [auneHT MOXeT NPOrNOTUTL UV BAOXHYTb Cy4YaiiHO ynaBsline KOMMNOHEHTbI, YTO MOXeT
NpUBECTN K NOBPEX/EHNIO NULLeBapUTENbHON/AbIXAaTENbHOW CUCTEMbI UNN YAyWbK C

Dentsply

Sirona
Implants

Ans 03HaKOMNeHus ¢
VHCTPYKUMUSMN N0 NPUMEHEHNIO 1
C ® rfioccapuem CuMBon0B
nepeiiute Ha caiT
Ku,dentaplvsirona.com

MenKuMK npeaMeTamMu Heo6X0AMMO 06pallaTbCs OCTOPOXHO.

Mepbl NPeoCTOPOXHOCTH

= Heo6x0AnMO TWATeNbHO U3YUNTb aHaMHe3 nayneHTa O6paTuTe ocoboe BHUMaHKWE Ha
cneayloliMe HapyleHNs 3[0POBbA:

= HepaBHO nepeHeceHHbl MHapKT MUokapga (<3 mecsueB)

= HepaBHO NepeHECEHHOe HapylleHne MO3roBOro KpoBooGpalleHus

= HepaBHee NpoTe3npoBaHKe KnanaHoB cepaua
Temopparnyeckuii gnares
= MMmyHocynpeccus
AKTUBHOE NeyeHne 3N10KaYeCTBEHHbIX HOBOOGPa3oBaHNii
= HapyleHne GyHKLUN NeYeHN TAXENOii cTeneHn
SIpKo BblpaXKeHHaa UH(heKLus
ynoTpe6neHune HapKoTUKOB
Mcuxuyeckoe 3abonesanune
BHYTpUBEHHOE NpuMeHeHne 6uctocthoHaToa
HenpaBunbHblii 0T60p/o6enefoBaHne naymeHTa uam Heco60 AeHne UHCTPYKLUKIA No
NPUMEHEHNI0 MOXET NPUBECT K Hey/JayHO OCTeOMHTErpaLnun nnu notepe
OCTEOMHTErpaLmum
= Mepep Kaxpaoit NpoLeaypoit He06X0AMMO Y6eANTLCS, YTO BCe HEOGXO/MMble KOMMOHEHTI,
VHCTPYMEHTbI 1 MaTepuansl MMeloTCa B HE06X0AUMOM KONMYECTBE U NONHOCTbIO
ncnpasHbl
PaalonoXxuTe nauneHTa Tak. YTo6bl ONACHOCTH acnMpalun KOMMNOHEHTOB Gbina cBefeHa K
MUHUMYMY
BCe KOMMOHEHTbI, UCMO/b3yeMble BHYTPU MONOCTU PTa, AOMKHbI 6bITh 3aKpenneHbl 4ns
npeAoTBpaLLeHNs acnupaym U NpornaThiBaHns
M3-3a He6NaronpUATHLIX YCNOBUIA Harpy3K1 MOXeT NPON30iTY Nepenom unu nospexaeHne
MMMNNaHTaTOB, 3aXXMBNSIOLNX KOMNOHEHTOB, KOMMNOHEHTOB NpoTe3a Uau nNpoTesa,
TpeGyloWmX yAaneHns n 3aMeHbl UMMNaHTata Mo3TOMY YCUANSA XXeBaHUA U KOHCTPYKLUS
pecTaBpaLum JOMKHbI 6bITh TLATENLHO OLEHEHbI.
Ecnu 13-3a He6NaronpuATHLIX aHATOMUYECKMX YCNOBUIA MHCTPYMEHTLI He NOAXOAAT UK He
MOTYT 6bITb NCNONL30BaHbI MO APYTM NPUYMHAM, 3aNNaHPOBaHHbIA Kype neyeHns ¢
MCNONb30BaHNEM 3TUX NHCTPYMEHTOB NPOAOMXKATb HeNb3s, CnefyeT nckarb
anbTepHaTUBHbIE BapUaHTbl Ne4eHUs
Bce usaenus, npefgHasHayeHHbIe ANA OJHOPa30BOr0 UCMOMb30BAHUS, HE JOMKHbI
1CNONb30BaTHCA NOBTOPHO Heco6nioaeHe aToil Mepbl NPEAOCTOPOXHOCTI MOXET
NPMBECTN KUHAULMPOBAHWIO UNN paspylLEeHNo KOMNOHEHTOB, a TakxXe K acnupauun nnm
npornatbiBaH1Io
KayecTBO 1 KONMYECTBO KOCTW, MECTHbIE NH(NEKL MM, HAPYLIEHUE HAauyaNbHOTO 3aXNUBNEHNS
UNK Npex/eBpeMeHHas Harpyska — BCe 3TO (haKTOpbl, KOTOpble MOTYT NOBANATbL Ha
BbIXWMBAEMOCTb UMNNaHTaTa. Ha ycnelwHoe 3aXnBneHne 1 OCTEONHTErpaL o MoryT
HEeraTuBHO NOBANATL crejytoline HaKTopbl:
BocnannTenbHble NpoLecckl, ONyxonu, abeLecchl MAKN KNCTbI B 061aCTh YenocTu
HepocTaTouyHas BbICOTa WMV WUPKUHA KOCTN
Hef0cTaTOYHOE NOKPLITUE MATKUMU TKAHAMM
= JlyyeBas Tepanus Ha 3Ty 061acTb B aHaMHe3e
HapyweHus B npouecce 3aXuBNEeHNs KOCTeli U paH (Hanpumep, npu

HEeKOMMNEeHCMPOBAHHOM CaxapHoOM juabeTe)

AYTOUMMYHHble 3a60N1eBaHns
HekoHTponupyemble napadyHKLMOHaNbHbIE NPUBBIYKKA (HanpuMep, 6PYKCUam)
= HepocTaTouyHas rurveHa nonocTu pra
UpesmepHoe ynoTpe6neHue ankorons
KypeHne

HexenatenbHble peakuumn

K HexenaTeNbHbIM peakLusiM, BO3HUKaOLWMUM BO BPeMS UMNNaHTONOTMYECKOT0 NeYeHus,
MOTYT OTHOCUTLCA
< Annepruyeckue peakuun Unn runepyyBCTBUTESbHOCTb KUCMONb3YEMbIM MaTepuanam (Cm.
pasgen «MaTepuansi»)
B/bixaHue nnn npornaTbiBaHne KOMNOHEHTOB MOXET NPUBECTMU K NOBPEXAEHUIO
nuuyeBapuTenbHON/AbIXaTeNbHON CUCTEMbI AU YAYLWILIO
= MMoTepsa umnnaHTarta
< MepuumnnanTitT
= MecTHas Unn cucTeMHas Hgpekuns
Pe3op6uusa XOCTU B pe3ynbTaTe NEpUNMNNAHTUTa WA MeXaHUYeCKoii neperpysku
< Mepenom unu NOBpeX/AeHNEe UMNNAHTATOB, 3aXUB/AIOLNX KOMNOHEHTOB, KOMNOHEHTOB
npoTtesa unu npotesa
Ypaneuue v 3ameHa umnnaiTa
MocneonepaunoHHbIi JUCKOM(OPT, TaKoi Kak.
= OTek
= lemaToma
= BpemeHHOe HapylueHue xeBaTenbHo QyHKLNN
1 Bonb
= 3cTeTuyeckne Unu YHKLMOHANbHbIE OCNOXHEHNS

VHdopmaunsa o MPT-6e3onacHoCTu

Bce usgenus Astra Tech implant System TX. KOTOpble OCTalOTCA B OPraHn3mMe naLeHToB, He
oleHMBannCh Ha 6e30NacHOCTb U COBMECTUMOCTb ¢ MP-cpefjoii OHW He TecTUpPOBanuCh Ha
Harpes, MUrpaLuio unu apTehakTbl n3obpaxeHns B MP-cpege BesonacHocTb usgenuii Astra
Tech Implant System TX B MP-cpeae HeusBecTHa CKaHWpOBaHMWe MauueHTa, y KoToporo
YCTaHOB/IEHO TaKoe n3aenune, MoxeT NPUBECTU K TPaBMe nauueHTa

v

v

MpaBa Ha N3MEHEHNA COXPaHeHb!
Mo 3anpocy MOXHO NONY4UTb MHCTPYKLMIO HA APYTUX A3bIKAX

C€1

MNpownssogutens Oentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
wMTw.dentsplvimplants.com
www.dentsplvsirona.com

Dentsply
Sirona
implants

B TOM unun nHom pervoHe mupa moryt 6bITb AOCTYMNHbI HE BCE
nsgenunsa.

CocTosiHNe UHDOpMaLUN:
1FU 5679-RU-RU Pep 2024-02
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PYKOBOACTBO MO MPUMEHEHUIO

[MowaroBaa NHCTPYKLUNA

KnuHnuyeckue npoueaypsl

BAXHO:

= lepef KIMHAYECKUM MCMOb30BAHUEM NPOBEAUTE OYUCTKY U CTEPUNN3ALMIO BCEX

HECTEPUNbHLIX KOMNOHEHTOB (CM pasjen «O4YncTKa 1 CTepUN3aLmns»)

Bcerga co6niofjaitTe ykasaHHOe 3HaueHNe KPYTALLEro MOMeHTa.

= [pyu pasMeLL,eHnn Un CHATUN KOMNOHEHTOB y6eAnTech B JOCTATOUHOI MPOYHOCTH
3axBara MexzAy KOMNOHEHTaM1 1 UHCTPYMEHTOM

CynpacTpyKTypa O/KHA UMETb NacCUBHYH NOCaAKY Ha 36aTMeHTax Ans
NPeAoTBPALLEHUS HATSKEHWUSI UMNNAHTATOB

A6aTMeHT npAMOit

1 V3BNeKMTe KOMMOHEHTbI NpoLecca 3aXNBNEHUSA, €CN NPUMEHNMO

2. 3axBaTuTe NpsAMOIi a6aTMEHT C NOMOLLbI0 COBMECTUMOTO WHCTPYMEHTA B COOTBETCTBUN C
Tabnuuei, npeacTaBneHHO Hke

MPUMEYAHWE: Mpu ncnonb3oBaHUn KNOY ANS yCTaHOBKK abaTmMeHTa npsmoro EV 0 3.3 0

4 HanpaBbTe CTPeNKy Ha OTBepPTKe K NNOCKOW NOBEPXHOCTN abaTMEHTa 1 NpumKmMuTe

OTBEPTKY K a6aTMBHTY

Hapenn*
Mpamoii a6aTmeHT 0 510 6
Mpsmoii abaTmeHT 0 4

HHcToymeunt
MecTuroaHHas oTBepTka * pykosTka OTBeOTT
Mpsiknoii umnnakTosog EV 0 3.3 0 4  pykosTKa
0TBEOTKM
Mepes ycTaHOBKOI a6aTMEHTOB NMPOMOiTe BHYTPEHHIOW reOMeTPUI0 UMNNaHTaTa
CTEpPUNbHLIM QU3NONOTUYECKUM PACTBOPOM.
YCTaHOBUTE NpsAMOii a6aTMEHT Ha UMMNAHTaT.
. YTo6bl NpeAoTBPaATUTL HENPaBUAbHOE NpUNEeraHne U BO3MOXHYIO yTeuky, y6eanTech, Yto
KOMMOHEHT YCTaHOBNEH NPaBUIbHO
VicnonbayiiTe 0fHY U3 OTBEPTOK U jHAMOMETPUYECKNit
KoY, YTOGbl 3aTAHYTb NPAMOIi abaTMeHT ¢
PEKOMEHAYEMbIM KPYTALUM MOMEHTOM 25 Hem.

w

o

o

fepxaTenb ana abaTmeHTa npsamoro/MeTtannuyecknii gepxatens DA 4 (He
BXOAWUT B KOMNEKT)

NPUMEYAHWE: flepxxaTtens Ans abaTMeHTa npsimoro/MeTannuyeckuii gepxatens DA 4
MOXHO WUCMO/b30BATL TONLKO BMECTE C AMHAMOMETPUYECKUM Kntouom (Ne 3akasa; 24075).

1 WN3BnekuTe KOMMOHEHTHI MpoLecca 3aX1BEHNSs, ecu
npUMeHMo

2. MpukpenuTe BbIGPaHHbIN fepxaTenb K NPSIMOMY aGaTMBHTY.
3. Y6eauTech, YTO epxaTeNb yCTAHOBEH NPaBUNbHO

4. Nepey, ycTaHOBKOW a6aTMEHTOB NPOMOWTE BHYTPEHHIOK
reoMeTpuio UMNAAHTaTa CTePUNbHLIM BU3MONOTUYECKUM
pacTtBopom.

. YcTaHOBUTe NpsiMoii a6aTMEHT Ha UMNNaHTaT.

. YToGbl NpeoTBPATUTL HENPaBUIbHOE NpUIeraHne n
BO3MOXHYI0 yTeUKy, y6eUTECh, YTO KOMNOHEHT YCTAHOBNEH
npasuIbHO

o o

7. TpucoeAnHNTe AUHAMOMETPUYECKUI KNIOY K AepXKaTento 1 3aTaHUTe Npamoii abaTMeHT ¢
PEKOMEH/lyeMbIM KPYTALMM MOMEHTOM 25 Hem.
Bo Bpems npoleaypbl CNeno HajaBnuBaiiTe Ha jepXaTe/b N0 HaNpaBNeHWNio BHU3
Moandukauns abatmeHTa npamoro (no Boi6opy)
NMpu He06X0AMMOCTN NPAMOIi a6aTMEHT MOXHO YKOPOTUTbL ANs 06ecneyeHns OKKN03MOHHOTO
3asopa.
MPUMEYAHWE: BaxHO NPOMHGHOPMUPOBATL 3yGHOrO TEXHMKA O CHUXEHUN OKKI03UK

C€

Mpowussoantens Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
www.dentsplvimDlants.com
www.dentspivsirona.coffl
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NasepHas rpaBupoBKa Ha abaTMeHTe NPAMOM 06ecneynBaeT TOUHbII
VHANKATOP YKOPOUYEHUs Ha | MM. 3TO rapaHTUpyeT coXpaHeHue
[l0CTaTOYHOTO KONMYeCcTBa MaTepuana AN YAepXaHus U GPUKLMOHHOTO
3axBaTa, HeOGXOAMMOro BO BPEMS YCTaHOBKM

YT06bl 06EcneunTb nAeanbHylo NocafKy NOCTOSHHOW KOPOHKM, YKOpOTUTE
npsmMoit a6aTMEHT YyTb HIKe Na3epHO MapKUpOBKU.

MPUMEYAHWE: Konnayok 3aluTHbI NpsAMOro abaTMeHTa MOXeT no-
npeXHeMy UCMONb30BaTLCS Ha NPSMOM abaTMeHTe.

TpaHcthep 418 CHATUS OTTUCKA C MPAMOTO

abaTmeHTa mMeToaoM OTKprTOVI NOXKN

CoBMECTUTE PyuKy Ha TPaHCHepe A/st CHATUS OTTUCKA f
npsiMoro a6aTMeHTa METOAOM OTKPLITOM JIOXKKM C

MN0CKO NOBEPXHOCTbIO MPSIMOTO a6aTMeHTa

HagaBuTe Ha TpaHc(epe AN CHATUS OTTUCKA C

npsAmMoro abaTMeHTa MeTOAOM OTKPLITOM OXKYN A0

ujenyka

CHAMUTE OTTUCK METOZOM 3aKPbITOM SIOXKKY C

NOMOLLbI0 31aCTOMEPHOTO OTTUCKHOTO MaTepuana.

MpoBepbTe OTTUCK HA NPEAMET NPaBU/IbHOI 1 CTaBUNbHON PETEHL MU OTTUMHOTO
matepuana 1 TpaHcgepa ANs CHATUS OTTUCKA C NPSIMOro a6aTMeHTa MeTOA0M OTKPbLITON
TIOXKKM
5. OTnpaBbTe OTTUCK B 1a60PaTOPUIO ANsi M3TOTOBNEHNS OKOHYATENbHOM pecTaBpauum.

Konnayok 3aluTHbI NpsiMoro aéaTtMeHTa

IN)

w

IN

MPUMEYAHUE: Konnayok 3aluTHbIA NpsMoro abatMeHTa UCNONb3yeTcA B Ka4ecTBe
BPEMEHHOTO peLleHns N160o Kak ecTb, 1160 B Ka4eCTBE OCHOBbI ANl BPEMEHHOTO PelleHuns

BbIpOBHSIiTE NNOCKME NOBEPXHOCTY 3alUTHOTO KOMNayYkKa
npsAmMoro abaTMeHTa 1 npsiMoro abaTmeHTa

anI)KMVITe SHLLWITHhIﬁ KOnnavok npsmoro abaTMeHTa K
npsiMoMy 36aTMEHTY 0 LjenyKa.

AN Hagnexatiei peTeHUUn UCNonb3yiiTe BpEMEHHbII
LemeHT

g

MPUMEYAHWE: Y6eanTech, 4TO 3alWUTHbIA KONNAYOK
npsiMoro a6aTMeHTa NONHOCTbLIO NpuneraeT K aGaTMBHTY

LleMeHTMpoBaHMe NOCTOAHHON pecTaBpayuu.
1 LieMeHT Ans OKOH4YaTenbHOIi pecTaBpaLum.

CnepyiiTe NHCTPYKLUNAM NPOU3BOANTENSA LieMeHTa. 1 K
2. TONHOCTLIO YAANUTE U3NNLWKKN LIEMEHTA Y KPaH MOCTOSHHOM

pecTaspauuu.

NaGopaTopHble Nnpoueaypbl

AHanor aGaTMeHTa NpsMOro

1 COBMECTUTE NAOCKYH NOBEPXHOCTbL aHanora abaTMeHTa
NPSIHOTO C MIOEXOM NOBEPXHOCTbLIO BHYTPY TpaHcdepa Ans
CHSATWUA OTTUCKA C NPAMOro abaTMeHTa MeTOJ0M OTKPbITOI
NOXKM

2. HapasuTe Ha aHanor abaTMeHTa NPsMOro BHYTpU TpaHchepa
ANA CHATUS OTTUCKA C NPAAMOTO aGaTMeHTa MeTof0M
OTKPBITON NI0OXKKM MOKA OH He 3alLe/IKHETCS Ha MecTe.

3 3aneiiTe OTTUCK BLICOKOKAYECTBEHHBIM TUNCOM.

AHanor npsiMmoro a6aTmeHTa

NazepHas rpaBupoBKa Ha aHanore abaTMeHTa npsAMoro o6ecneynsaet
TOYHbI/ MHAMKATOP YKOPOUYeHUst Ha 1 MM. UTO6bl 06ecneynTb
uAeanbHyto NOCaAKy NocTOSHHOM KOPOHKM, YKOPOTUTE aHanor
abaTMeHTa NPAMOro YyTb HUKE N1a3epPHO MapKUPOBKK

MPUMEYAHWE: Ecnu Ucnonb3yeTcs BbKUTaeMblii LUAVHAD NPAMOro
abaTmeHTa, 06A3aTeNbHO OTPerynnpyiTe ero No yKOpoyeHHomy
aHanory npsmoro abaTtMeHTa.

LUunuHap BbXKUraemblii fna a6aTMeHTa NpsMoOro
BbXWUraemblii LMAMHAP ANS NPAMOro aGaTMeHTa MMeeT BCTPOEHHOE NPOCTPAHCTBO ANs
LemeHTa

NPUMEYAHWE: He BbIXWUraiiTe BOCK U NAACTUK CAUWKOM 6bICTPO 3TO
MOXeT npusecTn K[J'e[beKTaM maTtepunana 3anoNHeHUsI/0TNNBKN

YCTaHOBUTE BbIXKWUTaeMblii LUANHAP ANA abaTMeHTa nNpsaMoro
Ha aHanor abaTMeHTa NpsMoro.
. CoBMecTUTe «AbIMOXOA» BbDKUFAaEMOro UnunnHapa ana
npamoro abaTMeHTa c NIocKoi NOBEPXHOCTbIO aHanora
npsMoro a6aTmMeHTa
M13roToBbTE NOCTOSHHYIO pecTaBpaluio

N

w

Mocnepywuwee HabnwogeHne

M0 OKOHYaHUK NeYeHUs BaKHO CO6GNI0AATh TIATEbHYIO TOTMEHY MONOCTY PTa, a Takke
NPOXOAUTb PErynsipHbie KOHTPONbHbIe 06CNef0BaHNA

I'IpaBa Ha N3MEeHeHNA COXPaHeHb!
Mo 3anpocy MOXKHO MOMYYUTL UHCTPYKLMIO Ha APYTUX s3bIKaX

Dentsply

Sirona
Implants

B TOM 1N MHOM permoHe Mupa MoryT 6biTb 4OCTYMHbI He BCe
nsgenua

CoCTOsiHME UH(hopMaLMK:
IFU 5679-RU-RU Pep. 2024-02
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PYyKOBOZCTBO NO NPUMEHEHWIO

PDopMbl MOCTABKN - YCNOBUA XpaHeHus - YTunusauuns
MocTasBka

MPUMEYAHWE; He ncnonb3yiite n3fenns B cnyyae o6HapyXeHUs Kaknx-nn6o HapyLeHuit
LUEeNnoCTHOCTKM yNnakoBKn

V3penue CocTosiHue npun

rH>CTaBKe

OpauopasoBoe/w i Oxugaemblii cpok
oropasoBoB mccnayaTtauum
KCNONbMMHMe

Ons ogHopasosoro 20 net

46aTMEHT npsiMoii HecTepunbHblii

MCNoNb30BaHUsA
Konrrauok 3awuTHbli HecTepunbHblii Ons ogHopasosoro 30 AHeit
npsamoro abaTtbleHTa 1cnonb3oBaHus
[epxartens HecTepunbHblii Ona 20 ner unu go
(«eTannuyeckuit DA 4 MHOropasosoro ii3HOca
<1CNO/L3083HAA
[epxaTtens ans HecTepunbHbiii Ana 5netunv go
abaTMeHTa npsMoro MHOropa3oBoro B3HOCA
4cnonb3oBanns
~6aTMeKT NpsMoii HecTepunbHblii [ins ogHOPa3oBOro 1 Mcnosib3oBaHue
TpaHchep Ans cHATUA &£NoNb30BaHNA

3TTUCKa METOAO0M
OTKprTOVI NTOXKKKN
AHanor abaTmeHTa

HecTepunbHblii [ns 04HOPa30BOro 1 UCNoNb3oBaHe

TPAMOro KCNONb30BaHUs
LUMnuHap BbbKMraemblii  HecTepunbHbIi [ns ogHOPa3oBOro 1 ucrionb3oBaHue
1159 a6aTMeHTa nosmMoro ncnonb3oBaHus

BI/I,q pasmMmep n, eCnn NPUMEHUMO, Yyron HaknoHa KOMMNOHEHTOB yKa3aHbl Ha 3TUKeTKe
npoaykTa

XpaHeHune

N3penus cneyeT XpaHnTb B CYXOM MecTe Npu KOMHaTHO Temnepatype, Te 18-25 *C. a
OpUTMHanbHOI ynakoBKe B YCNOBUAX, 06bIUHbIX 411 CTOMATONOTMYECKUX KaBUHETOB
Ytunusauunsa nsgennii

Ons yTuansauun ynakosku v nsaennii cobnioaaiite geiicteytolne B HacTosllee Bpema
HalMoHanbHble NpaBuna yTUnn3aLyum oTxoA0B B Balweii cTpaHe

VIHCTPYMEHTbI 1 KOMMOHEHTHI, KOTOPble MCMO/L30BaNNUCh B NONOCTU pTa NalMeHTa, MoryT
6bITb MOTEHLNANBHO UH(ULNPOBAHbI 1 AOMKHb! GbITb 6e30MNacHO YyTUAM3MPOBaHbI B
KOHTeliHepax, npegHa3Ha4YeHHbIX ANs 3TON Lenn

Knacc MefULMHCKNX OTXOA40B B cOOTBEeTCTBUN ¢ CaHMuH 2 1 3684-21 -
Mcnonb3osaHHbiXx MU - Knacc b.

He ucnonb3oeBHHbIX M U - knacc A.

MaTepuansi

Vspenve 1aTBoOMB/

A6aTMeHT npsiMoii TuTaHoBbli cnnas (Ti6AI4V-ELI) B coors cASTM-
-136 nnn

Y wnTaH Knacca 4 a coots ¢ ASTM-F67
Konnayok 3awuTHbIi NpsaMoro 1K (Monukap6oHart)
abaTmeHTa
[eoxatens metannunyeckuit DA 4
[Jeoxarenb Ans abaTMeHTa NoAMOro
TpaHcdep ANA CHATUA OTTUCKA C
TPAMOro a6aTMeHTa MeTO/0M
3TKPBITON NOXKM
AHanor abaTMeHTa nNpsMoro
Lununap BbhXuUraemblii gns
abaTMeHTa NpsMoro

HepXaselowasa cTanb B cOOTB. ¢ ASTM-F899
1C® (nonucynb®oH!
1N (Monunponunex)

Hepxagetow,as ctanb B coots8 CASTM-F699
IMMA (noanmeTunmBrakpunar)

Ounctka n ctepunmsauyms

BAXHO: Mepea ncnonb3oBaHWEM B KNMHUYECKON NpakKTUKe BCE KOMMOHEHTbI U MHCTPYMEHTHI,
NnocTaBNeHHbIe B HECTEPUNILHOM COCTOAHNN, CNeflyeT OUNCTUTb, NPOAE3NHAULNPOBATbL U
npocTepunn3oBaTth COrnacHo ctaHfapty I1ISO 17664 Pa36opHble UHCTPYMEHTHI
AeMOHTNPOBATL ANS OYNCTKM WX paspeliaeTcs cobupaTb ANs CTEPUNN3ALMN TONBKO B CYXOM
COCTOSIHUN.

MpeaBapnTenbHas pyyHas ouncTka

rpy6bie 3arps3HeHUs He06X0ANMO YAANATb HEME/NEHHO (MaKCUMYM B TeYeHUE [iBYX YacoB)
nocne UCNONb30BAHNA MANCOI HENOHOBOIA LWETKON A0 MONHOTO OTCYTCTBUS BHELIHUX
NPU3HAKOB 3arps3HeHns

YnbTpa3BykoBas ouncTKa

CnepyeT npuaepXnBaTbcs ANNTENbHOCTU BO3AENCTBUSA U KOHLLEHTPALMiA, yKa3aHHbIX
npousBoAMTENEM UCMONb3YEMOTrO MOIOLIErO CPEACTBa

ABTOMaTUYeCKas npoueaypa

Ana athheKTUBHON aBTOMATM4YeCKON npoLeAypbl TpebyeTcs npeaBapuTensHas pyyHas
ouncTka
[na aBTOMaTU4ecKoii Npoleaypsl cneayeT UCNONL30BATh NPejjHa3HaueHHbIe ANA 3TOro
annapaTtbl AN OUACTKU U A€3MHCPEKLNN. a TakKe CPeACTBa N1 OYUCTKU W HeliTpanusaumn
Co6ntofaTh yKasaHus NpousBoANTENs annapaTa 418 OUNCTKN 1 je3nHCpeKLyun [lo3nposaTb 1
NPUMEHATbL CPeACcTBa ANSA OYNCTKM W HeliTpanu3saLm COrnacHo ykasaHuam nponssoantens
PeKoMeHAyeTCcs NporpaMma O4YUCTKU ¢ TepmogesnHdekuneid (Aor 30(X))
[Ns 04MCTKN peKOMeHAyeTcs UCNoNb30BaTh BOAY ONpeAentHMOro KauecTsa -
[leMUHepannu30BaHHy BOAY U BOAY, COOTBETCTBYIOLLYI0 3TO/ CTENEHU YNCTOTbI
MeTo/ aBTOMaTNyYecKoii npoueaypbl Gbln YTBEPXAEH ANS Cy4YaeB NPUMEHEHUS CNeayoLLnX
maTtepuanos v usgenuii (cornacHo ISO 15883 n AAMI TiR 30)
= ABTOMATWYecKWii annapat AN OYUCTKW U Ae3nHcpekuun Tuna G 7836 CD. Miele & Oe KG.

Gutersloh
= Mporpamma ounctku VARIO TD

MpesBapuTeNnbHOE NPOMbIBaHUE XOTHOAHON BOAOW (4 MUH)

OuuncTtka B TedeHne 10 muH npu Temnepatype 45-55 *C

HeliTpanusalusa 6 MuH

MpoMexyToyHoe NPOMbIBaHNE XONOAHOI BOAOI 3 MUH

C a

Mpowussoautens Dentsply Implants Manufacturtng GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.tlentSPIvtmolantB.com
www.dentsDlvsirona.com

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CocTosiHMe MH(hopmaLun

Cywka B TeyeHne 30 MuH npu TemnepaTtype 105 *C

= Motouiee cpegetBo neodisher® MediClean forte (0,5 %) / HeliTpanusyiolee cpeicTBO
neodisherS Z
(0,1 %), Dr Weigert, Hamburg

yxopn

Mepep crrepunusayueil Bce n3fenns Heo6XoANMO OCMOTPETb Ha NpeaMeT enanmMbX
3arpA3HeHNN, yXy/LWeHNs CBOMCTB 1/unu Kopposun. Oco6oe BHUMaHUe crefyeT yaensTh
TakuM 3/ieMeHTaM KOHCTPYKUWU, KaK KaHanbl, HECKBO3Hble OTBEPCTUSA, peSbﬁa, NOAHYTPEHUA 1
conpuKacalLnecs NoBepxHOCTyH

Bu3yanbHO npoBepbTe BUAMMOCTb W YNTAeMOCTb BCeX 0603HaueHnin Ha nsgenuax lposepbTe
conpsraeMble KOMMOHEHTbI Ha NpeAMeT NPaBUNbHON C60PKN U PYHKTANOHANLHOCTN
Y6eAnTeCh, YTO U3LENNA C NOABMKHBIMU fleTansiMn pa6oTaloT ucnpaBHo [lposepbTe
KOMMNEKTHOCTb U L4eI0CTHOCTb NPeABapuTeNbHO YCTaHOBAEHHbIX KOMNOHEHTOB

YTunusupyiite usgenus ¢ geekramm

Crtepunusauyua

CTepunusauuto cnegyeT 1poeoAnTb B COOTBETCTBUN CO CnefytoLei cxemoi

1 MNoproToBKa K cTepunnsaunn: [letann sanaMMHMpoBaTh B NpeAHasHavyeHHble ANA 3TOro
cTepunn3aLMoHHble nakeTbl, 0406PeHHbIe ANA NpoAaxm (ans pbiHka CLUA: paspelieHHble
FDA) B Lensix UCNONb30BaHNA C PEKOMEHAYEMbIMU NapamMmeTpamMun cCTepunnsayumn Ynakoska
AO/MKHA COOTBETCTBOBAaTbL Tpe6oBaHUAM cTaHgapToB EN I1SO 11607, ANSI/AAMI ST79 u
AAMI TIR12.

Ha Ka)K,qOVI CTepManOﬁ ynakoBKe A0/DKHbI 6bITb UHAMKaATOp cTepunnsaunn n gata
cTepunnsauun

MapameTpsbl (corn 1SO 17665. EN 13060. EN 285 n AAMI TIR12)

N}

NeTog Cnoco6 Febinepatypa AnutensiocTb Bpems
Bo3jeicTBUA* Cynxm

Meperpet AuHamuuyeckoe yaaneHue 134°C 3 MWH 20 MuH
biinap  Bo3gyxa
(EC-) [npeaBapuTensHoe

)aTymupoBaHue)
MNeperpeT OunHamuyeckoe yaanenue 132 ‘C (270 *F) 4 muH 20 MUH
biii map  to3gyxa 136 'C (275 *F) 3 mMuH

npejsapuTensHoe

eato/ymnooBaHuel
MeperpeT YpaneHune Bo3gyxa 121 «C(250°'F) 30 mMuH 20 muH

bl Iap  rpPaBUTALMOHHBIM

cnoco6om

' YKasaHa MUHUMaNbHas ANUTEeNbHOCTb BO3AENCTBUSA, Ha NpaKTUKe 06paGoTKa 06bIYHO
3aHuMaeT 6onblue BPEMEHN N MOXXEeT pa3nnyaTbCA B 3aBUCMMOCTM OT annapata

*' Monb3oBaTenu B cTpaHax EC 06s3aHbl CO6MI04aTh BbiENPUBEAEHHbIE NAapaMeTpbl Npu
cTepuau3alL M neperpeTbiM Napom

3 Ycnosusa XpaHeHunsa; CTSpVIﬂVI3OBaHHhIe KOMMOHEHTLI ceAyeT XpaHUTb a Cyxom u
He33nblNexom mecTte npu KOMHaTHoO Temnepartype

JokymeHTaumnsa

YT06bl 06ecneunTb 0TCNexnBaemoCTb, Mbl pEKOMeHJyeM BHOCUTb HOMEP No KaTtanory un
HOMEp napTuu, yKasaHHble Ha 3TUKEeTKe, B MEULMHCKYIO KapTy nauueHTa
JononHutenbHaa nHgopmauusa gns nonb3oBaTtenei

Ecnun 8bl Bnageete nHhopmalmeii 06 OnacHbIX 415 XU3HU NHLUAEHTAX UIU Cepbe3HOM
YXYALEHNN COCTOAHNS 3,0POBbA NaLMeHTa, CBA3aHHOTO C NPUMeHeHMeM N6Oro U3 Halwnx
u3genuii, npocum coobLnTL 06 3TOM Ham (B KoMnaHuto Dentsply Slrona) n coTpyAHuKam

MmnnaHTUOMeEbIOe u3genue BasoBblit Homep UDI-DI
TutaHoBble abaTMeHTbl ATIS TX 1 BUHTHI 0739253227172Y5
abaTtmeHTOe

Mnactmaccosble abaTMeHTbl API ATIS TX D739253227174Y9

TOBaprIe 3HaKun

Bce TOBapHbre 3Hakn n HaspaHuAa KOMMaHuii ABNAITCA COGCTBEHHOCTLIO UX COOTBETCTBYHLWMNX
Bnagensues. ,ﬂﬂﬂ ynyydweHns YntaemoCcTn JOKyMeHTa ANA HalnX KIMEeHTOB KOMNaHua
Dentsply Sirona Implants He ncnonb3yeT cCMMBONBLI® U N B OCHOBHOM TekcTe TeM He MeHee
KomnaHus Dentsply Sirona He 0TKa3bIBaeTCA OT CBOMX MPaB Ha TOBapHble 3HaKK, W AaHHbI it
AOKYMEHT HEe MOXeT 6bITb UCTONKOBAH MHaYe

Ycnosusa TPaHCNOPTUPOBKN

V13genns He06X0ANMO TPAHCNOPTMPOBATL U NEPEHOCUTL C CO6MI0AeHNeM 0COGbIX Mep
NpeAoCTOPOXHOCTY, MPUMEHUMbIX K KaXKAOMy BUAY MEAULMHCKOTO U3fenus, npn Temnepartype
oT-30 g0 60 'C 1 coOTBETCTBYIOLLEN BNaXHOCTU He 6onee 80 %

Ycnosusa aKcnnyartauunn

CToMaTonornyeckne KNMHNKM n naGopatopum

N3penus MOXHO cnonb3oBaTb (NOCNe YCTaHOBKW) Npu TemnepaTtype oT *32*C go *42*C
O6nacTb NpUMeHeHus

CTomatonorus [leHTanbHas UMNNaHTonorus

CpoK rogHocTu
HectepunbHoe usgenue -10 net

FapaHTUs Ha CUCTEeMbl UMMNIAHTATOB

I'IonHyro MHmopmaumo O rapaHTun Ha CUCTervbl UMNNaHTaToOB CM. B I'IOApOGHbIX NONOXEeHUAX
CM B I'apaHTVIVIHOM TanoHe Ha CucTeMy MMNNaHTaToB - ,.)

[ocTynHoCTb nsgenus

BHVWMAHME; He BCce NpoAyKTbl, ONUCaHHbIE B AAHHOW WHCTPYKLMK, MOTYT GbiTb
0/,06PEHbI/BbINYLLEHbI/IMLEH3NPOBaHbI PETYNATOPHLIMU OPraHaMi Ha BCeX pbiHKaX
O3HaKOMbTECh C TEKYL{MM KaTanorom NpoAyKuum 1 6politopamu, 4To6bl 03HaKOMNUTLCS C
acCOPTUMEHTOM W3/leNNnii U penpe3eHTaTUBHLIMU (HOTOTpahUiMIN N3AENUN UK CBAXKUTECH C
MeCTHbIM OPMCOM NpoAax KoMnaHuu Dentsply Sirona. 4ToGbl y3HaTb 0 HANUYUN NPOAYKLUM

I'IpaBa Ha U3MEHeHUss COXpaHeHb!
Mo 3anpocy MOXHO NOMYYNTL MHCTPYKUMIO Ha APYLIX A3bIKaX

Dentsply
Sirona
irtipUints

B TOM nnn nHom pernoHe mupa moryt 6bITb AOCTYNHbI HE BCE
unspenva.

IFU5679-RU-RUPeA 2024-02
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PyKOBOLCTBO MO NPUMEHEHUIO

TepmopesnHdekyms B TeueHne 5 MuH. npu Temnepatype 90 *C (Ao r 3000)

YNoNHOMOYEHHbI NpeacTaBUTENb HA TEPPUTOPUM
Poccuiickon depepaymn

000 ‘feHTcnnaii CupoHa’
115035, r. MockBa, OBUYMHHMKOECKast HabepexHas, 4. 18/1, cTp. 2, nomeweHne 3H
Ten; *7 (495) 725 10 87

PekopueHgyemblii KpyTAL N/ MOMEHT NpU 3aTATUBAHUN ANS OKOHYATENbHO
yCTaHOBKM cocTaBnset 2S Hem,

O6bACHEHWE CUMBOJ/IOB

Cumson HasBaHune

MpoussoauTens

[aTa npousBoAcTBa

Vcnonb3oBaTk 40
| lot | Kog napTtun
|ref]|

Homep no Katanory

HecTepunbHblit

He ncnonb3oBatb, ecnun ynakoBKa rnospexjeHa

3anp9T Ha NOBTOPHOE NpUMeHeHune

06paTnTech KWUHCTPYKLUN NO NPUMEHEHNIO

(1]
Ce/CEs

&only

EBponeiickoe CooTBeTcTBME (EC)

TonbKo no peLenTy Bpaua.

(BHuMaHue! B cOOTBETCTBUM C 3aKOHOAATENbCTBOM CLUA,
npojaxa jJaHHoro npenapara MOXeT NPON3BOAUTLCS TONbKO
cTOMaToNoramMu N Bpayamu, UMeLMn NULEH3NI0 Ha
ocylecTBNeHne MeULMHCKO AeATeNbHOCTH, NM60 No 1X
npeAnuncaHmnio.)

I/l MegnumHcKoe usgenne

O OfAnHapHas cuCTeMa CTepUbHOTo 6apbepa

a

y Mpounssogntens Dentsply Implants Manufacturing GmbH
RoaenOacher Chaussee 4, 63457 Hanau, Gerrnany

www-dentsolvsirona.com

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

MpaBa Ha U3MEHEHWUSI COXPAHEHI.
Mo 3anpocy MOXHO NOAYYUTL MHCTPYKLMIO Ha APYTUX A3bIKaxX

B TOM MM MHOM PETOHE MUPa MOTYT GbITb AOCTYMHbI He BCE
usgenus

CocTosHne nHgopmayum:
[FU 5679-RU-RU Pepg 2024-02

Dentsply

Sirono
implants
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PYyKOBOACTBO MO NPUMEHEHUIO

Astra Tech Implant System® TX
AbGaTMeHT LapoBULHbIN

OnucaHne cucTemsl

ACCOPTUMBUT cucTeM UMnnaHTaToB Astra Tech Implant System TX BknouvaeT fjeHTanbHble
MMMNNAHTaTbl, anHTbI-3arNyWKN, TpaHcAecneBbie abaTMeKTbl U Apyrie opToneanyeckne
KOMMOHEHTBI, & TaKXXe XUPYpPruyeckne 1 opTonegnyeckne MHCTPYMEeHTbI.

Mpeanonaraemble Nonb3oBaTenu

Monb3oBaTensMu AaHHbIX U3AENUA LONKHBI BbiTh NNLEH3MPOBAHHbIE BPA4YM/CTOMATONOTY UMK
3yGHble TEXHUKM, 06NagakM” HaBblkaMn paboThl B eHTaNbHOW UMNNAHTONOTUN U 3apaHee
03HaKOMANEeHHble ¢ n3genusimu Astra Tech Implant System TX.

KnuHnyeckas nonb3a v uenesas rpynna naynmeHTos

Cuctema umnnanTtatos Astra Tech Implant System TX paspa6oTaHa Ans 3aMeHbl OAHOI0 AN
HECKONbKUX OTCYTCTBYIOLIMX 3y6OB Y NALUNEHTOB C Lie/1bi0 BOCCTAHOBNEHWS XeBaTebHOIA
(yHKUUK. LleneBoii rpynnoii naLuneHToB ABNAIOTCA NMLA C NONHOCTLIO ChopmMupoBaBLeiica
UeNioCTbio, HE MMeloLL e HIN OJHOTO U3 NPOTUBOMOKA3aHWiA, CBA3AHHbIX C JeHTanbHO
uMnnaHTaumei.

CoBMecTMMOCTb

V13fen1s cCOBMECTUMbI C OPTONEAMYECKUM aCCOPTUMEHTOM CUCTEMbI MMNNaHTaToB Astra Tech
Implant System TX. KOMNOHEHTbI MOTYT UCMO/b30BaTbLCS TONLKO BMECTE C OPUrMHANbHBIMI
U3AeNNAMU N UHCTPYMEHTaMU.

OnucaHue n3pnenna

AGaTMEHT WapOBUAHbINA - 3TO LieNIbHbIi TPAHCAECHEBbI abaTMeHT, NnpeaHa3Ha4YeHHbli Ans
pecTaBpauuii Ha WapoBUAHbIX aTTauMeHTax.

AGaTMEHT WapOoBUAHbIN COEUHAETCA C MMNNAHTATOM NOCPE/ACTBOMKOHNYECKOTO COeAMHEHNS!
. 6narogaps yemy floCTUraeTcs NPOYHOE U HafleXXHOe KpenneHne Mexzay KOMNOHeHTaMu
YnakoBka 36aTMeHTa LapoBUAHOTO UMeeT LBETOBYIO KOAVPOBKY B COOTBETCTBUM C Pa3MepoM
COe/IMHEHNS UMNNaHTaT-a6aTMeHT.

HasHaueHue (MHCTPYMeHTbI)

Mwuoropa3soBblo XUpypruyecknue n BOCCTaHOBUTENbHbIE NHCTPYMEHTbI, MPefHasHaueHHbIe ANs
YCTaHOBKW, yaaneHnsa n / unu 3ameHsbl 3y6HbIX nMnNNaHTaToBs, abaTMeHTOB unun
CTOMATON0rMYecK1X 1a6opaTOPHLIX MPOAYKTOB C Lie/bl0 BOCCTAHOB/EHNS KeBaTeNbHO
(DYHKLMW nauneHTa. MHCTPYMEHTbI MOTYT UCMONb30BATLCA B ABYX Pa3HblX pabounx
npoueccax; ycTaHOBKa U yganeHne Ha ypoBHe uMmnnaHTarta uim yctaHOBKa v yaaneHue Ha
ypoBHe 36aTMeHTa.

[MokasaHus K NpUMeHeHuo
AbGaTMeHT WwapoBuaHblii (Ball Abutment)

AGaTMEHT WapoBUAHbIA NpeAHa3HayeH AN NPUCOEAMHEHUA KOHCTPYKLWN NpoTesa K
[leHTaNbHOMY UMNNaHTaTy.

Mcnonb3yeTcs AN HEWMHNPOBAHHbIX PECTaBpaLnii B HUXHEN YentocTi Npyu NoNHOM
0TCYTCTBUM 3y60B.

Kntou waposngHoro a6atmeHTa (Ball Wrench)

Knioy waposuaHOro abaTmekTa UCNONb3yeTCA ANA YCTAHOBKN 1 U3BNEYEHUS WAPOBUAHOTO
abeTmeHTa.

TpaHcep AN CHATUSA oTTUCKa € 36aTMeHTa waposugHoro (Ball Abutment Pick-up)
TpaHchep ANs CHATUA OTTUCKA C 36aTMeHTa WapOBUAHOTO NCNONb3YeTCs AN CHATUS
OTTUCKA Ha YPOBHE 36aTMeHTa MeTO/J0M 3aKPbITOW NOXKM

AHanor abaTmeHTa WwaposugHoro (Ball Abutment Replica)

AHanor a6aTMeHTa WapoBUAHOTO UCMONb3YeTCsA A5 U3roTOBNEHNs paboyeii Mogenn.

MokaszaHusa
MonHoe oTcyTcTBUE 3y60B.

MpoTneBonokasaHnsa

Anneprmqecme peakunm nam runepyyBcTBUTENILHOCTb KUCNO/Ib3yEMbIM MaTepuanam (CM.
pasgen «<Matepuansi»):

MpepynpexaeHusa

npoBefeHne XMpypruyeckux onepawuii a poToBoii NONOCTU M CTOMATONOrMYecKoe

npoTe3nMpoBaHMe CBA3aHbl C pUckamun 06LIJ,I/IX OCNOXHEHMWIA.

- I'IaumeHT MOXeT NPOrruTUTb NN BAOXHYTb CﬂyHaIZHO ynaslwune KOMMNOHEHTbI, 4TO MOXeT
NPMBECTU K NOBPEX/AEHWNIO NULLLEeBapUTENbHON/fbIxaTeNbHOW CUCTeMbl UAK yaylwbio. C
Menkumu npegmeTamu Heo6xo[MMo obpalaTbCs OCTOPOXHO.

Mepbl NpefoCTOPOXKHOCTH
= Heo6x0AuUMo TlWaTeNbHO OLEHUTb UCTOPUIO GONe3HN nauneHTa O6paTUTL ocoGoe
BHUMaHUWe Ha cneayloline HapyLweHns 30P0BbA.
= HeJlaBHO NepeHeceHHbI MH(apKT MUokapaa ( B TeyeHune 3 MecsLeB):
= He/JaBHO NMepeHeceHHoe OCTPOe HapyLlleHe MO3roBOro KpOBOOGPaLLeHMS.
= He/jaBHAfA yCTaHOBKa NpoTes3a CepjeyHoro KnanaHa.
= remopparuyeckuii guares:
MMMYyHOCYnpeccus:
aKTUBHOE NleYeHue 3/10Ka4eCTBEHHOIo HOBOOGPa3oBaHuA.
TaKenas AUCHYHKLNS neyeHn,
BbIpaXXeHHas UH(eKLns,
ynotpe6neHne HapKOTUKOB:
ncuxuatpuyeckoe sa6onesaHue:
< aHyTpuBEeHHOE BBeAeHue 6ucdocthoHaToB

= HenpaBunbHblii 0T6Op/aHanU3 nauMeHToB, a TakXe Heco6104eHne UHCTPYKLNA No
NPUMEHEHUI0 MOTYT NPUBECTU KHEYJayHOMY pe3ynbTaTy UAn NoTepe OCTEOMHTerpayum

= MMepe/ BbINONHEHUEM KaX/oii NpoLeaypbl cnejyeT y6euThCcA B TOM. YTO BCE
HEe06XOANMble KOMMOHEHTbI, NHCTPYMEHTbI U MaTepuansl 4OCTYNHbI B TpebyemMom
KO/IMYECTBE U NOMHOCTbIO MPUTO/AHbLI K NTPUMEHEHIO.

coO

Mpounssoautens: Dentsply Implants Manufacturing GmbH
Rodenbacher Cnaussee 4, 63457 Hanau, Germany
www.dent80lvimplantB.com
www.dentsplyslrona.coffl
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A Dentsply
Sirona
implants

Ans 03HaKOMNEHUs ¢
VHCTPYKLUMAMY NO NPUMEHEHUIO 1
rnoccapuem CUMBONOB
nepeiianTe Ha cailT
ifu.dentsolvsirona.com

T

Pacnonoxiitre nayueHTa Takum 06pa3om, 4To6bl ONACHOCTb BAbIXaHUA aeTaneit 6oina
cBe/leHa K MUHUMYMY
= BCe KOMMOHEHTbI, NCMOb3yeMble BHYTPI POTOBOI NMONOCTU, JOMKHbI GbITh 3a(hKCMPOBaHbI
BO U36eXaHue 1X BAbIXaHUS UNN NPOrnaTbiBaHUN.
HeGnaronpusTHbIE YCNOBUSA Harpy3ku MOTYT NPUBECTU K NONIOMKE MW MOBPEXAEHUI0
MMNNaHTaTOB, KOMMOHEHTOB NpoLiecca 3aXWBNEHNS, OPTONeANYECKUX KOMMNOHEHTOB UK
npoTesa, e pesynbTaTte Yero notpebyercsa yjaneHue u 3ameHa umnnaHtata Heobxogumo
TLWaTeNbHO OLEHWUTb XeBaTe/lbHble Harpy3kn 1 AusaiiH pectaBpaluu.
Ecnu B cBA3N C HEGNAroNPUATHLIMW aHATOMUYECKUMIN YCIOBUAMN UHCTPYMEHTHI He
NoAXOAAT UAN He MOTYT MPUMEHATLCS MO APYrUM NPUYNHaM, He06X04MMO O0TKa3aTbCs OT
AanbHellWnX 3annaHNpoBaHHbIX onepaLuit (POTe3NPOBaHUS C 3TUMU UHCTPYMEHTaMn 1
HalTK anbTepHaTuBYy.
M3penus, npegHas3HaueHHbIe AN OAHOPA30BOro NPUMEHEHUS, HE [JO/KHbl UCMONb30BaTbCS
noBTOPHO HecoGntoeHune 3Toii Mepbl NPeA0CTOPOXHOCTI MOXET NPUBECTU K
VHOULMPOBAHUIO MW NONIOMKE KOMMOHEHTOB, UX BAibIXaHUIO UK NPOTrNaTbiBAHUIO
= Ha npmxnBaemMocTb MMNNaHTaTa MOryT NOBAUATHL KONMYECTBO M KayecTBO KOCTH,
NoKanbHble MHPEKLUN N HapyLeHNe HauyanbHOTO 3aXNBNEHNA YCNEWHOMY 3aXMBNEHNIO U
OCTEOMHTEerpaLu MoryT NpenaTcTBOBaTh ceAytouine hakTops!

1 BOCNaneHus, onyxonu, abeuecc Man KUCTbl B 061acTin YenceTu:

= Hef0CTaToYHas BbICOTA /MW WUPUHA KOCTN.

1 HejoCTaTOUHbI 06beM puan(Oit TKaHW:
npejauwecTsylollee TepanesTuyeckoe 06nyyeHne e o6nacTu pectaspaLum:
= HapyLlIeHNs 3aXUBNEHWUS paH 1 KOCTW (HanpuMep, HEKOHTPONMpYeMblii AuaGeT),
ayTOMMMYHHble 3a601eBaHuA.
HEKOHTpONupyeMble napadyHKLMOHaNbHbIE NPUBLIYKK (Hanpumep, GpyKCnam):
Heco6/I0AeHNe TUrMeHbl NONOCTH PTa,
upe3MepHoe ynoTpebnexune ankorons,
= KypeHve

HexenaTtenbHble peakynmn
K HeXenaTte/bHbIM peak” " siM, BO3HWKalOLLUM BO BPEMS UAN NOCNe NIeYeHns, MoryT
OTHOCUTLCS:
= annepnkyeckue peakuuu uan runepyyBCTBUTENLHOCTL K UCMONb3YyeMbIM MaTepuanam (Cm.
pasgen «Matepuanbi»);
B/jbIXaHWe UNN NPOrNaTbiBaHNE KOMMNOHEHTOB MOXET NPUBECTU K NOBPEX/AeHUI0
I'|VlLLI'eBapMTeanOﬁ/,quXaTel'lbHOI7I CUCTEMbBI UMK YAYWbIO:
« yTpata uMmnnaHrtarta.
nepUUMNNAHTHT;
NOKaNnbHas Uan CUCTEMHas MHHEKLNS:
yTpata KOCTU B pe3ynbTate nepummniaHTuTa nnu MexaHu4yeckoi neperpysku,
<« NONOMKa UNun noBpexaeHne nmnnaHTaTtos, KOMMNOHEHTOB NpoLecca 3aXWBneHus,
opTonean4yecKnX KOMMOHEHTOB UK npoTesa:
Heo6X0AUMOCTb yaNeHus 1 3aMeHbl UMMaHTaTa.
MocneonepaunoHHslit SUCKOM(OPT, B TOM Yucne:
* OoTek;
- remaroma.
= BpeMeHHOe HapylleHWe XeBaTeNbHO hyHKLMK,
= 60nb;
* 3CTeTnyeckue nnun d)yHKLI'VIOHa/'IbeIe 0OCNIOXHeHus

MHdopmayms o MPY-6e3onacHocL

N3penus cuctembl umnnaHTaToB Astra Te<?i Implant System TX He NPOXOAWUAN OLEHKY Ha
6e30MacHOCTb U COBMECTUMOCTb B6N3N 060PY/A0BaHNS 4N MarHUTHO-PE30HAHCHOA
Tomorpadun (MPT). OHM He NPOXOAUNN NPOBEPKY Ha HarpeBaHWe, MUrpauulo unu aptedakTbl
BU3yanusauum B6113n o6opyaosanna Ana MPT. CTeneHb 6e30nacHOCTW U3fenunit cuctTemsl
umnnaHtaToB Astra Tech Implant System TX B6n13u o6opygosanus ans MPT HeusBecTHa
CKaHMpOBaHWe NaLyMeHTa ¢ JaHHbIM YCTPOICTBOM MOXET NPUBECTI K TPABMUPOBaHNIO
nauueHTa.

Mowaroeas WHCTPYKLUNA

KnuHnueckas npouegypa

BAXHO:

e [1ns npefoTBpALLeHNs HaNpsKeHUs B UMNNaHTaTax Heo6XxoANMa nacciBHas nocagka
NPOTE3HOI KOHCTPYKLMN Ha aGaTMEHTbI.

= [pu ycTaHOBKE 1 ylaneHnn KOMMNOHEHTOB y6eANTeCh B HaNNYNM OCTaTOYHON DYHKLMM
nepeHoca Mexay KOMMOHEHTOM U UHCTPYMEHTOM

Ab6aTMeHT wapoBuUAHbA (Ball Abutmerrt)

1 CHUMWTE KPBbIWKY C HapPYXXHOI NNacTMKOBO
YNaKoBKU 1 yanuTe (honbry, 3aljuiiatollyio
CTepPUNbHYI0 30HY

MpaBa Ha U3MEHEHUS COXPaHEHbI.
Mo 3anpocy MOXHO NONYYNTb UHCTPYKLMIO Ha APYTUX sA3bKax

B TOM nnn nHom pervoHe mupa moryt 6bITh AOCTYNHbI HE BCE D.entsply
e Sirona

COCTOsHNE MHpopMaLMN: Implants
IFU 5682-RU-RU Rev. 2024-02
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WHCTPYKLUS NO NPUMEHEHUIO

2. MepeHecuTe CTEPUbHYIO GNUCTEPHYIO YNAKOBKY Ha
CTEPUNbHYIO XMPYPTUYECKYI0 NOBEPXHOCTL

3. PackpoiiTe BKnajblll 1 NOMECTUTE WAPOBUAHbIA 36aTMEKT Ha CTEPUNbHYIO MOBEPXHOCTb

4. MpuKpenuTe WapoBUAHbIi a6aTMEHT K K04y
WapoBNAHOTO a63TMEHTa.

5. Mepep yCTaHOBKOW WapOBUAHbIX aGaTMEHTOB
NpoMOoiiTe BHYTPEHHIO NOBEPXHOCTb UMMAAHTaTa
CTEPUNbHBIM (HU3MONOTUYECKUM PACTBOPOM.

6YCTaHOBwTe WapoBUAHbI abaTMeHT B UMNNaHTaT

7. ins npeAoTBpalleHns HenpaBuabHOI nocaaku u
BO3MOXHOTO NMOJTEKAHNA B COEANHEHME C
MMNNaHTaTOM HEO6X0ANMO y6eanTbLCS B
NPaBUABLHOCTI YCTAHOBKN KOMMOHEHTA.

B. 3aTAHUTE WapPOBU/HbLIA a6aTMEHT C NOMOLLbI0
KNloya WapoBMAHOTo abaTMenTa B COYeTaHUm ¢
ANHAMOMETPUYECKUM KNIOYOM UNN KH0YOM-
TPewo0TKOl C PEKOMEH/0BaHHbIM KPYTALMUM
MOMEHTOM 25 H cm

NMPUMEYAHMWE; HauBbicliasa ToOuKa rpaHuLibl ¢
MATKOI TKaHbI0 A0/MKHA GbITb HEMHOTO
«anukanbHeeb OTHOCUTENLHO KOHUYECKOM Leiikn
WapoBNAHOro abaTmMeHTa.

9. OTCOe/MHUTE K/IOY WAPOBNAHOTO abaTMeHTa, cerka nokaynsas ero U 0OCTOPOXHO
npunogHnmMas.
10. CnepyiiTe 06bIYHBIM KNMHUYECKUM W NaGoOpaTOPHbLIM NpoLeaypam AN U3roToBneHus
pecTaBpaumu
TpaHcthep ANA CHATUA OTTUCKA C
abatmeHTa waposugHoro (Ball Abutment
Pick-up)
1 MpucoefnHNTe TpaHCc(hep ANA CHATUS OTTUCKA C
abaTMeHTa WapoBUAHOIO K LapOBUAHOMY
abaTMeHTy
MPUMEYAHWE; Y6eauTech, YTO OTTUCKKOIA

TpaHcdep HafeXHo 3ahuKCMpOBaH Ha
abaTmeHTe.

2, CaenaiiTe OTTUCK, NCMONb3YS UHANBUAYANbHYIO UMK
CTaHAapTHYI0 3a(brTyio NOXKY 1 NOAXOAALUiA
maTepuan AN U3roToBNEHNA CNENKOoB

3. Mocne 3aTBepAeBaHNs OTTUCKHOTO MaTepuana
CHUMUTE OTTUCK.

NMPUMEYAHUE: OTTUCKHbIE TPaHCHePbI JOMKHbI
BXOANTb B OTTUCK 1 OTYETIMBO NPOCMAaTPUBATLCS.
ECnu OTTUCKHbIE TPaHCthepbl 0CTanuCh Ha
WapOBUAHbIX aGaTMEHTaX, U3BNEKUTE UX 1
NOBTOPHO YCTaHOBUTE B OTTUCK

4 OTnpaBbTe OTTUCK B Na6OPaTOPUIO

Nab6opaTopHasa npouegypa
AHanor abaTmeHTa waposugHoro (Ball Abutment Replica)
MNOTHO pasMecTUTe aHaNnory WapoBUAHbIX
a6aTMEHTOB B OTTUCKHbIX TpaHcdepax ans
wapoBuaHbIX a6aTMEHTOB.
2. N3roToBbTe pabouylo MOAenb C UCNONb30BaHNEM
aHanora WapoBUAHOro aGaTMeHTa U runca
BbICOKOrO KayecTBa

C€

Mpoussoautens: Dentaply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsolvimolants-com
www.dentsplvsirona.com
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Mocnepgyouee Ha6nofeHue

Mo OKOHYaHUN NeYeHns AN NOAAEPXKAHUSA 340POBbS BaXKHbI XOPOLWAs rUrneHa nonocTu pra n
perynsipHbie ocMOTpbI

DOopMbl MOCTABKU - YCNOBUA XpaHeHusa - Ytunusayus

NMPUMEYAHUE:

= He ucnonb3yiiTe n3genus, ynakoBka KOTOPbIX NOBPeXAeHa.

= lepeps ncnonb3oBaHneMm n3gennii OCMOTPUTE CTEPUILHYIO YNAKoBKY Ha NpegMeT ee
LeIOCTHOCTU. He ucnonb3yitTe U3fenus, ecnu ynakoBka noBpexaeHa

dopma nocrasku

W3penne CocTosHue npy noctaske OgHopasosoe/ Cpok aKcnyatauum

[MeTog cTepunusaumn)  MHoropasosoe [KOMMYeCTBO pas
ACMNONb30BaUN UCNONb30BaHMA/NeT
B >

AGaTMEHT WapoBUAHbIE  CTepuabHO (3NeKTpoMHo-  OfHOpas3oBoe

(Ball Abutmenti nyyesas cTenunusanns) ncnonb3oBaHue 20 net

Kntou waposuaHoro

abatmeHTa (Ball MHoropasosoe
Wrench)” He cTepunbHo ncnonb3oBaHue eT
TpaHcthep Ans cHATUA

oTTUCKa C aGaTMeHTa

waposugHoro (Ball OpfHopasoBoe

Abutment Pick-uD)
AHanor abaTMeHTa
waposugHoro (Ball OpfHopasoBoe

Abutment Reolica) He cTtepunbHo /ICNONb30BaHNE 1 NpUMEHEHNe
=V/HCTPYMEHTbI HE06X0/ANMO 3aMeHUThL 10 OKOHYAHNA YKa3aHHOro CpoKa akcnayaTauun, ecnu
OHu NOBPEX/EHbI NN 3aTyNEHbI.

” Kntou wapoBugHoro abatmeHTa nocrtaBnsetcs ¢ konbLom (O-ring) Ans o6ecneyeHns
(yHKLMM 3axBaTa.

Bug. pasmep 1, eCN NPUMEHUMO, aHTYNALNS yKasaHbl Ha 3TUKeTKe NPOAyKTa.

He cTtepunbHo ucnonbaoeaHune pumeHeHue

Ynakoeka abaTMeHTa WapoBUAHOTO

B ynakoBKe HaXoAUTCs NAacTUKOBbIV KOHTEHEpP C KPbILWKO W 3alWuTHOW honbroit Bo

BHELHeM KOHTeliHepe HaXOAUTCA GNUCTepHas ynakoBKa, COAepXallas WapoBuAaHbINA

aGaTMeHT. ®0/bra BHEWHEro KOHTEiHepa CNyXuUT 3alUTHbIM GapbepoM, CojepXnMoe

KOHTeliHepa fBAseTCA CTepPUbHLIM (6apbepHas cucTeMa Ans CTepuansaLim).

NMPUMEYAHWE;

3anpeljaeTcs UCNONL30BaTh WaPOBUAHbI a6aTMEHT MO UCTEYEHUM CPOKA FOAHOCTY, Npn

noBpexXAeHun unu OTCyTCcTBUN SHU.LMTHOﬁ q]OnbfVl, a Takxe npv noBpexaeHuu BHeWHero

KOHTenHepa.

= He ucnonb3yiite usgenue, ecnu 6ancTepHas ynakoBka 6bina cyyaitHo BCKpbITa nepes
ncnonb3oBaHUeM.

XpaHeHune

V3[enuns JOMKHBI XPaHNTLCS B 3aneyaTaHHbiX OPUTUHAMbLHBIX YaKOBKax B CyXOM MecTe npu
KOMHaTHOIl TemnepaType, T0 ecTb 18-25 *C.

YTunusauunsa

Ans yTunusauuu ynakoBKu v 3gennii cobniopaiite AeiicTByolMe B HacToslee Bpems
HalMoHanbHble Npasiia yTUAn3aLmm oTxoAos B Baweii cTpane

VIHCTPYMEHTbI U KOMMOHEHTbI, KOTOpble MCMONL30BaNNCh BO PTY NalneHTa, MOryT GbiTh
NOTeHLMaNbHO MHNLIMPOBAaHLI 1 NoANeXaT 6e30NnacHoi yTuAM3aumum B KoHTeiliHepax,
npeAycMOTPEHHbIX AN 3TON Lenu.

Knacc meauumHCKux oTxo0B B cOOTBETCTBUM ¢ CanluH 2.1.3684-21 -
Ncnonb3osaHHbIX MU - knacc B:

He ucnonb3osaHHbIX MU - knacc A.

MaTtepuansl

N3genve Marepuan

AbaTMeHT WaposuaHblii (Ball Abutment)  TutaHosbiii cnnas (TiBAL4V-ELI) no ctaHaapty
A5TM-P136unn

rnTaH knacc 4 no ctaHnapT\ ASTM-F67
HepxaBgetowaa ctanb no ctaHaapty ASTM-F899,
CUNVKOH

Kntoy waposugHoro abatmenTa (Ball
iVrenchl

TpaHchep Ans CHATUA OTTUCKA C
abaTmeHTa waposuagHoro (Ball Abutment
Pick-up) MnN (noaunponunen)
AHanor abaTMeHTa WwaposugHoro (Ball
Abutment Replica) HepxaBetowwas ctanb no ctaHgapty ASTM-F899

OuuncTtka un cTrepunusayunsa
AbGaTMeEHT WwapoBuHblii (Ball Abutment)

Henpumenumo.
Vispenve cTepunbHo.
Vi3genve npegHasHayeHo ANs OfHOPa3OBOro UCMOMb30BaHUA

ABTOMaTMyeckas npouenypa

BAXHO:

= Mepep ncnonb3oBaHWeM B KNMHNYECKOM NPAKTUKe BCE KOMMOHEHTbI 1 NHCTPYMEHTbI,
nocTaB/eHHble B HECTEPUNLHOM COCTOSHUM, CNeAyeT OYNCTUTb, NPOAe3NHBULNPOBATL U
npocTepuan3oBaTh COrnacHo ctaHaapTy 1ISO 17664 Pa36opHble UHCTPYMEHTbI
leMOHTNPOBaTb ANA OYMCTKM VX paspelwaeTcs cobupaTh ANA cTepuan3aunm TonbKo B
CYXOM COCTOSIHUM.

Y6eanTtecb B PYHKLNOHANBHOCTKU Konbla (O-ring), ycTaHOENEMHOro Ha Kntoye
WapoBKAHOro abaTMeHTa, Nocne CTepuan3aLni Henocpe/CTBEHHO Nepes Hayanom
neyeHuns.

MpeaBapuTensHas pyyHasi ouncTKa

Ipy6ble 3arpsA3HeHUs Heo6X0AUMO yaanaTh cpasy (He No3jHee ABYX 4acoB) nocne
MCNONb30BaHUSA MATKOI HENOHOBO LETKOI 10 NONHOTEe OTCYTCTBUS BHELHMX NPU3HAKOB

MpaBa Ha U3MEHEHUS COXPAHEHbI
Mo 3anpocy MOXHO NONYUYUTb UHCTPYKLMIO Ha APYTUX A3bIKaX.

Dentsply

Slrona
Implants

B TOM UAN MHOM pernoHe mMupa MoryT 6bITb AOCTYNHbLI He BCe
nspenna

COCTOsHME UH(OpPMALUN.
IFU 5682-RU-RU Rev. 2024-02
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WNHCTPYKUMA Mo NpUMEHEHUIO

3arpszHeHuns

YnbTpassykoBas ouncrka

CnepayeT NpUAEPXUBaTLCS 4NUTENBHOCTU BO3/ECTBNS U KOHLEHTPaLNii, yKasaHHbIX
UPMOIi-N3aroToBUTEIEM UCNONBL3YEMOTO YACTSLLETO CPEACTBA.

ABTOMaTNueckas npouegypa

Ans achpekTUBHOI aBTOMaTUYECKO Npoueaypsl TpebyeTca npeaBapuTensHas pyyHas
ouuncTka.
Jlns aBTOMaTUYeCcKoil npoueaypbl cNeflyeT NCNoNb30BaTh NpeHasHauYeHHble ANs 3TOr0
annapatbl ANS OYNCTKU W Ae3UHd eKLUN, a TaKKe CPeACTBaA AN OYUCTKU U HeliTpanusayuu
Co6niofaTh ykaszaHus (UPMbI-U3roTOBUTENS annaparta AN OYUCTKNA U Ae3nHpeKLnn
Jl031poBaTh U NPUMEHSATL CPEACTBA AN OUYUCTKM U HEMTPann3auumu CornacHo ykasaHusam
(DUPMBI-U3rOTOBNTENS . PEKOMEH/AYETCA MPorpaMma ouMcTku ¢ TepMogeanndekumeii (A0 Z
3000).
JLNs 04MCTKN PEKOMEeH/lyeTCs UCNO/Nb30BaTh BOAy ONPEe/AeNeHHOro KayecTsa -
AEMUHEPaN30BaHHYI0 BOAY UNU BOAY, COOTBETCTBYIOLLYI0 3TOW CTENEHN YNCTOThI,
MeToq aBTOMaTM4ECKO Npoueaypbl 6bi1 YTBEPX/AEH AN CNYYAEB NPUMEHEHNA CNEAYI0LWUX
MaTepuanoB n ycTpoiicTB (cornacHo ISO 1SB63 n AAMI TIR 30)
+ ABTOMATWYECKMWii annapaT NS OYNCTKM 1 Ae3uHdekynn Tuna G 7836 CD. Uiele & Cie KG,
Gutersloh

» [porpamma ounctkm VARIO TD

MpeaBapuTenbHoe NPOMbIBAHUE XONOAHON BOAOW (4 MUH )

Ounctka B TeyeHue 10 MuH. npu TemnepaType 45-55 'C

HeliTpanusaynsa (6 MuH )

MpomexyTo4yHas NPOMbIBKa XON0AHOW BOAOH [3 MUH |

Tepmopgesundekuma B TeyeHue 5 mui npu temnepatype 90 *C (AO > 3000)

Cyuwka B TedyeHne 30 MuH npu Temnepatype 105 *C
* Yuctauee cpeactso neodisher® MediClean forte (0,5 %) / HeliTpanusyiou,ee cpescTso

neodisher® 2 (0,1 %), Dr. Weigen, Hamburg

yxop,

Mepep cTepunusaymneil Bce U34enns Heo6Xo04MMO OCMOTPETH Ha NPeAMET BUAUMbIX
3arps3HeHunii, yxyAlweHuns cBocTB u/unu kopposun Ocoboe BHUMaHWe cnepyeT yaensTb
TakuM 3/1eMeHTaM KOHCTPYKUMM, KaK KaHasbl, HECKBO3HbIE OTBEPCTUSA, pe3b6a, NOAHYTPEHUS 1
CONpuMKacal i Mecs NoBepxHOCTH.
Bu3yanbHo npoBepbTe augMMOCTb U YNTAEMOCTb BCeX 0603HauYeHNit Ha usgenuax lMNposepbTe
conpsraeMble KOMMNOHEHTbI Ha NPeAMET NPaBUIbLHON C60PKN U PYHKLUOHANBHOCTY
Y6egutecb, 4TO U34eNNs C NOABVMKHbIMUK AgeTansimun paboTalT ucnpasHo. MpoBepbTe
KOMNNEKTHOCTb U Le/IOCTHOCTb NpeABapuUTe/lbHO yCTAHOB/IEHHbIX KOMMNOHEHTOB
YTunusnpyiite usgenus ¢ gedexramn
Crepunusaumsa
CTepunusauuio cneayeTt NnpoBoAUTL B COOTBETCTBUM CO Creayloleil cxemoin
1 MoAroToBka K cTepunusayuu: [letanu sanaMuHupoBaTth B npejHasHa4yeHHble 15 3TOr0
CTepuMnAn3aunoHHble NakeThl, OAOGPSHHHE ANs npogaxwu a yensax ucnoib3oBaHus c
pekomeHayeMbIMU napameTpamu ctepunmnsaunn. YnakoBka AO0/HKKa COOTBETCTBOBAaTb
Tpe6osaHuam ctaHgapTos EN ISO 11607, ANSI/AAMI ST79 n AAMI TIR12.
Ha kaxjom cTepuninsaynoHHOM nakeTe A0/IXHbI NPUCYTCTBOBaTb UHAUKATOP U AaTa
cTepunnsauynm.

2. MapameTpbl (corn. 1ISO 17665. EN 13060. EN285 1 AAMI TIR12)
LirMTenbiocTk
Metogq ~ Crocob Tevreoaryna  Bo3aaMcTBUAS Tb ALK/
AvHamuyeckoe yganeHue 134 °C 3 MuH 20 MUH
eperpeTsl 3034yxa
ap (npeaBaputenbHoe
(EC") BaTMupoBaHue)
MeperpeTb» [lUHamuueckoe ypanexne 20 MUH
 nap BO3Ayxa
(npepaBaputenbHoe 132 "C (270°F) 4 MUH
BaKyymupoBaHue) 135 'C (275 ‘F) 3 MUH
YpaneHue Bosgyxa
perpeTbl pPaBUTALNOHHBIM
ap cnoco6om 121 «C(250'F) 30 MuH 20 MWH

' YKazaHa MUHUManbHas ANUTENLHOCTL BO3/EMCTBUSA, HA NPakTUKe 06paboTka 06bIUHO
3aHMMaeT GoNble BPEMEHU U MOXET pa3NnyaTbCcs B 3aBUCUMOCTM OT annapara.
Monb3oBatenu B cTpaHax EC 06s3aHbl CO604aTh BbIWENPUBEAEHHbIE NapamMeTpbl Npu
cTepuausaunm n"erpeTblM napom

Ycnosus xpaHeHns: CTepunin3oBaHHble KOMNOHEHTbI CeAyeT XPaHUTb B CyXOM 1
HeaanbINeHHOM MecTe Npu KOMHATKOW TemnepaTtype.

JokymeHTayus

B uenax obecneyeHuns KOHTPONA Mbl peKOMeHAYyeM NPUKPEN/IATb CbeMHYK 3TUKETKY C
ynakoBKU K MeAML[I/IHCKDﬁ AOKyMeHTauuu nayneHta.

JononHntenbHaa uHgopmauma N8 nonb3oBartenei

Ecnu Bbl Bnajeete nHdopmanmeil 06 0nacHbIX AN8 XU3HN UHUNAEHTaX MW CEPbe3HOM
YXYALWEHUN COCTOSHNS 3/,0POBbS NALMUEHTA, CBA3AHHOTO C MPUMEHEHUEM NH060T0 U3 HaLINX
u3fennii, Npocum coobwnTh 06 3TOM HaM ¥ COTPYAHUKAM KOMNETEHTHOro opraHa B Baweii
cTpaHe

w

ToBapHblie 3HaKu

Bce ToBapHble 3HAKN 1 HAa3BaHUs KOMNaHN ABNSIOTCA COGCTBEHHOCTLI0 COOTBETCTBYHLLUX
Bnajenbues. N5 yNyyleHnsa YnTaemMocTu JOKyMeHTa komnaHus Dentsply Sirona Implants He
ncnonb3yeT CUMBObLI ® © B OCHOBHOM TekcTe. Tem He MeHee, komnaHua Dentsply Sirona
Implants He 0TKa3blBAETCA OT CBOUX NPaB Ha TOBAPHbIE 3HAKN, U laHHbI OKYMEHT HEe MOXeT
6bTb UCTONKOBAH MHaYe.

Ycnosua TpaHCNopTUPOBKM

[N MHCTPYMEHTOB - U3enns Heo6X04MMO TPAHCNOPTUPOBATL M NEPeBo3nThL C
OCTOPOXHOCTbIO, B COOTBETCTBUN CO CNBLMANbHLMU MEPAMU NPEAOCTOPOXKHOCTH,
MNPUMEHUMbIMU K KaX/A0MY BUAY MEANLMHCKOTO W3aenns, npu Temnepatype oT -30°C g0
+160'C u cooTBeTCTBYIOLWEN BNaxHocTu Ao 80 %.

CE

Mpoussopgutens: Dentsply Implants Manufacturing GmbH
Rodenbacher Cbaussee 4, 63457 Hanau, Germany
www.dentSDIlvimplants.com
www.OenteplvsiTDna.com
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JlnsA MMNnaHTaToB N OPTONeANYecKMX KOMMNOHEHTOB - U3/1eNNs Heo6XxoAMMo
TpaHCNopTMPOBaTL N NEPEBO3UThL C OCTOPOXHOCTLIO, B COOTBETCTBUM CO CNelynanbHbiMu
Mepamu nNpejoCTOPOXHOCTM, MPUMEHUMBIMU K KXA0MY BUAY MEAULMHCKOTO U3enus, npu
Temnepatype oT -50'C go +50'C n cooTBeTCTBYyO U el BNaxHocTu Ao 80 %.

Ycnoeust akcnayatauuu

CTtomartonornyeckne KAnMHUKN u nabopatopuu.

0O6nacTb NpUMeEHeHNs

Crtomatonorua. 3y6Hasa umnnaHTonorus

Cpok rogHocTun

CPpOK rofiHOCTN ANS CTEPUNbHbLIX N3/1eNNii cocTaBnseT 5 net.

CpOK rOAHOCTU AN HECTEPUNbHbLIX U3AeNnii cocTaBnseT 10 net
rapaHTI/IFI Ha CUcTemMy mmMmnnaHTatToB

Ans nony4yeHns nonHoi nHGopMaLum o rapaHTun Ha U3/1eNNs CUCTEMbI CM.
noApo6GHbIe rapaHTuiiHble YCNoBUA Ha cuctemy nmnnautatos (ds-wonn.::.)
LocTynHOCTb usgenuii

BHUMAHWE: He ai:f n3aenus, onucaHHble B JaHHOW UHCTPYKLWUW, MOTYT GbiThb
3aperucTpupoBaHb..paspelleHbl K 06paljeHnto / NMLEeH3UPOoBaHbl Ha BCEX pbiHKax [Ans
03HAKOM/IEHUS C AOCTYNHbIM aCCOPTUMEHTOM U3eNuil U NX oNUcaHnem, cM feiicTBy Wi

KaTanor NpoAyKUUM n 6poLIOPLI UMK CBAXMUTECH C MECTHBIM 0hucom npogax Dentsply Sirona

ANA NofydeHns NHGOPMaunm 0 JOCTYNHOCTU U3enns.

YNo/nHOMOUYEHHbI NpeAcTaBuTeNb MPOU3BOANTENSA HA
Tepputopumn Poccuitickoii Pegepaumnmn

000 «JeHTcnnaii CupoHa»
115035, r. MockBa, Ha6. OBYMHHUKOBCKaH, A 18/1, cTp 2, nomew, 3H.
Ten.:+7 (495) 72510 87

O6bACHEHNEe CMMBONOB

Cumson HaumeHoBaHune cumBona

MpoussoguTens
[lata n3rotoBneHus

Wcnonb3osaTh A0

Kopg naptumn

|toT]
Homep no katanory
JSTERUJE

PaguauuoHHas ctepunusayms

3anpeT Ha NOBTOPHOE NpPUMEHEHNEe

He cTepunnsoBaTb NOBTOPHO
He ctepunbHo

He ncnonb3osBaTb Npu NOBPEX/AEHUU YNAKOBKMN

O6paTMTeCh K NHCTPYKLNAM NO NPUMEHEHUID

EBponeiickoe CooTeeTcTens (EC)

ToNbKO MO peuenTy Bpaya.

(BHuMaHue! B cooTBeTCTBUU C 3akoHoAaTenbcTBom CLIA
npojaxa AaHHoro npenapara MOXeT NPOU3BOAUTLCS TONLKO
cTomMaTtonoramu UNM BpaYamu, UMEUUMN TNLEH3NI0 Ha
ocyuecteieHmne Meand IHCKOI AeATeNbHOCTN, NGO MO UK
npeanucaxuio )

| MD |
o

MeguuunHckoe nsgenve

OpunHapHas cucTema CTepuibHOro 6apbepa

MpaBa Ha N3MEeHEeHNs COXpaHeHbl
Mo 3anpocy MOXHO MOAYUYNTb MHCTPYKLMIO HA JPYTUX A3bIKAX

Dentsply
Sirona

Implants

B TOM MM UHOM pernoHe Mupa MoryT 6blTh JOCTYMHbLI HEe BCe
nspenna

CocTosHue nHgopmayum
IFU 5682-RU-RU Rev 2024-02
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PykoBoACcTBO NO NPpUMEHEHUO Dentsply
Sirona

Implants

Jlns o3HaKoMNneHns ¢

Astra Tech Implant System® TX NETDYRLL M 1 ApASHHG ¥
D a rnoccapuem CUMBOOB

N3pnenna MHOropasoBOro NPUMeEHeHNs thu. dentapvaliona

tfu.dent8Plvalfona.com
OnncaHue cucTeMbl Yanuuutens ceepna
AccopTuMeHT cuctem umnnaHtatos Asira Tech Implant System TX BkntovaeT geHTanbHble YANMHUTENb CBEpNia UCNOMNb3YeTCcs ANA YBENNYEHUS ANNHbI CBEpn,
umMnnanTathl. BuHib(-3arnywkn. TpaHcAecneBble aGaTMEHTbl U 4Pyl e opToneanyeckue OCHAlLEHHbIX pa3beMoM RA
KOMMOHEHTHI, a TakXe Xupypruyeckue n optonegnyeckne MHCTPYMEHTHI. Ypnuunutens ceepna ocHaweH RA/CA-pa3beMoM, COBMeCTUMbIM C ISO

1797, KOTOPbIA NOAXOAUT NS BCEX KOHTPYTNI0BbIX HAKOHEUHUKOB C TAKUM

Mpepnonaraembie nonb3oBaTenn
pasbemomM

Csepna ¢ RA/CA-p33beMOM. COBMeCTUMbIM C ISO 1797. MOXHO BCTaBNATb
B pa6ouylo 4acTb yAIMHUTENS CBEpAa.

Monb3oBaTtensimu AaHHbIX IA3AEI1I/II7I AODKHBI 6bIThb I'II/IL(eHJIApOBaHMbE apaHM/CTOMaTD/'IDI'I/I.
o6najaioujne HaBbIkaMn paboThl B AEHTANbHOK UMNNAHTONOTUN U 3apaHee 03HAKOM/EHHbIO C
nsgenusmn Astra Tech Iniplant System TX.

KnunHnyeckas nonb3sa un yenepas rpynna nauMeHToB

Cuctema umnnauTatos Astra Tech implant System TX paspa6oTaHa 4n5 3aMeHbl OHOTO UK

HECKONIbKUX OTCYTCTBYIOLLNX 3y60B Y NALMEHTOB C Li€/ibl0 BOCCTAHOBNEHUSA XeBaTeNbHON PyKOHTKa lqnﬂ AMHaMOMeTquECKorO Knto4a

yHKuumn. Lienesoil rpynnoit nayMeHToB ABAAITCA IMLA C NONHOCTLIO chopMupoBaBLueiics PykosiTka ANsi AMHAMOMETPUYECKOTO KNlo4a npegHazHavyeHa Ans pyyHoro
YEryocTbi0. Ha NMeloL e HU 0AHOTO U3 NPOTUBONOKA3aHWiA, CBA3AHHbIX C A€HTaNbHO MCMNONb30BAHUA UHCTPYMEHTOB, OCHAlLeHHbIX R AN A -pa3beMom.
umnnanTaunei PyKOSITKY AN MHAMOMETPUYECKOTO K/K0Ua MOXHO UCMOb30BaTh C
COBMECTUMOCTb KMNIOYOM-TPEL|OTXON AN PYYHON YCTAHOBKM NN YaNeHUs UMNNAHTaToB

WM KOMMOHEHTOB.
PyKOSATKY AN MHAMOMETPUYECKOTO KNt04a MOXHO UCMONb30BaTh B
KayecTBe PYKOSTKM AN BCTABNEHHOTO MHCTPYMeEHTa

WNHcTpyMmeHTbl ¢ RA/CA-pa3bemMoM. COBMECTUMbIM € ISO 1797, MOXHO
onucanune n3genus BCTaBNATbL B PaGOUyl0 4aCTb PYKOATKN ANSt AUHAMOMETPUUYECKOTO K/loua
Yawa TutaHosas

Yawa TutaHoBas UCNONb3yeTcsa 418 XpaHEeHWs KOMMNOHEHTOB, NUCMNO/Ib3yeMbIX BO BpemMs
nedvyexHuns

M3enns coBMeCTUMbI C acCOPTUMEITTOM CUCTEMbI UMNNaHTaTOB Astra Tech Implant System
TX. KOMMOHEHTbI PUOrYT NCMONb30BATLCA TONLKO BMECTE C OPUTMHANbHBIMU U34eNUAMY 1
WHCTpyMeHTamu

MHavkaTop Hanpas/ieHns

MHAMKaTOp HanpaBneHUs UCNONb3yeTcAa ANA NPOBEPKU NOMOXEHUA N HanpaBneHus
OCTEeoTOMUYECXOro oTBepcTuna

Ha y3kom KoHLue ykasaH 0 2.0. Ha wupokom -0 3.2. Ha hnaHua (weiike) NHCTpyMeHTa
MMeeTCs 0TBEPCTUE ANS KPENNEHUs 3aLUTHON pe3bBbl

Fny6uHomep nMmnnaHTara

rny6uHomep umMniaHTata UCnosib3yeTcs AN N3MEPeHUs rNyGuHbl 0CTE0TOMUYECKOTO
oTBepcTus Ha rny6uHoMepe umniaHTata HaHeceHa fa3epHas MapkupoBka, ykasbipawuas
pa3nuyHble 3HAUYEHNS ANINHBI UMNNAHTATOB 6- 19 MM

MuHuet

MuHyeT ncnonb3lyeTca ANSA yAepXaHUsa N 3axBaTta KOMMNOHEHTOB BO BPeMA /le4eHns.

Fny6nHomep abatmeHTa

"
rny6uHomep abaTMeHTa MCNONb3yeTcA ANA N3MEPEHUs BbICOTbl A€CHbI Hag MMNNAaHTATOM B KnoY'Tpewotka ansa uMniaHTaToB

mMunnumeTpax. Knwou-TpewoTka ANS UMNNAHTATOB UCNONb3YeTCcsA AN PYUYHOI 3aTsHXXKU U ocnabneHus
Fny6uHomep nMeeT ABa KoHUa, OAWH Ana uMmnnaHtatos 0 3.5/4 O, [pyroi 4Ns UMNNAHTaToOB WMNAAHTATOB U KOMMOHEHTOB

0 4.5/50. Knioy-TpewoTky MOXHO NCMN0Nb30BaTb C PYKOATKON ANS IMHAMOMETPUYECKOTO KNloYa, Ko4oM
Ha rny6nHomepe a6aTMeHTa HaHeceHa nasepHas MapkupoBKa, ykasbliBallas pasnnuHble Wwaposoro CermeHTa, MHCTPYMEHTOM AN YAANEHUS ¥ afanTepom a6aTMeHTa Kiou-
3Ha4YeHWUs BbICOTbl AECHbLI 1-8 MM TpeujyoTKa He oCHallleH perynaTopomM KpyTauLero MoMeHTa

POXKOBBII KoY

POXKOBbI K04 UCNONb3yeTCs BO BPEMA NpoleAyp peMoHTa ANs yaaneHus abaTMeHTa.
OTBepTKa WanLesas Ana HakOHeYHUKa I/

OTBepTKa WML esas ANA HaKOHeYHUKa NCNO/b3yeTCs BMecTe C
KOHTPYrN0BbIM HAaKOHEYHUKOM UMK PYKOATKOW ANA AUHAMOMETPUUYECKOTO
KAYa AN 3aTHKKN U ocnabneHns WANLeBbiX BUHTOB. JoTKM opToneauyeckue/xupyprinyeckue
OTBepTKa WanLeBas 4Na HaKOHeYHUKa ocHaweHa PA/CA-pa3bekiom.
COBMECTUMbIM ¢ ISO 1797. KOTOpPbI NOAXOAUT ANSI BCEX KOHTPYTNOBbIX
HAKOHEYHWKOB WU PYKOATOK NS AUHAMOMETPNUYECKOTO KKyYa C Takum

NoTkn opToneAuYecKne/xupyprnyeckne NCnonb3ylTcsa ANS OpraHn3aniuu, cTepunnsayum u
XPaHeHWUsl UHCTPYMEHTOB
J10TOK OPTONEANYECKMA COCTONT N3 KPbIWKX, BCTABKN W OCHOBAHMA C AepxaTenamn

pazbemom
MHCTPYMEHTOB
JI0TOK XMpPYpPruyeckuii COCTOMT N3 KPbILWKN, BCTABKM C AePXaTesiMU UHCTPYMEHTOB 1
J ocHoBaHus [paBuNbLHOE PACNONOXEHUE UHCTPYMEHTOB ONpPeensieTcs TEeKCTOBOM
o MapK1pOBKOil Ha BCTaBke [POTOKON CBEP/ieHUs NpeAcTaBieH rpauyecku Ha BCTaBke
TBEPTKa wWnuuesas W 4\

OTBepTKa Wauuesas UCNoNb3yeTcs Ans PYYHON 3aTsxXku u ocnabneHus
WANLEBbIX BUHTOB
OTBepTKa WanLesas ocHalleHa BCTPOEHHO! PYKOATKOI.

JloTok opToneAnyeckunii

MpaBa Ha U3MEHEHUSA COXPaHEHbI
Mo 3anpocy MOXHO NOAYUYNTb UHCTPYKLNIO HA PYTUX A3bIKax

C a
6 TOM WU UHOM pernoHe mupa moryTt 6bITb AOCTYNHbLI HE BCEe Dentsply

nponssoauTens; Dentsply Implants Manufacturing GmbH nsaenns Slrona
Rodenbacher Chaussee 4, 63457 Hanau. Germany
CocTosaHue uitopmaymm |mp|ants

www.dentsolvimDlant8.com
www.dentsplvsirona.com IFU 5683-RU-RU Pep 2024-02
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WHCTPYKUMUA NO NPUMEHEHWIO

He NoAXOAAT UM He MOTYyT NPUMEHATLCA NO APYIUM NpUYnHam, Heo6xoAnuMo
OoTKasaTbCs OT qam:HeﬁLumx 3annaHupoBaHHbIX onepaumﬁ npote3npoBaHusa c
3TUMM MHCTPYMATaMu U HAlTW anbTepHaTUBY

Vlap.envm, npeagHasHayeHHble ANA PYYHOro UCNOJIb30BaHUA, HE AO0JKHbI
NCnonNb30BaTbCA C KOHTPYr/10BbIM HAKOHEYHUKOM

HenpaBunbHbli oT60p/aHanua nayneHToB, a Takxe Heco6lo/4eHne HCTPYKUKi
no NpUMEeHeHNI0 MOTyT NPUBECTN K HeylayHOMY pe3ynbTaTy unu notepe
ocTeouHTerpauum

HeHaanexaujee oxnax/AeHne, HenpasuabHas NOArOTOBKAa 10Xa UMMNNaHTaTa,
HenpaBu/bHbIE HACTPOIKN UHCTPYMEHTa U Ype3MepHoe ycunne ukcauun npu
yCTaHOBKE MOTyT NpUBECTU KNOBPEeXAEeHW0 uMmnaaHtara.

NoTok
XUpypruyeckuii

HexenartenbHble peakuun

K HexenaTenbHbIM peakuusaMm, BOSHUKAIOWMM BO BPEMS AW NOCNE UMNNAHTONOTNYECKOTO
NeYEMUH, MOTYT OTHOCUTLCS:

* annepruyeckne peakuuu UAN rMNepUyBCTBMTENbHOCTL K MCMONb3YEMbIM MaTepuanam (cm.
pasaen «Matepunansi»):

B/bIXaHWe NN NpornaTelBaHne KOMNOHEHTOB MOXeT NPUBECTMU K NOBPEXAEHNI0
nnujeBapuTeNbHOI/AbIXaTeNbHOM CUCTEMBI UMK YAYLIbIO,

Ha3HayeHue (MHCTPYMEHTbI)

MHOropa3soBble XUPypruyeckne n BOCCTAHOBUTE/IbHbIE NHCTPYMEHTLI, NMPeAHa3HauYeHHble 4N
YCTaHOBKMW, yAaNeHns U/ unn 3ameHbl 3y6HbIX UMNNAHTATOB, a6aTMEKTOB UK
CTOMAaTONOrMYeCKUX NaGopPaTOPHLIX NPOAYKTOB C Li€Nbl0 BOCCTAHOBIEHUSA XeBaTeNbHO
yHKYMM NnayneHTa. NHCTPYMEHTbI MOTYT MCNO/b30BATLCS B ABYX PasHbiXx pabounx HEKpO3, Bbl3BaHHbI HEAOCTATOYHBLIM OX/TAXAEHUEM MM YPE3MEPHON CKOPOCTLI0
npoueccax: ycTaHOBKa M yJaneHue Ha ypOBHe MMNNaHTaTa Uiu ycTaHoBKa W yaneHue Ha BpawjeHus.

ypoBHe abaTMeHTa

[MoKa3zaHus K NPUMEHEHMI0

MHankaTtop HanpasBneHuns

HeoGpaTumMoe NoBpeX/eHne HepBa unu 3y6a;

noBpex/AeHne YeNoCTHON KOCTU MW raliMoOpoBOii Nasyxu:

TpewHa B HUXHeil YencTu:

HeycTpaHuMoOe KpoBOTeYeHune nocne onepauyunn (HaanMep, B pe3ynbTate noBpexaeHus
A3blYHOI apTepun)

MocneonepaunoHHbIi ANCKOMKOPT, B TOM uYuche.

MHAMKaTOp HanpasneHus Ucnonb3yeTcs A1 NPOBEPKU NOSTOXKEHUA U HanpaB/eHns « oTek;

0CTEOTOMUYECKOTO OTBEPCTUS

¢ remartoma:

Fny6uHomep nmnnanTata * BpeMeHHas MecTHas NpUNyXoCTb:
Fny6uHOMEp UMNNaHTaTa NCNoNb3yeTCst 415 U3MEPEHNS TYBUHbBI OCTEOTOMUYECKOTO « BpemeHHas aHeCcTe3usi UMM NapecTe3uns ¢ 3aTPYAHEHNSMU NPY KEBaHNN:
oTBEpCTUS. - Gonb

rny6uHomep abatmeHTa

yTpaTta umnnaHTata:

nNepuuMnNanTuT;

nokanbHas UNu cucTemMHan UHeKumus.

yTpaTa KocTW B pe3y/ibTaTe NEpUUMNAAHTATA UMM MEXaHUYECKON neperpysku:
OTBepTKa WAnyesas A1 HAKOHEYHNUKA UCNO/b3YeTCSA BMECTE C KOHTPYINI0BbIM HAKOHEUYHNKOM NOOMKa UK NOBPEXAEHUE UMNIAHTATOB, KOMNOHEHTOB NPOLECCA 3aXUBEHUS,
UNN PyKOSTKOM NS AUHAMOMETPUYECKOTO KloYa AN 3aTSHXKKNA N 0CNaGNeHUs WANLEBbIX 0pPTONEANYECKUX KOMMOHEHTOB /M NpoTe3a.

BUHTOB.

rny6uHomep abaTMeHTa UCNONb3YyeTCs ANS U3IMEPEHUS BbICOThI JeCHbI Ha/J UMNNaHTaTOM B
MUAAUMeTpax.

OTBepTKa WNULeBas ANA HAKOHEUYHUKA

v

HeoéXDAMMOCTb yAaneHua n 3aMeHbl UMmnnaHTarta:
OTsepTka wnuyesas « 3cTeTUYecKMe NN PYHKLLIOHANbHbIE 0CNOXHEHNA

OTBepTKa LI’\I'WIL[EBEH nucnonb3yeTcsa ANA 3aTAXKKUA U ocnabneHus wnuyesblX BUHTOB.
MHdopmaumna o MPT-6e3onacHocTu
YANWHUTENb CBEPNA UCNONb3YETCA 4N YBENUUYEHUS ANHbI CBEP/, OCHALLEHHbIX Pa3beMoM HenpumeHnmo K n3aennsm MHOropasoBoro NpUMeHeHus

RA
PyKosiTKa ANs OTBEPTKN Mowarosas MHCTPYKUNA
MHAMKaTOp HanpaBneHna

Yanuuutens gpessl

PykoaTka AN AMHAMOMETPUYECKOro K/4a npejHasHavyeHa ANa py4yHOro ucnosib3oBaHus

WHCTPYMEHTOB, OCHAWeHHbIX RA/CA-pasbemMoM. ANs YCTAHOBKW UNW yAaneHus UMNNaHTaTos Mpu HEo6X0AMMOCTI NOMECTUTE MHAMKATOP ManpaBneHus B 0CTEOTOMUYECKOe 0TBepCTHe
UM KOMMOHEHTOB. nocne NOArOTOBKM CBEP/IOM BMHTOBbIM 2.0 M/Mnu 3.2 ANA NPOBEPKYM HanpasneHns u
Yawa Turanosas o6ecneueHns NapannensHOCT MeXay 0CTEOTOMUUYECKUMU 0TBEPCTUAMY

Yawa TMTaHOBaA MCMONb3yeTcA ANA XPaHEHNs! KOMMNOHEHTOB, UCMONb3YeMbIX BO Bpems ny6uHomep umnnaHTara

neveHus. BcTaBbTe rny6uHOMep B OCTEOTOMWYECKOE OTBEpCTMe U

Muuyet U3MepbTe ero ryGuHy ¢ NOMOLLbI0 1a3epHbIX OTMETOK,

COOTBETCTBYIOWNX PA3NNYHOM ANNHE UMNNaHTaTa.

MuHueT ncnonb3yeTcs AN yAepXaHUsa n 3axsaTa KOMNOHEHTOB BO BPeEMSA fle4eHuns
Mpu n3mepeHnn NOATOTOBNEHHOTO /10Xa MMNaHTaTa

KI'IIO"I'TpeLU'OTKﬁ ANA MMNNAHTaTOB npucnoxHuTe rny6MHOMep KCTEHKe OCTeoTOMUYeCcKoro
KﬂK)"I'TpeUJ'OTKﬁ ANA UMNNaHTaToB UCNoNb3yeTcs ANns pyHHOVI 3aTAXKW n ocnabneHus OTBEPCTUA.

LA L LS NMPUMEYAHWE: MNpu ycTaHoske rny6uHomepa B 6onee
Kntoy WwecTurpaHHbiii ANs yaaneHns a6aTMeHTOB ry6OKYI0 LeHTPaNbHYI0 YacTb NOATOTOB/IEHHOTO N10XKa

P 0OXKOBBI# KNIOY UCMONb3YeTCs BO BPEMS NPOLEAYP PEMOHTA AN yAaneHns abaTMeHTa. AMnNaHTaTa HEOGXOAUMO YUUTEIBATL AONONHUTENLHYIO TNYGUHY.

JloToK opTOoneAnyYeckuit/xupypruyecknit

J10TOK OpTONeANYEMUIA/XMPYPTUUECKIUI UCNONb3YeTCA ANS OpraHusauuu, cTepunnsanim u
XpaHeHUsi UHCTPYMEHTOB

[MokasaHua

YacTuuHoe nnm nonHoe oTcyTcTeue 3y6oB

MpoTuBONOKa3aHuA

Annepruyeckne peakuny UAnN rmnepyyscTBUTENbHOCTb K UCNO/b3YEMbIM
maTepuanam (cm pasgen «Matepuansi»),

Fny6éuHomep abaTmeHTa

BcTtaBbTe rny6uHomMep abaTMeHTa B UMNNaHTaT U U3MepbTe BbICOTY AECHbI Hafj
nMnNNaHTaToM, 4To6bl BbIGPaTh NOAXOAAWNA abaTMeHT

MpepynpexaeHunsa OTBepTKa Wnnyesas A1 HaKOHeUYHUKa
MpoBegeHne XUpypruueckux onepaunii a poToBoi NONOCTU U CTOMATONOrNYECKOE 1 TMpucoepnHnTe 0TBEPTKY WANLEBYIO ANSA HAKOHEUHNKA K KOHTPYTNIOBOMY HAKOHEUHUKY MK K
npoTte3npoBaHue CBsA3aHbl C OGW UMK PUCKAMU OCNOXHEHNI PyKosiTKE AN AUHAMOMETPUYECKOro knitoya
. MayneHT MOXeT NPOrN0TUTL UAN BAOXHYTL CAYYaiiHO ynaBlwime KOMNOHEHTbI, 4To 2. WcnonbayiiTe OTBEPTKY ANA 3ATAXKM UM YAANEHNA WNULEBbIX BUHTOB.
MOXET MPUBECTU K MOBPEXAEHNI0 NULLEBAPUTELHON/AbIXaTENbHOI CUCTEMBI OTBepTKa WAL esas

WK yaywbio. C MeNKUMU NpegMeTamMu He06X0AMMO 06palLaTbecsi 0CTOPOXKHO . o
Vicnonb3yiiTe 0TBEPTKY WANLEBYIO ANA PYHYHON 3aTSKKA UNU YAANEHUA WANLEBbIX BAHTOB

Mepbl NpefoCTOPOXKHOCTHU YAnuHuTeNb pesbl

. Mepea BbINONHEHUEM KaXAoi npoueaypbl cnegyeT y6eanTbCcsa B TOM. 4TO ace 1 MpucoeanHuTe BLIGPaHHOE CBEPNO K YANMHUTENIO CBEpAa
HE06X0/iMble KOMNOHEeHTbI, MHCTPYMEHTLI U MaTepnanbl AOCTYNHbI B 2 MpucoepnHUTe YANMHUTENL CBEP/IA CO BCTAANEMHbIM CBEP/IOM K KOHTPYINI0BOMY
TpebyeMOM KONM4ecTBe U NOTHOCTbLIO NPUTOAHbI K NPUMEHEHUIO. HaKOHEYHNKy.

. PacnonoxuTe nayneHTa Takum o6pasom, YToGbl ONACHOCTL BAbIXaHUs AeTanei 3. Y6epuTeck B TOM, UTO CBEP/IO BCTABNEHO B YANUHWTENL CBEPNA 40 KOHUA
6blna cBefeHa K MUHUMYMY PyKOﬂTKa ANsA OTBEPTKU

. Bce KOMMOHEHTbI, UCMONb3yeMble BHYTPU POTOBOI NONOCTH, AOKHBI BbITh 1. MpucoeauHnTe BbIGPAHHbI MHCTPYMEHT K PYKOSITKE ANSi AUHAMOMETPUYECKOro Kya
3a(UKCUPOBaHD! BO M3GEXAHUe UX BABIXAHNA UM NPOrNATLIBAHNS. 2 Vcnonb3yiiTe pyKOATKY AN AUHAMOMETPUYECKOTO KUa BPYUYHYIO UAN C KNIOYOM-

. ECn B CBA3K C HEGNArONPUATHLIMU aHATOMUYECKUMU YCNIOBUAMMU UHCTPYMEHTBI TPewoTKoi AN YCTAHOBKM UM yAaNEeHNA UMNAAHTATOB UAM KOMMOHEHTOB.

MpaBa Ha U3MEHEHNA COXPaHEHbI.
Mo 3anpocy MOXHO NONYYNTb MHCTPYKLMIO HA APYTNX A3bIKaX

B TOM UM NHOM PerMoHe Mupa MoryT 6biTb JOCTYMHbI HE BCE Dentsply
nponssoguTtens: Dentsply Implants Manufacturing GmbH N3REMUA. Slrona

Rodenbacher Chaussee 4, 63457 Hanau, Germany CocTostH1e MH(opMmaL im plants

www.dentsplwm. olants.com IFU 5683-RU-RU Peg 2024-02
www.dentsPlvsirona.com
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WHCTPYKUMUA NO NPUMEHEHWIO

Kniou'Tpewotka Ana MMniaHTaToB

Moppo6Hy nHopmaynio 06 NCNONL30BAHUN MHCTPYMEHTA CM. B COOTBETCTBYHOLWEM
pykoBoACTBe NO NPUMEHEHUID UMMNIaHTATOB U OPTCITEANYECKUX KOMMOHEHTOB CUCTEMBbI Astra
Tech Implant System

Kntou LUECTVII'paHHbIVI Ana yaaneHusa abaTMeHTOB

Moapo6Hyt nHdopmaLnio 06 NCNONb30BAHUN UHCTPYMEHTA CM. B PYKOBOACTBE MO
npumeHeHuno IFU-5610 «/IHCTPYMEHTbI AN PEMOHTA N U3BIEYEHUA».

NoTkn opToneguueckme/xupyprudeckie

1 Y6eanTech, 4TO NOTOK U MHCTPYMEHTbI OUULLEHbI Nepe/l NPUMEHEHNEeM B COOTBETCTBUN C
yKasaHUAMM N0 O4MCTKe (CM. pasjen «OuncTka u CTepUAn3aumns»).

NMPUMEYAHWE: NNOTOK 1 MHCTPYMEHTBI CeayeT ounwatb pas3gesnbHo

N

Co6epuTe NOTOK 1 3aN0NHNTE €r0 NHCTPYMEHTaMn
CTepunusyiite 10TOK C MHCTPYMEHTaM1 B CTEPUIN3ALNOHHOM NakeTe B COOTBETCTBUM C
yKasaHusAMU No cTepunnsanuu (CM pasgen «OuncTka u cTepunmnsanns»),

4. MposeauTe WPYpPrunyeckyio onepauymio.
5. Mocne XMpypruyeckoii onepaunn 04MCTUTE U NPOCTEPUNNIYIATE TOTOK N MHCTPYMEHTBI.

DOopMbl NOCTABKN » YCNOBUA XpaHEHUA - YTunmsauymsa
®dopma nocraskun

w

NMPUMEYAHWE: He ncnonbayiiTe nagenus, ynakoBka KOTopbiX NOBpexaeHa

OpHopasoBoe/m

Vsgenve CocTosiHue HoropasoBoe Cpok akcnayatauun

nou noctaBke MCNonb3oBaHne

MHuoropasosoe

AHAMKATOO H3NoaBNeHus He cTeounbHo wucnonb3osaHne 20 net
MHoropasosoe

~Ny6MHOMEO UMNNaHTaTa He cTeounbHo wucnonb3osaHue 20 net
MHuoropasosoe

‘ny6nHomeo abatmeHTa He cTteounbHo wucnonb3osaHue 20 net

OT/BpTXa Wnuuesas 4na MHoropasosoe

HaKOHeYHUKa He cTeounbHO wucnonb3oBaHne 20 NeT WAK 40 U3HOCA
MHuoropasosoe

OTBeoTxa Wnuyesas He cTeounbHo wucnonb3oBakne 20 NeT Wau 40 U3HOCa
MHuoropasosoe

Yanuuutens ®oesbl He cTteounbHo wucnonb3osakue 20 f1eT unu 4o n3Hoca
MHuoropasosoe

pyKosiTKa AN 0TBBOTKN He cTeounbHo wucnonb3osaHne 20 neT uau 40 n3Hoca
MHuoropasosoe

Yawa TuTaHoBas He cTeounbHO Wcnonb3oBaHue 20 NeT WAu 40 n3Hoca
MHuoropasosoe

Muuyet He cTeounbHo wucnonb3oBauue 20 NeT uau Ao nsHoca

<nou-TpewoTka Ans He cTepunbHo MHoropasosoe 3 roga nnm 5000

UMNraHTaTos ucnonb3oBaHne  KUMEHEHMIi nu 4o nsHoca

<M0Y WeCTUTPaHHbIi ANs Muoropasosoe

yAaneHns a6aTmMeHToB He cTeounbHo wucnonb3osakne 20 net
MHoropasoBoe 3 roga unu 1500

MoTok ooToneAnYeckui He CTEOMNbLHO UCMONb30BaHWE  MOMMEHEMUi
MHoropasosoe 3 roga unu 1500

MoToK Xnoyorudeckui He CTeOMNbLHO uMCNoOnb3oBaHWe  “LOMMeHeHuit

Bua v pasmep ykasaHbl Ha 3TUKETKE NPOAyKTa
XpaHeHue

M3Ae/’ll/lil AONMOKbI XpPaHUTBCA B 3anedyaTaHHbIX OpUrMHaNbHbIX yNakoBKax B CyXxom mecTte npu
KOMHAaTHOW TemnepaType, T0 ecTb 1&-25 *C.

YTunusauusa

Ans yTunnsauun ynakosku u uspenuii cobnioaaiite geiicteyloline B HacTosllee Bpems
HauMoHaNbHble NpaBuna yTunn3auun oTXo40B B Bawed cTpaHe.

VIHCTPYMEHTbI 1 KOMAOHEHTbI, KOTOPbIE NCMONL30BANNCh BO PTY NauneHTa, MoryT 6biTb
NOTEHLUMaNbHO NHAUUNPOBAHLI U NOANEXAT 6€30NaCcHO yTUAIN3aLuun B KOHTeliHepax. Knacc
Me/ANLNHCKUX OTX0/A0B B COOTBETCTBMM C CaHlMuH 2.1 3584-21 -

MNcnonb3oBaHHbIX MU - knacc b,

He ucnonb3oBaHHbix MW - knacc A.

Matepuansl

N3penne Mateounan

Mmaukatoo HanoaeneHus TuTaH knacc 4 no ctangapty ASTM-F67
rny6uHomep umnnantata TutaH knacc 4 no ctaHaapTy ASTM-F67
rny6uHomep a6aTmenTa TuTtaH knacc 4 no ctaHaapTy ASTM-F67
OTBepTKa wWnuuesas Ans Hepxaselowasn ctanb no ctaHgapty ASTM-F899
HaKOHEYHUKa
OTBepTKa Wnnyesas
Yanuuutens pessl
PyKosiTKa AN 0TBEPTKM
Yawa TuTaHosas

Heoxasewowas ctanb no ctaHaapty ASTM-F899
Heoxasewouwas cTanb no ctaHgapty ASTM-FS99
Heoxasewowas cTanb no ctaHaapty ASTM-F899
TuTaH knacc 1 no ctaHaapty ASTM-F67

MuHueTt TuTtam knacc 1 no crangapty ASTM-F67
KnwurTpewoTtka ans HepxaBgewuwaa ctanb no ctaHgapty ASTM-F899
uMnnaHTaTos

Kntou wecTurpaHHslit Ans
yAaneuus a6aTmMeHToB
JoTok opToneguyeckuit
MoTOK Xnpypruyeckui

TutaHoBbIi cnnas (T16A14\1 no ctaHaapTy ASTM-B348

MN®CY (nonuceHnncynbMoH). CUINKOH

MN®CY (nonudeHuncynbMoH). HepxaBewLlwas cTanb No cTaHJapTy
ASTM-F899. cunukoH

OuncTtka n crtepunnsauuns

BAXHO:

. Mepea NCNONb30BAHNEM B KANHMYECKON NPaKTMKe BCE KOMMOHEHTbI 1
VHCTPYMEHTbI, NOCTaBIEHHbIE B HECTEPUILHOM COCTOSIHUN, ClIelyeT OUUCTUTD,
npoge3nHMUUMPOBaTb U NPOCTEPUNIN30BATL COrNacHoO cTaHaapTy ISO 17664.
Pa360pHble NHCTPYMEHTbl IEMOHTNPOBATL ANA OYMCTKN. WX paspelaeTcsa

CO

Mpoussopgutens: Oentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
vwKw.dcntsplyimplants.corn
www.dentsolvsirona.com
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co6upaTtb 4NA CTEPUNN3ALUN TONLKO B CYXOM COCTOSIHUM.

. Bo Bpems ynbTpa3ByKOBOW OUNCTKM Ceepna [AOMKHbI HAXOAUTLCA OTAENLHO APYT
oT Apyra - Hanpumep, 6bTb NOABEWEHHLIMI B AepXaTensx
. JNI0TKM, 3aN0THEHHbIE UHCTPYMEHTAMU, He JO/KHbI 0UullaThCA B

aBTOMATMYECKOM annapare A8 OYNCTKU U Ae3MH( EeKUNU JIOTKU U MHCTPYMEHTbI
[OMKHBI 04NATLCA Pa3fenbHO
. NloTKN Heo6xoaANMO ounaTh B paso6paHHoM Buge. Mepes cTepunusaumeis
NOTKN HEO6X0/MMO CHOBA COGPaTh M 3aN0/IHNTL MHCTPYMEHTaMM
MpepBapuTenbHas pydHas ouncrka

IpyGble 3arpA3HeHns HEOGX0ANMO y4ansaTh cpasy (He No3jHee ABYX 4acoBs) nocne
MCMO/b30BaHUS MATKOW HENNOHOBOW WeTKOW A0 MONHOTO OTCYTCTBUS BHEWHUX NPU3HAKOB
3arpsasHeHus.

YnbTpa3BykoBas ounmcTka

CnepyeT NpuAepXmuBaThCs A/INTENLHOCT BO3AEICTBUA U KOHUEHTPaLMii, yKasaHHbIX
$U1pMOii-n3rotToBnuTENEM UCMONBL3YEMOT0 YUCTALLETO CPeACTBA.

ABTOMaTuyeckas npouyegypa

Ans achheKTUBHOM aBTOMATUUECKOI Npoueaypbl TpebyeTcs npejBapuTenbHas pyuHas
ouuncTka.

[ins aBTOMaTUYeCKOi npoueaypbl cneyet UCNONb30BaTh NPeAHa3HaYEHHbIE AN 3TOrO
annapatbl N5 O4YMCTKN W Ae3UHMEKLMN, a TaKKe CPeCTBa A1 OUMCTKM U HeliTpanusauun
Co6nt04aTh yKkazaHnsa (MPMbEM3roToBUTENs annaparta Ans 0YUCTKU U fe3nHdeKyun
[l031poBaTh U NPUMEHATL CPEACTBA ANIS OYMCTKN N HEWTPanM3aumun coracHo ykasaHusm,
(MPMbI-M3rOTOBUTENA. PEKOMEHAYETCS NPOrpamMma ouMcTKI C TepmMoaeanndekyned (AO |
3000).

[N 0UMCTKU peKoMeHAyeTCa UCNonb30BaTh BOAY ONpPe/JesieHHOro KayecTsa -
NeMUHepanu3oBaHHy BOAY WM BOAY, COOTBETCTBYIOLLYI0 3TOM CTENEHN YNCTOTbI

MeToy aBTOMaTUYECKON NpoueAypbl 6bi1 yTBEPXAEH ANA CNyYaeB NPUMEHEHUS CNeayiounx
mMaTepuanos u ycTpoiicTe (cornacHo ISO 16883 u AAMI TIR 30)

. ABTOMAaTMYeCKnii annapaTt ANA 0O4UCTKU U Ae3nHpekynn Tuna G 7836 CD. Miele
& Cie. KG, Gutersloh
. Mporpamma ouncTtkn VARIO TO

MpeaBapuTenbHOE NPOMbIBaHUE XON04HON BOAOI (4 MUH )

OuuncTka B TeyeHne 10 MUH. Npu Temnepatype 45-55 *C

HeiiTpanuzauyusa (6 MuH)

MpomeXyToyHas NpoMbIBKa X0N0A4HOW BOAOW (3 MUH )

TepmogeauHpekuns B TeyeHne 5 MuH. npu Temnepatype 90 'C (AO 2 3000)

Cyuwka BTeueHne 30 MUH. npu TemnepaTtype 105 ‘C
Yuctawee cpegcteo neodishenS MediClean forte (0.5 %)/ HeliTpanu3sylouee cpescTeo
neodishen® Z (0,1 %), Dr Weigert, Hamburg
yxop
Mepea cTepunusayueil Bce n3genus HEO6X0ANMO OCMOTPETb HA NPeAMeT BUAUMbIX
3arpA3HeHnii, yXy/jleHus CBOWCTB n/unu kopposun. Oco6oe BHUMaHNe cneayeT yaenaTb
TakuM 371eMeHTaM KOHCTPYKLMM, Kak KaHasbl, HECKBO3MbIe 0TBEPCTUA, pe3bba, NOAHYTPeHUs 1
conpukacawunecs noBepxHocTy.
Bu3yanbHo NposepbTe BUANMOCTbL W YNTAEMOCTb BCeX 0603HaueHNt Ha nsgenuax MposepbTe
conpsiraemMble KOMMNOHEHTbl Ha NpeAMeT NPaBuUIbHOI CO0PKMU U (DYHKLMOHANLHOCTN
Y6epuTech, UTO U3€NNN C NOABWKHLIMK AeTansiMmu pa6oTanT ucnpasHo lposepbTe
KOMMNEKTHOCTb M LLeNOCTHOCTb Npe/BapuTelbHO YCTAHOBNEHHbBIX KOMNOHEHTOB.
Ytunusupyiite usgenus c gecpekramn
CTepunusayns oAMHOUYHbIX KOMMNOHEHTOB
CTepunusaumnio cneayet NpoBOANTL B COOTBETCTBUM CO CeAYiOU el CXeMOii
MoaroToBka K cTepunnsaynu: [letanu 3anaMuHMpoBaTh B NpeJHa3HauYEHHbIE N5 3TOT0
CTEPUNN3ALMOMHbIO FTakeTbl. 0J06PEHHbIE ANIS NPOAAXM B LeNsX UCNONb30BaHNs C
peKoMeHAyeMbIMU NapamMmeTpamMu CTepunn3anun YnakoBka 40o/XKHa COOTBETCTBOBATh
Tpe6oBaHuam cTaHgapToB EN ISO 11607. ANSI/AAMI ST79 n AAMI TIR12.
Ha Kax/0M CTepunn3aLnoHHOM NakeTe JO0/DKHbI NPUCYTCTBOBATL MHAMKATOP W jaTta
cTepunansaunu.
2. I'IapaMe‘rpbl (corn. 1ISO 17665, EN 13060, EN 285 n AAMI TIR12)

LiaurensHocTs - ELmTenibHOCTD

[

MeTtop, Cnocob Temeoaryoa aoaaelietBVST  BYLLKU
LinHamuyeckoe 134°‘C 3 MUH. 20 MUH.
yAaneHue sosgyxa

MeperpeTblit  (NpeaBapuTenibHoe

nao (EC*1 BakKyymuposaHue)

Meperpetblii  LiuHamuyeckoe 20 MUH

nap yAanexue Bosayxa
(npeaBapuTenbHoe 132 cQZ?O *F) 4 MUH
BaKyymupoBaHue) 135 *C (275 ‘F) 3 MUH
YpaneHue sosgyxa

MeperpeTblii  rpaBUTaLNOHHbLIM

nao cnoco6om 121 'C (250 'F) 30 MUH. 20 MUH.

' YkazaHe MUHUMaNbHas 4ANTENbHOCT BO3AECTBUSA; HA NpaKkTuke 06pa6oTka 06bIYHO
3aHMMaeT 6o/iblWe BPEMEHU U MOXET pa3NuyaThCs B 3aBUCUMOCTM OT annapara

** Monb3osaTenn B cTpaHax EC 06A3aHbl CO6N04aTh BbilleNpuBe/eHHble napameTpbl npn
cTepunusayun neperpeTsiMm napom

3. Ycnosus xpaHeHus: CTepUNN30BaHHbIE KOMMOHEHTbI C/IeyeT XPaHUTb B CYXOM 1
HeaanblIEHHOM MecTe Npu KOMHaTHON Temnepartype

CTepununsaums 3anosiHeHHOro f10Tka

NMPUMEYAHWE: NoTkn He npeAaHasHauyeHbl Ans NOAAEPXKaHUS CTEPUNBHOCTH W AOXKHbI
MCNO0/Nb30BaTLCA BMECTe C 0/l06PEHHbIM A4N15 NPOAaXN, BaNMANPOBaHHbIM
CTepUNN3aLNOHHLIM NakKeToM.

CTepunusauuio cnepyet NnpoBOAUTbL B COOTBETCTBUN CO CNeAyLLel CXeMOii.

1. TOArOTOBKa K cTepunusayun: NMomMecTuTe 3anofHeHHbI N0TOK B CTEPUNN3ALUOHHbIN
nakeT, 0f06PeHHbI 47151 UCNOMb30BAHNSA C PEKOMEHAYEMbIMU NapameTpamu
cTepunusauuu. Ynakoska f0/KHA COOTBETCTBOBATL Tpe60BaHNAM cTaHAapTos EN ISO
11607, ANSI/AAMI ST79mAAMI TIR12.

Ha Kax/j0M CTepUNM3aLMOHHOM NakeTe 4O/MKHbI NPUCYTCTBOBATL MHANKATOP ¥ AaTa
cTepunusayum.

2 MapameTtpsl (corn. ISO 17665, EN 13060, EN 285 u AAMI TIR12)

MpaBa Ha U3MEHEHWUA COXPAHEHbI.
Mo 3anpocy MOXHO MONYUYNTbL UHCTPYKLMIO HA APYTUX A3bIKaX.

Dentspl
SIrO DQp y

Implants

B TOM U MHOM pernoHe mupa MoryT 6biTb JOCTYMHbI HE BCE
n3penus.

CocTosiHue nHcpopmayum
IFU 5683-RU-RU Pep. 2024-02
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WHCTPYKUMA MO NPUMEHEHUIO

AnvtensHocTh ("nkrensHo
MeTop Cnoco6 Temnepatyp* Bo3/elicTBns’ CTb CyW KK
LinHamuyeckoe yaaneHue 134 'C 3 MUH. 20 MuH
MNeperpeTsl Bo3ayxa
ap (npeaBapuTensHoe
[EC-) aakyymumooBaHue>
MeperpeTbl OuHamuuyeckoe ypaneHune 132 *C (270 ‘F) 4 MUH 20 MuH
 nap BO34yxa
(npeaBapuTensHoe
BakMymuoosaHue)

* YKasaHa MUHUMaNnbHas fAUTENbHOCTL BO3/ECTBUSA, HA NpakTUKe 06patoTka 06bIYHO

3aHUMaeT 6o/iblie BPEMEHU U MOXET Pa3nnyaTbCs B 3aBUCUMOCTM OT annaparta.

Monb3osatenn B ctpaHax EC 06s3aHbl co6ni0aaTh BblleNpuBeeHHbIE NapamMeTpbl nNpu

cTepunusauum neperpeTbiM napom.

MNepea Tem Kak NOMOXMUTL IOTOK HA XpaHeHue, y6eAnTeck a OTCYTCTBUN NPU3HAKOB

BNAXHOCTW. B MHOM Cny4yaB NOBTOPUTE Mpouecc CTepUnn3anum, ucnonb3ys 6onee

ANNTENbHOE BPeMSA CynxKM.

4 Ycnosus xpaHeHus: CTepunn3oBaHHbIe KOMNOHEHTbI CAe/lyeT XpaHUTb B CYXOM U
HesanblNeHHOM MecTe Npu KOMHaTHO/i TemnepaType.

[JononHutensHasa uHgopMaums aas nonb3oBaTenei

Ecnu Bbl BnajeeTe nHgopmanmeit 06 onacHbiX AN XKN3HU UHLMAEHTAX WU CEPbE3HOM
YXYAWEHNUN COCTOSHNS 340POBbA NaLMeHTa, CBA3AHHOTO C MPUMEHEHUEM 10GOT0 U3 HalNX
u3zenunii, Nnpocnm coobwnTh 06 3TOM HaM 1 COTPYAHUKAM KOMMNETEHTHOro opraHa B Baweii
cTpaHe.

ToBapHble 3Haku

Bce TOBapHble 3HAKM M HA3BAHNA KOMNAHUN ABNAIOTCA COGCTBEHHOCTLIO COOTBETCTBYIOLUX
Bnagensues [Ns ynyyweHUs ynTaemMocTu AoKyMmeHTa komnauus Denisply Sirona Implants He
nucnonb3yeT CMMBONLI ® 1 ™ B OCHOBHOM TekcTe. TeM He MeHee, komnaHua Dentsply Sirana
Implants He 0TKa3blBaeTCsA OT CBOMX NPaB Ha TOBAPHbIE 3HAKM, M 1aHHbIA OKYMEHT He MOXeT
6bITb NCTONKOBAH UHAYe

w

YcnoBusi TPaHCNOPTUPOBKM

M3nenns cnepyeT TpaHCNOPTUPOBATL U NEPEBO3UTL OCTOPOXHO, U C COGI0AEHNEM 0COBLIX
Mep NpejoCTOPOXHOCTU NPU TPAHCMOPTUPOBKE, NMPUMEHUMbIX K K&X/AOMY TUNY MeJULIUHCKOTO
n3genus, npu temnepatypax ot -30*C o -T60'C 1 OTHOCUTENbHOMN BaXHOCTW He 6onee 80
%.

YcnoBus akcnayaTaumm

CTomaTonornyeckne KAUHUKN u na6opatopun

O6nacTb NpUMeHeHus

CTtomatonows. 3y6Has UMNNAHTONOIUSA.

Cpok rogHocTH

Cpok rogHocTM — 10 neT B OpPUrMHANbHOI ynaKkoBKe.

[apaHTUA Ha cucTemMy MMNNaHTaToB

[Ans nonyyeHus NonHoi WHopmMauumn o0 rapaHTUM Ha U3AEeNUs CUCTEMbI CM
noApoGHbLI0 rapaHTuiiHble YyCNOBUA Ha cUCTeMy UMNNaHTaToB. (0S-wotW t\j)

JocTynHocTb nspenuii

BHUMAHWE: He Bce n3genus, onucaHHble B JaHHON WHCTPYKUUW, MOTYT 6bNb
3aperncTpuposaHbl / paspeleHsl K o6paueHunio / NMIeH3NPOoBaHbl Ha BCEX pblHKax. Ans
03HAKOM/IEHWUs C AOCTYMHBLIM aCCOPTUMEHTOM WU3/1eNNii U NX ONUCaHNEM, CM AeiiCTBYiounii
Katanor npoAyKuumu 1 6poLwopbl AU CBAXUTECH C MECTHBIM odhucom npoaax Dentsply Sirona
ANA NonyyeHus MHOPMaLMn 0 AOCTYNHOCTN U3jeNus.

YNo/MHOMOUYEHHbIV npeAcTaBuTeNb NPON3BOAUTENS HA
Tepputopun Poccuiickoin degepaunmn

00O «/[leHTcnnaii CupeHa»
115035, r. MockBa, H36. OBYMHHWUKOBCKAR, A. 18/1, cTp. 2, nomew, 3H
Ten *7(495)725 1087

Ce1

Mpoussoautens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentsplvimDI3nts.com
www.dentsDlusirona.com
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O6BbSACHEHNE CMMBOJIOB

Cumson HanmeHoBaHne cumsona

MpoussognTens
JlaTa u3rotoBneHus

Wcnonb3osaTk A0

T | Kog naptuu
REF| Homep no katanory

He cTepuneHo

He ncnonb3oBaTh Npu NOBPeX/AEHUMN yNaKoBKN

O6paTuTech K UHCTPYKLWN MO NPUMEHEHWIO

1 a

EBponeiickoe CootBeTcTBUe (EC)

TonbKo no peuenty BawYa.
./\CG.]I (BHumaHue' B cooTBeTCTBUM C 3akoHOAaTenbcTBoM CLIA npogaxa
y [AAHHOTOo npenaparta MOXeT NPON3BOANTLCA TONLKO CTOMATONOraMun
UK Bpayamu, MMELWUMU NNLEH3NI0 Ha OCYLLEeCTBNEHNE
Me/IMLUMHCKO 1eATeNbHOCTN, NMBO No UX NpeAnnucanHmio )

I MD I MeAaunuuHckoe usaenve

I'IpaBa Ha U3MEHEeHNA COXpaHeHbl
Mo 3anpocy MOXHO NOMYYNUTb UHCTPYKLMIO Ha APYTNX A3bIKaX

B TOM unu nHom pernoHe mupa moryTt 6bTb AOCTYNHbI HE BCe DentSpIy
n3genns. Slrona

CocTosHune ungopmaynu |mp|ants
IFU 5683-RU-RU Pea. 2024-02
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PYyKOBOACTBO MO NPUMEHEHUIO

Astra Tech Implant System®

lla6noHbl MMnNaHTaToB peHTI'eHO!'IOI'I/I'-leCKVIVI

Cuctema Astra Tech Implant System MOXeT UCNONb30BATLCA TONLKO CTOMATONOTAMU UK
BpaHamu, NpollejWwnMN 06y4eHne B COOTBETCTBYO ULl 06nacTu

OnucaHne cucTemsl

Cuctema umnnaHtaTtos Astra Tech Implant System paspa6oTaHa N5 3aMeHbl OAHOr0 UAn
HECKO/IbKUX OTCYTCTBYIOWUX 3y60OB Y NayNEeHTOB C L|€Nbi0 BOCCTAHOB/IEHNS XeBaTeNbHOM
PyHKLMN CucTema BKAKYAET AeHTaNbHble UMNAaHTaTbl, 8UHTbE3arNYyLWKN, TPAHCAECHEBbIE
abaTMeHTbl 1 Apyrne opToneanyeckne KOMNOHEHTbI, a TaKXe XMpypruyeckue u
opToneAuYeckne NHCTPYMEHTbI

KomMnoHeHTbl cucTembl nmnnaHtatos Astra Tech Implant System moryT ucnonb3osatbcs
TONbKO BMECTE C OPUTUHANLHLIMW U3LENNAMU N NHCTPYMEHTAMK

OnuncaHue nagenus

Wa6noHb! MnnaHTaToB peHTreHonornyeckne (Radiographic Implant Guides) npeactasnaioTt
€060/ AeBATL NPO3PayHblX NNACTUKOBbIX NEHOK C HaneyaTaHHbIMW KOHTYpaMu UMNNaHTaToB
nojA pasHbIM yBENNYEHUEM.

JlnanasoH yBeNYEHNS UMNNAHTATOB BapbupyeT oT 1,0 40 1,8. Kaxgomy yBenndeHuio
COOTBETCTBYET OTAE/IbHAS NNeHKa.

Bce umnnaHTaThl cuctembl Astra Tech Implant System BocnpoussoAAaTcA B TOYHOM
COOTBETCTBUN C MaclTabom

Ha3HauyeHue (MHCTPYMEHTbI)

MHOropa3oBbie XMPYypruyeckne 1 BoCCTaMOBUTE/IbHbL1e UHCTPYMEHThI, NpeHa3HaueHHble Ans
YCTaHOBKN, yaneHns v/ unu 3ameHbl 3y6HbX UMNNAHTATOB, a6aTMEHTOB UK
CTOMAaTON0INYeCKUX N1a6opaTOPHbLIX NPOAYKTOB C L|€/1bI0 BOCCTAHOBNEHUSA XKEBATENbHOI
yHKLMM NaymeHTa UHCTPYMEHTHI MOTYT UCMONb30BATLCA B 4BYX Pa3HbliX pabounx
npoueccax: ycTaHOBKa M yJafeHne Ha ypoBHe UMNAAHTATa UK YCTAHOBKA U yjaneHne Ha
ypoBHe abaTMeHTs.

MHchopmaLms o 3akase u pasmepax

AKTyanbHylo Nopo6Hylo MH(OpMaLMio 0 3aka3e CM. B NOC/eHEM KaTanore NpoAyKuumu Astra
Tech Implant System

Matepunan

Mnactmacca

[oka3zaHuAa K NpUMeHeHuo

Wa6noHbl UMNNAHTATOB PEHTIEHONOMNYECKNEe — 3TO WHCTPYMEHTb! N5 NAaHnpoBaHns,
ucnonb3ylownecs nepea ycTaHoBKO# UMNAanTaTa

Wa6noHbI NCMONb3YIOTCA COBMECTHO C PEHTIEHOBCKUMU CHUMKaMM YeNCTU nauueHTa u
nomorakT Bpayy BbiGpaTh ONTUManbHOE NONOXEHWe, HanpaBieHne 1 pasmMep UMnnaHTaTa

MpoTtnBonokasaHua

ViMnnaHTaTel AnameTpom 3.0 He NpejHa3Ha4YeHbl ANs 3aMeHbl LeHTPanbHbIX Pe3L0B, KNbIKOB,
npemMonsapoB  MONSPOB BEPXHEH YeNiocTu, a TakxKe KiblKoB, NPeMONsApOB U MONAPOB HUKHEN
uencTn.

[Apyrue a6CconTHLIE NPOTMBONOKA3AHNS K YCTAHOBKE UMNNAHTATOB CUCTEMbI Astra Tech
Implant System 0TCyTCTBYIOT, KDOME BbIlWENPUBEAEHHOTO NPOTUBONOKA3AHNA 1
NPOTUBONOKA3AHUA K UMNIAHTONOTMYECKOMY NEYEHUIO B LLenom

I‘Ipep,yn pexaneHua

CTaHAapTHble PUCKM OCNOXH NI B X0/ XMPYPrUYECKNX MaHUNYNSALNI B POTOBOI NONOCTU 1

peabunuTauuu poToBOIl NONOCTU JO/MKHbI 6bITh U3BECTHLI Bpady Tepeyucnium nuub

HEKOTOPbIE U3 HUX.

« MauneHT MOXeT NPOrNOTUTL NN BAOXHYTb CAYYaiiHO ynasline KOMMNOHEHTLI, 4TO MOXeT
NpuUBECTN K achUKCUn UNU TeNeCHOMY NnoBpeXAeHnio. C Menkumu npeagmeTamu
HEeo6X0ANMO 06palLaThbCs 0CTOPOXKHO.

BO3MOXHA anneprus UAn runepyyBCTBUTEIbHOCTb K XUMUYECKAM UHIpeAneHTam
ucnonb3yemoro Matepnana Heo6X0ANMO BHUMATENbHO M3Y4UTb UCTOPUIO 6ONE3HM
nauyuenTa

B pe3y/nbTaTe HENPaBULHOTO NNAHMPOBAHUSA U BbIGOPA MeCTa U NY6UHbI YCTAHOBKM
MMnAaHTaTa MoryT 6bNb NOBPE)e/jeHbl HEPBbI, KDOBEHOCHbIE COCY/Abl, 3Y6bl N Apyrue
UYBCTBUTE/bHbIE CTPYKTYPbl. HACTOATENIbHO PEKOMEHAYETCS MPOXOANTL CNeLnansHoe
o6y4eHne nepes NPUMEHEHNEM HOBbIX METO/0B NeYeHust

Ecnun Bbl Bnageete uHopMaunen 06 oNacHbIX ANS KU3HU UHUMAEHTAX UNN CEPbE3HOM
YXyAWEHUM COCTOSIHUS 3[,0POBbLS NaLMeHTa, CBA3aHHOIO C NPUMEHEHNEM N060r0 U3 HalNX
M3Jennii, NpocuM Coo6WNTL 06 ITOM HaM U COTPYAHUKAM KOMNETEHTHOTO/PEryNnpyoWero
opraHa B Baweii cTpaHe

Mepbl NpefoCTOPOXKHOCTU

* KOMMOHEHTLI 1 MHCTPYMeHTbl cucTeMbl Astra Tech Implant System HecoBMecTUMbI ¢
cuctemoii Astra Tech Implant System EV.

+ Mpu 3HAYNTENbHOK aTPO UM HIUKHET YeNCTU CyllecTBYET PUCK ee Nepenoma Bo Bpems
XUPYPrUYeckoi onepayun nav nocne Hee.

« Yrnosble abaTMeHTb! Ha UMNAaHTaTax ManeHbKoro AuamMeTpa He peKOMeHAYlTCA K
npuUMeHeHno B 60KOBbLIX OTAeNax 3yGHOro psaga

+ Mpu NNaHNpOBaHUM NeYeHUs AN UMNNAHTaTa ANMHONK 6 MM 064yMaliTe BO3MOXHOCTbL
npuMeHeHUs Hanbonee WUPOKOTO BOIMOXHOFO UMNNaHTaTa, ABYX3TAMHOT0 XUPYPrnieckoro
BMewWwaTeNbCTBA U WIHUPOBAHNS UMNAaHTaToB TuwatenbHa ciejute 3a NauneHToM Ha
npeAMeT yTpaTbl KOCTHOM TKaHW BOKPYT UMNNaHTaTa MW N3MEHEHUs peakuum uMnaaHTaTa
Ha nepkyccuio Ecnm umnnaHTat geMoHcTpupyeT 6onee 50 % yTpaTbl KOCTHOW TKaHU unu
NoABMXHOCTb, 06/lymaiiTe BO3MOXHOE yAaneHne uMniaHTaTa

* B NOBCEAHEBHON NPAKTUKE UMMIAHTONONNYECKOE NEYEHUE HE PEKOMeHAyeTCs

C€l

B S Mpoussoautens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentsplvimtilants.com

www.dentsplvsifona.com

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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Jilns 03HaKOMeHus ¢
WHCTPYKUUAMMW NO NPUMEHEHUIO U
rnoccapunem cCMmMBONOB nepeﬁnge
Ha caiiT tfu-dentsplvsironaxoni

Oa

A0 3aBEpLEHNs POCTa YeNoCTU.
L) I'Ipvl Heﬁﬂal’l)ﬂpl/lﬂTHb}( YCNOBUAX HArpy3kKun mMmnnaHdTtar, opTone,qvmecKmﬁ KOMMNOHEHT unun
npoTe3 MOXeT TPeCHYTb HeOsXOAMMD TuiaTeNbHO OUEHUTb XXeBaTe/ibHble Harpy3ku n
Av3aiiH pecTaBpaynm.
HeHagnexaujee oxnaxpjeHne, HenpaBuabHas NoAroTOBKa /10Xa UMNaHTAaTa,
HenpaBuU/bHbIe HACTPONKM MHCTPYMEHTA U Ype3MepHoe ycunue uKcauun npu ycTaHoBke
MOTyT NpUBECTU KNOBPEXAEHUID MMniaHTarta
Ha npuxuBaemMocTb UMNNaHTaTa MOryT NOBAUATL KONNYECTBO U KA4YECTBO KOCTH,
NoKanbHble MHCbeKLlVIVI N HapyweHne Ha4yanbHOM0 3aXXUBEHNA. yCI'IeLLIHDMy
3aXWUBNEHUK N OCTEOUHTErpaunun MoryT npenaTcTeoBaTb cne,qylovl"e (haKTOpI:I

* HapyweHus 06u|ero COCTOSHUA 340POBbS.

* HapyweHus COCTOAHUA 340pP0OBbSA yenocTei:

1 npejwecTByloujee TepaneBTMYeckoe 061yYeHne B 061acTu pecTaspayum

+ upesMepHoOe ynoTpe6neHne ankorons Uan ynotpe6aeHne HapkoTUKOB.

* KypeHue.

MHdopmaumsi o0 MPT-6e3onacHoOCTyH

HenpumeHnmMo K WwabnoHy MMNNAHTATOB PEHTIEHONI0TNYeCKOMY

HexxenartenbHble peakuun

B0 BpemMs UMNNAHTONOIMYECKOTO SIeYeHNSt MOTYT BO3HUKHYTh T€ UIN NHbIE HeXenaTeNbHble
peakr*u. B Tom uucne’

« anneprusa (Hanpumep, aHaUNaKTUYECKUIi LWOK),

1 HeycTpaHMMOe KPOBOTEUEHNE NocNe onepauun (Hanpumep, B pesynbTate NoBpeXaeHus
A3bIYHON apTepun).

B/lbIXaHWe UNu nNpornaTblBaHne KOMMNOHEKTOB:

« Heo6paTMMOE NoBpexX/AeHue Hepsa,

* TpewmHa B HUXHell yenioctu,

1 yTpaTa umnnaHrara,

* MepuuMnNaHTnT,

1 noBpexpgeHne Uan TpewmnHa KOMNOHEHTa uau npcrresa

MowaroBas MHCTPYKLUUA

Bpau Bbi6MpaeT U3 Wab/0HOB UMNNIAHTATOB PEHTIEHOIOTMYECKUX NOAXOASAL YO MAEHKY,
COOTBETCTBYH WY YBE/INYEHNIK PEHTIeHOBCKOro CHUMKa COrjiacHoO nokKasaHuam CUCTeMbl
BM3yanusauum PeHTreHOBCKUIi CHUMOK KnajgeTcs Ha Heratockon, nneHka wa6noxHa (RIG)
HaKNaAblBaeTCs Ha PEHTIEHOBCKNA CHUMOK

Mpu MCNONb30BaHNN WAGNOHA UMNNAHTATOB PEHTIEHONOTMYECKOro AN UMNNaHTaTa
OsseoSpeed TX Profile Heo6xoauma peHTreHoBcKaa ToMmorpatua B caruTranbHo N10CKOCTU
ANS NONlyYeHNa COOTBETCTBYOLWEro n3obpaxeHns npogunsa rpebHsa

Bpau OUeHNBaeT KOHTYpbl pa3/IMYHbIX UMNNAHTATOB Ha4 MecTom npe,qnonaraemoﬁ yCTaHOBKKW
umnMnnaHtarta un EblﬁVIpaeT Hanbonee nogxoasuiee nonoxeHwe, Hanpas/ieHne U pasmep
nmnnaHTata. 370 CI'IOCOﬁCTByeT HpSACKaSVSMOVI n 6e3onacHoii yCTaHOBKE uMmnnaHrara.
Y6eAuTech, 4TO UCNO/L3YETCS COOTBETCTBYIOUIEE YBENNYEHNE

OuucTka n cTepununsayms

N3penve npegHasHa4vyeHo A8 MHOTOKPaTHOro WCNOMb30BaHUA
MNeHKN YCTONYNBBI K LUMPOKO NCMONb3YHOLWUMCS YHUCTALWUM XUAKOCTAM

DOopMbl MOCTABKU - YC/I0BUA XpPaHEHUSA - YTUnsaums
MNocTtaskun

N3penve CocTosiHue OpHopasosoe/ Cpok akcnnyaTauuu
npu nocTaBke MHOropasosoe (konuuyecTBo pas
ncnonb3oBaHue ncnonbsosaHua/neT)
Wa6noH
peHTI’eHOﬂOI’MHeCKMﬁ
(Radiographic Implant MHoropasosoe
Guides) He cTeonnbHo wncnosb3oBaHue 20 net

PasnuuHble Wa6N0Hbl UMNIAHTATOB PEHTIEHONOTMYECKIME CNOXKEHbI B YA06HbI NNacTUKOBbINA
nakeT. He06X01UMOCTN B 0COGLIX YCNIOBUAX XPAHEHUS HET.

XpaHeHue

V13fenns JOMKHbI XPAHNTLCA B 3anedaTaHHbIX OPUrMHabHbIX YNakoBKax B CyXoM MecTe npu
KOMHaTHOI TemnepaTtype, To ecTb 18-25 'C.

YTtunusauusa

Ans yTunnsauuu ynakosku u nsaenuii cobnioaaiite AeiicTByloUMe B HAacTosIee BpeMs
HalMoHaNbHble NpaBuna yTuansaumum oTxo0s B Baweii ctpaHe

VIHCTPYMEHTbI 1 KOMMOHEHTbI, KOTOPbIE UCNONb30BANNCH BO PTY NalueHTa, MoryT 6biTh
noTeHUNanbHO MHNLMPOBaHLI U NoANexaT 6€30NacHOi YTUAM3aLNM B KOHTeliHepax,
npeAycMOTPEHHbIX AN 3TOI Lenn

Knacc MeMUNHCKMX 0TX0/10B B cOOTBEeTCTBUN C CaHMuH 21 3684-21 -
WNcnonb3oBaHHbIX MU - knacc b,

He ucnonb3zosBaHHbix MU— knacc A.

JokymeHTauns
He npumeHumo.

[JononHutensHasa nHdhopMaumsa Ans nonb3osartenei

Ecnu Bbl Bnageete nHopmaumein 06 onacHbiX 418 KU3HU UHUULEHTAX NN CEPbE3HOM
YXyAWEHUN COCTOAHMUA 340P0OBbA NayneHTa, CBA3aHHOIoO C NpUMeHeHnem nw60ro 3 Hawmx
n3aenunii, npocum coobLWNTL 06 3TOM HaM U COTPYAHUKAM KOMMETEHTHOro opraHa B Baweii
cTpaHe

MpaBa Ha N3MEHEHNS| COXPaHEeHbI
Mo 3anpocy MOXHO MOMYYUTb UHCTPYKLMIO HA APYTUX A3bIKaX

Dentsply

Sirono
implants

B TOM WM NHOM pernoHe mMupa MoryT 6bTb AOCTYMHbI He BCe
nsgenus

CocTosHue uHopmayum
IFU 5691-RU-RUPefl 2024-02
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PyKOBOACTBO MO NPUMEHEHWUIO Denispiy

Sirono
implants

il
Astra Tech Implant System® e e
rnoccapmemMm CUMBOOB nepeﬁp.vrre

llaboHbl MMNNAHTATOB PEHTIEHONTOTNYECKN " a cafiT fuldentBDivBirana.coni

Ycnosusa TpaHcnopTUPOBKK ToBapHbIe 3HaKM

Bce TOBapHble 3HAaKN U Ha3BaHNA KOMNaHUn ABNAKTCA CO6CTBEHHOCTbIO COOTBETCTBYH W MX
Bnagensues [ns ynyuyweHUs unTaeMocTu 4oKyMeHTa komnanus Dentsply Sirona Implants He
ncnonb3yet CUMBONbI ®un B OCHOBHOM TeKcTe

Tem He MeHee, komnaHus Dentsply Sirona Implants He 0Tka3biBaeTCs 0T CBOMX Npag Ha
TOBapHble 3HAaKW, U JaHHbIi JOKYMEHT HE MOXET 6bITb UCTONKOBAH MHAYe

V3genus cnefyeTt TpPaHCNOPTMPOBATL U NEPEBO3NTL OCTOPOXHO, U C COGI0AEHNEM 0COBbIX
Mep NpeAoCTOPOXHOCTU NPU TPAHCMOPTUPOBKE, MPUMEHUMbIX K KXKA0MY TUNY MEANLMHCKOTO
usgenus, npu temnepatypax o7 -30'C A0 +60'C 1 OTHOCUTENLHOI BNaxHOCTN He 6onee 80
%.

Ycnosus akcnayatauum

CTomaTonoruyeckue KAnHukn u na6oparopuu

O6nacTb NpUMeEHeHNs

Crtomatonorusa 3y6Has MMNAaHTonorms

Cpok rogHocTH

Cpok rofHOCTM— 10 NeT B OPUTHANbHOI ynakoBke

FapaHTUsa Ha CUCTEMY UMNIaHTaToB

Ans nony4yeHns NONHOW MHOPMaLUKM O rapaHTUN Ha U3[eNnsi CUCTEMbI CM. NOAPOGHbIE
rapaHTuiiHble yCNOBUSA Ha cMCTEMY uMnnaHTaToB. (Js-worid nj)

JocTtynHocTb nagenuii

BHVUMAHWE: He Bce u3aenus, onucaHHble B gaHHON NHCTPYKLUU, MOTYT 6biThb
3aperncTpupoBaHbl / paspelenbl K 06palyeHunio / NMLEH3NPOBaHbl Ha BCEX PbiHKax Ans
03HAKOM/IEHUS C JOCTYMHbLIM aCCOPTUMEHTOM WU3JEeNNnii N NX ONUCAHNEM, CM AeliCcTBYiow nii
KaTtanor npoAyKuuu n 6pon3opsl UK CBAXUTECH C MECTHbIM oucom npogax Oenisply Sirona
ANA NONy4YeHUs MHOPMaLUu 0 4OCTYNHOCTU U3aenns

YNONHOMOYEHHbI NpejcTaBuTeNb NPOM3BOAUTENSA Ha
TeppuTopumn Poccuiickoih ®egepaymnm

00O clleHTcnnait CupoHa»
115035. r Mocksa, H ~ OBYMHHUMKOBCXas. A 18/1. cTp 2. nomeu, 3H.
Ten *7(495)725 1087

O6bsACHEHNE CUMBOJIOB

HanmeHoBaHue cumeona

y Mpoussoantens

Iﬂn.l'lrl [ata nsrotosneHus

Wcnonb3osaTb 0

ILOTl Koa napTumn

lrefl Howmep no katanory

He cTepunbHo

He ncnonb3oBaTb Npu NOBpeX/AeHUN ynakoBKn

O6paTuTech K NHCTPYKLUN NO NPUMEHEHNIO

C C /C C . Esponeiickoe CooTeeTcTBue (EC)

TonbKo No peuyenTy Bpave.
./ml (BHUMaHue! B cOOTBETCTBMM C 3aKoHOAaTeNbCTBOM CLIA npojaxa
y AaHHOTO NpenapaTta MOXeT NPOM3BOANTLCA TONLKO CTOMaTON0ramMn
MK Bpayamu, UMeKWMMN NNLLEH3NI0 Ha OCYyLLeCcTBNeHNe
PUEAULMHCKON 1€ ATENLHOCTH, NGO N0 NX NPEANUCaHNIo.)

m MepauuynHckoe nsaenve

MpaBa Ha M3MEHEHUA COXPAHEHbI.

C € 1 Mo 3anpocy MOXHO MONYUYNTb UHCTPYKLMIO HA APYTNX A3blKaX
B TOM UAN NHOM pPernoHe Mupa MoryT 6biTb JOCTYNHbI HE BCE Dentsply
npounssoguTens: Dentsply Implants Manufacturing GmbH uspenns Slrona

Rodenbacfter Chaussee 4. 63457 Hanau. Germany
www.aentSDIlvimplants.com
www.denlSDIvslrona.com

CocTosaHue nHgopmaynu Im p|ants
IFU 5e91-RU-RU Pep 2024-02
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PYKOBO/ACTBO MO NPUMEHEHUIO

Astra Tech Implant System® EV

AbaTMeHT WapoBuaHbin EV (Ball Abutment EV)

OnucaHne cnuctemsbl

CucTtema Astra Tech Implant System BkAl4YaeT AeHTaNbHble UMANAHTATbI, BUHTbI-3aryLWKN,
TpaHcAecHeBble abaTMEHTLI U ipyrue opTonejuyeckne KOMNOHEHTbI, a TakKe HaGopbl
XUPYPrUYeCcKnX n OpTonenyecknx MHCTPYMEHTOB

MNpeagnonaraembie N0NbL30BaTENN

Monb3oBaTeNAMN AaHHbIX U3/1eNNii JOMKHbI GblTb MLEH3MPOBAHHbIE BpaYn/cToMaTonorm,
o6najaouime HaBblkaMin pa6oTbl B leHTaNbHOM UMNNAHTONOMMM U 3apaHee 03HAaKOM/IEHHbIE C
nsgenuamun Astra Tech Implant System EV.

KnuHuyeckas nonbsa u uenesas rpynna nayneHTos

AcCCOpTUMEHT cucTemMbl umnnaHtatoB Astra Tech Implant System EV pa3pa6oTaH gns 3ameHbl
O/JHOTO MM HECKONbKUX OTCYTCTBYIOLLMX 3y60B Y NALMEHTOB C LieN1bl0 BOCCTAHOBNEHUS
)eBaTebHOM yHKYUM Lienesoii rpynnoit NauMeHToB ABASIOTCA NULA C NONHOCTbIO
cchopMupoBaBlleiics YeNiCcThbio, He UMelL e HU OAHOTO U3 NPOTUBONOKA3aHUA, CBA3AHHBIX C
AEHTanbHOW uMnnaHTaymei

CosmecTumMOCTb

N3penns coBMecTUMbl C aCCOPTUMEHTOM CUCTeMbl uMnnaHTaTtoB Astra Tech Implant System
EV KOMMNOHEHTbl MOFyT UCMO/Ib30BaTbCA TONbKO BMECTE C OPUTMHANBHBIMU N3AENUAMUN 1
MHCTpYyMeHTamu

HasHauyeHne (KOMMNOHEHTLI BCNOMOraTesbHble)

KOMMNOHEHTbI BCMOMOraTenbHbIB N5 CTOMATON0MM4YeCKOro NpoTe3npoBaHNUs NpeaHasHadue bl 4ns
CO3/laHns YCNoBUii 1 06ecneyeHns CPeACTB BPEMEHHOTO NPOTE3MPOBAHNS, C Lie/Iblo BOCCTAHOBNEHUS
KeBaTe/bHOM PyHKUMM NaLyneHTe. MCnonb3yloTCs BO BPEMS PECTaBPaLMOHHBIX 1 3yGOTEXHNYECKINX
paGoT ¢ AeHTaNbHbIM UMNNAHTATOM

Ha3HaueHune (HCTPYMEHTbI)

MHOropa3soBbIe XUPYPruieckne 1 a0CCTaHOBUTE/IbHbIE UHCTPYMEHTbI, NPeAHA3HAYEHHbIE ANS
YCTAHOBKM, yAaneH!si U/ UNn 3amMeHbl 3yGHbIX UMMNAHTaToOB, abaTMEHTOB MM CTOMATOMOTMUYECKUX
NabopaTopHbIX NPOAYKTOB C Lie/bio BOCCTAHOBNEHNSA XeBaTeNbHON (yHKLNM NauneHTa. VHCTpyMeHTb!
MOryT NCMO/NbL30BATLCS B ABYX PasHbiX pabouux npoueccax, ycTaHoBKa U yjaneHue Ha yposHe
VMNNaHTaTa UM yCTaHoBKA U yAaneHue Ha ypoBHe a6aTMeHTa

Mpepnonaraemoe ncnosib3oBaHue

WapoBuaHblii abatmeHT Ball Abutment EV

WapoBuaHbIi a6aTMeHT B3H Abutment npegHa3HauyeH 4Nns coefnHEHNs opToneanyeckoin
KOHCTPYKLWM C 3yGHBIM UMNNAHTaTOM

WapoBuaHblii abaTMeHT Sail Abutmentucnonb3yeTcs ANA HEWWHWPOBAHHOW pecTaBpayuu
npun nonHom afeHTun HWXKHENR yentocTu.

Kntoy gns yctaHoBKM abaTmeHTa waposugHoro EV (Ball Abutment Driver EV)

Knioy ans yctaHoBKM abaTmeHTa waposugHoro EV (Ball Abutment Dover EV)
ucnonb3yeTca ANA YCTAHOBKW WU yaaneHns waposugHoro abaTtmeHTa.

AHanor waposuaHoro a6atmeHnTa Ball Abutment EV

AHanor waposuaHoro a6atmeHTa Ball Abutment EV sBnsetca gy6nvkatom abatmeHTa v
MCNONb3yeTCs C MacTep-MOfensio.

[Moka3zaHna K npUMeHeHuto

MonHaa ageHTnA.

MpoTnsonokasaHus

Annepruyeckue peakuni Wau rMNepUYyBCTBUTENILHOCTbL K UCMO/Ib3YeMbIM MaTepuanam (CM.
pasgen «Matepuansbib).

MpepynpexaeHus

Xupypruyeckne MaHunynsyum B poToBOi NONOCTN N peabunutaLms poToBoi NonocTn

BKN4YakwT oﬁu.me PUCKN OCNOXHEHNA:

* MayneHT MOXeT NPOrnoTUTL UNU BAOXHYTb cnyqaﬁHo ynaswune KOMMNOHEHTbl, YTO MOXeT
NpMBECTU K NOBPEXAEHUIO NULLEeBaPUTENbHO NblXaTeNbUoi cucTemMbl Unn yaywsio. C
Menkumu npegmetamMmu HeOﬁXOAMMa oﬁpau.(a'rbcn OCTOPOXHO.

Mepbl NPesoCcTOPOXHOCTH

* Heo6Xx0ANMO BHUMATENBHO N3Y4nTb MCTOPUIO 6ONE3HM NauneHTa. Y aensiite oco6oe
BHUMaHMWe CAeAyloluUM paccTpoiicTBamM 310p0BbsA

* VIHchapKT Muokap/aa B HefjaBHeM aHamHe3se (< 3 Mecsla)

*WHCYNbT B HejJaBHEM aHaMHese

« Onepaluns nNo NPOTe3NPOBaHUIO CEP/EYHOrO KnanaHa a HeflaBHeM aHamMHese

« Femopparuyeckuii gnates

* UmmyHocynpeccus

* AKTUBHOE NleYeHNe 3/10Ka4eCTBEHHOI onyxonn

» Cepbe3Hoe HapyleHne PyHKLUM NedeHn

* Mporpeccupytowas MHGeKynsa

« HapkoTnuyeckas 3aBUCMMOCTb

« Mcuxnatpuyeckoe 3abonesanne

‘ BHyTpuBeHHOe BBejeHune 6ucgocthoHatoB
+ HenpaBunbHblii oT6op/aHanu3 nayneHToB, a Takxe HeCO6I4eHne NHCTPYKL WA no
NPUMEHEHWNIO MOTYT NPUBECTYN K HEYauHOMY pPe3y/nbTaTy uau noTepe 0CTeOMHTEerpaymumn
« Mepep BbINONIHEHMEM KaX/0oil npoueaypbl cneayeT y6eAuTbCs B TOM, 4TO BCe
HEeo6X0/jMMble KOMNOHEHTbI, MHCTPYMEHTLI U MaTepuarsbl JOCTYNHbI B TpeGyemMoM KonmyecTse
M MONHOCTbIO NPUTOAHbBI K MPUMEHEHMIO.
« PacnonoxuTe nayneHTa Takum 06pa3om, 4To6bl ONACHOCTL BAbIXaHUS KOMMNOHEHTOB 6bina
cBe/ZleHa K MUHUMYMY.
* BCe KOMMOHEHTbI, UCMOb3yeMble BHYTPU POTOBOM NONOCTH, AO/KHbI GbiTh 3a(DUKCUPOBAHbI
BO M36exaHne ux BAblXaHWUs WU NPOrNaTblBaHMs.
* He6naronpusTHble YCNIOBUA HArpy3kn MOTyT NPUBECTU K MOSIOMKE UK NOBPEXAEHUIO
MMNNaHTaTOB, KOMMOHEHTOB NPOLECCa 3aXNBNEHUSA, OPTONEAMYECKUX KOMMNOHEHTOB NN
npoTtesa, B pesynbTaTte Yero notpebyeTcs yaaneHne u 3ameHa umnnavtata. Heo6xoaumo
TWaTeNbHO OLEHUTbL XEBaTENbHbIE HArPy3ku U U3aitH pecTaBpayuu.
1 Ecnn B CBA3M C HE61AroNpUATHLIMU @HATOMUYECKUMU YCIOBUSMI MHCTPYMEHTbI He
NOAXOAAT UAN HE MOTYT NPUMEHATLCS N0 APYFUM NPUYMHAM, HEOGXOANMO 0TKa3aTbCs OT
AanbHelWwnx 3anNaHNpoBaHHbLIX ONepaunii NpoTe3MPOBAHUA C ATUMIU UHCTPYTUEHTaMU U HaiiTh

ceR
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Dentsply Implants Manufacturing GmbH
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VHCTPYKLMAMM NO NPUMEHEHUIO 1
rnoccapuem cCMMBONOB
nepeiigute Ha cait
ifiidentsolvsirofia.com

aS

anbTepHaTuBy

+ Bce nsgenus, npejHasHauyeHHble 415 0AHOPA30BOro NPUMEHEHUS, HE [O/IXHbI UCNONb30BaATLCS
noBTOpPHO Heco6GnaeHne AaHHON Mepbl NPEJOCTOPOXHOCT MOXET NPUBECTU K
MH(ULNPOBaHNIO 60 pPaspyLieHnio KOMMOHEHTOB C PUCKOM X Nociegyloujeit acnupayun
WA NPOrNaThiBaHNA

* Ha npuxuBaemMocTb UMNAaHTaTa MOryT NOBANATL Takne DakTopbl, Kak KOANYECTBO N KauyecTBO
XOCTU, NOKanbHble UH(EKLMN, HapyLIEHNEe HAaYaNbHOTO 3aXNBAEHNS, a TakxKe
npexteBpeMeHHan Harpyska YCnewHoMy 3aXUBNEHNIO U OCTEOUHTErpaLum MoryT
npensTcTBOBaThL Ceayloune hakTopbl
< Bocnanenns, onyxonu, abeueccsl UAn KUCTbl B 061acTi HenocTy
* HepoctaTouHas BbICOTA U/MAN WUPUHA KOCTU
* HepjocTaTouyHoe NOKPbITUE MATKUX TKaHei
1 MpejwecTsylouee TepaneBTuyeckoe 06ayyeHne B 061acTu pectaspayum
* HapyweHns B 3axuBneHun KocTeil n paH (Hanpumep, Npu HeKOHTponupyemom anabere)
* AYTOUMMYHHble 3a60neBaHus
* HekoHTponupyemble napadyHKUNOHaNbHbIE NPUBLIYKN (Hanpumep, GpYKCU3M)
« HepgocTaTouHas rurneHa nofocTn pra
* UpeamepHoe ynoTpeGaeHmne ankorons
* Kypenue

HexenatenbHble peakuuu

K HexenateslbHbIM peakuMsam, BO3HMKAWMUM BO BpeMs WK nocsie UMNaaHToNornyeckoro
NeveHns, MoryT 0THOCUTLCA

* Annepruyeckue peakuuu UWau runepyyBCcTBUTENLHOCTbL K UCNOMb3YEMbIM MaTepuanam (CM
pasgen «Martepuansi»)

+ BpabixaHume unu npornartbiBaHNe KOMMNOHEHTOB

+ YTpaTa umnnaHrtarta

* MepuumnnaHTnt

« JlokanbHas N cuctemHas NHbekyus

+ YTpaTa KOCTW B pe3ynbTaTe nepuumMmnnaHTuta unu MexaHuuyecKkoi neperpysku

+ Monomka unu NoBpeXxAeHne UMNIaHTaToB, KOMMNOHEHTOB NpoLecca 3aXuBneHns,
opToneAnyYecKUx KOMMNOHEHTOB UK npoTtesa

* Heo6x0AMMOCTb yAaneHus n 3aMeHbl MNnaHTaTa

« MocTonepaunoHHbIii guckomcopT, Hanpumep

. OTek

. rematombl

. BpeMeHHOe HapyLWeHne XeBaTenbHOi (yHKL1M
. Bonb

* DcTeTnyeckne nu PyHKLNOHANbHBIE OCNIOXHEHUSA

MHdopmauyms o MPT-6e3onacHoCTu

Bce nsaenus Astra Tech Implant System EV, ocTaluimecs B Tefie naunenTa, He NpoBepsINCL Ha
6e30MacHOCTb U COBMECTUMOCTb B YC/I0BUAX NPOBE/EHNA MArHUTHO-pEe30HAHCHOI Tomorpaduu
(MPT). OHN He NPOXOAMAN NPOBEPKY Ha HarpeBaHWe, MUrpaymnio unu aptedakTsl BU3yanusayun
B6nu3un o6opynosanua gns MPT CTteneHb 6e3onacHocTu usaennii Astra Tech Irrtilant System EV
B6nu3un o6opynosanua gns MPT HenssecTHa CkaHMpOBaHWe nauyueHTa,

HOCSILEro Takoe n3aenue, MoXeT NPUBECTU K €70 TPABMUPOBaHUI0.

lNowaroBas MHCTPYKLUA

KnuHnuyeckune npouegypsbl
BAXHO:

a CynpaxoHCTPYKLUs 0NX»a UMETb NacCUBHYI NOCAAKY Ha a6aTMEHTaX, YTOGbI NPeA0TBPaATUTL
HanpsxeHne B MMNNaHTaTax

« pu pasmeLeHnn UK CHATUN KOMMOHEHTOB y6eANTECh B JOCTATOUHOI

NPOYHOCTM 3aXBaTa MeXAY KOMNOHEHTAMU U UHCTPYMEHTOM.

LWapoBuaHbli abaTmeHT Ball Abutment EV
OTKpOWiTe HapyXHblii 6N1MCTEP U BbIABUHbTE CTEPU/IbHYIO BHYTPEHHIOI 6GIMCTEPHYI0 YNaKoBKY
Ha CTepU/IbHYI0 XUPYPruyeckyto NoBEpPXHOCTb

[

2. TpomoiiTe BHYTPEHHIO FEOMETPUI0 UMNAaHTaTa CTEPUNbHLIM (PU3NONOTUYECKUM PACTBOPOM
nepej pasmeujeHnemM a6aTMeHTOB.

3. OTkpoiiTe BHyTpeHHN1 6nuctep

4 4 TMpucoeauHute oTBepTky Ball Abutment Onver EV k pykoaTke Driver Handle

6. YcrtaHoBuTe oTBepTKy Ball Abutment Driver EV nosepx waposugHoro abatmeHnTa Ball

Abutment EV. HagaBuB 1 NOBEPHYB [0 ynopa.

Bo n36exaHne HeCOOTBETCTBUS U BOSMOXHBIX MPOTEYEK BHYTPb COEAMHEHUA UMNNaHTaTa,
y6eanTech B NPaBUNLHOCTU NOCAAKM KOMMNOHEHTA.

BbINONHUTE 3aTSHXKKY [0 PEKOMEHAYEMOro MOMeHTa 3aTsXkn 25 Hem ¢ nomouybio Ball Driver
EV, auHamomeTpuyeckoro kno4a Torque Wrench EV u pykoaTku Restorative Driver Handle EV.
Co6niopgaiiTe cTaHAapTHbIE KANHUYECKUE N 1aGopaTopHble NMPOLEeAyPbl N0 BbINONHEHWIO
pecTaspauuu.

9. CnepyiiTe KNMHNYeCKO n nabopaTopHOil Npoueaype ANS U3rOTOBEHWUS pecTaBpauun

o

~

o

Nab6opaTopHble npoueaypbl

AHanor waposugHoro abatmeHta Ball Abutment EV

1. MNoTHO nomecTyrre aHanor waposuaHoro abaTtmeHTa Ball Abutment EV B 0TTuck
MNapannensHblie hackn Ha a6aTMeHTe 1 aHanore 06eryalT NO3NULMOHNPOBAHNE

2. 3aneiiTe OTTUCK BbICOKOKAYECTBEHHBIM FMNCOM N5 N3FOTOBMIEHUA MacTep-Moaenu
Mocnepgywouwee HabnogeHne

Mo OKOHYAHMM NeYeHus BaXHO Co6N04aThb TUlaTENbHYI0 TUTMEHY NONOCTY pTa. a Takxe
NPOXOANTbL PerynsipHbie KOHTPONbHbIE 06CNef0BaHUA

MpaBa Ha U3MEHEeHUs COXPaHeHbl.

B TOM W/iM MHOM PEernoHe MUpa MoryT GbJib JOCTYMHbI HE
BCE U3genus

Dentsply
Sirona

Implants

CocTosiHue nHopmayum
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PYyKOBOACTBO N0 NPUMEHEHMIO

dopMbl NOCTABKN - YC/TIOBUA XpaHEHUSA
NMPUMEYAHVIE;

* He UCMoNb3yiiTe NPoAyKTbl, €CAN 6NUCTEP NOBPEXAEH

1 BU3yanbHO OCMOTPUTE CTEPU/IbHO yNaKoBaHHbIe NPOAYKTbI Ha Hanuune Hapyl eHni
LeN0CTHOCTM YNakoBKU Nepej Ucnonib3oBaHnem He ncnonb3yiite npogyKuuio npu
0GHaPYXEeHUN HapyLWeHWi i LeNOCTHOCTY YNaKoBKM.

YTtununsayumsa

®dopma nocrtasku

CocTtosHue OpgHopasoBo  Oxugaembilii

N3AMLb MBTOB
npu cTepununsaum B7 CpoK
noctaeke n MHOropasoB CNyX6bl
oe (konnyecTBO
ncnosib3oBa  MCNoJsibaoBa
Hue
WapoBnAHbI i CTepunbHblit ONEeKTPOHHO- OnHopaso6oe 20 net
abatmeHT Ball nyyesoe ncnonb3oBaHue
Abutment EV obnyyeHune
OTBepTka Ball HecTepunbHblii Henpumenumo MHoropasosoe 1500
Abutment Driver McnonbL3oBaHWe  UCNONb30BaHWi
EV
Ananor HecTepunbHblii Henpumenumo OpaHopasosoe 1
WwapoBnAHOTo UCnonb3oBaHWe  UCNONb30BaHNe
abaTmeHTa Ball
Abutment
EV

* VIHCTpyMEHTbI Noanexar 3aMeHe [10 JOCTUXEHWNA yKa3aHHOro Yucna UcnonbaoBaHuii/ner,
€C/N OHW NOBPEeX/AeHbl NN 3aTyNUIUCh.
Tun. pasmep n, €CAN NPUMEHUMO, YTOl HAK/IOHA CM. Ha aTUKeTKe usgenus.

YnakoBka LapoBugHoro abatmeHTa Ball Abutment EV

YnakoBKka COCTOUT U3 KAPTOHHOI BHelWHell KOPO6KM, BHYTPU KOTOPOIl HAXOANTCS NNACTUKOBbIN
6nucTep, 3aneyataHHblii Ponbroii BHYTpu 6aucTepa HaXoAUTCS BHYTPEHHAS ynakoBka,
cogepxaujas npoAyKT.

®onbra 6AucTepa CNYXUT CTepUbHLIM 6apbepom, a coepxnmoe 6ancTepa cTepuibHo
(eanHas ctepunbHo-6apbepHas cucrema).

MPUMEYAHVE:

* He ucnonb3yiite WwapoBugHbliii abaTtmeHT Ball Abutment EV nocne ncreyeHus cpoka
rOAIHOCTY, ecNu NNoM6a NOBPEXAEHA UN OTCYTCTBYET, WU €CNN NOBPEXAEH BHEWHNI
6nucTep.

* He ucnons3yiite waposnaHelii abaTtmeHT Ball Abutment EV. ecnn 6nuctep 6bin
HenpeaHaMepeHHo OTKPbIT Nepes UCNoNb3oBaHNeM.

YcnoBusa xpaHeHus

M3aenns A0/KHBl XPaHNTLCA B 3aneyaTaHHblX OPUrMHANbHbIX YNaKoBKax B CyXoM MecTe npu
KOMHaTHOI TemnepaType, To ecTb 18-25 *C.

He ncnone3yiite nsaenne, ctepunbHas ynakoska KoToporo nospexaeHa unm 6oina
HenpeaHaMepeHHO BCKPbITa 10 UCNONb30BaHUA.

YTnnusaunsa

Ans yTunusauun ynakoBku n nsaenuii cobnopaiite geiicteylouwme B HacToslee BpeMs
HalMoHa bHbIe NpaBuaa yTUaAM3aunmu 0TXo408 B Baweii cTpaHe. UHCTPYMEHTbI 1
KOMTMOHEHTbI, KOTOPbIE UCMO/b30BANUCHL BO PTY NayueHTa, MOryT 6b/1b NOTEHUNANLHO
MHMULNPOBAHHBIMY 1 JOJKHbI 6bITh 6€30MACHO YTUIN3NPOBAHbI B KOHTeliHepax,
npeAHasHauYeHHbIX A/15 3TOM Lenu.

Knacc MeAnLMHCKMX 0TXO/A0B B COOTBETCTBIAM C CaHluH 2.1 3684-21 -
Mcnonb3oBaHHbiXx MU - knacc b:

He ncnonb3osaHHbIXx MU - knacc A

Matepuan

N3aenne MsTeounan

WapoBuaHblit a6aTmeHT Ball Abutment EV TutaHoBblil cnnag (Ti6AI4V-EU) cornacHo
ASTM-F136

OTtBepTka Ball Abutment Driver EV
AHanor waposBugHoro a6atmeHTta Ball
Abutment EV

HepxaBetwwas ctanb corn ASTM-F899
HepxaBetwwas ctanb corn. ASTM-F899

OuucTtka n ctepunnsaumnsa

WapoBuaHelii abatmeHT Ball Abutment EV

He npvmeHvmo.

W3penve ctepunibHO

V3penve npegHasHaveHo TObKO 4151 OAHOPAa30BOro UCMO/Ib30BaHWA
MexaHuyeckasn npouegypa

BAXHO: nepeg ucnonbszosannem B KAMHUUECKON NPaKTMKe BCE KOMMOHEHTbI 1
MHCTPYMEHTbI, NOCTaBNIEHHbIE B HECTEPUILHOM COCTOSIHUM, CNEAYET OUUCTUTD,
npojesnHbNLMpoBaTL U NPOCTEPUNN30BATL COTNACHO CTaHaapTy ISO 17664,
Pa360pHble NHCTPYMEHTbLI JeMOHTUPOBATL A/IA OYUCTKN. VX paspelwaeTcs co6upats Ans
cTepunn3aynn ToNbKO B CyXOM COCTOSIHUMN

MpepBapuTenibHas pyvyHas o4ncTKa

Ipy6ble 3arps3HeHns Heo6X04MMO yAansaTh cpasy (He no3jHee ABYX 4acoB) nocne
MCNoNbL30BaHNS MATKOW HEiI0HOBOA W eTKO A0 NOMHOr0 OTCYTCTBUA.
YneTpa3sykoBas o4ncTKa

CnepyeT NpuepxXnBaThCs 4NNTENBHOCTN BO3AECTBUA U KOHLEHTPALUNA, YKa3aHHbIX
pUPMOIi-N3roToBUTEIEM UCNOMb3YEMOr0 YUCTALLEr0 CPpeAcTBa

ABTOMaTMyeckas npoueaypa

Ans achekTUBHOW aBTOMaTUYECKO nNpoueAypbl TpebyeTca npejBapuTenbHas pyyHas
ouncTka

Jins aBTomMaTM4ecKoi npoueaypbl CneayeT NCNONb30BaTh NPeAHa3HauYeHHble 418 3TOro
annapartbl NS OYUCTKU U fe3nHdeKLnm, a Takke CPeAcTBa ANS OYUCTKN N HelTpanusaynm.
Co6noaath ykazaHus hUpMbI-U3roToBUTENA annaparta Ans OYUCTKN 1 Ae3nHdenann.

C€

Mpoussogntens:
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Jlo3npoBaTb N NPUMEHSTL CPEACTBA 151 OUNCTKU U HeliTpann3auun cornacHo ykasaHuam
upMbI-u3roToBUTENA.

PekomeHgyeTcs nporpammMa o4YnUcTku ¢ TepmojesnHdekymeirn (AO r 3000). Jns o4ncTku
pekomeH/AyeTcs UCNONb30BaTL BOAY ONPeie/IeHHOro KayecTsa - leMUMepannaoBamHyio Boay
WAN BOAY, COOTBETCTBYIOL|YIO 3TOW CTENEHN YNCTOThI.

MeToy aBTOMaTUYECKOM Npoueaypbl 6bi1 yTBEPXKAEH AN CAyYaeB NPUMEHEHNS CNeayiounx
mMaTepuanos U ycTpoicTs (cornacHo 1ISO 15883 n AAMI TIR 30)

1 ABTOMaTUYeCKWii annapat ANs O4UCTKM 1 Ae3uHdekyun Tuna G 7836 CO, Mlele & Cre. KG.
Guterslob

+ Mporpamma ounctkn VARIO TD

MpepBapuTenbHoe NPoOMbliBaHUE XON0AHOW BOAOW (4 MUH )

OuuncTka B TeyeHue 10 muH npu Temnepatype 45-55 'C

HeiliTpanusauus (6 MuH.)

MpomeXxyToyHoe NpomMbiBaHWe XONO4HOW BOAON (3 MUH.)

Tepmoge3uHpekuns B TedeHne 5 MuH npu Temnepartype 90 *C (AO » 3000)

Cylika B TedeHue 30 MUH. npu TemnepaType 105 *C

* Yuctawee cpeacteo neodisher® MediClean forte (0,5 %) /

HeliTpanusyiouee cpeactso neodishenS Z (0,1 %}, Dr. Weigert, Hamburg.

yxop,

Mepey cTepunusauneii Bce n3genns Heo6xo4UMMo 0CMOMreTs HAa NPeAMEeT BUAUMbIX
3arpAsHeHnii, yxyaleHus cBoNcTs n/unu kopposnun. Oco6oe BHUMaHNe ClejyeT yaenaTs
TakMM 31€MEHTaM KOHCTPYKLWW, KaK KaHaNbl, HECKa0o3Hble 0TBEPCTUA, pe3bba, NoAHYTPEHUA U
conpukacaiowlmecs NOBEPXHOCTH.

Bu3yanbHO NpoBepbTe BUANMOCTbL U YNTAEMOCTb BCEX 0603HaueHNii Ha ngenusx. MposepbTe
conpsiraemMble KOMMNOHEHTbl Ha NpeAMeT NPaBubHOI C60PKMU U DYHKLNOHANBHOCTH.
Y6eantechb, YTO M3AeNNA C NOABUKHLIMI AeTansmMu pa6oTalT ucnpasHo lMposepbTe
KOMMNNEKTHOCTb 1 LLeNIOCTHOCTL Npe/iBapuTeNbHO YCTaHOBIEHHbLIX KOMNOHEHTOB
YTunusupyiite usgenus c gedekramu

Crepunusaumsa

CTepunnsaymnio cnefyeTt NpoBOANTL B COOTBETCTBNN CO chefaylou el cxemoii:

1 nOAFOTOBKa K CTepunmsaunn: fetann sanamMmnHupoBaTh B NpefHa3HayeHHbIe
NS 3TOr0 CTEPUNM3aLNOHMble NakeTbl, 0406PEHHbIE A/1A NPOAAXN B LLENAX NCNONb30BaHMA C
pPeKoMeHyemMbIMU NapamMmeTpamu CTEPUNM3aLNN. YNaKoBKa [0/)XHA COOTBETCTBOBATL
Tpe6oBaHuAm cTaHgapToB EN ISO 11607, ANSI/AAMI ST79 n AAMI TIR12.

Ha KaxjoM CTepnnn3aLnoHHOM nakeTe JO/MKHbI NPUCYTCTBOBATL MHANKATOP U faTa
cTepunnsaymum.

MerTop, Cnocob6 Temnepa [nuTenbHoCTb [nutensbHoe
Typa BO3feincTBua* Tb CYLUKU

MeperpeTsblit Avnamnueckoe 134 *C 3 MuH. 20 MUH
nap(EC") yAaneHue Bosdyxa
(npepBaputensHoe
BakKyymnposaHue)

MeperpeTsbiii AvHamnyeckoe 132 4 MUH 20 MuH.

nap yAaneHue Bosayxa 135 3 MVH.

(npegaapvrrensunoe
BaKyymupoBaHue

MeperpeTblit YpaneHue Bo3gyxa 121 ‘C 30 MuH 20 MuH
nap rPaBUTaALMOHHBIM

cnoco6am
* MUHUMasIbHOE BpeMst BO3AECTBIS, Bpemsi paGoThl G0/bLUE 1 MOXET BapbuPOBaTLCS B 3aBUCMMOCTY OT

ycTpoiicTea.
** KnneHTbl 3 EC OMKHbI MCMOMb30BaTh 3TV NapaMeTpbl NapoBoit CTEPUIM3aLMUU.

3.Ycnosus XPAaHEHUA: CTepnnnszoBaHHble KOMMNOHEHTL CNefyeT XpaHUThb B
CyXOM M He3anblEHHOM MecTe Npu KOMHATHOIW TemnepaType.

JokymeHTauusa

B ensx 06ecneyeHns KOHTPONSA PEKOMEHAYETCS NPUKPENATE CbeMHYK 3TUKETKY C YNaKoBKM
K MeAWLMHCKOW AOKYMEHTaLUn nayneHTa.

JononHntenbHaa vHgopmMauus Ans nonb3oBaTesnei

Bbl BNageete uHtopmaymein 06 ONaCHbIX AN XU3HU UHLMAEHTAX UM CEPbE3HOM YXY/ALIEHNN
COCTOSIHUSI 340POBbS NaLMEHTa, CBA3aHHOIO C MPUMEHEHUEM NK060T0 U3 HAWWUX U3AENNii,
npocum coobWwunTL 06 3TOM Ham U COTPYAHUKAM KOMNETEHTHOrO opraHa B Baweii cTpaHe.

ToBapHble 3Haku

Bce TOBapHbe 3HAKWU 1 Ha3BaHWUA KOMNaHUN ABAAIOTCH COGCTBEHHOCTbIO COOTBETCTBYIOLUX
Bnajensues

Ans ynyuweHns yntaemocTn okymMeHTa komnanus Dentsply Sirona Implants He ucnonb3syet
CUMBOJIbI " 1 "* B OCHOBHOM TEKCTe.

Tem He MeHee komnaHus Dentsply Sirona Implants He 0TKa3blBaeTcs 0T CBOMX MpaB Ha
TOBapHbIe 3HAKW, W [JaHHbIA JOKYMEHT He MOXEeT GbiTh NCTONIKOBAH WHAYe.

Ycnosus TpaHCNOPTUPOBKU

AN MHCTPYMEHTOB - U3AeNNsl He06X0AMMO TPAHCNOPTUPOBATL U NEPeBo3nTL C
OCTOPOXHOCTbIO, B COOTBETCTBUM CO CNELUANbHLIMU MepamMi NPeAoCTOPOXHOCTH,
NPUMEHNUMBIMU K KQX/A0MY BUAY MEAULMHCKOTO N3Aenus, npu temnepatype ot -30°C Ao
+60'C 1 cooTBeTCTBYIOL|EN BNAXHOCTN A0 80 %.

Ans a6aTMEHTOB M OPTONeANYEeCKUX KOMNOHEHTOB - N3/1e1Ns HEOBXOANMO TPAaHCNOPTUPOBATL
1 NepeBO3NUTb C OCTOPOXHOCTLIO, B COOTBETCTBUN CO CMeluuanbHbIMU Mepamin
nNpejoCTOPOXHOCTU, MPUMEHUMbIMU K KAXAOMY BUAY MEAULNHCKOTO U3AENUs, npu
TemnepaType oT -50°C go +50°C n cooTBeTCcTBYlO LU e BAaxHocTu go 80 %

Ycnosusa skcnayartaumu

CTOMaToNOrnYeckmne KAMHNKM U na6opatopuu.
Ycnosusa akcnayatauun (nocne yctaHoBkn)*32 *C go +42 *C

O6nactb NpUMeHeHns

Ctomartonorus 3y6Has umnnaHTonorns

MpaBa Ha M3MEHEHUA COXPAHEHbI.

B TOM UM WHOM PErMoHe MUpa MOTYT 6biTb AOCTYMHbI He
BCE usgenus.

Dentsply
Sirona

Implants

CocTosiHue nHgpopmayum
IFU 5717-RU-RU Pep. 2024-02
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PyKOBO/CTBO MO NPUMEHEHUI0

CpoK rogHocTtun

CpOK roOJHOCTU N5 CTEPU/IbHbIX U3/eNnii cocTaBnseT 5 net.
CPpOK rofJHOCTN ANSA HECTePUNbHbIX N3genunii coctasnseT 10 net
rapaHTl/lﬂ Ha CUCTeMY MmMmnaaHTaTtoB

Jins nonyyeHns NonHon nHGopmMaunn o rapaHTU UMNNAHTATOB CM NOAPOGHbIE rapaHTUiiHble
yCcnoBuA Ha cuctemy umnnaHrartos, (ds-wortd 'un)

YNONHOMOYEHHbIV npeacTaBuTenb NPON3BOAUTENSA HA
Tepputopumn Poccuiickoii depepauynn

00O 'AeHTcnnait Cupona”
115035, r MockBa, Ha6. OeynHHukoBckas, A. 15/1, cTp. 2, nomew; 3H.
Tel +7 (495) 72510 87

CeE

MpoussoauTens;
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau, Germany
www.dentsDIlvimplant8.com
www.dentsolvsirona.com
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O6bsICHEHME CMMBOJIOB

Cumson HaunmeHoBaHne cumeona

N3rotoButens

H i

|l'|ﬂn|'| Liata usrotosnexus
Vcnonb3oBaTb 40

2

LOT Kop naptun

REF Homep no katanory

/H oun \ He ctepunbHo

/sTemLe\

stefl e] r PapunaunoHHas ctepunusayns

He cTepunnsosBatb NOBTOPHO
( § ) He ucnonb3oBaTtb Npu NOBPEXAEHUMN YNaKOBKN

3anpeT Ha NOBTOPHOE NpPUMEHEeHue

O6paTuTech K MHCTPYKLMM NO NPUMEHEHUIO

o a
C €/ C EBponeiickoe CooTBeTcTBue (EC)

TonbkKo no peuenTty Bpada

(@HMMaHue' B cOOTBETCTBUN C 3aKOHOAaTeNbCTBOM CLIA
|""Con|y npojaxa AaHHOro npenapara MoXeT NPON3BOAUTLCS

TONbKO CTOMATON0raMn UM Bpayamu, UMeLWnuMm
NULEH3NI0 HA OCYLECTBNEHNE MeANLMHCKO
AEATeNbHOCTU, NGO NO UX NpejnucaHnio)

1MD 1

Meguuutckoe usgenve

O OpauHapHas cuctTema CTepUNLHOTO 6apbepa

MNpaBa Ha N3MEHEHNA COXPaHEHbI

B TOM U1 MHOM pPerMoHe Mupa MoryT 6biTh JOCTYNHbI He
BCe usgenus

Dentspl
Slronap y

Implants

CocTosiHne uHopmaymu.
IFU 5717-RU-RU Pepa. 2024-02
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PYKOBOACTBO NO NPUMEHEHWUIO

Astra Tech Implant System® EV

AbatmeHT npsimoin EV (Direct Abutment EV) n APl ana abatmeHta ca

npsimoro EV (Direct EV API)

OnucaHue cUcTembl

CucTema Astra Tec/l Implant System BkilOUYaeT AeHTaNbHble UMMNIAHTaTbI, BUHTHI-3arNyLWKN,
TpaHCAecHeBble abaTMEHTbl U Apyrie OpToneanyeckne KOMNOHEHTbI, a Take Ha6opbl
XUPYPrUYecKux U opToneAn4ecknx MHCTPYMEHTOB

MNpeanonaraemsie NonbL30BaTeENN

Monb30BaTeNAMM aHHbIX N3NNI [ONKHbI 6bITh IMLEH3MPOBaHHBIE Bpaumu/cToMaTonoru,
o6najaioujue HaBbikaMi PaboThl B A€HTaNbHON UMNNAHTONOTMN 1 3apaHee 03HAKOMNEHHbIE C
nsgenusmn AsUa Tech Implant System EV.

KnuHuyeckas nonbsa u Lenesas rpynna nayneHTos

AccopTUMeEHT cucTemMbl umnnaHTaToB Astra Tech Implant System EV pa3pa6oTaH gns 3aMeHbl
O/IHOTO WU HECKOIbKUX OTCYTCTBYIOWNX 3yGOB Yy NALMEHTOB C LLeNIbI0 BOCCTAHOBNEHUS
XeBaTenbHOl dyHKuMn Lienesoii rpynnoii nayneHToB ABNSITCA NULA C NONHOCTbIO
chopMnpPOBABLIEHCA YENMIOCTbIO, HE UMEeloL e HY OHOTO U3 MPOTUBOMOKA3aHNIA, CBA3AHHbIX C
AeHTanbHOW MMNNaHTaymei

CoBMeCTUMOCTb

M3aenus coBMecTUMbl C aCCOPTUMEHTOM CUCTEMbI UMNNaHTaToB Astra Tech Implant System
EV. KOMNOHEHTbI MOTYT UCMONb30BATLCS TONIbKO BMECTE C OPUTUHABHBIMU U3LENNAMU U
VHCTPyMEHTaMu.

OnucaHue nagenns

Ab6aTmeHT Direct Abutment EV — 3T0 yenbHblii TpaHcAeCHEBO abaTMeHT,
npeAHasHa4YeHHblli ANS pecTaBpaynil ¢ LEMEHTHON hukcaymei
AGaTMmeHT Direct Abutment EV coeauHAeTCcA ¢ UMNJIaHTaTOM NOCPE/ACTBOM KOHUYECKOro
coepgunHeHusa Conical Seal Design, 6narogaps yueMy focTUraeTca NpoYyHoOe U HaAexHoe
Kpennexne
Ynakoska a6aTtMeHTa Direct Abutnrent EV umMeeT 1|BETOBYI0 MapKupoBKy B COOTBETCTBUM C
pasmepom nmnnaHTata.
Direct EV API
B komnnekT Direct APl EV BXOAAT BCe KOMNOHEHTbI, Heo6xoanMble ANa paboTbl ¢ NPAMbIM
abatmeHTOoM Direct Abutment EV;
* 3awuTHbI Konnavok Direct Abutment EV
* TpaHctep ANA CHATUSA OTTUCKA C aBaTMeHTa MeTo40M OTKPbITOW noXxku Direct Abutment EV
Pick-Up
+ AHanor abatmeHTa Direct Abutment EV Replica
« Bbxuraemslit konnauok Direct Abutment EV

NMPUMEYAHUE MakcumanbHoe BpeMs pasmelieHus 3aluTHOro konnauka Drect

Abutment EV: 30 gHeil
HasHauyeHne (MHCTPYMeHTHI)
MHOropa3oBbie XUPypPrunyeckne u BOCCTaHOBUTENbHbIE UHCTPYMEHTbI, NpeAHa3HaueHHble Ans
YCTaHOBKW, yianeHus n/ nnn sameHbl 3y6HbIX NMNNAKTaToB, a6aTMeHTOB UK
CTOMAaTON0rMYecknx N1a6opaTopHblX NPOAYKTOB C LieNbio BOCCTAHOBNEHUS XeBaTeNbHO
hyHKUMM NayneHTa VIHCTPYMEHTLI MOTYT UCMNONb30BATLCA B ABYX PasHbiX pabounx
npoueccax: ycTaHOBKa 4 yjaneHne Ha ypoBHe UMNAaHTaTa Uau yCTaHOBKa U yaaneHue Ha
ypoBHe abaTMeHTa

[Moka3aHua K NpuMeHeHuo

Ab6aTtmeHT Direct Abutment EV

Ab6aTmeHT Direct Abutment EV npegHa3HayeH 4Ns COBANHEHNS OPTONEANYECKON KOHCTPYKLMY
C 3yGHLIM UMNNAHTATOM.

Ab6aTmeHT Direct Abutment EV npeactaBnsietT co60ii LenbHblli TpaHCcAecHeBO aGaTMEHT.
npeAHasHauyeHHbIl 4NA pecTaBpaunii C BUHTOBON thuKkcalmeil BO BCeX NOMOXEHUAX NONOCTH
pTa a cutyaumax c HemeaneHHo, paHHeil N 0OTCPOUEHHOW Hady3KoN.

Direct Driver EV

Direct Driver EV ncnonb3yetcsa ans 3axsata abarmeHTa Direct Abutment EVO 3,3 unn 0 4u
ycTaHoBku a6aTmeHTa Drect Abutment EV 0 3.3 unn 0 4 B umnnaHtar

3awuTHbIi kKonnayok abatmenta Direct Abutment EV Heal Cap

BauwuTHele konnaykn abatmenTa Direct Abutment EV Heal Cap npeHasHaueHbl ANs 3alnTbl
abaTMeHTOB 1 NpejoTBpalleHNs paspacTaHus TKaHen.

TpaHcep ANS CHATUA OTTUCKA C a6aTMeHTa MeTOA0M OTKPbITON NOXKN abaTMeHTa
Direct Abutment EV

TpaHcthep ANA CHATMA OTTUCKA C abaTMeHTa MeTO40M OTKPbITOW NoXKn a6aTmeHTa Direct
Abutment EV ncnonb3yetcs NS CHATWA OTTUCKA HA YpOBHe abaTMeHTa MeTOA0M 3aKpbITOi
NOXKN.

AHanor a6atmeHTa Direct Abutment EV

Ananor abatmeHTa Direct Abutment EV aBnsietca gy6nmkatom abaTMeHTa U UCNonb3yeTcs C
macTep-moaensio

Bbixuraemblii konnayok abatmeHTta Direct Abutment EV

Bbhkuraemblii konnavyok abatmeHTa Direct Abutment EV ncnonb3yeTtcs B Ka4ecTBe OCHOBbI
npn MOJENMPOBAHUN N OTNINBKE OKOHYATENbHO pecTaBpaunin MOXHO NCMONb30BaThL /11060
nuTeiiHblii MeTann/cnnas.

lMokasaHna K NpUMeEHEHNI0

MonHas unun yacTuyHas afeHTus.

MpoTnsBonokasaHus

* Annepruyeckue peakuun Uan rMNEpYyBCTBUTENLHOCTS K UCMO/b3YEMbIM MaTepuanam
(cm pasgen «MaTtepuanbi»)

ﬂpe,qynpe)Kp,eH na

Xupypruyeckne MaHunynsyuuu B poToBOW NONOCTUN U peabunutauus potoBoit NnonocTu
BKNOYAIOT 06U ME PUCKU OCNOXKHEHUSA:

» MayneHT MOXeT NPOrNOTUTL NN BAOXHYTH CAy4aiiHO ynaBiine KOMMNOHEHTbI, 4TO MOXET
NPUBECTU K NOBPEX/AEHUIO NULLeBapPUTENbHOR/AbIXaTENbHOW CUCTEMBI UK yaylWbl C
MenKuMu npeagmetTamn Heo6XxoAMMO ob6palyaTbCa OCTOPOXKHO.

Mepbl NpefoCTOPOXHOCTH

CE€l

MpoussoguTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau, Germany
www.dent5nlvimnl3nts.com
www.dentsplvslfona.com
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Dentsply
Sirona

Implants

Jlns 03HAKOM/EHUs C
MHCTPYKUMAMU NO NPUMEHEHNIO 1
rnoccapuem cMMBONOB
nepeiigute Ha cait
ifu.ticntsplvsirona.com

* Heo6Xx0A4MMO BHUMATENLHO U3Yy4YNTbL NCTOPMIO GONE3HN NalyneHTa. YaensiiTe oco6oe
BHUMaHWe CNeAylounmM paccTpoiicTBam 3/10p0Bbs:

* MHbapkT Muokapaa B HelaBHeM aHamHese (< 3 mecAua)

* VIHCYNbT B HelaBHEM aHaMHese

» Onepauus no NPoTe3MPOBaHNI0 CEPAEUYHOTO KnanaHa B HeJaBHeM aHaMHese

« Femopparuyeckuii gnates

« UMMyHocynpeccus

1 AKTMBHOE MeyeHune 3/10KaYecTBEHHOM onyxonu

» CepbesHoe HapyweHne MyHKLAN neveHun

* Mpocheccupyouas nHdekyus

» HapkoTuyeckas 3aBUCMMOCTb

« Mcuxnatpuueckoe 3a6onesaxne

‘ BHyTpuUBeHHOe BBeAeHne 6ucocthoHaTos
HenpaBunbHbli 0TGOp/aHan3 NauneHToB, a Takke HeCOGNI0eHNe NHCTPYKLKI No
NPUMEHEHNIO MOTYT NPUBECTU K HEYJa4YHOMY Pe3yNbTaTy Uau noTepe 0CTEOUHTErpaLnm
Mepey BbINONHEHNEM KaX/A0i Npoueaypel cneayet y6eAnTbCa B TOM. 4TO BCE
Heo6X0/jUMble KOMMNOHEHTbI, UHCTPYMEHTbI U MaTepnanbl OCTYNHbI B Tpe6yeMom
KOIMYECTBE W MOSHOCTLIO MPUFOAHbI K MPUMEHEHNI0
+ Pacnonoxurte nayneHTa Takum 06pa3om, 4TOGbl ONACHOCTb BAbIXaHUS KOMMOHEHTOB Gbina
cBeJeHa K MUHUMYMY.
Bce KOMMOHEHTBI, MCNO/b3yeMble BHYTPU POTOBOM NOMOCTU, O/KHBI GblTh
3a(huKcMpoBaHbl BO U36eXaHWe UX BAbIXaHWUA WAN NPOrnaTeiBaHns
He6naronpusaTHble ycnoBus Hady3ku MOTyT NPUBECTU K NONOMKE UK NOBPEXAEHUIO
MMNNaHTaTOB, KOMMOHEHTOB NPOLECCa 3aXNUBNEHUS, OPTONEAUYECKMX KOMMNOHEHTOB NN
npoTesa, B pe3ynbTaTe Yero noTpeGyeTca yaaneHue u 3ameHa nmnnaHtata Heobxogumo
TWaTeNbHO OLEHNTL XEBATE IbHbIE HArPy3KU U JU3aiiH pecTaBpayuu.

ECnu B CBA3M C HEGNATONPUATHLIMW @HATOMUYECKUMU YCNOBUAMU UHCTPYMEHTbI HE
noAXOAAT UAN HE MOTYT NPUMEHATLCS NO APYTUM NPUYUHAM, HEO6X04MMO OTKa3aTbCs OT
fanbHeiWwnx 3annaHnpoBaHHbIX onepaluii NPoTe3MPOBaHNA C 3TUMU UHCTPYMEHTaMU 1
HalTu anbTepHaTuBy
Bce n3genus, npejHasHadyeHHble 415 04HOPA30BOr0 NPUMEHEHUSA, HE JO/KHbI
MCnonb30BaThCA NOBTOPHO Heco6/oAeHne AaHHO# Mepbl NPeJ0CTOPOXHOCTN MOXKET
npueecti K NHAOULMPOBAHNIO NGO pPaspyLieHnto KOMNOHEHTOB C PUCKOM UX
nocneaylouieii acnupauun uam NpornaTbiBaHus
Ha npuxuBaemocTb UMNNaHTaTa MOTyT NOBAUATL Takue (PakTopbl, Kak KOMYECTBO 1
KayecTBO KOCTW, N0KaNbHbIE UH(EKLMU, HapYLWIEHNEe HAYaNbHOTO 3aXUBNEHUS, a Takke
npex/JeBpeMeHHas Harpyska YCnewHoMy 3aXvBAEHNI0 N OCTEOUHTBMaLUN MOryT
npensTcTBOBATL CNeAylouine hakTopbl

« Bocnasienus, onyxonu, abcuecchl UAN KUCTbl B 061aCTH YeNocTu

* HegocTaTouHas BbiCOTa W/MNW WWPUHA KOCTN

« HegocTaTouHOe MOKPLITUE MATKNX TKaHEN

« MpegwecTsyloujee TepanesTnyeckoe 06nyHeHmne B o6nact pecraspaunn

* HapyuweHus B 3aXMBNEHNN KOCTell U paH (HanpuMep, Npu HEKOHTPONUPYEMOM

Anabete)

* AyTONMMYHHble 3a60nesaHns

« HekoHTponupyemblie napadyHKLMOHaNbHbIE MPUBLIYKY (HAaNpUMep, 6pyKcu3m)

1 HegocTaTouHas rurueHa nosiocTu pra

1 YpesmepHoe ynoTpe6aenHne ankorons

* Kypenne

HexenartenbHble peakuun

K HexenaTesbHbIM peakuusM, BOSHUKAIOUWMM BO BPEMS UM NOCNEe UMNNAHTONOrMYECKOro
NeyeHns, MOryT OTHOCUTbCA
* Annepruyeckue peakuun Wau rMNepyyBCTBUTENLHOCTL K UCMO/b3yeMbiM MaTepuanam (Cm
pasgen «MaTepuansi»)
+ BAbIxaHue UNK NpornatbiBaHMe KOMMNOHEHTOB
« YTpaTta umnnantata
* MepuumnnaHTuT
1 JlokanbHas unAn cuctemHas uHdekyms
+ YTpaTa KOCTW B pe3y/ibTaTe MEPUMHNNAHTUTA UNN MeXaHNYecKoii nepedyskn
1 MonomMKa UNu NOBpeXAeHne UMNNAHTATOB, KOMMOHEHTOB NPOLECCa 3aXMUBAEHNS,
opTONeANYecKnX KOMNOHEHTOB UK NpoTesa
* Heo6XoANMOCTb yAaaneHs n 3aMeHbl UMNNaHTaTa
« MocTonepaunoHHblii guckomdopT, Hanpumep.
* Otek
1 [emaToMmbl
+ BpemeHHOe HapylweHue XeBaTeNbHON yHKLUKN
« Bonb
* JcTeTuYeckne UNU PYHKLMOHANbHBB OCNOXHEHUS

MHdopmayms o MPT«6e3onacHoCcTn

Bce uspenusa Astra TeNe Irrplant System EV, ocTalounecs B Tene nauyneHTta, He NnpoBepsnunchL
Ha 6e30NacHOCTb M COBMECTUMOCTb B YC/IOBUSIX NPOBEAEHUA MArHUTHO-PE30HAHCHO
Tomorpacun (MPT). OHM He MPOXOAWUNM NPOBEPKY Ha HacheBaHue. Mmuayunio nnn aptedakTbl
BU3yanusauun B61n3n o6opyposaHna gna MPT. CTteneHb 6e3onacHocTn nsgennii Astra Tech
Implant System EV B6nu3u fopygosaHusa gns MPT Hen3BecTHa CkaHupoBaHue nauyuneHTa,
HOCSILLero Takoe U3enne, MOXeT NPUBECTU K ero TPaBMUPOBAHNIO

MowaroBasi UHCTPYKLUS

KnuHunyeckune npouepnypsbl

BAX H O : Mpu pasmeweHnn unm CHATUN KOMMNOHEHTOB y6eAnTech B JOCTATOYHON
NPOYHOCTM 3axBaTa MEXAY KOMNOHEHTaMN N UHCTPYMEHTOM

Ab6aTmeHT Direct Abutment EV

MpaBa Ha N3MEHEHUA COXPAHEHbI.

B TOM U1 MHOM pernoHe Mupa MOryT 6bNb AOCTYNHbI He
BCe n3genus.

Dentsply
Sirona

Implants

CocTosHue nHpopmaymnm
IFU 5718-RU-RU Pep. 2024-02
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PyKOBOZCTBO MO NPUMEHEHWIO

1 OTKPOIiTe HaPYXHbI 6ANCTEP 1 BbIABUHBLTE CTEPUNLHYIO BHYTPEHHIOKW
6NUCTEPHYI0 YyNaKOBKY Ha CTEPU/bHYI0O XUPYPrNYEeCKylo NOBEPXHOCTbL
2 MpomoiiTe BHYTPEHHIOIO FEOMETPUI0 UMNNaHTaTa CTEPUIbHBIM

$u13M0N0rMYecKMM PacTBOPOM nepejs pasMmenaHmem abaTmeHToe
OTKpoiiTe BHYTPeHHU 6ancTep u n3BnBXIrre abaTMeKkT ¢ NOMOLL b0 COBMECTUMOTO
VHCTPYMEHTA COrNIacHO Tabnuue HuxKe.
NMPUMEYAHWE TMpu ucnonb3oBaHun otBepTku Direct Dnver EV 0 3.3 0 4 HanpaBbTe
CTPenKy Ha 0TBepTKe Ha NNOCKYI0 NOBEPXHOCTb abaTMeHTa U NPUXMUTE 0TBEPTKY K

arTMeHTy
n3penune NHCTpyMeHT
AbaTmeHT Drect Abutment EV WecTturpanHasa otBepTka Hex Dnver EV
0506 n pykoaTxa Restorative Driver Handle
AbaTtmekT Drect Abutment EV Drect Dnver EV0O 330 4u
033no04 pykosTka Restorative Dnver Handle
3 Bo n3bexaHne HECOOTBETCTBUS M BO3MOXHbIX MPOTEYEK BHYTPb COEANHEHUS
umnnanTata, y6eanTech B NpaBuibHOCTM NOCAAKM KOMMOHEHTA
4 BbINONHNTE 3aTXKY 10 PEKOMEH/YEMOro MOMeHTa 3aTsaXkn 25 HeM ¢ NomolLbio

oTBepTkn Hex Dnver EV. guHamomeTpuyeckoro knwyva Torque Wrench EV
3awnTHbI# KONnayok a6atmeHTa Direct Abutment EV Heal Cap
NMPUMEYAHWE 3awuTtHelil konnavyok abatmeHTa Direct Abutment EV ucnonesyetcsa s
KayecTse BPEPUEHHOro pell "1 Nn6o Kak ecTb, NGO B KAYecTBe OCHOBLI A/ BPEMEHHOro
pewenns
1 BbIpoBHSAITE NNOCKY NOBEPXHOCTb 3alUTHLI Konnayka a6atMmeHTa Direct Abutment EV u
Orect Abutment EV.
2. TMpwkmuTe 3aWuTHbIA Konnavyok a6aTmeHTa Direct Abutment EV k abatmemTy Direct
Abutment EV, noka oH He BCTAHET Ha MECTO CO LeNyKoM
Ana npaBunbHOI hukcaymmn NCNoNb3yiiTe BPEMEHHbIA LeMeHT
MPUMEYAHWE Y6eauTechb, 4TO 3alUTHbIA konnavyok abatmeHTa Direct Abutment EV nnoTHo
npuneraet Kk abaTmekTy
TpaHchep ANS CHATMA OTTUCKa ¢ ab6aTMeHTa MeTo4oM oTkpblroit now u Direct
Abutment EV Pick-Up
1 CoBMecTuTe Nnockyio noseplocTs a6aTmenTa Direct Abutment EV ¢ yrny6nennem
TpaHcthepa Direct Abutment EV Pick-Up
2. HapaBute TpaHcepom Direct Abutment EV Pick-Up Ha a6aTmeHT Drect E Direct Abutment
EV, noka OHHe BCTaHeT Ha MECTO CO WENYKOM
3. CHUMUTE OTTUCK 371aCTOMEPHBIM OTTUCKHBIM MaTep1anom MeToA0M 3aKpbiTON NOXKKA
4 TposepbTe OTTUCK Ha NPaBU/IbHYI0 U CTaGUNBLHYIO huKcalmio Mexay TpaHcdepom Direct
Abutment EV Pick-Up 1 0TTUCKHbIM MaTepuanom
OTnpasnUTb OTTUCK B N1a6opaToOpuio N5 U3rOTOBNEHMUS OKOHYaTeNbHOI pecTaspaunn
LiemeHTNpoBaHNe OKOHYaTeNbHOW pecTaBpaynm
1 3aueMeHTUpyiiTe OKOHYATENbHYIO pecTaBpaLuio.

CnepyiiTe MHCTPYKUUAM NPOU3BOANTENS LeMeHTa
2. TONHOCTLIO yanuTe U3NUWKKA LLEMEHTA M0 KPalo OKOHYaTeNbHOW pecTaspauun
NabopaTopHbie npoueaypsbl
AHanor abatmeHnTa Direct Abutment EV Replice
1 CoBMecTuTe NIOCKYI0 NOBEPXHOCTb aHanora abanueHTa Direct Abutment EV Replica ¢
TpaHcepom Direct Abutment EV Pick-Up .
2 HapasuTe TpaHcgepom Direct Abutment EV Pick-Up Ha aHanor abatmeHnTa Direct
Abutment EV Replica, noka OH He BCTaHeT Ha MecTO CO LeNYKoM
3. 3aneiiTe OTTUCK BbICOKOKAYECTBEHHbIM TUMNCOM.
Bbixuraemblit konnavok Direct Abutment EV
B Bbhkuraemom konnavke Direct Abutment EV nmeeTcs BCTpOEHHOE NPOCTPAHCTBO ANA
yemeHTa
NMPUMEYAHWE He gonyckaiiTe neperopaHus Bocka u nnactuka C/IMDKOM 6bicTpo 310
MOXeT NpUBecTU K AeeKkTaM NakoBOYHOI MacchA/ormmBKN
1 CoBMECTUTE CALIMOXOA» BbXXWraemoro konnauka Direct Abutment EV ¢ nnockoii
NoBepxHOCTbl0 aHanora a6atmeHTa Direct Abutment EV.
2 N3roToBbTEe OKOHYATE/IbHYIO pecTaBpaymio
MonyBbXUraemblil LWANHAP yrnoBoro a6aTtmeHTta Direct Abutment EV
1 MpukpenuTe NonyBbIXUraemble LUAMHAPLI yrnoBoro abatmeHta Drect Abutment EV k
aHanoram yrnosoro a6atmeHTa Direct Abutment EV Ha MacTep-moAenu ¢ NoOMOLbI0
na6GopaTtopHbIX WTUGTOB abaTMeHTa Lab Abutment Pins EV unn na6opatopHbIX BUHTOB
MOCTOBMAHOrO NpoTe3a Lab Bndge Screws EV ¢ NomMolbio WeCTUrPaHHOI 0TBEPTKM ycunmem
nanbues 5-10 H cm
2 OTMeTbTe BbICOTY NMOMYBbIXUTAEMbIX LUNNHAPOB yrnoBoro abatmeHnta Direct Abutment EV
B COOTBETCTBUM C KOHKPETHOI CUTyauneii.
3 WN3Bnekute nonyBbXuUraemble LUAMHAPLI yrnoBoro abatmeHTa Direct Abutment EV u3
MacTep-MOAEeni U U3MEHUTE UX B COOTBETCTBMM C MapKNPOBKOI
4 TMpucoeanHuTe MOANMNUNPOBAHHbIE NONYBLIXNTaeMble LNIMHAPLI YII0BOro aGaTMeHTa
Direct Abutment EV k macTep-mogenu
5 CmojenupyiiTe Kapkac ¢ NonyebhKUraeMbiMu LWANHAPaMN YI10Boro a6atmeHTa Drect
Abutment EV
Mocnepytouee HabnoaeHne
Mo OKOHYAHUM NeyeHns BaXHO COGNI0AATH TWATENbHYIO TUTUEHY NONOCTU PTa. a Takxe
NpoOXOAUTL PerynspHbie KOHTPONbHbIE 06CNeA0BaHUA

PopMbl NOCTABKN - YC/IOBUA XPaAHEHUA - YTunmsauns

NMPUMEYAHWE;
« He ucnonb3syiiTe npoaykTel, ecnn 61ucTep noBpexaeH
* BU3yanbHO OCMOTPUTE CTEPUNLHO YNAaKOBAHHbIE NPOAYKTHI HA HANUYNEe HapywWeHui
LeNIOCTHOCTY YNakoBKN nepej ucnonb3oBaHnemM He ucnonb3yiite npoaykuuio npn
0GHaPYXEeHUN HapyLWeHNit LeNOCTHOCTI YNaKoBKM
®opma nocTaBkKu

nspenune meTapg

npu noctaske  CcTepuan3aum MHOropasoBoe  CPOK CAYXGbl
" MCNONb30BaHU (KonuyecTBO
e MCN0Nb30BaAHU
inet)*
AbaTmeHT Direct CTtecunoHbin ONeKTPOHHO- OpHopasosoe 20 net
Abutment EV nydesoe ncnonb3oBaHue
ob6nyyeHue
OTBepTka Direct HecTepunbHblii He MHoropasosoe 1500
Dnver EV novMeHMO ucnonb3oBaHme  MCNONb30BaHNiA
Ce1
MponssoaunTens:

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dent5plvimDlants.com
www.dentSDlvsiroiia.com
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3aluTHbIi HectepunbH He npumeHum OpHopasosoe 30 gHeit
Konnauyok Direct bl nCrionbsoBaHne
Abutment EV Heal
Cab
TpaHcdep ans HectepunbH  He npumeHnumo OpHopasosoe 1
CHATNA OTTUCKA C b MCNoNb30BaHNe  WUCMNONb30BaHME
abaTmeHTa
MeTO/JOM OTKPbITO/
noxkn Direct
Abutment EV
PicK-Ud
Ananor abatmeHTa HecTepunbH He npumenHumo OpHopasosoe 1
Drect Abutment EV bIn UCTIO/Ib30BaHNE  MCMONb30BaHWe
Reolica
BbiXuraemblit HecTepuneH  He npumeHumo OpHopasosoe 1
Konnayvok Drect b MCnonb3oBaHne  UCMNONb30BaHME

Abutment EV

Burnout Cab
* VIHCTpYMeHTBI Noa/Iexar 3ameHe /10 I0CTWXKEHWS YKa3aum1oro Y1Ca UCrofibaoBaHuii/neT,
NOBPEX/EHb! UM 3aTYNNMCH

Tun, pasmep . eCNU NPUIMEHNUMO. YTON HAKNIOHA CM Ha 3TUKeTKe n3genus

Ynakoska a6atmeHTa Direct Abutment EV

YnakoBKa COCTOUT U3 KAPTOHHOM BHElWHe KOPOGKM, BHYTPU KOTOPOI HAXOAUTCA NNACTUKOBINA
6nucTep, 3aneyataHHblii honbroil. BHyTpn 6nuctepa Haxo4nTca BHYTPEHHNAN ynakoBka,
cofepxallas npoaykT

®onbra 6aMcTepa CNYXKUT CTEPUbHLIM 6apbepom, a CoAepXumMoe 6ancTepa cTepunbHO
(eavHan cTepunbHo-6apbepHas cuctema).

NMPUMEYAHWE:

« He ucnonb3yiite a6atmekT Drect Abutment EV nocne ucteuyeHus cpoka roaHocTH, ecam
3aKpbIBalOWNii KNanaH NOBPeX/AeH UMK OTCYTCTBYET, WM €CNN NOBPeXAeH BHEUNruii 6nuctep
* He ucnonb3yiite a6atmekT Drect Abutment EV. ecnn 6nucTtep 6bin HENpegHaMepPeHHO
BCKPbIT Nepej, UCnonb30BaHnem

YcnoBus xpaHeHus

M3enna JONKHbI XPaHUTLCS B 3anedaTaHHbIX OPUrMHANbHbIX YNakoBKax a Cyxom MecTe npu
KOMHaTHO TemnepaTtype, To ecTb 18-25 ‘C.

He ucnone3yiite usgenne, ctepuibHas ynakoska KOToporo nospexpeHa uim 6oina
HenpeJHaMepeHHO BCKPbITa 40 UCNONb30BaHUA

YTtunusauma

Jlns yTunusauum ynakoBku 1 nsgennii cobniogaiite geiicTeyloune B HacTosuee BpeMs
HauuoHanbHble Npasuaa yTuan3auum oTxoA0s B Baweii cTpaHe. NHCTPYMeHTbl 1
KOMMOHEHTbI, KOTOPbIE UCMO/b30BANUCH BO PTY NalueHTa, MOryT 6biTb NOTEHUNANLHO
MH(ULNPOBAHHBIMU U A0JDKHBI GbITh 6€30MaCHO YTUIN3NUPOBAHbI B KOHTeliHEpaX,
npeAHasHayeHHbIX 4N5 3TON Lenu.

Knacc MeauumMHCKNX 0TX040B e cooTBeTcTBUM ¢ CaHluH 2.1 3684-21 -

Wcnonb3osaHHbix MU - knacc B.

He ncnonb3osaHHbIx MW - knacc A

Marepuan

N3penue MaTtepuan

A6atmeHT Direct Abutment EV TutaHoBblii cnnas (TiBAI4V-ELI) cornacHo

ASTM-F136

OteepTka Drect Dover EV Hepxasewuwas ctanb cornacHo ASTM-F699

3awuTHbI konnavok Drect Abutment EV

Monukap6oHat
Heal Cap P
TpaHcdep gns CHATUA OTTUCKA C abaTmeHTa Monukap6oHar
MeTOoAO0M OTKPbITOW noxkn Drect Abutment
EV Pick-Ub
Ananor abatmenTa Direct Abutment EV o .
Replica TuTaHoBblil cnnas (Ti6>V4V-EL>) cornacHo

ASTM-F136

Bbhxuraemblii konnavok Direct Abutment EV

MMMA (MonumeTtnnmeTakpunar)
Burnout Cap

OuucTtka u ctepunnsayms

AbaTmeHT Direct Abutment EV

He npumeHumo

MpOAYKT ABNAETCA CTEPUNbHBIM

V3genve npejHasHayeHo 4ns 0[HOPA30BOr0 NCMOMb30BAHNA

MexaHnyeckas npouesgypa

BAXHO: Mepea ncnonb3oBaHMeM B KNMHUYECKOI NPAKTUKE BCE KOMMOHEHTbI N NHCTPYMEHTSI,
nocTaBNeHHbIe B HECTEPUILHOM COCTOSIHUN, CNEAYEeT OUYUCTUTL, NPOAE3UH(ULMPOBATL 1
npocTepunnaoBaThL CornacHo ctaHgapty ISO 17664

Pa36opHble MHCTPYMEHThI JEMOHTUPOBATL N5 OYMCTKU. VX paspewaeTcs co6upaTthb gns
CTepunM3aUnn ToNbKO B CYXOM COCTOAHNU.

MpejBapuTenbHas pyyHas ouncrka

Ipy6biB 3arpsisHeHUs HEOGXOANMO yansaTh cpa3y (He No3aHee AByX 4acos) nocne
MCNONb30BaHUA MATKOI HeiIOHOBOI W eTKO 40 NONHOTO OTCYTCTBUA

YnbTpassykoBas ouncrka

CnepayeT NpuAepX1BaThCA ANNTENLHOCTU BO3AEHCTBNSA N KOHLEHTPaLWi, yKasaHHbIX
pUPMOIi-N3roToBMTENEM NETI0Ib3YEMOr0 YUCTSLLETO CPEACTBA

ABTOMaTnuyeckas npouegypa

Ana achhekTUBHOW aBTOMaTMYECKO Npoueaypsl TpebyeTcs npegBapuTensHas pydHas
ouncTka

Jins aBTOMaTM4ECKOW Npoueaypsl CejyeT UCNONb30BaTh NPe/iHa3HauYeHHbIe 415 3TOro
annapartbl 4N OYNCTKU U Ae3NHGEKLNI, a Takke CPejCTBa AN OYNCTKN N HERTpanusauum
Co6niofaTh ykazaHus (UpMbI-U3roToBUTENA annaparta ANs OYNCTKN W Ae3nHd eKynun
[031poBaTh M NPUMEHATL CPeACTBA A/1A OYNCTKN W HeliTpann3alnn cornacHo yKkasaHusm
hupmbI-n3roToBUTENS .

PeKoMEHAyeTCA NporpamMma ouucTku ¢ TepMmoaeantdekymeii (Ao | 3000) Ans ouncrkm
PeKOMeH/yeTCs UCNONb30BaTh BOAY ONPEAENEHHOIO KayecTsa - eMUHEPann30BaHHyK BOAY
MK BOAY, COOTBETCTBYIOWYIO 3TOI CTeneil YNCTOTh

MNpaBa Ha U3MEHEHNA COXPaHEeHbI

WM perylHe Mupa MOryT 6bMb JOCTYNHbI He N

CocTosiHue nHopmauuu
1En5718-pu-puPep 2024-02

Dentspiy

51rono
Im plants
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PYyKOBO/ACTBO MO NPUMEHEHMIO

MeToy aBTOMaTUYECKON Npoueaypbl 61 YTBEPXKAEH ANS CYYaeB NPUMEHEHUS CNEAYWuX
mMaTepuanos u yctpoiicTs (cornacHo ISO 15883 u AAMI TIR 30)
« ABTOMAaTMyYecKuit annapart 4Ns O4UCTKU U Ae3uHdekynn Tuna G 7836 CD, Miele 4 Cie. KG,
Gutersloh
« Mporpamma ounctkn VARIO TD
MpeaBapuTenLuoe NPoMbIBaHNe XONOAHON BOAOH (4 MUH)
Ounctka B TedeHne 10 MuH. npu Temnepatype 45-55 ‘C
HeiiTpanusaynsa (6 MuH )
MpomexyTouyHOe NpoMbIBaHWe X0N0AHOW BOAOH (3 MUH)
TepmopesuHdekumns B TeveHne 5 mum. npu Temnepatype 90 "C (AO r 3000)
Cyuwka B TeyeHne 30 MuH npu Temnepatype 105 *C
* Yuctsauwee cpeactBo neodisher® MeOiCiean forte (0,5 %) /
HeliTpanusywuee cpeacTso neodishenSZ (0,1 %), Dr. Weigert, Hamburg.

Yxop

Mepep cTepunusaumneil Bce N3/jeNna HEOGXOANMO OCMOTPETL Ha NPeAMeT BUAUMbIX
3arpsAsHeHunit, yxyalenus cBONCTB n/unn kopposnn. O co”e BHUMaHNe creayeT yaensaTsb
TakuM 371eMeHTaM KOHCTPYKLUN, KaK KaHanbl, HECKBO3HbIE 0TBEPCTUA, pe3bba, NoAHYTPeHUA 1
conpukacawl,mecs noBepxHocTn

Bu3yanbHo NpoBepbTe BUANMOCTb M YNTAEMOCTb BCeX 0603HaUeHNt Ha usgennsx MposepbTe
conpsraemMbie KOMMOHEHTbl Ha NPejMeT NPaBuIbHON C60PKU U YHKLNOHANBHOCTY.
Y6eanTech, YTO U3AeNnA C NOABUXHLIMYU eTansmu pa6oTalT ucnpasHo fpoBepbTe
KOMMN/EKTHOCTb W LIe/IOCTHOCTb Npe/iBapuTesibHO YCTaHOBNEHHbX KOMMNOHEHTOB
YTunnsnpyiite usgenus c gepektamu.

Ctepunusauus

CTepunusauuio ciefyeT NpoBOANTL B COOTBETCTBUM CO CNeAyloLL el CXeMoii:

1. MoaroToBka K cTepunnsaynu [letanu 3aNaMMHNPOBATL B NpejHa3HauyeHHbIe ANs 3TOr0
CTepunn3aLMoHHble nakeTbl, 0406PeHHbIe AN NPOJAXN B LieiX MCNONb30BaHNA C
pekoMeHAyembiMU NnapameTpamMu cTepunn3alum Ynakoska [l0/KHa COOTBETCTBOBAThL
Tpe6oBaHnam cTaHgaptoB EN ISO 11607, ANSI/AAMI ST79 u AAMI TIR12.

Ha Kax/om CTepun13aLuuoHHOM nakeTe A0/KHbI NPUCYTCTBOBATL MHANKATOP U AaTa

cTepunmnsauny.
2. MapameTBbl corn. ISO 17665. EN 13060. EN 285 n AAMI TIR121
Mnosa ‘CnOee*.c;s ,, TBMMIMT Asantneiroct
A wamuitewm* ™ b CYWKN
MNeperpeTsblii AvHamuyeckoe 134 °C 3 MuH. 20 mum
nap (EC") yAaneHue Bosgyxa
(npepgBaputensHoe
BakyymuposaHue!
MeperpeTolii JvHamnyeckoe 132°'C 4 MUH 20 MuH
nap yAaneHnune sosgyxa 135'C 3 MuH
(npeasaputensHoe
BakKyymuooBaHue!
MeperpeTolii Ypnaneuue Bosayxa 121 *C 30 MUH. 20 MUH
nap rpaBnUTaLNOHHbLIM
cnoco6om
* YKasaHa MUHUMasbHas A/IMTeIbHOCTb BO3AECTBIS, Ha NpaKTyke 06paboTka 06bbIHO 3aHUMaeT
Gonblie Bp 1 MOXET P ThCH & 0CTV OT annapara.

** [Nonb3oBaTem a cTpaHax EC 06s13aHb! COG/MI0AATL ebLIENPUBEAEHHbIE Napap«<eTpbl Ny CTEpUNN3aLn
neperpeTsIM Napom.

3.Ycnosus xpaHeHus: CTepUIN30BaHHbIe KOMNOHEHTbI CNEAYeT XPaHNUTb B CYXOM 1
Hes3anbiNeHHOM MecTe NpuU KOMHaTHOW TemnepaTtype.

JokymeHTayua

B uensx o6ecneyeHnst KOHTPOIS PEKOMEHAYETCA NPUKPENNATE ChbEMHYK 3TUKETKY C yNaKoBKu
K MeAULMHCKOW fOKyMeHTauumn nauneHTa

JononHutensHas uHopmauus ana nonb3osaTenei

Bbl Bnajeete nHcopmauneil 06 oNacHbiX ANA KXU3HN NHUNAEHTAX UM CEPbE3HOM XYW EHNN
COCTOSIHUSA 3[0POBbS NaUNeHTa, CBA3AHHOTO C NMPUMEHEHUEM 10600 U3 HAWUX U3LENUH,
npocum coo6WnTh 06 3TOM HaM U COTPYAHNKAM KOMNETEHTHOTO opraHa B Baweii cTpaHe.

ToBapHble 3HaKn

Bce TOBapHbIe 3HAKWU 1 HAa3BaHWA KOMMNaHWUA ABNSIOTCA COGCTBEHHOCTbIO COOTBETCTBYIOWNX
Bnajenbues.

Jins ynyyuweHns yntaemocTn JOKyMeHTa komnanus Dentsply Slrona Implants He ucnonbsyet
CUMBO/IbI * 1 ™ B OCHOBHOM TEKCTe.

Tem He meHee komnanus Dentsply Sirona Implants He 0Tka3biBaeTCs OT CBOMX NpaB Ha
TOBapPHbLIE 3HAKN, W JaHHbIN JOKYMEHT HE MOXET GblTh UCTONKOBAH UHaYe.

YCnoBus TpaHCNoOpTUPOBKY

JINS MHCTPYMEHTOB - U3/eNns Heo6X0/1MMO TPAHCMNOPTUPOBATL N NEPEBO3UTL C
OCTOPOXHOCTbIO, & COOTBETCTBUN CO CMeuuanbHLIMN MEpaMu NPeAoCcTOPOXHOCTY,
NPUMEHUMbIMY K KaX/A0MY BUAY MeAuthIHCKOTO n3aenus, npu temnepatype ot -30° C g0
+60'C v cooTBeTCTBYO L e BNaxHOCTH A0 80 %.

Jins a6aTMEHTOB M OPTONEANYECKMX KOMMOHEHTOB - U3/1e/insi HeO6X0AMMO TPAHCNOPTNPOBAThL
1 NepeBo3nTb C OCTOPOXHOCTLIO, B COOTBETCTBUN CO CheuuanbHbiMn Mepamn
npejoCTOPOXHOCTN, MPUMEHNUMBIMYU K KX/AOMY BUAY MEAULUNHCKOTO N3Aenus, npn
TemnepaTtype oT -50'C go +50°C u cooTBeTCTBYlOW el BNaxHocTn o 80 %

Ycnoeua skcnayatauuu

CTOMAaTONOrNYeckne KNMHUKIA 1 naGopaTopuu.
YcnoBua akcnayatauuu (nocne yctaHoBku) *32°'C go *42 'C.

O6nacTb NpUMeHeHus

Ctomatonorua. 3y6Has nmnnaHTonorns.

Cpok rogHocTH

CPOK FOJHOCTM 1711 CTEPU/IbHbIX U3/l€NNii cocTaBnsaeT 5 net
CPpOK roJHOCTU N5t HECTEPUNbHBIX U3AeNnii cocTaBnseT 10 net

Ce1

MpounssoanTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau, Germany
www.dentsolvimolanis.com
vww.dentspivsifona.com
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FapaHTUs Ha CUCTEMY MMM/IAHTATOB

[ns nony4YeHus NonHoW MHoOpMaLuK O rapaHTUM UMNNAHTATOB CM. NOAPOGHbIE rapaHTuiiHbIe
yCNoBus Ha cuctemy umnnanTatos (<Is wono.'u)

YNoNHOMOUEHHbI NpeAcTaBUTENb NPOU3BOAUTENS HA
Tepputopumn Poccuiickoit degepaummn

00O "fAenTcnnaii CupoHa'
115035, r MockBa, Ha6 OBuYMHMMKOBCKas, 4 18/1, cTp. 2, nomew, 3H.
Tel +7 (495) 725 1087

PekomeHgyemoe ycunue hukcauum Ans OKOHYATENbHONW yCTAHOBKN coCTaBnseT
25 Hem.

O6bsACHEHNE CUMBOOB

Cumson HaumeHoBaHune cumeona

N3rotosutens

<kl
[W&T|

LlaTa n3rotoBnexus

Wcnonb3osaTb 40

2
LOT Kopg naptuun

REF

Homep no katanory

He cTepunbHoO
/' mon\
ISTCRILCX

sTerLe N PaauvaynoHHas ctepunusayns

He cTepunnsosaTb NOBTOPHO

He ucnonb3oBaTth Npu NOBPeXAEHNN yNaKoBKN

(8)

3anpeT Ha NOBTOPHOE NpPUMEHEHUe

06paTnTech K MHCTPYKLUM N0 NPUMEHEHNIO

EBponeiickoe CooTBeTcTBUe (EC)

Tonkko no peuenTy BpaHa

(BHuMaHue' B cooTBeTCTBUU C 3aKoHodaTenbcTteom CLWA
npoaaxa fJaHHOro npenapaTta MOXeT NPOU3BOAUTLCS
TONbKO CTOMATO/NOraMy UAK Bpadamu, UMerLumn
NULEH3MIO HA OCYLeCTBNeHNe MeULUHCKO
AEATeNbHOCTN, IMGO MO UX NpeAnucaHunio)

Meguuuuckoe usgenne

O O/fMHapHas cuctema CTepUbHOro 6apbepa

MpaBa Ha N3MEHEHUS COXpaHeHbl

B TOM WUAW UHOM PerMoHe Mupa MoryT 6biTb AOCTYNHbI He
BCeE n3genns.

Dentsply
Sirona

Impltints

CocTosHne nHhopmauum
IFU5718-RU-RUPefl 2024-02
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PyKOBOACTBO MO NPUMEHEHUD

Astra Tech Implant System® EV

Csepna EV, pumepbl KOCTHble EV, HanpasndawLine ania

KOCTHOro pumepa EV

OnuncaHne cucTteMbl

AccopTumMeHT cucTem umnnaHTatoB Astra Tech Implant System EV BknouyaeT geHTanbHble
UMNNaHTaThl, BUHTLI-3arNyLWKN, TPaUcAecHeBble abaTMeHTLI U pyrue opToneauyeckue
KOMMOHEHTbI, & TakXe XUPyprunyeckne n optoneanyeckne MHCTPYMeHTbI

Mpeanonaraemsie NonbL30BaTeNN

Monb30BaTeNAMU AaHHbIX N3AENNIH JOMKHbLI 6bITh MULEK3UPOLAHHbE epayn/cToMaTonoru,
o6najatoline HaBbikaMu paboTbl B €HTaNbLHON UMNNAHTONOTNN N 3apaHee 03HaKOMNEHHbIE C
nsaenuamun Astra Tech Implant System EV.

KnuHuuyeckas nonb3a u uenesas rpynna nayneHTos

Cuctema umnnaHtaTtos Astra Tech Implant System EV paspa6oTaHa s 3aMeHbl 0{HOTO UK
HECKO/IbKMX OTCYTCTBYIOLNX 3y6OB Y NaLNEHTOB C Lie/iblo BOCCTAHOBNEHMUA XeBaTebHO
yHKUMK. Llenesoil rpynnoii naLumeHToOB ABASAIOTCA NMl4a C NONHOCTLI0 chopmupoBasLeiica
YeNoCTbio, HEe UMEIOLIME HI OAHOTO U3 NPOTUBOMNOKA3AHUIA, CBA3AHHBXK C JeHTaNbHOM
nMmnnaHTayuei

CoBMECTUMOCTb

M3nenns coBMeCcTUMbl C OPTONEAMYECKNM acCOPTUMEHTOM CUCTeMbl MMNaHTaToB Astra Tech
Implant System EV. Pumep kocTHbIi EV 1 HanpaBnsilowas NS KOCTHOro pumepa EV takke
COBMECTMMbI C aCCOPTUMEHTOM UMNAAHTATOB cuctTembl DS Implants, ocHauleHHbIX
coeamnHeHnem EV. KOMNOHEHTbI MOTYT NCNO/b30BATLCA TONLKO BMECTE C OPUTUHANbHBIMY
U3AeNUAMN N MHCTPYMEHTaMun

OnucaHne nsgenusa

Csepna EV

Csepnia NCnonb3ylTCa A0S CO34aHUA COOTBETCTBYIOWET0 OCTEOTOMNYECKOrO 0TBEPCTUS ANs
uMnnaHTaTa n 06ecneynBalnT pasinyHble BapuaHTbl NOArOTOBKN B 3aBUCUMOCTN OT
COCTOSIHWS KOCTHO TKaHU B MecTe UMNNaHTauuu.

Ha cBepna HaHeceHa fla3epHas MapkMpOBKa rMy6UHbI CBEPAeHUs

Csepna MUMeioT BETOBYI0 KOANPOBKY B COOTBETCTBMM C CUCTEMOI/PI3MEPOM MMNNaHTaTa U
MapKupoBaHbl 6YKBON n/mnn undgpoii.

Csepna ocHalieHbl RA/CA-pasbeMoM. COBMECTUMbIM ¢ ISO 1797. KOTOpbIA NOAXOANT ANs
BCEX KOHTPYINOBbIX HAKOHEYHNUKOB C TaKUM PasbeMom

Pumep KOCTHbI# EV

Pumepbl KOCTHble EV NCNONb3ylTCA NpU NpucoeanHeHun abatMeHTa AN yaaneHus
M3/IMLWHEr0 KOCTHOrO rpe6Hs

PuMepbl KOCTHble EV MMeIoT nasepHble 0TMeTKM, yKasbiBawuue rnyouHy n pasmep

Pumepbl KocTHble EV ocHaujeHbl RA/CA-pa3abemMoM. COBMeCTUMbIM ¢ ISO 1797, KOTOpbIii
noAXoANT ANS BCEX KOHTPYINOBbIX HAKOHEYHUKOB C TAKUM Pa3beMOM 1 XUPYPruyeckoi u
opToneAnYecKoil pyKoSTOK ANs AMHAMOMETPUYECKOTO Knloya.

Bce pumepbl KOCTHble EV COBMECTUMbI C HanpasisawwWmuMu Ans pumepa KoCcTHoro EV.
Hanpasnawuwaa ana KocTHoro pumepa EV

Hanpagnsiouue Ans pumepa KoCTHOro EV cnyxat Ans HanpaBiieHNs KOCTHbIX PUMEPOB 1 ANs
orpaHuyeHus rny6uHbl

Hanpasnsoumue gns pumepa KocTHoro EV umeloT 14BETOBYI0 MapKNPOBKY B COOTBETCIONN C
LBETOBOW MapKMPOBKO/ COEJMHEHNS UMNIAHTATa, HAHECEHHOI HAa YNaKoBKy UMMaHTaTa
Kaxpaas Hanpasnsiouas Ans pumMepa KocTHoro EV coBMecTuma ToNbKO C COOTBETCTBYIOLUM
UMnAaHTaTom

HasHayeHue (MVHCTPYMEHTbI)

MHOropasosblie 1 0JHOPA30BbIe XMPYPrMYECKMEe N BOCCTAHOBUTENbHbIE NHCTPYMEHTDI,
npeAHasHayeHHbIe 4N YCTAHOBKN, yAaneHus u / Unn 3amMeHbl 3y6HbIX UMNNAHTATOB,
a6aTMeHTOB UM CTOMATONOTMYECKUX N1a60PaTOPHbLIX MPOAYKTOB C Lie/ibl0 BOCCTAHOBNEHUS
KeBaTeNbHOM PYHKUNN NauneHTa VHCTPYMEHTbI MOTYT UCMONb30BATLCS B BYX Pa3HbIX
pa6ounx npoueccax: ycTaHoBka U yaaneHue Ha ypoBHe UMANaHTaTa Uan ycTaHoska n
yAaneHue Ha yposHe abaTmeHTa

[MokasaHunsa K NpUMEHEeHno
Ceepno Hanpasnsiouwee EV

Csepno Hanpasnsiouee EV UCNonb3yeTcs 4Ns CO3/aHUA HaYaNbHOI TOUYKN C Lenbio
AanbHelilwei NOAroTOBKN

Csepno kKonbesuaHoe EV

Ceepno konbesngHoe EV ncnonb3yeTtcs AN8 CO34aHNA HA4YanbHO TOUKN C LeNbio
AanbHeliweid NoAroTOBKY,

Csepno BuHTOBOE EV

Csepno BuHTOBOE EV nCNONb3yeTcs 48 NepBOHaYanbHON NOATOTOBKI OCTEOTOMUYECKOTO
oTBepcTMs. OHO NPUMEHSETCA AN CBEPNEHNS B 3anNnaHUPOBaAHHOM HanpaBneHun 4o
cooTBeTCTBYlO el rNy6uHLI CBEpNeHne No3BONAET NONYUNTL LieHHYlo WHdopmalmio o
KayecTBe KOpPTUKaNnbHOM u ry6uyaTtoii kocTu.

Csepnia cTyneHuyatble EV

Csepna cTyneHuatbie EV ucnonb3ylwTcs ANs Nocnej0BaTebHOi NOATOTOBKM MecTa
MMnAaHTayun 40 3anNaHUpPoOBaHHON ANVHLI U AUamMeTpa UMnnaHTaTa.

Ceep/ia KOHMYECKME U KOpTUKaNbHble EV

Csepna KOHUYeckne 1 KopTukanbHble EV UCNONb3YI0TCA ANS NpenapupoBaHus KopTukanbHoi
KOCTH.

Pumep KocTHbII EV

Pumep KOCTHbI# EV 8 coueTaHuu ¢ HanpaBnsiou,eil 4ns KocTHoro pumepa EV ucnonesyetcs
ANS yAaneHus KOCTHOTo rpe6HsA, NpenaTcTByloWero npaBnabHo nocagke abatMeHTa
Hanpasnswouas Ans KOCTHOTO pumepa EV

Hanpasnsouas Ans KOCTHOro pumMepa EV ncnonb3yeTcs A4ns HanpasBieHNs pumepa KOCTHOTO
EV 1 CNYyXUT BEPTUKANbHLIM OrpaHuunTenem, KoTopblii NpenaTcTeyeT NoBpexAeHnio
MHTepdhelica MMNNaHTaTa pUMapom KoCTHbIM EV.

Muankatop HanpasneHus EV

VHgukatop Hanpaenexus EV Ucnonb3yeTtcs ANs NPOBEPKMU MOMNOXKEHNS N HanpaBieHUs

Cer

Mpoussogutens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
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asS

OCTEe0TOMUYECKOro oTBepcTuA.
Noka3aHunsa
YacTuyHoe unm nonHoe oTCcyTCcTBUE 3y605

MpoTnBonokasaHusa

* AnnepTyeckue peakuuu Uau TUNEPYyBCTBUTENBHOCTD K UCMO/b3yeMbIM MaTepuanam (cm
pasgen «Matepuansi»):
* HeAaBHO NepeHeceHHblt MHhapKT Muokapaa (B TeueHue 3 MecsiLeB).

HeflaBHO NepeHeceHHOe 0CTPOe HapylleHne MO3roBOro KpoBooGpaLyeHns:
He/laBHAR yCTaHOBKa NpoTe3a Cep/eyHoro knanaxa.
remopparuyeckuii guates.

MMMyHOCynpecons,

aKTUBHOE NeYeHne 3110Kka4YeCTBEHHOTO HOBOOGpa3oBaHus.

TXKenas AUCHYHKUNA NedeHu.

BbIpaXeHHasn MHeKyus.

ynotpe6neHne HapKoTUKOB:

ncuxuatpuyeckoe saGonesaHue.

BHYTpUBEHHOE BBE/JeHNe 6uchochoHaTos

MpepynpexaeHus

MpoBe/eHne XMPYPruyecKkux onepauuii B poToBOA NONOCTH N CTOMATONOTNYECKOe
npotesnpoBaHue cBfi3aHbl C DﬁLLlVIMI/I puckamu OCNOXHEHUR

. I'Iau,weHT MOXeT NpornoTyTe UM BAOXHYTb CnyqaﬁHO ynaBwune KOMMOHEHTbI, 4TO MOXeT
NPUBECTU K NOBPEX/AEHWUIO NULLEBAPUTENLHOM/AbIXATENLHONM CUCTEMBI UMW YAYW bIO.
C Menkumu npegmeTamn Heo6X0AMMO o6palaTbCs 0CTOPOXKHO

HeBepHoe NnaHWpoBaHue U HenpasBuibHasA NOATOTOBKA N10Xa UMNNAHTATa, a Takke
HETOUHbIV BbIGOP FNY6UHBI YCTAHOBKM UMNAaHTaTa MOTyT MPUBECTN K NOBPEXAEHUIO
HEpPBOB, KPOBEHOCHLIX COCY/Z0B, 3y6GOB, YeNCTHOM KOCTU UK raiimMopoBOi Nasyxu.
HacTtosnTenbHO pekoMeHAyeTCcs NPOXOAUTb cneynansHoe obyyeHne nepep
NPUMEHEHNEM HOBbIX METO/J0B eYeHNs

Mepbl NpefoCTOPOXHOCTH

» MMepea BbINONHEHNEM KaX/A0ii Npoueaypbl cnegyeT y6enTbCa B TOM. 4TO BCe
HE06X0/MMble KOMMNOHEHTbI, UHCTPYMEHTLI U MaTepuansl 4OCTYNHbI B TpebyemMom
KONINYECTBE W MOMIHOCTLI0 NPUTOAHbLI K NPUMEHEHMUIO.

Pacnonoxute nayneHTa Takum 06pa3om, 4To6bl ONACHOCTb BAbIXaHUA feTaneil 6bina
cBefleHa K MUHUMYMY.

BCE KOMMOHEHTbI, NCMO/b3yeMble BHYTPU POTOBOI NOMOCTYU, AO/IXKHBI GblTh 3athNKCMPOBAHbI
BO n36exaHune Ux BAbIXaHUS UKW NPOTrNaTbiBAHUS.

HenpaBunibHblii 0T60p/aHaNN3 NaLMeHToB, a TAKXKe HeCO6/I0/4eHNe NOWaroBoi HCTPYKLNK
MOTyT NPUBECTU K HEYJAaYHOMY pe3ynbTaTy Uau NoTepe OCTEOUHTErpaLnm.

BO Bpemsi npenapuMpoBaHns C MPUMEHEHUEM CBEP/T HEO6XOANMO NPUAEPXKNBATLCS
peKoMeHAyeMol CKOpPOCTU BpalleH!s B paMKax A0NyCTUMOI MaKcuManbHol ckopocTu. He
crefyeT NpeBbilaTh MaKCUManbHyl CKOPOCTb, @ TAKXKEe CHUXaTb ee 40 Ype3MepHo
HU3KOTO YPOBHS.

3ameHsiiTe MHOTOpa3oBbie CBEPNA U pUMepbl KOCTHbIe EV Makcumym nocne 10 4uknos
NOBTOPHOM 06PaGOTKN/NALMEHTOB UK B ClyYae UX NOBPEXAEHUS UNN 3aTYNNEHUS.

Mpu 3HAUMTENILHON aTPOUN HIKHEN YENIoCTU Cyl ecTByeT PpUCK ee nepenoma Bo Bpems
XVUPYPruYeckoii onepauum nam nocne Hee

B noBce/iHeBHO NpakTKe UMNNAHTONOMMYECKOE fle4eHne He PeKOMeHayeTCs 40
3aBepleHNs pocTa YeNCT U ANA GePEeMEHHbIX XeHUUH

HeHazanexaujee oxnaxaeHue, HenpasuibHas NOAroTOBKa /10Xa UMNiaHTaTa.
HenpasunbHbIE HACTPOKN MHCTPYMEHTA U Ype3MepHoe ycuane ukcauum npu yctaHoBke
MOryT NPUBECTU K MOBPEX/AEHNI0 UMNNAHTaTa.

EcCnu B CBA3N C HEGNArONPUATHLIMIW aHATOMUYECKUMW YCIOBUAMU UHCTPYMEHTHI He
NOAXOAAT NN HE MOTYT NPUMEHATLCSA NO APYTNM NPUYNHAM, HEOGXOANMO 0TKa3aThCs OT
AanbHeNWUX 3aNN1aHMPOBAHHbIX ONepaLnii NPOTe3MPoBaHUA C 3TUMU MHCTPYMEHTaMU ¢
HaliTn anbTepHaTuBy.

V3penus, npeakasmayeHHble N8 04HOPA30BOr0 NMPUMEHEHUS, HE A0/IKHbI NUCNONb30BaTLCS
NOBTOPHO Hecoﬁmo,u,eHme aToit Mepbl NPeAO0CTOPOXHOCTN MOXET NpenaATcTBOBaTh
ocTeouHTerpayum mMmnaaHtTarta uaun Bbi3BaTb IOKaNbHYO UIN CUCTEMHYIO I/lH(fpeKU'VIK)

* Ha npMXnMBaemMoCTb MMnNaaHTaTa MOryT NOB/IMATL KOJIMYECTBO U Ka4eCTBO KOCTH,

nokKanbHble I/lHdJeKLI'VIM W HapyweHue Ha4yanlbHOro 3aXuBneHus. yCﬂSLLIHOMy 3aXunBneHuto

¥ 0CTEOUHTErpaLum MoryT NpensTcTBOBaTL Caeayluine hakTopsl:
[ BOCNANEeHUs, ONyxonu, a6CLuecc Uam KUCTbl B 061aCT Y4enocTu,

. He/ocTaToO4Han BbICOTA M/UN WUPUHA KOCTK:

. HEe/l0CTaTOUHbIi 06BbEeM MATKOIi TKaHu,

. npejwecTBylULee TepanesTnyeckoe o6ayyeHne B 061acTu pectaspauny;

. HapyWeHNs 3aXWUBNEHNA PaH 1 KOCTU (Hanpumep, HEKOHTPONMPYeMbli guaGerT).
. ayTOUMMYHHbIE 3a60NeBaHUs.

1 HeKOHTponupyemsle napadyHKLUNOHaNbHbIE NPUBLIUKK (Hanpumep, G6pyKcu3m):
1 Heco6/0/ieHNne TUrneHsl NoN0CTyH pTa.

. ype3mepHoe ynotpe6ieHune ankorons:

. KypeHue.

HexenartenbHble peakyuu
K HeXenaTeNbHbIM PeakuyusiM, BO3HUKAIOUUM BO BPEMS UM NOCNE NEYEHUs, MOTyT
OTHOCUTBLCA
« annepruyeckne peakuuu UaU rMNepyyecTBUTBILHOCTL K UCNONb3YyeMbIM MaTepuanam (cm
pasgen «Matepuansi»):
+ BAblXaHWe WK NPornaTbiBaHMe KOMMNOHEHTOB MOXET NPUBECTU K NOBPEXAEHMIO
nuUieBapUTENIbHONM/ALIXATENLHOM CUCTEMBI UAN YAYIIBIO.

MNpaBa Ha N3MEHW NS COXPAHEHbI
Mo 3anpocy MOXHO MONYUYNTb UHCTPYKLMIO Ha APYTNX A3blKAaX

B TOM UM MHOM PErnoHe Mupa MoryT 6bThb JOCTYMHbI HE BCE
nsgenunsa

Dentsply
Sirona
implc-mts

CocTosiHue nHgopmayum
IFU 5974-RU-RU Peg. 2024-02
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WHCTPYKLUS NO NMPUMEHEHWIO

HeoGpaTMMOe NOBPEX/AeHUe HepBa unu 3y6a;

noBpeX/jeHne YentCTHO| KOCTU UK TaiiMopoBOi Nasyxu:
HEKPO3, BbI3BaHHbIi HEOCTATOUHBIM OX/TAX/AEHMEM MW YDE3MEPHOI CKOPOCTbIO
BpaweHuns:

TpewmnHa B HUXHell YencTy;

HeycTpaHMMOe KpOBOTeYeHWe nocsie onepaunuun (Hanpumep, B pesynbTate NOBpPeXAEHNs
A3bIYHOW apTepun).

MocneonepaynoHHbIi AUCKOMGOPT, B TOM Yucne:

. oTek:
- rematoma,

>BpemMeHHas MecTHas NpuNyxaocTb:

* BpEMEHHas aHecTe3nus Wau napecTesns ¢ 3aTPyAHEHUAMU NPU KeBAHUN:
« 60/1b:

yTpaTta umnaaHTarta,
NepunMnNNaHTuT:
nokKanbHas UNN cucTeMHas MHeKuus:

yTpaTa KOCTW B pe3ynbTaTte NepuumMniaHTuTa uan MexaHu4eckoil neperpysku:

nonoMKa U NoBpexaeHne uMnNaaHTaToB, KOMMNOHEHTOB NpoLecca 3aXuBneHus,
opToneANYeCcKNX KOMMOHEHTOB WK NpoTe3a:

* Heo6xoAMMOCTb yaneHna n 3ameHbl MMNaaHTaTa.

* 3CcTeTUYecKne Unu PyHKUMOHAaNbHbIE OC/TOXHEHNA

MHdopmauna o MPT-6e3onacHoCcTun

HenpumeHumo kceepnam EV. pumepam KoCTHbIM EV, Hanpasnsaowmm ans KOCTHOro pumepa
EV.

Mowarosas MHCTPYKLUUA
lMpeponepaunoHHoe NaaHupoBaHue

Kaxablii naumeHT JOMKEeH NPOWTY TuaTenbHbIi 06WKii 1 cTOMaTonornyeckuit ocmotp o
Havyana neyeHns BCe BU/Abl NATO/OTNIi YeNOCTEN U BCE 3y6bl JO/KHBI GbiTb BbiIEUEHbI NN
HaXx0AUTbCA B NPOLECCE 3aXUBNEHUS

YcnewHoe MMNNaHTONOMNYECKOE IeYEHNE HEBO3MOXHO 6€3 KNMHUYECKOTo 1
PEHTreHONOrNYeckoro aHann3a, a Takxe aHanusa mogeneil. NMpegonepaunonHoe
NNaHMpPoOBaHNE [OMKHO GbITh OCHOBAHO HA 0XWUJAeMOM pe3ynbTaTe BOCCTAHOBUTENILHOTO
nevenus

OnucaHne XNpyprnyecknx KOMnoHeHTOB

MakcumanbHas
CKOpOCTh
MakcumanbHblit
KPYyTAUW WA MOMEHT

MocnepeBaTenbi O CTb MHCTPYMEHTOB

Ceepno HanpaBnswuee EV ncsepno
KonbesnaHoe EV ucnonbsyorcs ons
CO3/jaHNA HauanbHOM TOUKM C LeNbio
nanbHelwei NogroToBKK

CBepno kopTukanbHoe EV (A un B)
11CJ'IO!'Ib3y8TCﬂ AONONHUTENBHO ANA
npenapupoOMHNA KOPTUKANbHOI
KOCTH

Csepna MapkupoBaHbl AUamMmeTpom n
6ykBoii CBepna WMelT L4BETOBYH
(0ANPOBKY @ COOTBETCTBUM C pasMepom
umnnaHTata AL

« NMPUMEYAHWE: Ana
MMnnaHTaTos 6 Mm
MMeTCa oTAe/NbHbIe
KOpPTUKerbHble cBepna.

A/B cBepno KoHuuyeckoe EV
UCnonb3yeTcs AN NOArOTOBKN
(oHUYeckoi (hopmMbl OCTEOTOMUYECKOTO
oTBepcTUs

CBepsia MapKMpoBaHbl AUaMeTpom n
6ykBOii CBEpna MMelT LBETOBYIO
(0AVMPOBKY B COOTBETCTBUU C pa3Mepom
uMnnaHTaTa

MocneaoBaTeNbHOCTb MHCTPYMEHTOB

1-ceepno BUHTOBOE EV Ucnonbsyetcs
ANS NepBoHaYaNbLHON NOATOTOBKM
0CTEOTOMMUYECKOTO OTBEPCTUA B KOCTN
HU3KOW NNOTHOCTU. OHO NpUMeHsAeTca ANs
CBEp/IeHNs B 3aNNaHNPOBAHHOM
HarnpasneHun 10 COOTBeTCTBYIOL el
rny6uHbl CBEpneHne No3BonseT NoNyYnTb
LieHHYl0 MHhopMaL Mo 0 KayecTse
KOPTUKaNbHOW W ry64aToii kocTu.

Csepna MapKkMpoBaHbl jUamMeTpom 1
Homepom CBepna Ans NOArOTOBKN KOCTU
HU3KOW NNOTTHOCTU MMeEIT Genyio
UBETOBYI0 KOAUPOBKY. B Hanuuum umerTcs
ceepna KopoTkue (6-13 MM) 1 AnuHHbIE (6-
17 mm)

2--cBepna cTtyneHyatble EV
ncnonb3ylTcs ANa ganbHeiwei
NOArOTOBKN 10Xa UMMNaHTaTa B KOCTU
HU3KOI NnoTHOoCTU CopMmupoBaHuem
CTYyNeH4aToro 0CTe0TOMUYECKOTO
0TBepCTUs, 06ecneynBaloLLero noaAepxKy
uMnnaHTaTa anukanbHoi KocTblo. CBepna
cTynexyaTele EV NoMOraioT COXpaHsTh
HYXXHOE HanpaBieHne cBepneHus.

Csepna MapknposaHbl jUamMeTpom u
Homepom CBepna Ans NoaroToBKN
(OCTHOA TKAHWN HWU3KOW NNOTHOCTU UMetT
Genyio BETOBYIO KOAUPOBKY B Hanuuuu
nmMeloTCcA cBepna KopoTkue (6-13 MM) u
ANWHHbIE [6-17 MM).

Y mcBepno BuHTOBOE EV ucnonssyercsa
ANA NOATOTOBKM OCTEOTOMUYECKOTO
OTBEPCTUS B KOCTU CPeAHEN NN BbICOKO
nA0THOCTN

Csepaa MapKupoBaHbl [UaMeTPOM 1
HOMepoM V - cBepna BUHTOBble EV ans
COCTW CpefiHelt NNIOTHOCTM UMelT
LUBETOBYI0 KO/ZNPOBKY B COOTBETCTBUN C
pasmepom umnnaHtata B Hanuuumn
nmetoTcs ceepaa KopoTkue (6-13 mm) n
ANVHHbIE (6-17 MM).

X-cBepno crtyneHyatoe EV
ncnonb3yeTca ANA AanbHelwei
NOATOTCEKN N10XKa UMNAHTaTa B KOCTH
HU3KOM NIOTHOCTN C hopMUpoBaHEM
CTYNEHYaToro 0CTE0TOMNYECKOro
0TBEPCTUS, 06ecneynsalollero nojaaepxKy
UMnAaHTaTa anukanbHoli KocTblo.
CBepna MapknpoBaHbl AuamMeTpom n
HOoMepoMm X - cBepnia cTyneH4yatbie EV
[N KOCTW BLICOKOW NMJIOTHOCTU UMEIOT
LBETOBYI0 KO/JMPOBKY B COOTBETCTBUM C
pasmepom umnnaHTata. B Hannuun
umetoTCA cBepna Kopotkue (6-13 mMm) n
ANVHHbIE (6-17 MM).

Pumep KoCTHbI# EV B coyeTaHuu c
Hanpasnswouieil Ana KOCTHOro pumepa EY
MCNoNb3yeTcs ANA yAaneHns KocTHOro
rpe6Hs, NPensTCTBYOWEro NpaBnnbHO
nocagke abatmMeHTa.

Hanpasnalouas gns KOCTHOrO pumepa
EV ucnonb3yetcs ANA HanpaBneHus
pumepa KocTHoro EV u cnyxut
BEPTUKA/IbHLIM OTpaHMYNTENEM, KOTOPbII
npensaTcTByeT NOBPeX/eHnio nHTepceiica
umnnaHTaTa puMepoM KoCTHbIM EV.

WHpankaTtop HanpaBnenusa EV
MCNONb3YeTCA AN NPOBEPKN NONOXEHNA 1
HanpasneHns 0CTe0TOMUYECKOTrO
oTBepcTus

VIHCTPYMEHT UMeeT OTMETKM FyGuHbI 6
MM ®naHel (Weiika) MHCTpYMeHTa
oTo6paxaeT HauMeHbLwnii (3.0) n
HauGonbwwuii (5.4) paamepsl nnathopmbl
uMnnaHTata Ha MHCTpyMeHTe umeeTcs
oTBepcTUe ANSA KpenneHns
yaepxusaioueil HuTH.

C€

Mpoussogutens: Dentsply Implants Manufacturing GmbH
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FlpaBa Ha U3MEHEeHUsA CoOXpaHeHb!
Mo 3anpocy MOXHO MONY4UTb UHCTPYKLMK Ha APYTAX A3blKax

B TOM WM MHOM pernoHe mupa MoryT 6biTh JOCTYMHbI He BCe
n3pgenus

CocTosiHMe uHopmauum
IFU 5974-RU-RU Pep. 2024-02

MakcumanbHas

CKOpOCTb

MakcumanbHbl it
KPYNHUNA MOMEHT

1500 06./MuH

1500 06 /mMuH

1500 06 /MuH

1500 06/MuH

Dentsply

Sirona

Implants
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WHCTPYKLUS NO MPUMEHEHUIO

NMPUMEYAHWE: Y3knit koHey nugnkatopa Hanpasnexuns EV

MoAroToBKa KOCTHOIO /l0Xa
ncnonb3yeTtca nocne csepna 1(1- ceepno BuHTOBOE EV), a

MoAroToBLTE KOCTHOE NOXEe B COOTBETCTBUMN C BbIGPAHHOI XMpypruueckas npoleaypoi n WHPOKMii KOHEL - oCne CBEpia 3 A3- cBEpNo cTyneHyaToe EVQ.
pasMepom umnnaHTaTa
MPAMEYAHME: CBepna cTyneHuatble EV
. O6ecneybTe Hagnexauiee oxnaxpgeHve ¢ NOMOWbK CTEPUIbHOTO
1. BelbepuTe nogxoasiyee cBepno cryneHyatoe EV 8

husmonornyeckoro pactsopa HegoctatoyHoe oxnaxaeHue B npoyecce

CBEPNIeHUs NOBbIWAaeT PUCK PA3BUTUSA TEPMUYECKOTO HEKpO3a. COOTBETCTBUM C AUAMETPOM UMNNaHTaTa

. He npeBbilwaiiTe MaKCMManbHylo CKOPOCTL BpaLLeHNs 2. MpucoeanHnTe CBEPNO CTyneH4aToe EV K KOMTpYr1oBomy
HaKOHEYHUKY
- 3. MomecTuTe cBepno ctyneHyaToe EV B nonoctb
3BneyeHne cTepusibHbIX CBEP U3 GANCTEPHON YNakoBKu 4 HaunWTe cBepneHe NPOTUB 4acoBON CTPenKN npu
1. OTKpOTe BHELWHIOW GNUCTEPHYI YNakoBKY MaKcumanbHoii ckopocTu BpaujeHns (1500 06/MuH) n
2. MepeHecnTe BHYTPEHHIOK CTEPUALHYI0 yNaKOBKY Ha 06UILHOM NPOMbIBAHNMA CTEPUNLHBLIM (DU3NONOTUYECKUM
CTEPUNLHYIO XUPYPTUYECKYI0 NOBEPXHOCTh r PacTeopom.
3. 3adhuKcupyiiTe CBEPO, CXaB 6INCTEPHYIO YNaKoBKY 5 CsepnuTe 0 AOCTXEHNSA HYXHOA FNYGUHBI.
4 O6HaXUTE CTEPXKEHb, OTOTHYB BEPXHIOI0 HacTb 6 W3BnekuTe cBepnio cTyneH4yaToe EV n3 nonoctu.
6nucTepHoilt ynakoBku 7 Wcnonb3yiiTe nHgukatop HanpasneHus EV ana
5. MpucoeaMHNTE CBEP/IO K KOHTPYTNIOBOMY HaKOHEUYHUKY 1 SjH i BM3yanusaunu/nposepkin Hanpasnenns.
W3BNEKNTE ero U3 GNMCTePHOI ynakoskk Cseprna KOHU4eckune 1 KopTukanbHble EV

CBepna KOHUYecKkne/KopTukanbHble EV UCnonb3ylTes Ans 0613aTeNbHOro
npenapupoBaHus KOpTUKaNbHO KOCTH
Csepsia MapKupoBaHbl 6ykBoii: (A) Anst TONCTON KOpTUKanbHoii koctn unn (B) ans
TONCTO KOPTUKANLHOIA KOCTN

Csepsio Hanpaensouee EV n cBepno KonbesngHoe EV [NS NPAMbIX UMNNAHTATOB UCMONb3YiiTe A - unu B - cBepna KopTukansHbie EV.

Mcnonb3yiiTe COOTBETCTBYIOW EE CBEP/IO AN1A CO3/JaHNs HAauyanbHOI TOUKM AN fanbHelilero AN KOHMYECKNX UMNNAHTATOB MCMONb3YliTe A/B - cBepna KoHnueckne EV.

cBepnexus
NPUMEYAHWE: KonbeBugHoe ceepno EV oueHb 0CTpoe, NpeAHa3HAUeHO TOLKO AN ToHKast KopTuKanbHas KOCTb (< 2 MM)
0AHOPa30BOr0 NPUMEHEHNS 1 HE AO/KHO UCMONb30BATLCS BPYUHYIO NOCNE U3BNEYEHUS U3 Mcnonbayiite A - cBepna KopTvKanbHbie EV unn A/B -
ynakoBKu. cBepna KoHnyeckue EV.

Tonctas KOpTUKanbHas KocTb (> 2 MM)
1 MpucoeauHnTe ceepno Hanpasnsioujee EV/ ceepno konbesngHoe EV Kk KOHTPYrnosomy
HaKOHEUHUKY
2. YcTaHoBWTe cBepno Hanpasnsuiee EV/ ceepno konbesnaHoe EV B HyXHOe NONOXeHNe.
3 HauHnTe CBEpPNEHWE NPOTMB YacoBOW CTPENKN NPU MAKCUManbHOW CKOPOCTN BpalleHUs
(1500 06/MUH) 1 O6UNBHOM MPOMbIBAHUN CTEPUNBHBIM (PU3NONOTMYECKUM PACTBOPOM ANS

Wcnonb3yiiTe B - cBepna koptukansHeie EV unn A/B -

cBepfia KoHnyeckune EV

1 MpucoeanHnTe cBepno KoHnyeckoe EV/ceepno
KopTUKanbHoe EV K KOHTPYFNI0BOMY HaKOHEUHUKY

CO3JaH1A HauyanbHOM TOUKM. 2. T;)F:"Temi;"l']T:szeécz';ooHn"'ol‘CeTikoe EV/ceepno
MpOTOKON CBEPNEHUS AN KOCTU HWU3KOI NIOTHOCTH 3. HauHuTe CBepNEHH e NPOTHBE 4acoBol CTpenKM npu
MaKCcumanbHoii ckopocTn BpauweHus (1500 06/MuH) n
K t ® ” P 06MNBLHOM NPOMbIBAHUN CTEPUNbHBIM (DU3NONOTUYECKUM
PeKoMeHAyeM bl ii ] ‘9"» S Q i 5 3871,\ !(S pacTsopoMm A0 rNyGuHBI, oneHeHraoM nuHnen. ' , )(ﬂ
npoTokon o 0 fix . B 4. CBepniuTe 10 JOCTUKEHUSA HYXHOMN rNy6UuHbI
Q 19 o) o Q J0 0 i 5. U3BneknTte ceBepno kKoHuyeckoe EV/ceepno
T t KopTukanbHoe EV u3 nonocrtu.
Anamerp 1 2 3 4 6 6
MmMnnaHTaTa V e cBepno BUHTOBOE EV 1 X - cBepna crtyneHyatble EV
0 3.0 1 2 NMPUMEYAHWE: V- n X - ceepna EV A0MXHbI UCMONb30BATLCS TONLKO B KOCTW CpefHel n
BbICOKO NAOTHOCTY.
3 °
V -cBepno BuHTOBOE EV ucnonb3yetcs Ans pacliMpeHns annkanbHoi YacTtu
0 4.2 1 3 4 0CTEOTOMUYECKOro 0TBEPCTUA B KOCTU CpeAHel NAOTHOCTH.
X -cBepno ctyneHyatoe EV ucnonb3dyetcs A4Ns paclwnpeHns annkanbHoi Yactu utena
0438 MI/lBl 1 3 5 L 0CTEOTOMUYECKOro 0TBEPCTUA B KOCTU BbICOKOI NIOTHOCTY.
1. MpucoeauHute V - cBepao BuHTOBOE EV/ X -
on~4a - 3 5 6 ° cBepnio cTyneHyatoe EV K KOHTpYrnosomy
HaKOHEUYHUKY
2. MomecTute V - cBepno BuHToBoe EV/ X - ceepno
MpoTOKON CBEPNEHUA ANA KOCTN CPejHEel 1 BbICOKON NAOTHOCTH cTynexyatoe EV B N0n0CTh.
3 HauHuTe cBepneHne NPOTUB YACOBOW CTPENKN

V-/X - cBepna AN KOCTU CpejHeli 1 BbICOKOI NNOTHOCTU UMEIOT LiBETOBYIO KOAUPOBKY B

COOTBETCTBMM C pa3MepoM umnnaHTata. npu MaKcUMarsnbHoi ckopocTu Bpaujerus (1500

fi X 1 06/MWH) N 06UNLHOM NPOMbIBAHUN CTEPUNIBbHBIM
0

® ;> K 5"' « " M13N0NOrMYEeCKUM pacTBOpoOM
PekomeHpyembl it & K % tlz ' % U || 4. CsepnuTte [0 JOCTUXEHUNA HYXHON rNY6UHBI
npoTokon o éq a g ;’ 't 5 WsBnekuteV - ceepno BUHToBOoe EV/ X - cBepo
’ §< EI. >>< ctyneHyatoe EV u3 nonoctu.
AnameTtp 1 2 3 4 5 6 Pumep KocTHbIE EV u HanpaBnfAwowas ANs KOCTHOro pumepa EV
nmMnnaxTaTa 1 MpucoeanHNTe NOAXOANALWYIO HANPABAAIO WY ANs
0 3.0 1 2 KOCTHOTo pumepa EV k umnnantaty

N

. 3adukcupyitTe HanpaBAAKILYI0 ANA KOCTHOTO .. o+
pumepa EV oTBepTKOii wecTurpaHHoit EV ¢ nerkum
Haxxumom nansuamu (5-10 M cm) \
. MpucloeanHnTe NOAXOASALW MU pUMep KOCTHbIA EV K
KOKTPYI/I0BOMY HAKOHEUHUKY.

048 |8 1] 1 3 S 9 O MPYIMEYAHWE: Pumep KOCTHbIA EV MOXHO
H f n ncnonb3oBaTb BPY4YHYI C NOMOUW b0

0 6.4 I 3 6 ) O

ANA ANHAMOMETPUYECKOTO Kloua.

xmpyprmqeckoﬁ nwnn opTonenmuecKoﬁ PYKOATKN
Csepno BnHTOBOE EV Pumep kocTHbIV EV 1 Hanpasnstowas Ans KoCcTHOro pumepa EV

w

1. MpucoegnHNTe NOAXOAALLYI0 HANPaBNA WY ANA

1 MpucoegnHnTe CBEPNO BUHTOBOE EV K KOHTPYrN0BOMY
KOCTHOro pumepa EV k umnnaHtaty

HaKOHEeUHUKY
2. YcTaHOBWTE CBEp/io BUHTOBOE EV B HyXHOE NonoxeHue Bacukcupyiite HanpasNA WY ANA KOCTHOTO
3. HauHnTe ceepneHne NpoTMB 4acoBOW CTpenku npu pumepa EV oTBepTKOii WwecturpanHon EV ¢ nerkum - N n

Haxumom nansbuamm (5-10 H cm)
3. MpucoegnHuTe NOAXOAAWMIA pUMEpP KOCTHBIN EV K
KOHTPYINOBOMY HaKOHEUHMKY.

MaKcuManbHoil ckopocTu BpaweHus (1500 06/MUH) 1
06UNLHOM NPOMbIBAHUN CTEPUNBHBIM (DU3NONOTUYECKUM

pacTsopom.
4 CBepnute Ao AOCTUXEHUS HYXHON rNy6GUHbI NMPUMEYAHWE: Pumep KOCTHbI EV MOXHO
5 W3BnekuTe cBepno BuHToBoe EV U3 nonoctu. MCNONb30BaTh BPYUHYIO C NOMOLLbIO
6 Mcnonb3ayiiTe uHAMKaTOp Hanpasnewns EV gns » PYpruyeckoil unm opToneanyeckoi pykosTku

BM3yanuaaunn/npoBepku HanpasneHus ANSt AUHAMOMETPUYECKOTO KAloYa.

MpaBa Ha U3MEHEHNA COXPaHeHb!

C € Mo 3anpocy MOXHO MONY4MTb NHCTPYKUMIO Ha APYTNX A3bIKAX
B TOM WM NHOM pernoHe mMupa MoryT 6brTb JOCTYNHbI He BCe Dentsply
. B B nsgenus. 1
Mpownssogutens: Denisply Implants Manufacturing GmbH S | ro n a

Rodenbacner Ctiaussee 4. 63457 Hanau, Germany
www.dentsbivimplants.com
www.dent5Plvsifona.com

CocTosHWe nHhopmaumu. Implants
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WHCTPYKLUS MO NMPUMEHEHWIO

4 TomecTuTe pumep KOCTHbIW EV Ha Hanpasnsiowyo
ANA KOCTHOTO puHepa EV.

MPUMEYAHWE: Y6eantech, 4TO Ha
HanpasnsoLUly0 415 KOCTHOTO pumepa EV He
nepepalnTcs usrnbawlme ycunus.

S. HauHuTe cBepNeHne Npu MakCUManbHOi CKOpocTh
BpauweHuns (100 06./MUH) N 06UNBHOM
NPOMbIBAHMN CTEPUNLHBIM (hU3NONOTNYECKUM
pactBopom

Yepe3 OKHO Ha pumepe KocTHoM EV 6yaeT BuaHo,
KOT/ja OH JOCTUTHET MaKCUManbHO rNyGuHbl

Mpu BbIGOpe nogxoaauieli BblCOTbl abaTMeHTOE
UCT0Nb3yiiTE METKU FYyGUHBI HA PUMEpPEe KOCTHOM
EV B KauecTBe opueHTMpa.

M3BneknTe HanpaBnaloLyo 4N KOCTHOTO pumepa
EV, npumepbTe abaTMeHT 1 y6eguTech, 4TO OM
npaBUbHO YCTAHOBNEH

MocneonepaunoHHbIi yxopn,

MpeaynpeauTte nayueHTa o HEO6XOAMMOCTI PETYNAPHOI TUTMEHbI MONOCTN pTa. B nepebie 7-
10 AHeli nocne onepayun B AONONTHEHUE K TUTUEHE NONOCTM PTa MOXHO UCMO/b30BaTh
noAxoAsiiMe ononacknBaTenu 4ns NonocTu pta B nocneonepaunoHHoM nepuoje cnejgyet
ns6eratb MexaHM4eCKoii Harpy3sku Ha MecTo UMNaHTauun B 3CTETUYECKNX LeNAX MOXHO
HOCUTb BPEMEHHBIN NpoTe3

Mocnepyouee HabnwaeHne

M0 OKOHYaHMM NeYeHns ANA NOAAEPXKaHWUS 30P0OBbA BAXHbI XOpoWas rUrueHa nonocTu pra u
perynsipHbie 0CMOTpbI

®opMbl MOCTABKU - YCNOBUA XpaHEHUs - YTUnmsauyms

o

~

MPUMEYAHWE:
. He ucnonb3yiite usgenus, 6nucTepHas ynakoska KoTopbix NoBpexaeHa
. Mepej UCNONbL30BAHUEM N3ENNii OCMOTPUTE CTEPUIBHYIO YNAKOBKY HA
npeAMeT ee L|eN0CTHOCTU. He UCNoNb3yiiTe N3[enus, ecnu ynakoska
noepexcaeHa

dopma noctasku

n3pgenne CocToAHnEe «e*rof OpHopaso«oe/bl Cpok akcnayatauumn
npm cTepMausaum «oropeaoaoe [konnyecTBO
noctaem K *CMONb30OMHUE MNOUMEHEHUA/neT*)
Ceepno 3neKT?UHM07 Muoropasosoe 10 npumeHeHnii (10
vyanpasnsawouee EV Crepuneno - nyuesiia ncnonb3oBaHue NaLUeHTOB)
rrepunnaayus
Csepno SneKTpoHMo- OpHopasoBoe 1npumeHeHune (1
CTepunbHo Tyuyeeas
(onbesnaHoe EV ncnonb3oBaHue  MayueHT)
neounusanns
Csepnio BUHTOBOe  CTepuibHO 3NEKTPOHHO-  MHoropasosoe 10 npuMmeHeHuii (10
EV nydesas ncnonb3oBaHue nayneHToB)
cTeounusaumns
Csepna CTepunbHO 3N1EKTPOHHO-  MHoropasosoe 10 npumeHeHunit (10
cTyneH4atble EV nydesas MCMONb30BaHNE  NayMeHTOB)
cTepunusanns
Ceepna DNeKTPOHHO- MHor o
(oHnuyeckue/ CTepunbHo fNyyesas oropasosoe 10 npumenenuii(10
MCNONb30BaHNE  NauNeHTOB)
cooTuKanbHble EV cTepunusauuns
He MHoropas3osoe 10 npumeHeHUi(10
PuMeo KOCTHbIi EV CTepUNbHO  HensuMEeHUMMO WCNONb30BaHWe  1alyuekToB)
Hanpaensiowasn He HenpumeHumo MHoropasosoe 10 npumeHeHnii(10
ons CTepunbLHO MCnonb3oBaHne TauneHToe]
(ocTHOTO pumepa
EV
WNHavnkatop uB H WHoropasosoe 1500 o
iranoasneHua EV CTEepuUnbHO enpumenumo Mcnonb3oBaHne MPUMEHEHMA

* VIHCTPYMEHTb» HEO0GXOAN M0 3aMEeHUTL /10 OKOHYAHNA yKa3aHHOTo cpoka akcnnyatauni,
€C/N OHM NOBPEX/EHbl NN 3aTyn/eHb!
Bua v pasmep ykasaHbl Ha 3TUKeTKe NpoAyKTa
Ynakoska
Csepna EV
YnakoBka COCTOUT U3 BHYTPEHHEro 6McTepa, B KOTOPOM HAXOAUTCA CBEP/IO, U BHELWHEro
3almnTHoro 6nucTepa ®onbra BHewHeil 6NNCTEPHOI YyNaKOBKN CNYXUT 3an«ITHbIM 6apbepom
coflepXMMoe KOHTeliHepa fABNsAeTCA CTepPUbHLIM (6apbepHas cucTema Ans cTepunmnsalmum)
NMPUMEYAHWE:
» MHOropa3oBble CBEP/ia MOXHO MCNONb30BAaTL MO UCTEYEHNM CPOKA FOAHOCTH
UK B CNyYae HenpeAHaMepeHHOro BCKPbITUA 6IMCTEPHON ynakoBKki npu
YCNIOBUM NX OUUCTKU U CTEPUNN3ALMUMN NEPE/ UCNIONb30BaHNEM
. He ncnone3yiiTe nagenue, cTepunbHas ynakoska KOTOpOro NoBpexjeHa

Cgepno KonbesugHoe EV

Csepno konbeBnaHoe EV sBnAeTcA CTEPUNbHLIM M NpeAHasHayeHa TONbKO ANA
04HOPa30BOro NPUMeEHEHUA

NMPUMEYAHUE:
. 3anpeuwaeTca MCNONb30BaTb M3AENME MO UCTEYEHNU CPOKA rOAHOCTH
. He ncnone3yiiTe nsgenue, ecnu cTepunbHas ynakoska nospexaeHa nnu

HenpegHamepeHHO BCKpbITa nepej ucnonb3oBaHnem

Pumep KOCTHbI EV 1 HanpaBnsiouas Ans KOCTHOTO pumepa EV

Pumep KoCTHbIi EV 1 Hanpasnsioujan 415 KOCTHOro pumepa EV noctasnsioTtcs B
HEeCTEPUNbHOM COCTOSIHUM B 6INCTEPHON yNnakoBKe U AOMKHbI 6bNb OHNLLEHbI W
NpocTepuAN30eaHsl nepes UCnonb3oBaHnem

C€

npoussoanTens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimolants-com
www.dentSDIlvsirona.com
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XpaHeHue

V|3,qel1Mil AO/KHbBI XpaHUTbLCA B 3anevyaTtaHHbM OpUTMHANbHbIX yNakoBKax B CyXomMm mMecTte npu
KOMHaTHO Temnepartype, To ecTb 18-25 *C

Ytunusaumsa

Ans yTuAusauun ynakosku u uspenuii co6niogaiite geiicTeyouine B Hactosliee spems
HalMOHaNbHble MpaBuUaa yTUAM3aunn oTX0A0B B Balw el cTpaHe

VIHCTPYMEHTbI U KOMMOHEHTbI, KOTOPbIE UCNONb30BANNCL BO PTY NaLMEHTa, MOTYT GbiTb
NOTEHLUMB/LHO MH(MLMPOBAHLI U NOANEXaT 6e30MacHo yTUNU3aunmu B KOHTeliHepax,
npefycMOTPEHHbIX ANS 3TOW Lenu

YTunusupyiite ocTpblie npejmMeTsl cpasy nocnae UCNONb30BaHNS B CNelynanbHble KOHTeliHepbl ¢
3alNTOoi OT NPOKO/IOB B COOTBETCTBMM CO cTaHAapTom ISO 23907-1 ANnsA npeAoTspalieHus
MHMMLNPOBAHNS W TPaerMMposaHus

K n~ mMeAWUMHCKUX OTXOA0B Bcootsetcteumn ¢ CanluH 2 13684-21 -

Wcnonb3oBaHHbix MU - knacc b.

He ncnonb3oBaHHbix MU - knacc A.

MPUMEYAHUE: YTunu3npyiite MHOropasosble CBepna u pumepbl KOCTHbie EV Makcumym
nocne 10 uMKNOB NOBTOPHOI 06paboTKM/NALMEHTOB UMK B C/y4YaB WX NOBPEXAEHUS Unn
3aTynnexus

Martepwnan

3nenne

Ceenno Hanoasnsiwee EV
Csep/io KonbesunHoe EV
Csepno BuHTOBOE EV
Csepna cTyneHuyatble EV

Mateonan

Hepxaselowas ctanb no ctaHgapTy ASTM-F899
Hepxaselolwas cTanb nNo craHaapty ASTM-F899
HeoxaBetowesn ctanb no ctaHgapty ASTM-F899
HeoxaBewlwas ctanb no ctaHgapty ASTM-F899
Cepna KoHnyeckne/ KopTukanbHele EV HepxaBetowas ctanb no craHgapty ASTM-F899
Pumeo Koc-Hblli EV HeoxaBelwHA cTanb No ctaHgapty ASTM-F899
vanpaensiowas AN KOCTHOro oumeoa EV Hepxasetouas ctans no ctaHaapty ASTM-F899
NHavkaTop Hanpasnewuns EV TutaHoBblii cnnas (Ti6AI4V-ELI) no cTaHaapTy
ASTM-F136

Ounctka n ctepunusauyms
Csepno konbesuaHoe EV

Henpumexunmo.
V3pnenue ctepunbHo
Vi3fenne npeaHasHayeHo AN 0[lHOPa30BOr0 UCNONb30BAHUS

ABTOMaTHUeckas npouegypa

BAXHO:

. Mepepa UCNoNb30BaHNEM B KIMHUYECKOI NpakTUKe BCe KOMMNOHEHThI 1
MHCTPYMEHTbI, NOCTaBNEHHbIE B HECTEPU/ILHOM COCTOSIHUM, CNedyeT OUNCTUTD,
npoaesnHMuNpoBaTh U NPOCTEPUNINI0BATL COTNACHO cTaHAapTy ISO 17664
Pa360pHble NHCTPYMEHTbI 4€MOHTUPOBAThL N5 OYUCTKM VX paspewaercs
cobupaTtb 4N CTEPUNU3ALNN TONILKO B CYXOM COCTOSHWUM

. Bo Bpems ynbTpa3ByKOBON OYNCTKM CBEPNA [O/KHbI HAXOANUTLCS OTAENLHO APYT
oT Apyra- Hanpumep, 6bNb NOABEWEHHbLIMU B AepXaTenax

MpesBapuTenbHas pyyHas ouncrka

Tpy6ble 3arpsAzHeHUs HE06X0A4UMO YAaNATL cpasy (He No3jHee 4BYX 4acoBs) nocne
MCMNONb30BaHUSA MAMCOIA HERNOHOBOM WETKOIl 40 NONHOTO OTCYTCTBUS BHELWHUX NPU3HAKOB
3arps3HeHus

yﬂpraSByKOBaﬂ o4yuncTka

CnepyeT NpUAEpXUBaTLCSA ANNTENbHOCTU BO3AEHCTBUA U KOHLEHTPALUA, yKasaHHbIX
(UPMOIi-M3roToBUTENEM UC/0/Ib3YyEMOra YNCTALLEro cpejcTaa

ABTOMaTHUyeckas npoueaypa

Ana achhekTUBHON aBTOMaTUYECKO Npoueaypbl TpebyeTca npeaBapuTensHas pyyHas
oumncTka.

[Ons aBTomatnyeckoi npouyeAypbl caesyeT UCNONb30BaTb NpeAHa3HaYeHHble 418 3TOro
annapartbl A8 OYUCTKMU U Ae3UH( eKLnU, a Takxe cpeacTBa 4N OYNCTKM M HelTpanu3ayum
Cob6nioaaTbh ykaszaHusa (hMpMbi-u3roToBUTENSA annaparta

ANA OYUCTKN U Ae3nHb ekuun [03upoBaTb U NPUMEHSATL CPEACTBA AN OYUCTKN 1
HeliTpanusaynu cornacHo ykasaHusam hupmbl-u3rotToButens. PekomeHayeTcs nporpaMmma
0uNCTKM C TepmogeanHdgekumeit (AO r 3000)

,D,I'Iﬂ O4YUCTKN peKoMeHAyeTCa ucnosnb3oBaTb BOAY ONpejenneHHOro kayecrsea -
AEeMUHepanu3oBaHHylo BOAY WU BOAY, COOTBETCTBYIOLLYI0 3TON CTENEHN YNCTOThI

MeTop aBTOMaTU4ecKoi npoueaypsl Gbin yTBEPX/AEH ANs Ciyvaes

NPUMEHEeHNs cneiyunx maTepmanos 1 ycTpoicTs (cornacHo 1ISO 15883 n AAMI TIR 30)

. ABTOMAaTWYeCKWit annapaT ANs OUYNCTKW W fe3nHdekuun Tuna G 7836 CO. Uiele
& Cie KG. Gutersloh
. Mporpamma ounctkn VARIO TO

MpeaBapuTenbHoe NPoOMblBaHWe XON0AHOW BOAOW (4 MUH )
OuucTka B TeyeHne 10 MuH npu Temnepatype 45-55 *C
HeliTpanusayusa (6 MuH)
MpomexyToyHas NPOMbliBKa X0N04HOW BOAOK (3 MUH )
TepmopaesnHpekuus B TedeHne 5 MuH npu temnepatype 90 'C (AO 2 3000)
Cyuwka B TeyeHune 30 MuH npu Temnepatype 105 *C
. YucTawee cpeacteo neockallm® MediClean forte (0,5 %) / HeliTpanusywuee
cpeactBo neodisher® Z (0,1 %), Dr Weigert. Hamburg

yxon

MNepey cTepunnsayuneit Bce U3fenus HEO6X04MMO OCMOTPETL Ha NPejMET BUAUMbIX
3arpsA3HEHNN, YXYAWEHNA CBOWCTB W/unn Koppo3un Oco60oe BHUMaHUe cneayeT yaensTh
TaknM 3N1eMeHTaM KOHCTPYKLNW, KaK KaHasbl, HECKBO3HbIEe 0TBEPCTUS, pe3b6a, NoAHYTPEHUA 1
conpukacalmuecs noBepxHocTn

BusyanbHa nposBepbTe BUAUMOCTL U YNTAEMOCTb BCeX 0603HAuYEHNIT Ha n3genusx MposepbTe
conpsraemble KOMMNOHEHTLI Ha NPeAMET NPaBNUIbHO CE0PKM U (PYHKLMOHANBLHOCTN
Y6eauTtech, 4TO M3/€NUA C NOABUXHBIMY AeTansMu pa6oTaloT ncnpasHo MposepbTe
KOMNNEKTHOCTb U L@ N0CTHOCTb NPe/1BapNTENbHO YCTEHOB/IEHHbIX KOMNOHEHTOB

YTunusupyiite usgenusa ¢ gecdekramu

MpaBa Ha U3MEHEHUSA COXPaHEHbI
Mo 3anpocy MOXHO MOAYYUTb MHCTPYKLMIO HA APYTUX A3bIKaxX

B TOM Unu MHOM pernoHe mMupa mMoryT 6biTh JOCTYNHbI He BCe
n3penns

Dentsply
Sirono

impUmts

CocTosiHue nHdopmatun
IFU 5974-RU-RU Peg 2024-02
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MHCTRYXUMA PO NPUMOHSHNIG

QeI T, SRR e SR IRETIE il s e TR SRR BRI TS SRS U P <R s PURRC U] PRI SR
Crapumasuun
Crapmcayeo NPOSOAYTS B COOTRETCTIMAN CO CRGAYIOLLIN CHOMON.

TIPBMETDENN CTERMWTASILIA. P ]
cranapTos EN ISO 11807, ANSUAAMI ST79 nw AAMI TIR12Z
HE KENZOM CTOPMAMIBLMOHHOM NRETE ROMWMLI IPRCYTCTROBATL RHAWKETOR Kk AT
CTOPMNISALIM,

» Z.Wlm ISO 17665, EN 13060, EN 285 w AAMA TIR12)

PRaTON LINGO. [TOMNSPOTH DONS

[lows 134 % (S oy, 20 Mt
D - 1 1 - l.
(DO AV PO 132 °C (270 ‘F) [}
PAKYYAIADOMA S 135 °C {275°F) B3 s
VARG B02AY B
0o 121 "C {250 “! 30 Wi, 20 v,
Y UMHAMANLHAR " L. D
SRWRaDET DO/IGLLS BOSMONA N MONET PRIMMATRCA B OT SMApaTa
** Monesosamim B Crpasax EC o0aama COSIOAITE SLALBNDYBAZBHHLI® NEPAMOTPL! NPH
NOPITATUM NADOM.

YXPANISHIMN COCTORMER JAOPOBME NELIAHTE, CEASIHMONG C NPIMabinann MOBONG Ha HILNX
WARSMR, NPOCYA COOBUPITE U6 ST HIRS W COTPYARIETN KOMMITEHTHOMD OPTNG B Bawed
cTpane.

Tosapunie 3naxn

BCO TOBAPHLID JHAKM N HEOBIHINA KOMIAHWE ARIVHOTCA COBCTROHMACTIMG COOTRTCTIYIOUMX
mwymMWWWyMIMn
HONGNLIYOT CHMBONLI B N * B OOMONHON THICTS. TaM HE MEHSE, KOMNEHMA Dentsply Sirone
|rAplants HO OTEEIMSROTCA OF CROMK Nl B TORBDHAAR JHAKA, W SEHHIE SOXYMOHT HE NOXET
Gl MCTORORAM VRGN,

YCnosnna TPaNCNOPTHPORKN

HaRema CNRAYST TPRCNOPTRROESTE W NEPOEOHTE OCTORCHMG, M ¢ CODINORW-NEN OCOtX
MOD NPAAOCTOPOMHALTI NEM TRAHCNOPTUROBNE, NDHAEHIILI I KINAOWY TWNY MBIHPINCIONG
wmwm%n%ummmmm
Yenosun skcnnyaraysm

CTOMETORDMUBCENE KININM 1 NESOPATODIN.

OGRacTL NPNMSHSNNA

CTONMGTONOMSA, yOHER WMINGHTORKUR.

CPOX rogHoOCTH

Cpos FOAHOZTY AN CTEOWNMMEIK KARSTNA COCTRRANT 5 1T,

CpoK MORHOCTH £/ NECTEPH LHLX MIRENWA COCTARNMAT 10 nert.

FapanTUn Ha CHCTOMY WMNMAHTATOB

DR NONYLEHIN NONHOR MHDODMALIM O FADRHTIN HE NITANNA CUCTEMEE Cd. NOIPOGHWE
TEPGHTIWNLIG YENOBWE HA ONCTOMY WANMBHTATOR. {Us-wusid “i)

RocrynnocTo nanenni

DHMMANNE: He 800 1GR0WN, ONHCHHHNG B ABHHOR IMCTRYILIM, MOTYT CuiTe.

Y0NonMomMousHHbIi NPOACTABNTENL NPONIBOANTENS HA
TeppuTopin Poccuiicuoi Denepaunn

000 sfisnrcnnai Cupoxas
115035, r. Mocras, Hat. Owusraanecan, 4. 181, CTP. 2, noveuy, 3.
Ten.: +7 (485) 725 1087

CEE

‘ Npousaosrmens: Dantsply mplants Manufacturiag Gl
Rodenbacher Chauases 4, 83457 Hanau, Genmany

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Homap no kaTanory

PRUMLPIONHER CTOMIMINLINA

QI
o R —

S—

@ He UCOMMI0RETA NP NOBPENRENNA YRS
[13)
CE/C

CGPATHTEG K WHETRYIAPM 110 MR EEHING

€§ Emponeicene Cooresrcrawe (EC)

TONskD NG PAUANTY AORME:

& (Browsaring! B COOTRETCTM € SMROHOASTENLCTROM CLUA

only REOBNS SBHHOMD NDSNBPATE MOMST NPOKIBIANTLCR TONLKG

CTONGTDNOMAN RH DRIV, WUABOLNA o
oewmltml' ASRTONMOCTY, NGO 1O 1x

MEpchDs HIASMe

O OANAOHRA CHITEME CTEPUNLIOND Bapueps

me

00XpAHEHL)
T30 JANPOCY MOMHO MOTYMTE HHCTPYELPIO HB APYTHA ISR
B TOM WM KHOM DEIWOHE DA MOTYT BLiT ROCTYNG HE BCR \ Dentsply

aasm Sirona
COCTOMNN IBODMEUM, Implants
IFU 3974-RU-RU Pep. 2024.02
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PYyKOBOACTBO NO NPUMEHEHUIO

Astra Tech Implant System® EV

Dentspiy
Sirono
implants

AN 03HaKOM/eHus ¢
VHCTPYKUMAMU NO NPUMEHEHUIO 1

DS rnoccapuem CMMBONOB
nepeiignte Ha caiTt

3penna mMHOropasoBoro npuMmeHeHusa EV

OnuncaHne cuctemsbl

ACCOPTUMEHT cUCTEM umnnanTatos Aslra Tech Implant System EV BknioyaeT AeHTanbHble
MMNNaHTaThl, BUHTbI-3arNYyWKN, TPAHCAECHEBbIe abaTMeHTbl U pyrue opToneanyeckue
KOMMOHEHTbI, @ TAKXKE XUPYPruyeckne u opToneanyeckue NHCTPYMEHThI.

Mpeanonaraembie Nonb3oBaTenu

MNonb3oBaTeNsMu faHHblX U3AEUA AONKHbI GblTh TMLEH3MPOBAHHbIE BPAuN/CTOMATONOY,
obnagatoune HaBblkaMu pa6oTbl B J€HTANLHON UMNNAHTONOTMY U 3apaHee 03HAKOMNEHHbIE C
n3pgennamu Astra Tech Implant System EV.

Knuunyeckas nonb3a v yenesas rpynna nauueHTos

Cuctema umnnaHtatoB Astra Tech Implant System EV pa3pa6oTaHa Ans 3ameHbl OAHOT0 U
HECKONbKUX OTCYTCTBYIOLUX 3y60OB Y NayNeHTOB C L|€Nbi0 BOCCTAHOBNEHUS XeBaTebHOM
yHKunn. Llenesoii rpynnoii nauMeHToB ABNAKTCA MLa C NONHOCTbIO chopMuposaslueiics
YeNoCTbIio, He MMEKLLNe HN 0HOTO U3 NPOTMBONOKA3AHWIA, CBA3AHHbLIX C leHTaNbHOi
nMmnnaHTayne.

CoBmMeCTUMOCTb

|/|3Ael1|45! COBMECTUMbl C aCCOPTUMEHTOM CUCTEMbBI MUMM/IAHTATOB Astra Tech Implant System
EV, a TakXe C aCCOPTUMEHTOM MMMNAHTATOB cucTeMbl DS Implants, ocHauleHHbIX
coegnHeHnem EV. KOMNOHEeHTbI MOTYT UCNONb30BaATLCA TO/IbKO BMEeCTe C OpUrMHanbHbIMUK
W3[eNUAMU U NHCTPYMEHTAMMU.

OnuncaHune n3pnenna
MmnnaHtosog EV s

VimnnaHtoBoAbl EV ocHaujeHbl RA/CA-pa3bemMoM, COBMeCTUMbIM C ISO 1797.
KOTOPbIW NOAXOANT ANS BCEX KOHTPYFN0BbIX HAKOHEUHUKOB U XUPYPTUYECKMX
PYKOATOK AN ANHAMOMETPUYECKOT0 KNlo4Ya C Takum pasbemMom

VimnnauToBog EV OCHaLleH BHEWHUM WECTUTPAHHUKOM Ha CTEPXHE ANs
nepejauyv KpyTALLEro MOMeHTa, HE06X0ANMOTO ANA YCTAHOBKN UMMNaHTaTa.
MmnnanToBoAbl EV MMeEIOT UBETOBYIO KOAUPOBKY 1 1a3epHYI0 MapKupoBKy Ha
CTepXKHe B COOTBETCTBMM C pa3MepoM MMNiaHTaTa.

MmnnanToBoAbl EV UMET MapKupoBKy rNy6uHbl 1 TOUKM, CyxXalue
OPUEHTUPOM A5 NPABUILHOTO MO3ULNOHMPOBAHUSA UMMNAHTaTa
MmnnaHnToBoAbl EV UMeEIOT yKazaTenbHbie BLICTYMNbl, KOTOPbIE yAepXnBaoT
nMmnnaHTaTt Ha umnnantosoae EV

MmnnaHutoBog Profile EV

NmnnanToBoabl Profile EV ocHaueks! PA/11;A-pasbemMoM. COBMECTUMbIM ¢ ISO
1797. KOTOPbIA NOAXOAMT ANA BCEX KOHTPYINOBbIX HAKOHEYHNKOB UK
XUPYPruyeckux pykKoAaToK AN AUHAMOMETPUYECKOro K/llo4a C TaKum pasbemMom.
MmnnautoBop Profile EV ocHaleH BHEWHNM WECTUTPAHHUKOM Ha CTepXHe Ans
nepefayn KpyTALULEro MOMeHTa, He06X0ANMOro ANA YCTAHOBKN UMNNaHTaTa
UmnnautoBoabl Profile EV uMeloT LLBETOBYIO KOAWPOBKY U Na3epHy MapkupoBKy
Ha CTepXXHe B COOTBETCTBMM C Pa3MepoM MMNAaHTaTa U MapkupoBaHbl GYKBO
«P».

MmnnaHToBoAbl Profile EV uMeoT MeTkn rny6uHbl U TOYKY/NNOCKYO
NOBEPXHOCTb, CAyXauime OpUeHTUpoOM ANA NPaBuUIbHOINO NO3NUNOHUPOBaAHUA
uMmnnaHTarta

NmnnautoBogbl Profile EV nmeloT ykazaTenbHble BbICTYMbl, KOTOPbIE
yAepxXuBaloT UMNAaHTaT Ha UMnnanTosoge EV.

NPUMEYAHUE; UmnnaHToBoA Profile EV fonkeH ncnonb3oBaThCs TONBKO C
nmnnantatamn OsseoSpeed Profile EV nnn Astra Tech Implant EV Profile.

OTBEPTKM WecTurpaHHble EV

OTBepPTKM WecTUrpaHHbie EV MCnonb3yloTcs AN 3aTAXKM 1
ocnabneHns BUHTOB C BHYTPEHHEl WecTUrpaHHO roNoBKoi.
OTBEPTKMN WecTUrpaHHble MexaHnyeckne EV (PucyHok llocHaueHsl
RA/CA-pasbemMoM, COBMECTUMbIM C ISO 1797, KOTopbIii noaxoamnT
ANS BCEX KOHTPYTNOBbIX HAKOHEUHMKOB U XUPYPTUYeCKuX/
opTonNeANYeCcKUX PyKOATOK AN AMHAMOMETPUYECKOTO KloYa C Takum
pasbemom.
OTBEpPTKM WecTUrpaHHbie pydHble EV (PUCYHOK 2) OCHalleHbl
BCTPOEHHON PyKOATKON
OTBepPTKM WecTurpaHHbie EV MOXHO NCM0oNb30BaTh CO BCEMU
BUHTaMM, NUHAMU 1 KOMMOHEHTAMU C BHYTPEHHUM LWECTUTPAHHNKOM.
PucyHok 1 PucyHok 2
ny6uHomep umnnaHtaTa EV

Ha rny6uHomepe nmnnantata EV HaHeceHa nasepHas Mapkuposka Ha 0fjHOM KoHLe
yKasaHbl pasNMyHble 3HAYEHNS AIMHbI UMNNAHTATOB 6-17 MM, Ha APYroM — gnunHa 0-15 mm
NMPUMEYAHWE; Fny6uHomep nmnnaHtata EV coBMecTM TO/IbKO C aCCOPTUMEHTOM
nMnnaHtatoB cuctembl Astra Tech Implant System EV u umnnaHtatom PrimeTaper EV.

ccC

Mpoussoautens; Dentspiy Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dent8nlvimolants.com
www.dentsplv8iroiia.com
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rny6éuHomep abatmeHTa EV

rny6uHomep abatmeHTa EV CHaGXeH Na3epHbIMU METKaM BbICOTbI 0-8 MM 1 CY)KEHUEM Ha
HaKOHeUYHWKe ANA ONpejesneHNns 0TMeTKMU 4-5 MM

rny6uHomep abaTmeHTa EV nMeeT UBETOBYI0 KOAUPOBKY B COOTBETCTBUU C pa3MepoMm
umnnaHTaTa.

JloTkn

NoToK Xxupypruyeckuii 601bwoit EV COCTOUT U3 KPbIWKM, HAKNaAKW, OCHOBaHUS C
aAepxartenimMmum MHCTPYMEHTOB U 3alUTbl OCHOBaHUA.

NloTok maneiii EV cocTouT 3 KPbIWKW, HaKNnagku u OCHOBaHuA

B HaNMuun UMeloTCs pasnuyHble Haknaaku Ans 060ux N0TKOB. MpaBuibHOE pacnonoxeHue
WHCTPYMEHTOB onpezensieTcs TEKCTOBOM, rpaduyeckoii u LBETOBOW MapKUpoOBKOi Ha
Haknagke v OCHOBaHuUn.

NoTOK XMpypruyecknit
6onbuioii EV

V ff

NoTok
manslii EV

JloToK Manblii EV na XxpaHeHUst KOCTHbIX pUMepoB

JloTok nomoraeT BbiGpaTh KOCTHbIO pUMeEpbl B 3aBUCUMOCTM OT pasMepa UMniaHTaTa.
+ TpsAmas nNHUA - NepBbIil BapuaHT

« TIyHKTUPHAs NUHUA - aNbTEPHATUBHbIN BapnaHT

HasHauyeHne (MHCTPyMEHTbI)

MHOropasoBble XMPYpruyeckne u BOCCTAaHOBUTE/IbHbIE MHCTPYMEHThI, NpeAnasHayeHHbe
AN YCTAHOBKM, YAANEHUA 1/ UK 3aMeHbl 3y6HbIX NMMIAHTATOB, a6aTMEHTOB NN
CTOMATO/I0rMYECKNUX N1a6oPaTOPHbIX NPOAYKTOB C Lie/bio BOCCTAHOBNEHUSA XEBATE/bHOI
YHKLMM NauneHTa VIHCTPYMEHTbI MOTYT UCMONb30BATLCS B BYX Pa3HbIX pa6ounx
npoueccax ycTaHOBKa 4 yjaneHue Ha ypoBHe MMMNiaHTaTa MW yCTAHOBKA M yAaneHne Ha
ypoBHe abaTMeHTa

MNpaBa Ha N3MEHEHUSA COXPaHEHbI.
Mo 3anpocy MOXHO NONYYNTb UHCTPYKLUIO HA APYTUX A3bIKAX

6 TOM UAWN UHOM pEeXOoHe Mupa MoryT 6biTb JOCTYNHbI HE ace Dentsply
A Slrona

CocTosiHne uHgopmayuu Im plants
IFU 5977-RU-RU Pes 2024-02
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WHCTPYKLMS MO NPUMEHEHWIO

[Moka3aHuA K NPpUMEHEHUIO [NowaroBas MHCTPYKLNA
MmnnauTtoBopg EV I MmnnauTtoBop Profile EV |/|MI'IJ'IaHTOBO,q EV
VIMI'l/'IaHTOBOAbI EV npeaHasHayeHbl 4183 U3BNeYeHNs uMmnaaHTara us 6nMCTepHOﬁ ynakosku, NMPUMEYAHUE:

ero nepeHoca B 3apaHee No/roTOBNEHHOE KOCTHOE /10XE U YCTAHOBKN B Y€/ICTb NalueHTa.
* WmnnaHToBOA EV MOXHO Ucnonb3oBaTh He 6onee yem A4nA 500 npouyeayp yCTaHOBKM

OTBEpPTKM WecTUrpaHHole EV

OTBEPTKU WecTUrpaHHble EV npegHa3HauyeHbl ANA 3aTAXKN 1 0ocnabneHns BUHTOB C uMnnaHTaToB

BHYTPEHHEN WecTUrpaHHoi ronoskoi Mpu ycTaHOBKE MMNaHTaTa ycunvwe ukcaLlum He JONXKHO npeBbiwaTb 45 H cm Ecnu no
AOCTMXEHUM 45 H CM UMNIAHTaT He YCTAHOBNEH NOMHOCTLI0, ablKpyTuTe/M3BneknTe
MMNNaHTaT U paclnpbTe 0CTEOTOMUYECKOE OTBEPCTUE, HACKOILKO HE06X04UMO
PekoMeHfyeTCcA UMeTb B HaNUUN TUTAHOBLIN NUHLET, Ha CAy4Yail eCNU UMNNAHTOBO/ He
06ecneynT A0CTaTouHYI0 hUKCaLMI0 BO BPEMS NPOLEeAypLl N3BNEYEHUS UMNNaHTaTa.

fny6uHomep nmnnaHtata EV

rny6uHomep umnnantata EV npefHasHayeH Ans n3MepeHus rnyGuHbl 0CTEOTOMUYECKOTO
oTBepCTUS.

rny6uHomep abatmeHTa EV

rny6uxomep a6atmeHTa EV UCNONb3yeTCs ANA N3MEPEHUS BbICOTbI CAN3UCTON 060104KN HAJ

1. MpucoegnHUTe NOAXOAAWMNIA nMNnaHToBoA EV k
WMNNaHTaTOM B MUNUMETPAX. KOHTPYrNOBOMY HAKOHEUYHUKY UNU K XUPYPTrUYecKoi
NoTtok manblit EV/ ToTOK xupypruyeckuit 6onbwoin EV PYKOSITKE ANS AUHAMOMETPUYECKOTO KoHa.
JloTkn npepHa3HauyeHbl 419 OpraHn3auun, CTepuan3annm n XpaHeHUs MHCTPYMEHTOB. NPUMEYAHUE: YTo6bl n36eXaTh NOBPEXAEHUS
NoTok manblit EV 4ns XpaHeHUs KOCTHbIX PUMEpPOB VMNN3HTOBOAS EV. BOCNO/Nb3YyATECH KOKTPYINOBbIM

HaKOHEUHMKOM M XUPYPTUYECKOi PYKOSTKO Ans
AMHAMOMETPUYECKOTO KNIoYa C WeCTUTPaHHUKOM,
BBO/A WECTUIPAHHUK B CLENNIEHNE Ha CTepXHe

NoTok Manelii EV Ans XpaHeHUst KOCTHbIX PUMEPOB NpeAHa3HaueH 4ns opraHusauim,
CTEPUAN3aLNN N XPaHEHNS PUMEPOB KOCTHbIX EV.

[MoKa3aHus umnnanTosoga EV.

YacTuyHoe uam nofHoe oTcyTcTBue 3y605

Tak, 4TOGbl BbIPOBHATH yKa3aTe/lbHble BbICTYMbl
MpoTuBonokasaHus P Y Y

Mepepn noaHATMEM uMnnaHTata, y6eantechb B TOM, 4TO
Annepruyeckue peakuuu MU rMNEPUYYBCTBUTENIBHOCTL K UCMONb3yeMbIM MaTepnanam (CMm. UmMnnaHToBog EV BCTaBNEH B UMANAHTAT 0 KOHLA.
pasgen «Matepuanbi»).

N

OCTOpPOXHO Bpauaiite umnnanTosoa EV B umnnaHtate

w

I'Ipe,u,ynpe)K,qe HUNA 4 HapaBuTe, 4T06bl aKTUBMPOBATHL (PYHKLMIO NepeHoca.
MpoBeaeHne xupypruyeckux onepaumii B poToBoit NOAOCTN N CTOMATONOrMYeCcKoe
npoTe3npoBaHne CBA3aHbl C 06LUMMIU PUCKAMU OCNOXKHEHUI:
« TMalyneHT MOXeT NPOrIoTUTE MW BAOXHYTb CydaiiHa ynaslmne KOMNOHEHTbI, 4TO MOXeT
NpUBECTU K MOBPEXAEHNI0 Nulye3apuTenbHoi/AbixaTeNbHOW CUCTEMbI UK YAYLWbIO
C Menkumu npejmMeTamMmn Heo6X04UMOo 06palLaTbCsi OCTOPOXKHO.
Mepbl NPeoCcCTOPOXHOCTH sy
. YCTAaHOBUTE MMNNaHTat BPY4YHY Uan ¢ NOMOWbIO
+ MMepep BbINOMHEHMEM KaXAoi npoueaypbl cneayeT y6eanTbcs BTOM, YTO BCe KOKTPYTNOBOrO HaKOHEYHMKa NpU HU3KOW CKOpoCTn
Heo6XxoAMMble KOMMOHEHTbI, MHCTPYMEHTbl U MaTepuanbl 4OCTYNHbl B Tpebyemom BpauweHuns (25 06./MUH) 1 06UNBHOM NPOMbIBAHWUMN
Konun4yecTtse U NONHOCTbLIO NPUTOAHBLI KNMPUMEHEHUIO. CTepunbHbIM Q]VI3IAOJ'IOI'VI‘-I€CKVIM pacTtBopom
+ PacnonoxwuTte nayuneHTa Takum o6pa3om, 4To6bl ONACHOCTL BAbIXaHUs AeTanei 6bina 6 PasmecTyrte UMnnaHTaT Ha ypoBHE MapruHanbHomn

cBejeHa K MUHUMYMY. KOCTHOWi TKAHU UMK YyTb HUXeE.

* BCe KOMMOHEHTbl, UCNOMb3yeMble BHYTPWU POTOBOI NOMOCTH, JO/MKHbI 6bITh 3ahUKCUPOBAHbI 7. PasmecTuTe 0fHY N3 TOYEK Ha UMNNaHToBOAE EV
BO M36exaHne ux BAbIXaHUA NN NPOrNaTbiBaHNA. 6yKKanbHOANA 06NEr4yeHns oNnTUManbHO| yCTaHOBKN
« ECNV B CBA3W C HEGATONPUATHLIMU AHATOMUYECKUMU YCIIOBUSMN UHCTPYMEHTbI He abatmenTos
8. N3Bneknte MMNNaHToBOA EV, 0CTOPOXHO NpunogHumMas

noaxoAAaT WU HEe MOTYT NPUMEHATLCA NO APYTUM NPpUYnHaM, HeOﬁXO,qVIMO oTKasatbCa OoT
AanbHeiwnX 3ann1aHnpoBaHHblX ONepaunit NPoTe3NPOBaHUSA C ATUMU UHCTPYMEHTaMU 1
HaliTW anbTepHaTuBy.

M3genus, npejHasHauyeHHble N5 PYYHOTO UCMONb30BAHUSA, HE [JO/KHbI MCNONb30BATLCA C MmnnaHToBog Profile EV
KOHTPYFNI0BbIM HAKOHEYHUKOM.

HenpaBunbHblii 0T60p/aHann3 nayMeHTos, a Takke Heco61AeHne NHCTPYKLUNA no
NPUMEHEHMI0 MOTYT NPUBECTU K HEY/auHOMY pe3ynbTaTy MU NoTepe oCTeOMHTErpaLum
HeHaanexaliee oxnax/eHne, HenpasnibHas NoAroToBKa noxa uMniaHTata,
HENpaBu/bHbIE HACTPOIKN UHCTPYMEHTA 1 Ype3MepHoe ycunue ukcayuu npu ycTaHoBke
MOryT NpuBEeCTU KNOBPEXAEHU uMmnnaHtarta

ero u3 uMmnnaHTaTta

NMPUMEYAHWE:

* WmnnaHToBOf Profile EV MoxHO ncnonb3osatb He 6onee yem gns 500 npoueayp
YyCTaHOBKN MMNNAHTATOB

Mpwn ycTaHOBKe MMNnaHTaTa ycunune ukcauum He JoKHO npesBbiwaTtbe 45 Hem Ecnu no
AOCTWXEeHUN 45 H CM MMNNaHTaT He YCTaHOB/IEH NONHOCTbIO, BbIKPYTUTE/M3BNEKUTE
MMNNaHTaT U pacwupbTe 0CTEOTOMUYECKOE OTBEPCTHE, HACKOILKO HEO6X0AMMO.

He)enatenbHble peaKU'MM PekoMeHAyeTCA UMEeTb B HAaNNYUN TUTAHOBBIA NUHLET, Ha CNyYail ecnn NMNIaHTOBOA He
o6ecneuunT JocTaTouHylo huKcaLmnio BO BpeMs Npoueaypbl U3BNEYEeHUs UMniaHTaTa

K HexenaTte/bHbIM peakunsm, Bo3HukaiollliM BO BpeMs UAN NOCNE UMMIAHTONOTNYECKOTo
NIeYEHNs, MOTYT OTHOCUTLCA:

* annepruyeckue peakun UNU rMNEpPUYyBCTBUTENBLHOCTb K UCMONb3YeMbIM MaTepuanam (cm.
pasgen «Matepuansi»),

B/lbIXaHWe UAN NpornaTblBaHNE KOMMNOHEHTOB MOXET NPUBECTM K NOBPEXAEHMIO

[

MpucoegnHuTe noaxoaswmit umnnaHtToeog Profile EV k
KOKTPYF/I0BOMY HAKOHEUHUKY UAN K XUPYPTUYecKoi
PyKOSITKE ANS AUHAMOMETPUYECKOTO KKYa.

nueBapuTenbHOI/AbIXaTeNbHONR CUCTEMbI MU YAYLIbIO: 2. Cosmectute Toqky/qnocwm MOBEPXHOCTE Ha N
HEOBPATHMOE NOBPEXACHIE HEPBA A 3y6a umnnaHtoBoge Profile EV c Han6onee annkanbHoit
P PexA P voa, TOUKOII CKOCA UMNNAHTATa.
* noBpex/eHne YeNlCTHON KOCTU UK raliMopoBOi nasyxu:
o o MPUMEYAHWE: YTo6bl n36exaTb NOBpeXAeHUs
* HeKpO3, BbI3BaHHbIN HEA0CTATOUHBIM OX/1aXAEHNEM UK YPE3MEPHON CKOPOCTbI MANaHToBOAA Profrie EV. BOCNONb3yiTECH
BpauleHns: "
pau KOKTPYFNI0BbIM HAaKOHEYHUKOM MW XUPYPruyeckoi
I TpelwunHa B HUWKHEN YentocTu; PYKOATKOW ANS AMHAMOMETPUYECKOTO K/lo4a C
1 HeycTpaHumoe KpoBOTe4YeHue nocse onepauuun (Hanpumep, B pesynbTate NoBpexAeHns WeCTUrpaHHUKOM, BBOAS WECTUTPaHHUK € CuenneHne
A3bIYHOI apTepumn) Ha cTepXHe nmnnaHtoBoga Profile EV.
« TocneonepaunoHHbIt ANCKOMKOPT, & TOM Ynucne
. oTek, 3. Mepea nogHATUEM UMNNaHTaTa, y6egutech B TOM, 4TO
. rematoma: umnnanTosog Profile EV BCcTasneH a umnnanTar go
KOHUa
1 BpPEMEHHas MecTHas NPUNyxnocTb.
+ BpeMeHHas aHecTesns MW NapecTesns C 3aTPYAHEHUSMU NPU KeBaHUN. NPUMEYAHWNE: MmnnaHTosog Profile EV
. Gonb yCTaHaBNMBaeTCs TOMbKO B OfjHY NO3NLMNIO B
umnnanTaTe
+ yTpaTa umnnauTata,
* NepuUMNNaHTuT;
* NokanbHas UM cUCTEMHAA MHpeKUns: 4. HapaBuTe, 4TO6bI aKTUBUPOBATb (PYHKLWIO NepeHoca

yTpaTta KoCTW B pe3ynbTaTe NMepuMMniaHTuTa Uam MexaHuyeckoii neperpysku,

nosioMKa Unn NoBpexAeHne MMNAAHTATOB, KOMMNOHEHTOB NpoLecca 3axuBneHus,
opTonegn4yeckux KOMNOHEHTOB Uau npoTtesa:

¢ Heo6X0AMMOCTb yAaneHus u 3aMeHbl UMNaHTaTa;
¢ 3cTeTnyeckue Uam PyHKUMOHaNIbHbIE OCNOXHEHNA.

MHgpopmaumnsa o MPT-6e3onacHocTH

HenpuMeHUMo K 34eNMsiM MHOTOpa30BOoro NpuMeHeHns EV

MpaBa Ha N3MEHEHUA COXPAHEHbI.

C € i Mo 3anpocy MOXHO MONYYUTb MHCTPYKLMIO HA APYTUX A3bIKAX.
B TOM MW UHOM PErMoHe Mupa MOryT 6bITh AOCTYNHbLI HE BCE DentSpIy
nponssogutens: Dentsply Implants Manufacturing GmbH uspenua. S”"Ono

Rodenbachar Chaussee 4. 63457 Hanau, Germany
www.dentsplvimplants.com
www.dent5PIV5irona.com
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WHCTPYKLUS NO NPUMEHEHWIO

5 YcTaHOBUTE UMMNAAHTAT PYYHYI UAU C NOMOLL b
KOHTpPYrnoeoro HakoHe4YHukKa npu HU3KOI cKopocTH
BpaweHnsa (25 06 /MUH) N 0BUNBHOM NPOMBbI3aHUN
CTepunbHbIM mVISMOﬂOI'I/IHeCKMM pacTtBopom

6 PasmecTuTe umnnaHTaTt 6yKKanbHO Ha YPC»HB
MapruHanbHoi KOCTHOM TKaHN UAN YyTb HUXE
CoBMecTUTe TOUKY/NNOCKY0 NOBEPXHOCTb Ha
MMNNaHToBO/AE C HanGosee anukanbHoOIi TOUKOIi ckoca
uMnnaHTaTa Ans 06N1erYeHns ONTUManbHOM yCTaHOBKN
uMnnaHTaTa.

M3Bneknte umnnautosoy Profile EV, ocTopoxHo
npunogHUMas ero U3 UMnnaHTaTa

~

®

OTBepTKa LecTUrpaHHas pyyHas/mexaHunueckas EV

1 MpucoeanHUTe OTBEPTKY WeECTUTPaHHYI0 EV K KOKTPYrNOBOMY HAKOHEYHWUKY NN K

XUpypruyeckoi/opToneanyeckoii pykosaTke AN AUHAMOMETPUYECKOro Kwva

OTBepTKa WecTUrpaHHas pyyHas ocHalleHa BCTPOEHHON pyKOATKOW

2 Wcnonb3yiiTe 0TBEPTKN WwecTurpaHHble EV gns ukcaymu BUHTOB, NUHOB U KOMNOHEHTOB C

BHYTPEHHUM LUECTUTPaHHUKOM.

FnyéuHomep nmnnavtata EV

BcTaBbTe rny6uHomep umnnantata EV B ocTeoToMuyeckoe oTBepcTue u uamepbTe ero

rny6uHY C NOMOLLbI0 Na3epHbIX OTMETOK, COOTBETCTBYIOLLUX PA3/INYHON ANNHE UMNNaHTaTa

Fny6nHomep abatmeHTa EV

BcTaBbTe rny6uHomep abatmeHTa EV B uMnnaHTaT u uamepbTe BbICOTY CN3UCTON 060104KK

Haj UMNnNaHTaToM, 4To6bl BbIGPaTL NOAX0AAW NI a6aTMeMT

NoTkn

1 YGe[JVITSCb, YTO NOTOK U MHCTPYMEHTHI OUYULLEeHbl Nepeag NpUMeHeHnemM B COOTBETCTBUN C
yKkaszaHuaMu no ouynctke (cm pasgen «OuucTka u ctepunusaymsa»),

MPUMEYAHWE: JTOTOK U MHCTPYMEHTbI CNIe/lyeT 04N aTh pasaenbHo.

N

Co6epuTe NOTOK 1 3aMO/THUTE €r0 MHCTPyMEHTamu.

3. CTepunuayiiTe N10TOK C MHCTPYMEHTAMW B CTEPUNN3ALNOHHOM NaKeTe B COOTBETCTBUAN C
yKasaHuaMu no ctepunusauum (CM pasgen «OUncTKa u CTepunn3aumns»).

4 MpoBefuTe XMPYPrUYecKyio onepatuio

5. Tlocne XMpypruyeckoii onepaynu 04NCTUTE U NPOCTEPUNIYIATE JIOTOK U MHCTPYMEHTbI

dDopMbl MOCTABKN - YCNOBUA XpaHeHusa - Ytununsayus
dopma nocTtaBku

Nspenune CocTosaHue npun OpHopasosoe/ Cpok
nocTeBKe MHOropasoBoe akcnayaTauum
MCNONb30BaH [KOAUYECTBO
ne lpumenennit/ner)*
MmnnanTosog Ev / MHoropasosoe M
MMHﬂaHTOBUf‘] Profile EV He cTepunbro MCHOﬂESOBaHVIe 500 npumenenii
MHoropa3oBoe
Fny6uHomep umnnaHtata EV He ctepunbHo ncnonb3oBaHne 1 500 npumeHeHuin
MHoropasoBsoe
Fny6uHomep abatmeHTa EV He ctecunbHo ncnonb3oBaHue 1500 npuMeHeHni
MHoropasosoe
OTBepTKa WecTurpaHHas EV He cTepunbHo ucnonb3osaHne T 500 npuMeHeHnin
MHoropasosoe
JNloTok Mmanbiit EV He ctepunbHo ucnonb3osaHne 3000 npumeHeHnit
MoToK Xupypruyeckuit 60nblwomn MHoropasosoe
EV He cTepuibHo ucnonb3osaHne 2000 npumeHeHuni
MoTok manbiii EV ans xpaHeHb"s MHoropasosoe

(OCTHBIX OMMEOOB He ctepunbHo ucnonb3osaHne 3000 npumeHeHuit
*VIHCTPYMEHTbI HE06X0/MMO 3aMeHNUTh 10 OKOHYAHUS YKAa3aHHOT0 Cpoka Kcnayatauum, ecnu
OHVW NOBPEXAEHbI NN 3ATyNNeHbI

Bua v pasmep ykasaHbl Ha 3TUKeTKe NPOAyKTa.

MPUMEYAHWE: He ucnonbayiite nsgenus, 6nucrepHas ynakoBka KoTopbiX NoBpexaeHa.

XpaHeHve

V3aenus 4ONXHbBI XPaHUTLCA B 3aneyaTaHHbIX OPUTMHANbHbIX YNaKoBKax B CyxoM MecTe npu
KOMHaTHOW Temnepartype, To ecTb 18-25 *C.

YTunusauus

Ana ytunusauum ynakoBku n nsgenuii co6niogaiite geiicTeyowmne B HacToswee Bpems
HalyuoHanbHb® Npasuia yTuansauum oTxo08 B Baweii cTpaHe

VIHCTPYMEHTbI 1 KOMMOHEHTbI, KOTOPbIE UCMONbL30BANNCE BO PTY NaUMeHTa, MOTyT 6biTh
NOTEHUMANLHO NHMULNPOBAHBI U NOANEXAT 6e30NacHOi YTUNN3aL M B KOHTEHepax,
npeAycMOTPeHHbIX ANs 3TOM Lenn

YTunnanpyiite ocTpbie npeaMeTsl Cpasy nocne UCnonb30BaHUA B CnelnanbHblie KOHTeliHepbl ¢
3alMToil OT NPOKONOB B COOTBETCTBMUM CO cTaHAaapTom ISO 23S07-1 ansA npepoTBpaleHus
MH(NUMPOBAHUSA N TPABMUPOBAHNSA

Knacc MeAnLMHCKMX 0TXO0B B COOTBETCTBUN ¢ CanlunH 2 1 3684-21 -

Mcnonb3oBaHHbix MU - knacc b:

He ucnonb3osaHHbiXx MU - knacc A

C€

Mpoussogutens: Dentsply Implants M anufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau, Germany
www.dentsplvimplanls.com
www.dentsplvsirona.com
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MaTtepuan
n3genue MaTteounpan
Nmnnaktosoa EV/ Umnnantosog Profile Hepxasetowas ctank no ctangapty ASTM-F899
EV

TutaHoBblii cnnas (Ti6AI4V-ELI) no ctaHaapTty
Fny6uHomep umnnaHtara EV ASTM-F136

TuTaHoBbli cnnas (Ti6AI4V-ELI) no ctaHaapTty
rny6uHomep a6atmeHTa EV ASTM-F136

OTBepTKa wecturpaHHas EV HepxaBewwasa ctanb no ctaHgapty ASTM-F899

MNP CY nnactmacca (nonueHnncynbhoH);

MoTok mansblit EV CUNUKOH
MNP CY nnactmacca (nonueHnncynbpoH):
J10TOK XWoypruyeckuit 6onbwoit EV CUNUKOH

NoTok Manblii EV gns xpaHeHns KOCTHbIX M®PCY nnactmacca (nonudeHnncynbhoH);
oumepoe CUANKOH

OuncTtka n ctepunusauyms

BAXHO:

« MMepejncnonb30B MeM a KAMHNYECKONH NPakKTUKe BCE KOMMOHEHTbI U UHCTPYMEHTHI,
nocTaBNeHHbIe B HECTEPUILHOM COCTOSIHUM, CNeAyeT O4UCTUTL, NPOAE3UH(ULMPOBATL 1
npocTepunnsoBaTb cOrnacHo ctaHaapTy ISO 17664 Pa360pHble NHCTPYMEHTbI
AIEMOHTNPOBATbL N5 04MCTKM. WX pa3pelaeTcs co6upaTts ANs CTEPUIM3ALMN TONLKO a
CYXOM COCTOSHUMN

Bo Bpems yNbTpa3ByKOBOW OYNCTKM CBEPNA O/MKHbI HAXOAUTLCA OTAENLHO APYF OT Apyra -
Hanpumep, 6bITb NOABELWEHHbIMY B AepXaTenax

J10TKN, 3aN0NIHEHHbIE UHCTPYMEHTaMM, He A0/KHbI O4YNLLATLCA B aBTOMATUYeCKOM
annapate ANs OYNCTKM W Ae3MHMEKUUN JTOTKN U NHCTPYMEHTbI OJIKHbI 04Nl aThCS
pasfenbHo.

NoTkn He06X0ANMO ounwaTh B pa3oGpaHHoM Buae [Mepepa cTepunusauueil N0TKM
Heo6X0ANMO CHOBA COGPATh U 3aNONHUTL UHCTPYMEHTaMU

ABTOMaTunyeckas npoueanypa

MNpeaBapuTenbHasa pyyHas o4ucTka

Tpy6ble 3arpsA3HeHUs He06X04UMO yaanaTe cpasy (He No3jHee 4BYX 4acos) nocne
MCNONb30BaHNSA MATKON HEIOHOBOW W eTKOM 40 NONHOTO OTCYTCTBUS BHEW HUX NPU3HAKOB
3arpasHeHuns

YnbTpa3sBykoBasi ouncTka

CnepyeT NpuAepXUBaTLCA ANUTENLHOCTI BO3AEHCTBNA N KOHLEHTPALNIA, YKa3aHHbIX
(UPMOIA-M3aroToBUTENEM UCMONL3YEMOro YNCTALLEero cpejcTea

ABTOMartunyeckas npouegypa

Ans achhekTUBHON aBTOMATNYECKO Npoueaypsl TpebyeTca npegBapuTensHas pyyHas
ouncrka.

Ans aBTOMaTMYecKoii npoueaypsl cnefyeT UCNoNb30BaTbh NpejHa3HAYEeHHbIe AN 3TOT0
annapartbl AN OYNCTKU U Ae3uHMp eKynn, a TakxXe cpecTBa ANS OYNCTKW U HeliTpanusauun
Cob6noaaTh ykazaHus (hupmMbi-u3roToBuTeNA annaparta

AN OYNCTKM U ie3nHpeKynu. [L03MpoBaTh N NPUMEHNATL CPEACTBA ANIS OUNCTKUA U
HeiTpanusauuyn cornacHo ykasaHussm (upMbl-u3roToBuTens. PekomeHgyeTca nporpamma
o4NCTKM C TepmoesnHekymneir (AO r3000).

Al’lﬂ O4YUCTKN peKoMeHAyeTCca ucnonb3oBaTb BOAY OnpeaesieHHOro Kkayecrtsea -
fleMUHEPann30BaHHylo BOAY UMM BOAY, COOTBETCTBYILLYIO 3TOW CTENEHU YNCTOThI

MeTo/ aBTOMaTU4YeCKOii npoueaypbl Gbl1 YTBEPX/AEH AN CnyYaes

nNpuMeHeHns cnejyiolnx MaTepmanos u ycTpoiicTe (cornacHo I1ISO 15883 n AAMI TIR 30):
+ ABTOMAaTM4YeCKMil annapaT AN\ O4NCTKM 1 fe3uHdekumm Tuna G 7836 CD, Mieie&Cie. KG,
Gutersloh
« Mporpamma ounctkn VARIO TO
MpepBapuTenbHOe NPOMbiBaAHWE X00AHON BOAOW (4 MUH )
Ounctka B TeyeHue 10 MuH. npu Temnepatype 45-55 *C
Helitpanusaynsa (6 MuH.)
MpomexyTouHas NPOMbIBKA XONOAHOW BOAOH (3 MUH )
Tepmoge3nHdekyusa B TeyeHne 5 Mud npu Temnepartype 90 'C (AO r 3000)
Cywka B TeyeHne 30 MuH npu Temnepatype 105 *C
* Yuctauwee cpegcteo neodisner® MediQean forte (0,5 %) / HeliTpanusylouee cpeacTeo
neodisher®2(0,1 %), O Weigert, Hamburg.
yxopn,
Mepey cTepunnsauneii Bce U3fenns HEO6X0ANMO OCMOTPETb Ha NPeAMeT BUAUMbIX
3arpAsHeHnii, yxyalWweHns ceoiicTe n/unn kopposun. Oco6oe BHUMaHNe cneayeT yaenste
TakMM 3NneMeHTaM KOHCTPYKLMM, KaK KaHarbl, HECKBO3HbIe 0TBEPCTNSA, pe3b6a, NoAHYTPeHus u
conpukacaiouuecsi NoBepxXHoOCTN
Bu3yansHO NpoBepbTe BUAUMOCTL U YATAEMOCTb BCEX 0603HaUEHNiT Ha u3genusx. MNposepbTe
conpsraemble KOMMNOHEHTHI Ha NPeAMET NPaBUAbHON C6OPKN U PYHKLMOHANBLHOCTN
Y6eantechb, YTO U3AENUSA C NOABUXHBIMMU leTansiMu pa6oTalT ucrnpasHo. MposepbTe
KOMMNIEKTHOCTb U LIeIOCTHOCTb NPe/iBapUTe/IbHO YCTAHOBNEHHbIX KOMMNOHEHTOB.
YTunusnpyite uspenns ¢ aecektamu
CTepmnm3au,vm OAWHOYHBIX KOMMNOHEHTOB
CTepunusauuio cneayeT npoBOAUTL B COOTBETCTBUM CO CAeAyloleil CXxemoit
1 MoaroToBka K cTepunnsaynmu: letanu 3anamnHMpoBaTh B NpejHasHayeHHble A8 3TOr0
CTEPUNN3ALNOHHbIE NaKeTbl, 0406PEHHbIE 4N NPOJAXN B LLENSX UCNONb30BAHUA C
PeKOMeHAyeMbIMKU NapameTpamMu CTepuan3ayun Ynakoska 4o/xHa COOTBETCTBOBATL
Tpe6oBaHuAaM cTaHgaptos EN ISO 11607, ANSI/AAM1 ST79 n AAMI T1R12.
Ha Kax/oM CTepMnN3aLMoHHOM nakeTe AO/MKHbI NPUCYTCTBOBATL MHANKATOP M AaTa
cTepunnsaunn
2 MapameTpsbl (corn. ISO 17665, EN 13060, EN 285 n AAMI TIR12)

MNpaBa Ha U3MEHEHUs COXPaHEeHbI.
Mo 3anpocy MOXHO NONYUYNTL MHCTPYKLMIO HA APYTUX A3bIKAX.

Dentsply
Sirona

Implants

B TOM nan MHOM pernoHe mupa mMoryT 6biTh JOCTYNHbI He BCe
nsgenus

CocTosiHue UHopMaLmum
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WHCTPYKLUS N0 NPUMEHEHUIO

1|T(nAbIMCTB AnvntenbHo
MeTop Cnoco6 Temrmoatym s03peicTua* nb CYWKN
OwnHamunyecxoe 134'C | mun 20 MUH.
nepefpeTbt yaanexne sBosgyxa
ap (npesBapuTensHoe
IEC-) aakyymupoBaHue)
eperpete OuHamuyecxoe 20 MuH
%«ap yAanexue Bozayxa
(npeaBsaputensHoe 132 *C(270 *F) 4 MUH
BakyybMpoBBMUEL 135'C (275 *F) 3 MUH

YpaneHwune Bosayxa
[lepecbeTsl ‘paButacaoHHbIM
ap cnoco6om 121 *C (250 *F) 30 unmn 20 MUH
* YKasaHa MUHUManbHas ANUTENbHOCTL BO3/EICTBUSA: HA NpaKkTKa 06paboTka 06bIYHO
3aHMMaeT 6onblie BPEMEHM U MOXET pa3ninyaTtbCA B 3aBUCUMOCTK OT annaparta
Monb3oBaTtenu B cTpaHax EC 06s3aHbl C06M10/1aTh BbiWENPUBEAEHHbIE NapaMeTpbl Npu
cTepunnsaunu neperpeTbeiMm napom

w

Ycnosua xpaHeHna: CTepunn3oBaHHble KOMMOHEHTbI CieyeT XpaHuTb B CyXoM 1
HesanblIeHHOM MecTe Npu KOMHaTHOI TemnepaType

CTepunusauns 3anoNHEHHOro NoTka

MPUMEYAHWE: JTOTKN He NpeAHa3Ha4yeHbl ANS NOAAEPKAHNA CTEPUNILHOCTN U AOMKHbI
MCNONb30BaTLCA BMECTE C 0406PEHHbIM AN1S NPOAAXKM, BANUANPOCAHHBIM
CTepunn3aumnoHHbIM NakeTom

CTepunusauuio cneayeT NpoBoAUTL & COOTBETCTBUN CO CeAyiouieli CXeMoii.

1 MoAarotoBka KcTepunnsaynn: MomMecTuTe 3anoHEHHbI I0TOK B CTEPUAN3ALUOHHbIN
nakeTt, 0f06peHHbI ANS UCNONL30OBAHUSA C PEKOMEH/AYEMbIMU NapameTpamun
cTepunusauun. Ynakoska fO/XHA COOTBETCTBOBaTL Tpe6oBaHusAM cTaHaapTos EN I1SO
11607. ANSI/AAM1 ST79 n AAM1 TIR12
Ha KaXA0oM CTepunn3aLnoHHOM NakeTe 4O/KHbI NPUCYTCTBOBATL WHAMKATOP U AaTa
cTepunusayun

2 MNapameTpsl (corn. ISO 17665. EN 13060. EN285 u AAMI TIR12)
LnutonbHeeTb BnutensbHoc

MeToa Cnoco6 Temneoatyoa amiicnua* b CYLLKUA

AvHamuueckoe yaanenue 134 'C 3 MUH 20 MUH
"leperpeThi Bo3ayxa
K nap (npepBaputensHoe
[EC") BakKyyMnooBaHue)
leperpeThi AuHamuueckoe yaaneHnue 132 *C (270 *F| 4 MUH 20 MUH
inap BO3gyxa

(npeasapuTensHoe

BaKyyM1ooBaHue)

‘ YkazaHa MUHUManbHas ANUTENbHOCTL BO3AEICTBUS, HA NpaKTUKe 06paboTka 06bIYHO
3aHMMaeT 60/1bWe BPEMEHU U MOXET Pa3NnyaTbCs B 3aBUCUMOCTU OT annapara
Monb3osatenu B cTpaHax EC 06s3aHbl CO6NK0AATH BblilIENPUBE/AEHHbBIE NApaMeTphl Npu
cTepunusauuu neperpeTbiM napom

. Mepep Tem Kak NONOXUTL N0TOK Ha XpaHebMe. y6euTech B OTCYTCTBUN NPU3HAKOB
BNAXHOCTU B MHOM cnyyae NOBTOpUTE NpoLEcC CTepunusalymum, ucnonb3ys 6onee
ANUTENBHOE BPEMS CYLIKKU

w

4. YcnoBus XpaHeHusa: CTepMﬂVISOBaHHbIS KOMNOHEHTbI CiegyeT XpaHuTb B CYXOM #
He3anblNeHHOM mMecTe npu KOMHATHO Temnepartype.
[ononHutensHas uHopmauus ana nonsb3osaTenei

Ecnn Bbl BnageeTe nHdopmalmeil 06 onacHblX ANA XCU3HN NHLMAGHTAX NN CEPbe3HOM
YXYALIEHUN COCTOSHNA 3[10POBbA NalNeHTa, CBA3AHHOIO C NPUMEHEHWEM N 6Oro U3 Hawmx
n3gennii, Nnpocum coobWNTL 06 3TOM HaM W COTPYAHUKAM KOMNETEHTHOro opraHa B Baweii
cTpaHe

ToBapHble 3HaKu

Bce TOBapHble 3HAaKW N HasBaHusa KOMNaHWii ABNSAKTCA COGCTBEHHOCTbLIO COOTBETCTBYH W MX
Bnajenbues. 1N ynyyweHns YuTaemocTi AoKyMeHTa Komnanus Oenisply Sirona Implants He
ncnonb3yet CUMBOIbI B 1 B OCHOBHOM TeKcTe TeM He MeHee, KOMNnaHusa Demsply Sirona
Impianis He OTKa3blBaeTCs OT CBOMX NpaB Ha TOBapHbIe 3HAKKN, N ﬂaHHblﬁ AOKYMEHT HEe MOXeT
6bITb UCTONKOBAH UHaYe

YcnoBus TpaHCNoOpPTUPOBKM

M3nenus cneayeT TpaHCNOPTMPOBATL W 1EPEE03UTh OCTOPOXHO U C COGNI0/AEHNEM 0COBbIX
Mep NPejoCTOPOXHOCTI NPU TPAHCAOPTUPOBKE, NPUMEHUMbBIX K KAXCAOMY TUAY MeANLUHCKOrO
n3genus, npu Temnepatypax ot -30'C Ao *60°C v OTHOCUTENbHON BNaxXHOCTH He 6onee 80
%

Ycnosus akcnayaTtauum

CTomMaToNornyeckne KAUHUKN u naéopatopun

O6nacTb NpUMeEHeHNs

Ctomatonorna 3y6Has uMnnaHTonorus

CpoK rogHoCTH

CpoK rofHOCTM — 10 NeT B OPUTMHA/bHON ynakoBKe.

CES§

npoussoauTtens: Oenteply Implants Manufacturirtg GmbH
Rorlenbacher Chaussee 4, 63457 Hanau, Gefrrtany
www.dentsplvtmplant5.com
www.dent5Plv8trona.com
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FapaHTusi Ha CUCTEMY UMMNIAHTATOB

Ana nonyyeHns NONHOK MHpOpMaL UM O TapaHTUN Ha U3AENUA CUCTEMbI CM NOAPOGHbIE
rapaHTuiiHble YCI0BUS HA CUCTEMY MMMIAHTaTOB. ru)

[ocTynHocTb n3genwi

BHUMAHWE: He Bce nsjenns, onucaHHble B aHHO UHCTPYKLUUN, MOTYT BbITh
3aperucTpupoBaHbl / paspeleHbl K 06palerruio / NNeH3npoBaHbl Ha BCEX pbiHKax [Ans
03HAKOM/IEHUS C JOCTYNHLIM aCCOPTUMEHTOM W3JENNii U UX ONUCaHNEM, CM [eiiCTBYI0 W nit
KaTtanor NpoAyKLun 1 6powWopbl UK CBAXOITECH C MECTHLIM 0thucoM npojax Dents y Sirona
ANS NONYUYEHUS UHPOPMALUM O JOCTYNHOCTH U3LENUS.

YNONHOMOYEHHbIN npeanctasnTesib npon3BoanTenia Ha
Tepputopun Poccuiickoin degepauun

000 «JleHTcnnaii CupoHa»

115035. r MockBa, H » OB4YMHHUKOAcKas. A 16/1, cTp. 2. nomew, 3H

Ten. *7(495)725 1087

O6bsACHEHVE CUMBOJIOB

Cumson HaumeHoBaHue cumsona

MpoussoauTens
[lata nsrotoBnexus

Wcnonb3oBaTh A0

||-OT| Kog naptumn
REF Homep no katanory

He cTepunbHo

He ucnonb3oBaTh Npu NOBPEXAEHUMN YNaKOBKK

06paTMTeCh K MHCTPYKLNN NO NPUMEHEHNIO

EBponeiickoe CooTtBeTcTBue (EC)

Tonbko no peyenTy Bpaya

(BHUMaHune' B cooTeBTCTEMN C 3akoHoAeTenbcTeom CLIA npoaaxa
flaHHOro nNpenapaTa MoXeT NPON3BOAUTLCA TONLKO CTOMAaToNoramMn
VAW Bpayamu UMelLWuMn NLLEH3UI0 HA OCYLLeCTBAEHNE
MeULMHCKOI AeATeNbHOCTI, NGO N0 UX NPeAnucaHuio )

m MepauumuHckoe usgenve

I'IpaBa Ha U3MEHEeHNA COXpaHeHbl
Mo 3anpocy MOXHO NOMYYNUTH UHCTPYKLMIO Ha PYTUX A3bIKaX

B TOM vnu nHom pernoHe mupa moryTt 6bITh AOCTYyNHbI He BCe D_entsply
Sirona

CocTosiHne uHthopmau Implants
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PyKOBOACTBO MO MNPUMEHEHUIO

Cuctema Astra Tech Implant System”
HasuraynoHHasa xupyprua (GS)

OnuncaHne cuctemsl

AccopTuMeHT cuctembl Astra Tech Implant System EV Ans HaBuralMoHHoO# xupypran
(GS) BKNiouaeT BCe KOMMNOHEHTbI, HEOGXOANMbIE A/15 NEYEHUS C NOMOLLbI0O UMNNaHTaTOB
Astra Tech Implant System EV c ncnonb3osaHnem COBMECTUMOIO WHAUBUAYANIbHOTO
XUPYpruyeckoro wabnoHa, pa3paboTaHHOro C NOMON O COBMECTUMOTO NPOrPaMMHOr0
o6ecneyeHns ANA NNAHNPOBAHUSA NEYEHUS.

MpeaycMoTpeHHble Nofb3oBaTenn

MoNb30BaTENAMY AaHHbLIX U3AeNNi JOKHbI 6bITh NNLEH3UPOBAHHbIE
Bpaun/cTomatonoru, o6najamuine HaBbikamn paGoTbl B AeHTanbHO

MMNNAHTONIOMMN 1 3apaHee 03HAKOMAEHHbIe C u3genuamu Astra Tech

Implant System EV.

KrvHnyeckasn nonb3a v Liesesas rpyrnna naLyieHToB

ACCOPTUMEHT CUCTEMbI UMM NaHTaTOB Astra Tech Implant System EV

paspa6oTaH A 3aMeHbl 0/JHOTO UMM HECKONbKUX OTCYTCTBYIOLLMX 3Y60B Y

nauueHToB C LeNbio BOCCTAHOBNEHUS XeBaTeNbHOW hyHKkUMK. Llenesoit

rpynnoi naynmeHToB ABASITCA NMULA C NOMHOCTLI0 CthopmMupoBaBlleics

YeNCTbI0, HE UMEILLNe HU OJHOTO U3 MPOTUBONOKA3aHUA, CBA3AHHbIX C

AEeHTanbHOW MMnnaHTauuei

CoBMECTMMOCTb

MN3penns coBMecTUMbI C aCCOPTUMEHTOM cuctembl Astra Tech Implant System EV n DS
PrimeTaper (Mykotom EV-GS, cBepno nunotHoe GS. csepno 1-Dnll EV-GS n
cTabunusupyowmnii a6atMeHT EV). KOMNOHEHTbI MOFYT UCMONb30BaTLCS TONbKO BMeCTe
C OPUTUHANBHBIMU U3AENUAMU U UHCTPYMEHTaMU.

HasHaueHvie (MHCTpYMEHTbI)

MHOropasoBsblie 1 0/]HOPa30Bble XNPYPrUYecKie U BOCCTAHOBUTE/IbHbIE UHCTPYMEHTBI,
npeAHasHauyeHHble 415 YCTAHOBKM, YAaneHns 1/ unn 3sameHbl 3yGHbIX UMNAHTaTOB,
a6aTMBHTOB MK CTOMATONOTOYECKUX N1a6OPATOPHBIX NPOAYKTOB C LeNbio
BOCCTAHOB/NIEHUSA XEBATENbHON (YHKLMN NauueHTa. VIHCTPYMEHTbl MOTyT
MCNoNbL30BaTLCA B 1BYX Pa3Hbix pabounx npoleccax: ycTaHOBKa W yaaneHne Ha yposHe
MMnnaHTaTa UNKM yCTAHOBKA U YlafieHne Ha ypoBHe aGaTmeHTa

MpeaycMoTpeHHOe NpuMeHeHne

WHcTpymeHTbl GS (A8 HaBUrauMoHHOW Xupyprim)

WHCTPYMEHTbLI U KOMMNOHEHTbI AN HABUTALWOHHON XMPYPruu UCMONb3YyTCA ANA
HanpaBNeHHOro NpenapMpoBaHns 0Xa UMNNAHTATOB cucTembl Astra Tech Implant
System EV.

Bce WHCTPYMEHTbI, KOTOPbI€ MOXHO UCNO/b30BaTb B COYETaHUN C YI/10BbIM
HaKOHEeYHUKOM, nmetoT coegnHeHne RA/CA a cootBetcTBun ¢ ISO 1797 nnmn
COBMECTUMbI C XBOCTOBUKAMU IS 0 1797.

CBepno Ana BuHTa gna CbVIKcaLI,VIVI wabnoHa

CBepno ANns BUHTA ANA (PUKCAUUN WaAGNOHA UCNONb3YeTCs ANA NPenapupoBaHns KocTu
nepey BBeAeHWEM BUHTA ANA huKcayumn wabnoHa

BuHT Ansa dmkcaunm wabnoHa

BUHT Ans pukcaynn wabnoHa ncnonb3yetca 4Ns uUKcauun Xupypruyeckoro wabnoHa K
KOCTH.

MykoTom EV-GS

MykoTom EV-GS ncnonb3yeTcs AN BbIMONHEHUS KPYrOBOro pa3pesa CAu3ncToi,
COOTBETCTBYHWLWEro AMamMeTpy UMnnaHTaTa, 40 ypOBHS KOPTUKANBbHOW KOCTW, rae A0MKHO
6bTb PACcMONOXEHO NAEY0 UMNNAHTaTa.

MunotHoe ceeprno EV-GS

MunotHoe cBepno EV-GS ncnonb3yeTcs ¢ yenbio'

* YpaneHus cnusnctoi 060104KN

» Co3JaHNA LEeHTPUpPYIoWero yray6neHus B KOCTU ANSA NOCNEAYIOLET0 NPUMEHEHUs
csepna Drill EV-GS

Csepna EV-GS
Csepna EV-GS ucnonb3yoTca AN nocnejoBaTenbHOro npenapnpoBaHns noxa
umnMmnnaHTarta go SBI'IﬂaHI/lpoBaHHOﬁ ANWHBI N AnameTpa uMmnnaadHrara.

KoHunueckoe n kopTukanbHoe ceepna EV-GS

KoHuueckoe NkopTukansHoe ceepna EV-GS ncnonb3yioTcs Ans npenapuposaHins
KOpTMKaﬂbHOﬁ KOCTH.

BTynkun
BTY/IKM UCNONb3YIOTCA AN HanpaBieHns ceepen EV-GS B XUpypruyeckom waboHe.

MmnnaHToBog EV GS | UmnnaHToBog Profile EV GS

VimnnaHuToBoA EV GS UCNoNb3yeTcs ANA N3BNEYEHNS UMNNaHTaTa u3 6auctepa,
nepeHoca ero K MecTty mMmnsaHTaymm n yctaHoOBKM mmMmnnaHrara

Yanuuutens Ans umnnadtosoga EV-GS

YanuHuTeNb ANS UMNNaHTOBOAA EV-GS UCNONb3yeTcs AN yBENNYEHUS 4NNHbI CBEpa
EV GS unu nmnnantoBoga EV GS. YagnuHutens gna numnnavtosoga EV-GS cnocobeH
nepejaBaTh KPyTAWMUA MOMEHT

Ctabunusvpytowmii abatMmeHT EV

Ctabunusnpywwuii abatmeHt EV ucnonbsyertca 4ns npefoTBpaljeHns cMeleHuns
XUpypruyeckoro wa6noHa BoO BpeMs NpenapupoBaHna fioxa ANs cnejyiouiero
nmnnaHTarta.

MNoka3aHus

YacTuyHasa u nonHasa ageHTna

MpoTnBonokasaHusa

Annepruyeckune peakumm Uan peakuku rmnepyyBcTBUTENIbHOCTU HA UCTIOIb3YeMbl

C€

nponssoauTenb:
Dentsply Implants Manufacturing GmbH

Dentsply
Sirona

Impiants
AnA 03HaKOMNeHna ¢
E V WHCTPYKUMSMMW MO NPUMEHEHWI0 U

l:‘ al rnoccapuemMm CUMBOJIOB

nepeiigute Ha cant
Ifu-dentaotvsirona.coin

matepuansi (CM. pasgen «MaTtepuansi»)

HepaBHO nepeHeceHHbY UHapKT Muokapaa (<3 mecsues)
HepaBHee npoTe3uposaHue knanaHos cepaua
BablxaHWe uan npornatbiBaHne KOMNOHEHTOB

HepaBHee npoTe3aupoBaHue KnanaHos cepaua
Femopparuyeckuii guates

MMmyHocynpeccus

AKTUBHOE NleYeHne 3/10KaYeCTBEHHbIX HOBOO6GPa30BaHNii
HapyuweHue yHKLMM NeyYeHn TAXeNoil cTeneHn

SAIpKO BbIpaXKeHHas UHeKuns

YnoTpe6nexne HapKoTUKOB

Mcuxnyeckoe 3abonesaxne

* BHyTpuBEHHOe NpumMeHeHne 6ucoccoHaToB
MpepynpexaeHus

Xupypruueckne MaHunynsaLuunm B poToBoii NONOCTM N peabunnuTaumus poTosoi

NoMIOCTY BKNIOYAKT 06LLME PUCKN PA3BUTUA OCNOXHEHNI:

«  [auneHT MOXeT NPOrnoTUTL UM BAOXHYTb CyyaiiHo ynasiuve

KOMMOHEHTBI, 4TO MOXET NPUBECTN K NOBPEXAEHUIO NUlLeBapuTenbKoi/abixaTeNbHON
CUCTEMbI MW yAYyWbio. C MENKUMU NpeaMeTaMit Heo6X04MMO 06paLaThbCs OCTOPOXKHO.

* ANNepTsA UK NOBbIWEHHAS YYBCTBUTEIbHOCTL K XUMUYECKAM KOMMOHEHTaM
ucnonb3yemoro matepuana Heo6X04MMO TULaTeNbHO U3YyUYNTL aHAMHE3 NalyueHTa.
HenpaBunbHOe NiaHNPOBaHNWE U NpenapupoBaHue NO3nLUKU U FYGUHBI MecTa
MMNaHTalLn MOXET NPUBECTN K NOBPEX/EHMI0 HePBOB. KPOBEHOCHbX COCY/0B, 3y60B,
Ye/I0CTHO KOCTU UMM BEPXHEUYENIOCTHOI nasyxn. HacToATelbHO PEKOMEHAYETCs, YTOGbI
nepe/ HauyanoM NPUMeEHEHUA HOBbIX METO/10B eYeHns Bpauu BCeraa Nnpoxoannu
cneunanbHyl NoAroToBKy

Mepbl NPeoCTOPOXHOCTK

Mepey kaxaoii npoueaypoit HE06X0AMMO YGeANTLCS, YTO BCE HEOGXOAUMbIE KOMMOHEHTI,
MHCTPYMEHTbI 1 MaTepuanbl UMeTCA B HEOGXOANMOM KOIMYECTBE U NONHOCTLI0
UCnpaBHbl.

Pacnonoxute nayneHTa Tak, 4To6bl ONACHOCTbL AcnMUpaLum KOMMNOHEHTOB 6bina CBejeHa K
MUHUMYMY

Bce KOMMOHEHTbI, MCMO/Ib3yeMble BHYTPU NONOCTU PTa, A0/KHbI GblTh 3aKpenneHsl AN
npejoTBpaljeHus acnupayun uau NpornaTbiBaHus.

HenpaBunbHblit oT60p/06CnefoBaHue nayneHTa i Heco6nAeHe nowaroBblix
VHCTPYKUNIE MOXET NPUBECTU K HEY/auHO OCreonHTerpaynu unu notepe
ocTeonHTerpaymum.

Mpy NnpenapuMpoBaH1n ¢ NOMOLLbI0 CBEPNa HE06X0/AMMO UCNONb30BaTb PEKOMEHAYEMYIO
CKOPOCTb.

MHOropasoBble CBEpa U MeTUMKN CneayeT 3aMeHATbL Nocne MakCMMyM 10 UnUKnos
NOBTOPHOM 06pabOTKM/NALNEHTOB UK B ClyYae UX MOBPEXAEHUS U 3aTynneHus

Mpn aTpothnn HUKHEUENIOCTHON KOCTN TSXKENON CTENEHN MOXeT NPoU30iT nepesom
HUXHEl 4enicT Bo BpeMs onepauny unu npu o6bI4HON PYHKLNOHANBLHON Harpy3ke nocne
onepauyuu.

113-3a HEGNAroNpUATHLIX YCNOBWIi HArPY3KM MOXET NPOU30IAT NepesoM UNU NoBpeXAeHune
MMNNaHTATOB, 3a)XNBNSIOLMX KOMNOHEHTOB, KOMMNOHEHTOB NpoTe3a WAn npoTesa,
TPe6yWNX y4aneHns n 3aMmeHbl MMniaHTaTa. Mo3aToOMy yCUNUsA KeBaHUs U KOHCTPYKLUA
pecTaBpaun A0/MKHbI GbiTh TWATENLHO OLEHEHbI.

AO OKOH4YaHua pocTta YENCTHON KOCTU 1 6epeMeHHblM XeHUunHamMm pyTUHHOe neyeHne
mnMnnaHtatamum He peKkoMmeHayeTcs.

HegocTaTquoe oxnaxpaeHuwe, Henpasu/ibHOe NpenapupoBaHne noXxa uMmnnadrTara,
Henpasu/ibHble HaCTpOﬁKM WHCTPYMEHTOB Unun Hpe3Mepr]7| prTHUJ'I/IVI MOMEHT npu
yCTaHOBKe MOryT NnpMBeCTN K Heyja4ye npu ie4HeHun nmnnaHtatamu.

Ecnu n3-3a He61aronpuATHLIX aHATOMUYECKUX YCNOBUIA MHCTPYMEHTLI He NOAXOAAT UK He
MoryT 6bITb UCNONb30BaHbI NO APYrUM npuynHam, 3a|'|naHl4poBaHthl7l KypcC ne4yeHuns c
NCNONIb30BaHUEM 3TUX NHCTPYMEHTOB NpoAo/KaTb HENb3A, C/iegyeT uckatb
anbTepHaTuBHbIE eapMaHTb! neyeHunsa.

Bce nspenus npegHa3Ha4yeHHble 418 04HOPA30BOr0 UCMOMb30BaHNA, HE AO/KHbI
ncnonbL3o0BaTbCs NOBTOPHO. Hecoﬁmo,qeume aToit Mepbl NPeAOCTOPOXHOCTN MOXeT
nomMewartb OCTeOMHTerpaymn nMmnaaHTata uin Bbl3Batb MECTHYH WAN CUCTEMHYHO
nHdhekynio.

BTynkun Heo6xo4MMO 3aMeHNUTb NOC/e XMPypruyeckoit npoueaypbl (M3genus
npejHasHa4yeHbl AN UCNONb30BAHUSA Y OAHOTO nayneHTa). OHU NpegHasHa4YeHbl TONbKO
ANsA 0QHOPAa30BOro UCNoNb30BaHUA Ecnu ux ucnonb3osatb 6onee oAHOro pasa,
aHaTOMUYeCckne CTPYKTYpbl MOTYT 6bCb NOBPEX/EHbI.

KauecTBo 1 KONNYECTBO KOCTW, MECTHbIE NHEKLMU, HapylleHe HayanbHOTo 3aXNBIEHNS
WNW nNpexjeBpeMeHHasa Harpyska — BcCe 3TO (haKTopbl, KOTOPble MOFYT MOBAUATb Ha
BbXXMBaeMOCTb MMnnaHtara Ha ycnewHoe 3aXuBsieHne n oCTeonHTerpauu Mmoryt
HeraTMBHO NOBAUATL cneayuiue hakTophbl:

. BocnanutenbHble npoueccsl, onyxonwu, aﬁCl_LeCCbl WNW KUCTbl B 061aCTU YencTn
> HepocTtaTouHas BbICOTa U/MNW WNPUHA KOCTN

. HeAOCTaTOHHOE NOKPbITUE MATKUMU TKaAHAMU

« JlyyeBas Tepanus Ha 3Ty 061acTb B aHamMHese

> HapyweHus B npouecce 3aXUBNEeHUs KOCTEW W paH (Hanpumep, npu
HEKOMMNEeHCMPOBAHHOM caxapHom nmaﬁeTe)

AyTOMMMYHHble 3a6oneBaHunsa

* HekoHTponupyemblie napatyHKLUlOHaNbHbIE NPUBLIYKK (Hanpumep, 6pyKcuam)

. HeAOCTaTOHHaR rmrmeHa nonocTu pra

« UpesmepHoe ynotpe6neHue ankorons

1 KypeHue

HexenatenbHble peakunmn

MpaBa Ha M3MEHEeHNA COXpaHeHbl

B TOM nnAu MHOM peTone Mupa MOryT 6biTb AOCTYNHbI HE

o wapennn Dentsply
CocTosiHne uHdopmaunmn: S|r0na

Rodenbacher Chaussee 4, 63457 Hanau. Germany IFU 5978-RU-RU Pea. 2024-02 Implants
www.dcntsplvimolants.com
www.dentsplvsirona.com
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PYyKOBOACTBO MO NPUMEHEHUID

Cuctema Astra Tech Implant System”
HaBuraunoHHasa xupyprua (GS)

KHE)KeﬂaTeﬂbelM peakynsam, BO3HMKaKw UMM BO BpEMA NN NOCNE /Ie4YeHus c
ncnonb3oBaHMEM MMNIaHTaToB, MOTyT OTHOCUTbLCSA:

« AnneprmqecKMe peakuun nnn peakyumm runep4yyBCcTBUTENIbHOCTN HA UCNONb3YyeMble
BAbIXaHWe nnu npornatbiBaHne KOMNOHEHTOB MOXXET NPUBECTU K NOBPEXAEHUID
nuuieBapuTenbHoON/AbIXxaTenbHOW cucTeMbl Unn yayweto CTolikoe nospexgeHune
HepBa Wnu 3y6a

rNoBpexAeHne YeNioCTHON KOCTU NN BEPXHEUYENICTHOMO CUHYCa

«

Hekpo3s n3-3a HeJOCTATOYHOTO OXNAXK/AEHNA NN YPE3MEPHOTO KPYTALLEro MOMeHTa
Mepenom HuxHel yenocTun
HekoHTponupyemoe nocseonepalynoHHoe KpoBoTeYeHne (Hanpumep, npu
NoBpexX/AeHUN A3bIYHOI apTepui)
MocneonepaynoHHbli AUCKOMMOPT, Takoii Kak.

OTek

Fematoma

BpeMeHHbIi MECTHbI 0TeK

BpeMeHHas aHecTe3ns AN NapecTesns U HapylWweHne XeBaHus

Bosnb

MoTeps umnnanTata

MepuumnaaHTnT

MecTHas unu cuctemHas uHdekuns

Pe3op6uns KocTu B pesynbTaTe NepUMMnaanTuTa UAn MexaHu4eckoil neperpysku

Mepenom nnn nospexpaeHne UMNAAHTATOB, 3aXUBNAIOLUX KOMNOHEHTOB,
KOMMNOHEHTOB NpoTe3a uau npotesa

* Ypanewue n 3ameHa UMnnaHTa

+ OCNOXHEHNS 3CTETUYECKOTO NN q)yHKuVIOHaﬂbHOFO XapakTtepa
MHgopmauuna o 6esonacHoctu npu MPT

He npumMeHnMO K n3genunam cuctemsl nMmnnaHTatos Astra Tech Implant System EV gna
HaBWUTanLKOHHOW XUpypruu.

lMowarosas MHCTPYKLUMA

Hanpasnswouwas BTynKa

Xupypruyeckuii wa6noH

I'Ipe,qonepau,MOHHoe nnaHnpoBaHne NpoTe3npoBaHnsA
KomnbloTep-accucTupoBaHHbIil NpejonepanuoHHblii 30-aHanns Heobxoaum ana
onpeaeneHnsa NONOXEHUS BaXHbIX aHATOMUYECKNX CTPYKTYp nepej npenapupoBaHnem
OTBepCTVIﬁ ANA UMNNAaHTaToB. Oﬁnacm, roe BolMNO/THEHO HapawmuBaHue KOCTWU, AO/IKHbI
nokasaTb MOJIHYI0 U MeXaHW4Yeckn cTabunbHYD pereHepauunio nepes npenapuposaHuem
noxa.

Bo Bpems npegonepayMoHHOTo N1aHWpoBaHUs HE06X0AMMO onpeaennTb, 4OCTATOUYHbI
NN BbICOTA N WMNPUHA KOCTU ANA pa3MeleHna uMmnaaHTaTos.

Ans ynpaBnsemoil yCTaHOBKW WMNAaHTaTa Xnpypruyecknii wa6noH AomkeH 6biTh
NoAroTOBNEH C NOMOU b0 30-NNAHNPOLAHNS C UCTTONL30BAHNEM MPOTPaMMHOI0
o6ecneyeHna Simplant. TpexmepHoe nnaHMpoBaHUE JOMKHO ONpejennTb NONOXEHNE
nMnnaHTata u. Npu He06X0AMMOCTU, hUKCALMIO XMPYPrUYECKOro WwabnoHa Ha YencTu
KnuHunueckoe oScneqoBaHme AO/MKHO ob6ecneuynTb, 4TO B nnaHupyemom mecrte
YCTaHOBKM MMNsiaHTata 4OCTaTO4YHO MecTa ANA UCNONb30BaHNA HanpaBnAwWUX BTYN0K
N UHCTPYMEHTOB. B03MOXHO, I'IDTpeGyeTCH ncnone3osaTtb YANIMHUTENb CBepa.

Xupyprudeckuii wabnoH Simplant SAFE Guide

NMPUMEYAHWE;

He ucnonb3yiite xnpypruyecknii wabnoH:

* B cyyae BHbIX e KTOB

* Ecnu o6Hapy>XXeHbl OWNGI0Y NO3MLMOHNPOBAHUA HaNpaBAALWMUX BTYNI0K Nepes
uncnonb3oBaHnem B NOSIOCTU pTa nayneHTa

* EC/IM €70 HEBO3MOXHO NPaBUAbHO PACMONOXNTE U TOYHO NOCAANTL B NONOCTYU pTa
naywveHTa.

Bu3yanbHblii OCMOTP XMPYPruyeckoro LabnoHa
1. Mocne focTaBkn XMpypruyeckuii wa6noH He06X0AMMO CHavYana NpoBepnTb Ha
Hanuune o4eBNAHbLIX AeteKToB, Takux kak NOBPeX/AeHWUs nNpu TpaHCNOPTUPOBKe,
He3aKpen/ieHHble HanpassoLWne BTYKM MW OCTPble Kpast
2.Y6eanTech, YTO BTYNKN NENro BXOAAT B HaNpaB/isiolLMe BTYNKN XUPYPruyecKoro
wa6noxa
3. Ecnu BO3MOXHO, NpOBepbTe NPaBUAbLHOCTL YCTAHOBKM WaGNoHa Ha MacTep Moaenn
Vicnonb3oBaHne xMpypruyeckoro wabnoHa
1 CTepunuayiite XMpypruyecknii waGnoH B COOTBETCTBUM C UHCTPYKLUAMU
npounssoautensa Dentsply Implants NV HenocpeAcTBEHHO nepep ero
MCMNONb30BaHNEM.
2. Y6eanTech, 4To WabOH COXpaHAeT NPEeAYCMOTPEHHOE NOMOXKEHNE HAa YENCTU.

C€

Mpoussogutens;
Dentsply Implants Manufacturing GmbH

Dentsply
Sirona
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Mpun Heo6Xx0AMMOCTU UCNONb3YATE CBEP/IO ANA BUHTA ANA (huKcauun wabdnoHa n
BUHTLI ANA uKcaynmn wabnoHa, 4To6bl 3aUKCUPOBATL XMPYPTUYECKNA WabnoH Ha
ueniocTn
BWHT gnsi dovkcauym WwabioHa u CBEp/o ANA BUHTA ANs dmkcaumm
wabnoHa
BUHT gns dukcauun wabnoHa fomxkeH 6bITb 3aN1aHUPOBaH NPU NN1aHWPOBAHUM C NOMOLLYbIO
NporpaMmMHOro o6ecneyeHns Takum xxe o6pasom, Kak n UMnaaHTaTbl
MomecTnTe XMpypruyeckuii wWa6noH B NONOCTL pTa B NPABUNLHOM NOOXEHNN
r‘lpenapmpyﬁTe KOCTHYI TKaHb C NOMOLUWbIO CBEpNa ANda BUHTA ANA d)chaumm wabnoHa
(Makcumym 1500 06/MuH).
. Wicnonb3yiiTe WwecTurpaxHyio oTeepTky EV, 4T06bl BCTABUTH BUHT Yepe3 XMpypruyeckuii
wabnoH B KOCTb C 3aTATMBaHNeM BPY4YHYO

N e

w

NMPUMEYAHUE: He npunaraiite Ype3amepHbIX yCUNNI NPU 3aTATUBAHUN PUKCUPYIOLLNX
BMHTOB Ha YeniocTy.

MEPbl MPEAOCTOPOXHM rr,

MpumunTe cnepyloune Mepsl, 4To6bl N36exaTh NOBPEXAEHUS XMPYPrUYecKoro wabnoHa.
+ He npunaraiite ype3amepHbiX yCUnuit, 0CO6EHHO B Toukax hUKcaLMn N HanpasisouLux
BTY/IKaXx.

He caBuraiite MHCTPyMeHTbl GS B CTOPOHY, KOTA4a OHU BCTaBNEHbl B HANPaB/ISAIOLLYI0
BTYNKY

OnuncaHve XMpypruyecknx KOMNoHeHTOB

Makc, ckopocTh

MocnepoBatanbHOCTL Make,
AvameTp o
MHCTPYMEHTOB KpyTAWNi
MOMEHT

MykoTtom EV-6S, pasmep

KOTOPOro COOTBETCTBYET

3annaHnpoBaHHOMY

AnameTpy umMnnanTaTa,

ucnonb3yeTca Ans

KpYyrosoro paspesa

CAN3NCTOA, ,6 913
COOTBETCTBYIOLETO

AnameTpy umMnnavTata, 4o '8-11-15
YPOBHSI KOPOHKOBOIA KOCTN

MapkupoBka cooTBeTcTBYyeT

ANvHe nMmnnaHtata (8-11-15

1 6-9-13).

AwnameTp
umMnnaHTata

MunoTtHoe cBepno EV-GS 3n
ucnone3syertcs Ans

yAaneuus paHee

nepcopupoBaHHOi

CAN3UCTOl 060104KN N

Ans cozpanns

LeHTpupylowero

yrny6neHus B Koctn ans

nocneaywuero

npumeHeHus ceepn EV-GS.

MapK1poBKka cooTBeTCTBYeT

ANvHe umnnaHTata (8-11-15

" 6-9-13). V

AvameTtp

umnnaHTaTa 1500 06/mun

Csepna EV-6S
ucnonb3ylTes Ans
nocnejoBaTeNbHOIO
npenapupoBaHns noxa
umnnaHTata o
3ann1aHNPOBaHHOMN ANUHBI 1
AuameTpa UMNnaHTarta.
3ce ceepna EV-GS fo/KHbI
1Cnonb3oBaThCs B
coyeTaHun co
cneunanbHeiMn BTyNnKammn

KopTukanbHoe ceepno EV-

GS (A v B) ncnonbsyetcsa

ana npenapupoBaHus 9-13

KOpPTUKanbHOM KocTn.

Ceepna UMeloT MapKupoBKy ) 1500 O6/MUH
ny6uHbI,

COOTBETCTBYIOULYIO ANNHE 8 1) 15

umnnaHTata (8-11-15, 6 1 9-

13).

MpaBa Ha M3MEHEHUA COXPAHEHbI.

B TOM UAW NHOM PEeruoHe Mupa MoryT 6biTb JOCTYMNHbI He

BCe n3genus Dentsply
CocToaHue nHopmauumn. S|r0na

Rodenbacher Chaussee 4, 63457 Hanau, Genriany IFU 5978-RU-RU Pea. 2024-02 Impla‘nts
www.dentsplvimplants.com
www.dentsplvsirona.com
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Make.
CkopocTb
AvameTp Makc.
KpyTawwnii
MOMEHT

MocnepfoBaTeNbHOCThL
VHCTPYMEHTOB

KoHunueckoe csepno AZB-
Conical Dnh £V-GS
ncnonb3yetcs Ans
npuaaHns octeoTomMmnn
(oHUYeckoii hopmbl

\y

MmMmnnaHToBOAbI

NmnnanTosoa EV GS ¢
*1aKOHEeYHNKOM 13 MI3K
[apTukynbl 68017001,
58017002, 68017003)
ncronb3yetca Ans
yCTaHOBKM UMNNaHTaTa B
NOATOTOBNIEHHOE NIOXE.
/imnnaHToBog EV Gs umeet
MapKUpoBKY TNy6UHbI A5
HMNNaKTaToB cnepylouei
O/HbI (8-11-15, 6-9-13).

25 06/MuH
S45 Hem

AvameTp
M vMnnaxTaTa

WMmnnaHtoBop EV GS

‘umnnaHToBop Profile EV-

QS (apTukynbl 26016,

26017, 26018, 26019, 1-9-13
28020) ucnonb3ywTcs AN

YCTaHOBKM UMNNaHTaTa B &
NOArOTOBNEHHOE NIOXeE,
WmnnaHtoBog EV Gs nmeet
MapKnUpoBKY rNy6uHbI 4N5
MMNNaHTaToB cneayolei
O/VHbI (8-11-15, 6-9-13).

8-1M5

MpenapupoBaHne noxa vmMnaaHTara
MEPbI NMPEAOCTOPOXHOCTW:

Ons xupypruyeckoro wabnoHa Simplant SAFE Guide ncnonb3yiiTe TOIbKO MHCTPYMEHTbI
GS.

O6paTuTe BHUMaHUE Ha TO, YTOGbI NpW C60pPKe OrpaHuyYnTENb rNy6UHbLI BTYNKKU 6bIN
OpUEHTUPOBAaH B CTOPOHY orpaHnuntTens rny6uHel ceepna EV-GS (cm pucyHok 1). Tonbko B
3TOM NOJIOXKEHNN BTYNKa MOXET 6biTb BCTABNEHA B HANPAaB/AILYIO BTY/KY.

Hukorga He ucnonb3yiite ceepna EV-GS 6e3 BTyNKW B HanpasnstoLwei BTynke.
YcTaHaBAMBAA NN CHUMAs KOMMOHEHTbI, Y6EANTECH, YTO MeX/y KOMMOHEHTOM 1
npuGopom NmMeeTcs 40CTaTOUYHOE NPOCTPAHCTBO N5 NEPEHOCKM

Y6eanTeck, 4TO BTyNKa BblGpaHa Npasn/ibHO B OTHOLWEHUM AnameTpa cBepfia u anameTpa
BTynku (ND/WD). B NpOTMBHOM C/ly4ae HEBO3MOXHO JOCTUYb TOYHOCTN CBEpPAEHMA,
Heo6X0ANMOI AN HajNexalero NnpenapMpoBaHns foxa UMniaHTaTa

O6ecneubTe JOCTATOYHOE OXNAXAEHUE CTEPUIbHBLIM (DM3MONOTMYECKMM PacTBOPOM
HepocTaTtouyHoe oxnaxaeHue B Npouecce CBepNeHNa yBenninsaeT puck passutus
TEPMUYECKOro Hekposa

MykoTtom EV-GS

NMPUMEYAHUE:

* He npeBblwaiiTe MakCMManbHy ckopocTe 800 06/MUH.

+ O6ecneybTe 4OCTATOYHOE OXNAXAEHUE CTEPU/LHBIM (DU3NONOTUYECKUM PACTBOPOM.

-

BuiGepute MykoTom EV-GS, pasmep KOTOPOro COOTBETCTBYeT 3an/iaHNpoBaHHOMY
AvameTpy umnnaHTata.

MpucoegnHnTe MykoTom EV-GS K yrnoBoMy HaKoHe4YHNKY

MomecTute mykoTom EV-GS B HanpaBnswlyw BTYAKY

MykoTom EV-GS HanpaBnsieTcs HeNocpe/ACTBEHHO Yepe3 HanpasnisiouLyl BTYKY.
HauHuTe CBEpNUTL NO YACOBOI CTPE/IKE U OCTOPOXHO paspe3saiiTe MArkue TkaHu, noka
nepcopatop EV-GS He KOCHeTCSA KOCTU

5. MpekpaTuTe cBepiieHne N n3sneknTe Mykotom EV-GS 13 Hanpasnsioleit BTyKku.

MunoTtHoe cBepno EV-NS

MunoTtHoe cBepno EV-GS f0/1KHO UCNONb30BaTLCA A4NA yAaneHus paHee neppopnpoBaHHoii
CNAN3NCTONR 060N104KM UMW ANA CO3/AHUSA LLEHTPUPYIOLero yrny6neHns B KoCcTu Ans
nocnepytwuiero npumeHenns ceepna EV-GS.
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NPUMEYAHWNE: " . -

* He npeBblwaiitTe MakcumanbHy ckopocTe 170 06/MUH
+ Ob6ecneybTe AOCTATOYHOE OXNaXAEHME CTePUNbHLIM (HN3M0N0TNUYECKMM PacTBOPOM

1. Be6epute nunotHoe ceepno EV-GS, pasmep KoTOporo cooTBeTcTyeT
3annaHNpPoOBaHHOMY AUaMeTpy UMNaaHTaTa.

C€1

MpoussognTens:

N}

MpucoeguHuTe NUNOTHOE CBEPNO EV-GS K YINOBOMY HAaKOHEUHMKY.

MomecTute NUNOTHOE cBepno EV-GS B Hanpasnisiowyo BTYKY.

MunoTHoe csepno EV-GS HanpasnsAeTcAa HENOCPeACTBEHHO Yepe3 HanpasnAw Wyt
BTY/KY.

HayHuTe CBEPAUTL NO 4aCOBOI CTpenke, 4TOGLI NpenapupoBaTh N0XKE UMMNAHTATA.
OcTaHOBUTE cBepneHune, Korga 6y;1eT AOCTUTHYTO OrpaHnyeHune I'ﬂyﬁl/leI

N3Bneknte MYKOTOM NUNOTHOE CBepno EV-GS u3 HanpaBnmomeﬁ BTYNKW
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Csepna EV-GS c BTy/nKoi

Csepna EV-G HanpasnsioTcs BTyNKamMn B HanpasnsiolLyio BTYKY

BTYyNKW, €CNY OHM HE CMOHTUPOBAHbI NPe/iBapuTeNbHO, 10/KHbI GbiTb YCTAHOB/IEHbI Ha
cBepna EV-GS nepea ncnonb3oBaHueMm BepxHAs 4acTb BTYNKW O/KHA 6GbNb Ha ypOBHE
uKcupylow el Npopesn cTepxHs cBepna

BTY/KN OCTYMNHbI 8 ABYX BapuaHTax:

* Y3kuit guameTp (ND) gHst umnnaHTtatoB 0 3,6 1 0 4,2

* Wwupokunii gnametp (WO) gna nmnnantatos 0 4,8

[poTokon ceepneHuns
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nMmnnaHTaTa
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KoHnyeckoe 1 KopTukanbHoe csepna EV-GS

Ncnonb3oBaHue KOHWYECKOro U KhaTukanbHoro ceepna EV-GS gns npenapuposaHue
KOPTUKaNbHOI KOCTN ABNAETCS 0653aTeNbHbIM.

MpenapupoBaHue KOPTUKANLHOW KOCTU MPOBOANTCS B 3aBUCUMOCTN OT HANMUNS TOHKOM (A)
nnu Tonctoii (B) KOPTUKaNbHON KOCTH

Mcnonb3yiiTe kopTukanbHble ceepna EV-GS A unn B Ans npambix UMNNaHTaTos
Vicnonb3syiiTe KoHnyeckue ceepna EV-GS A/B ANA KOHNYECKUX UMNNAHTATOB

ToHKaa KOpTUKanbHas KoCcTb (< 2 MM)

Wcnonb3yiiTe KopTUKanbHble ceepna EV-GS A nnu KoHuyeckue

csepna AZB-Conical Drills EV-GS

ToncTtas KopTUKanbHasa KoOCTb (2 2 MM)
Wcnonb3yiiTe KopTukansHele cBepna EV-GS B nnu koHuyeckue
csepna “B-Conlcal Drills EV-GS

Csepna V- n X-Dritls EV-GS

Csepna V- n X-Dritls EV-GS cnepayeT ucnonb3oBaTh TONbKO N5 KOCTU cpejHell  BbICOKOIA
nA0THOCTN

Csepno V-Drill EV-GS ucnonb3yeTca N8 pacllMpeHns anukanbHOi YacTu oCTeoTOMUM a
KOCTU CpefHeil NNOTHOCTH.

Cgepno X-Dnll EV-GS 1cnonb3yeTcs ANA pacliuMpeHns annkanbHoil n 0CHOBHOI YacTu
0CTEOTOMMUM B KOCTU BbICOKOI NAOTHOCTH.

MPUMEYAHVE:
* He npeBbiwaiiTe MakcumManbHy ckopocTb 1500 06/MUH.
« O6ecneybTe OCTATOYHOE OXNaX/JeHNe CTEPUNbHLIM (PU3NONOTMYECKUM PaCcTBOPOM.

[

Y6epuTech B COBMECTUMOCTY Hanpasnsiouiei BTynku, ceepna EV-GS u BTy/ku.

MpucoeanHute ceepno EV-GS K yrnosomy HakoHe4YHUKY

YcTaHoBuTe cBepno EV-GS ¢ npeaBapuTebHO CMOHTUPOBAHHO BTYNKOI B

HanpasnsioWylo BTYKY A0 TeX Nop, Noka BTy/IKa NOMHOCTLK He GyAeT BCTaB/ieHa a

HanpasnsAwlLylo BTY/KY.

HayHuTe cBepaNTbL NO 4acoBOW CTpenke, 4TO6LI NpenapupoBaTh N0Xe uMnnalytaTa.

OcTaHoBMTe cBepnieHne, korga 6yaeT 4OCTUTHYT orpaHnyuTens rny6uHel ceepna EV-GS.
6. W3Bnekute cBepno EV-GS n3 Hanpasnsiowei BTyAKN.

YcTaHoBKa uMmnnaHTara ¢ noMoLbio nmnnaHtosoga EV GS

MPUMEYAHWNE:

« MmnnantoBod EV GS MOXHO UCMONb30BaTb MAaKCUMYM Anst 100 yCTaHOBOK UMNNAHTATOB.

+ Bo BpeMs yCTaHOBKM UMNMaHTaTa He npesblilaiiTe MakCuManbHylo CKOPOCTb 26 06/MUH
N MaKCUManbHblii KPYTAWMNIA MOMEHT 45 Hem.
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+ OGecneybTe JOCTATOYHOE OXNAX/AEHNE CTEPUIbHLIM (hN3N0NOTUYECKUM PACTBOPOM
Mnaxupyemas rny6uHa ycTaHOBKM UMNAAHTaTa 4OCTUTAeTCs, KOr4a CooTBETCTBYOW as
npopesb UMniaHToBoaa EV GS HaxoAnTcs Ha O4HOM YpPOBHE C HaNpaBnsiolWeil BTYNKON
OTKpoiiTe ynakoBKy, BK/oYas 6aucTep.

OnycTUTe CTEPUNbHbINA BHYTPEHHWU KOHTEHED B CTEPU/IBHYIO 30HY.

CHUMUTE KONNAYOK C KOHTeliHepa BpaljaTeNbHbIM ABUXEHUEM, YTOGbLI 0GHAXNTH
BEPXHIOI0 Y4acTb UMNNaHTaTa.

MpukpennTe COOTBETCTBY WU iMNNAaHTOBOA EV GS K yrnoBOMY HaKOHEUHUKY UK
PYKOSITKE XMPYPruyeckoit oTBepTKM

@ N
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MPUMEYAHWE: Bo nsbexaHue noBpexjeHus umnnautosoga EV GS ucnone3syiite yrnosoi
HAaKOHEYHUK NN PYKOATKY XUPYPru4ecKoro OTBEPTKN C WWECTUTPAHHUKOM, KOTOprﬁ BXOAUT B
3alenneHne ¢ M3eCTUrPaHHUKOM Ha CTepXKHe uMnnaHTosoja EV GS.
5 Mpu usBnevyeHun uMnnaHTata y6eguTech, 4To iiMnnaHtoeog EV GS nonHoCTbIO BOwWwen B
umMnnaHTaT. HaxmuTe BHU3, 4TO6bl aKTUBMPOBATE (HYHKLNI NEPEHOCKM, NPEXAe YeM
6paTth MMnAaHTar.

MpaBa Ha N3MEHEeHUsA CoOXpPaHeHbl.

B TOM WAM UHOM pernoHe Mupa MOryT 6biTb JOCTYMHbI He
BCE N3genus.

Dentspl
Slronallo y

CocTosHNe nHgopmaLuu.

Oentsply Implants Manufacturing GmbH A R
Rodenbacher Chaussee 4, 63457 Hanau, Germany 1Pn5978-Mu-MuPea 2024-02 Implants
www.dent5DIlvimolants.com
www.d6éntsclv8irona.com
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PyKOBO/ACTBO MO NPUMEHEHUIO

6. OCTOPOXHO BCTaBbTe UMNAHTAT B IOXe
MMnnaHTaTa, He Kacascb Hanpasnswule
BTYNIKN

. YcTaHoBNTE UMNNaHTaT B
npenapupoBaHHoe 10Xe CO CKOPOCThIo 25
06/MWH c nomowblo umnnaHosoga EV GS u
C KpYTALWMM MOMEHTOM S45 Hem.

TOpN3oHTaNbHbIe KaHaBKM YKa3biBalT A/IMHY

uMnnaHTaTa AnukanbHas KaHaBka Ha fnnHe &

11-15 MM. KOpOHKOBas KaHaBka Ha AnunHe 6-9-

13 mm

MpaBunbHas KaHaBKa A0/XHA 6bNb Ha OJHOM

YpOBHE C Hanpasnswwei BTyNKon

~

BHUMAHWE: Ecnu He yaaeTcs yCTaHOBUTL UMMNNAHTAT B 3aNNaHMPOBaHHYIO KOHEUHYI0
no3nLMI0 NPU AOCTUXKEHUN KPYTALLEro MOMeHTa a 45 Hem. ero Heo6Xo04MMO yAanuTh 1
BbLINOMHNTL MOBTOPHOE NPENapuMpoBaHne foXa uMnnaHTara

Hukorja He npeBbiWwaliTe MaKCUManbHbli KPYTALWMUA MOMEHT a 45 Hem npu UCnosib3oBaHnm
MalWVHHbLIX NN PYYHBIX UIHCTPYMEHTOB

6. OnpegennTe MeTKU MHAEKCA Ha
nmnnantoBoge EV GS (L/ umnnaHtoBoge Profile
EVGS.

MpaBunbHOe NONOXeHNe UMNNaHTaToOB Astra
Tech Implants EV/OsseoSpeed EV
[0CTUraeTcs, KOrga 0JHa U3 MeToK Ha
nmnnantoBoge EV GS cosnajaeT ¢ MeTKoii Ha
XMPYPrnyeckom wabnoHe.

ANns NpaBUNbLHOTO MO3ULNOHUPOBAHNS

nmnnaHtatoB Astra Tech Implants EV Profile I
OsseoSpeed Pro/lle EV. coBmecTute
yrny6neHne/nnockyt NoBEPXHOCTb Ha
nmnnaHtosoge Profile EV GS ¢ camoii

annkanbHO TOUYKON HakNoHa, YTo6bl

o6ecneynTb ONTUManbLHOE pasMeljeHne UMNAaHTaTa.

9. Mepey ycTaHOBKOW AONONHUTENbHbIX
MMNNaHTaToOB B UMNNAHTAT ycTaHaBNusawT
cTabunu3upylowuii 36atMeHT EV, 4T06bI
npeAoTBPaTUTL CMeL eHNne XMPYPriniyeckoro
wa6noHa.

UTo6bl NPe0TBPaTUTL HENpaBunbHoe
npuneranue, y6eautech, 4To
ctabunusnpywwunit abatmeHT EV
YCTaHOB/EH NPaBnIbLHO

Mo kpaiiHeil mepe, NepBbie 4Ba MMNNAHTaTa
N0MKHbI 6bITb YCTAHOBNEHbI N CHAGXEHbI
cTaGuNu3npyl WM abaTMeHToOM, npexae
uem GyAyT yCTaHOB/EHbl Creayloumne
MMnnaHTaThl

10. Mocnie yCTaHOBKM BCEX UMNNAHTATOB
uUKCUpyOLMe BUHTLI, CTaGUNM3MPYlOLMe abaTMeHTsl EV 1 Xupypruyeckuit wa6oH
MOXHO yAannTb

Mocneaywowee HabnogeHe
Mocne 3aBepleHus nevyeHns xopowas nyrueHa nosocTu pTa n perynapHoe Haﬁmo,qume
BaXHbl 418 COXpPaHeHNA 340P0OBbA.

dopMbl MOCTaBKN - YCNOBUA XpaHeHUd - YTunnsaums

NMPUMEYAHMUE:

* He ucnonb3yiiTe usgenus npn nospexaeHun 6nuctepa

« Tepepa NCNonb30BaHNEM MPON3BEAUTE BU3YasibHbli OCMOTP CTEPU/ILHO YNAKOBAHHbBIX
u3fennit Ha NnpeAMeT HapyWeHNs LLeNOCTHOCTN ynakoBku. He ncnonb3yiite nsgenns npn
06GHapPYXeHUN HapyLWeHUs LLeNOCTHOCTN YNaKoBKM.

dopma nocTaBku

cpok
CocTosAHue OpHopasoBoe/ 3kenayarteuuu
N3penuve
npu MeTog MHOropasosoe [KONMYECTBO

noctaBke CTEOWM3EUNK UCNONb30oBaHue (lOUMeHeHnii/neT*)

HecTtepunbHo Henpumennmo MHoropasoBoe 20 neT unu fo
1Ccnonb30BaHne u3Hoca

ViMnnaHToBOAbI Ge3
M33K HaKoHeYHUKa
MmnnaHToBog EVGS/
WmnnauToBog Profile EV
3S ¢ N33K
HaKOHEUHNKOM
CTabunusnpyiowuit

HecTtepunbHo HenpuMeHumo MHoropaszosoe 50 npumeHeHwnii/1
ucnonbsosanne "Of

MHoropasosoe 20 net
HecTtepunbHo HenpumeHnumo

abaTmeHT EV ncnonb3oBaHue
DNeKTPOHHO- 10 npumeHeHwit
CBep/o ANs BUHTA ANs MHoropa3sosoe
cukcayun wabnoHa Crepunbho  nyvesan ncnonb3oBaHue
H cTeonnusanms
ONaKTPOHHO- 1 npumMeHeHne
BUHT Ans dukcayuu p OpHopasoee P
CTepunbHo  nyuyesas
wabnoHa ucnonb3oBaHue
cTepunusauns

Tun 1 pa3mep CM. Ha 3TUKETKe U3fenus

* VIHCTPYMEHTbI J0/1KHbI 6biTh 3aMEHEHbI 10 UCTEUEHNS YKA3aHHOTO KONNYecTa
MCNONb30BaHUA/NET, B CiyYae UX NOBPEXAEHWUS WA 3aTynNeHns _
MPUMEYAHWE: MykoTom EV-GS 1 BTYNKM MOCTaBNATCA CTEPUIbHBIMU, NpeAHAa3HaYeHbl
TOMbKO AN OJHOPA30BOr0 UCMONL30BAHNA W HE NOANEXAaT NOBTOPHOI cTepuamusaumun.

Ynakoska

MykoTom EV-GS, ceepna EV-GS n BTynku

BusyanbHo NpoBepbTe BUAMMOCTb U YNTAEMOCTL BCEX 0603HAUeHN Ha usgennsx MposepbTe

conpsiraemble KOMMNOHEHTbI Ha NPeAMeT NPaBuUIbHOI CO0PKM U DYHKLMOHANLHOCTN

Y6euTech, 4TO N3AeNns C NOABMUXKHBIMKA AeTansimu pa6oTalT ucnpasHo. MposepbTe

KOMMMEKTHOCTb 1 L|e/I0CTHOCTL NPeABapUTENbHO YCTAHOBIEHHbIX KOMNOHEHTOB

YTunusnpyite nsgenus c gedekramu

Ynakoska 4na mykotoma EV-GS, csepn EV-GS u BTYN0K COCTOUT U3 BHYTPEHHErO

6nucTepa, KOTOPbIA CAYXNT lepaTenem ANs UHCTPYMEHTa, N BHEWHEro repMeTusnpyloljero

6nuctepa Donbra HapyxHoOro 6ancTepa CYXMUT CTEPUbHLIM 6apbepoM, a CoAepK uMoe

6nucTepa ABASETCA CTEPU/IbHBIM (CUCTEMA OHOTO CTEPUNLHOTO Gapbepa)

Ceepna EV-GS MOXHO UCNONb30BaTL MO UCTEYEHUU CPOKA FOAHOCTU UMK B CNydae

HenpeAHamMepeHHOro BCKPbNNSA G6NCTEPHON ynakoBku Npu coGM0AHNN UHCTPYKLMA no

oyncrn™ u ctepunnsa Ly u n _ _

NMPUMEYAHWE: '

* He ucnonb3yiiTe n3genus npu nospexaeHun 6ancrepa.

* Hewucnonb3yiite Mykotom EV-GS 1 BTY/NKM B Clydae HenpeaHaMepeHHOro BCKpbITUA
6nuctepa.

XpaHeHve

V3aenus A0oMXHbI XPaHUTLCA B 3anedaTaHHbIX OPUTNHANbHbLIX YNaKOBKaX B CYXOM MecTe npu
KOMHaTHOI TemnepaType, To ecTb 18-25 'C

He ncnonb3yiite usgenue, ctepunbHas ynakoska KOTOPoOro nospexzieHa unu Geina
HenpeAHaMepeHHO BCKPbITa 10 NCMONb30BAHUS

YTtunusauyna nsaennii

Ans yTunusauuu ynakoBku U nsgennii coéniofaiite feiiCTByOWMe B HACTOSLEE BPEMS
HalMoHaNbHble NpaBuna yTuan3ayum oTxo408 B Baweii cTpaHe. VIHCTPYMEHTbI 1
KOMTIOHEHTbI, KOTOPbIE UCNONb30BANNCE BO PTY NalMeHTa, MOryT 6biTh NOTEHLMANbHO
MHMULNPOBAHHBIMU U A0/KHbI GbITh 6€30MaCHO YTUIN3NPOBAHbl B KOHTEHepax,
npejgHasHauyeHHbIX AN5 3TON yenu.

Knacc meanUmMHCKNX 0TX040B B cooTBeTCTBMN ¢ CaHluH 2.1 3684-21 -

Wcnonb3oBaHHbIX MU - knacc b;

He ucnonb3zoBaHHbix MU - knacc A.

MPUMEYAHWE: MHoropa3oBble cBepaa U MeTUYNKN cneayeT 3aMeHATb nocne Makcumym 10
UWKI0B NOBTOPHO 06pa6oTKN/NaLMEHTOB UK B CyYae UX NOBPEXAEHUA N 3aTynneHns

MaTtepuan

Vspenne MaTtepuan

MykoTom EV-GS HepxaBetouwas ctanb B coots8 CASTM-F899

MunoTtHoe cBepno EV-GS Hepxasetouwas ctanb B cootB. CASTM-F899

KoHunueckoe/kopTukanbHoe cBepnio

EV-GS HepxaBetouwas ctanb B cootB. c ASTM-F899

Csepna EV-GS HepxaBetouwas ctanb B cootB. CASTM-F899

BTynkun HepxaBetouwas ctanb B cootB. ¢ ASTM-F899

UmnnaHTtoBog EV GS/
UmnnanTtoBog Profile EV GS

HepxaBetouwas ctanb B cootB. ¢ ASTM-F899,
M33K (nonnacnpacupkeToH)
rutaHoBblii cnnas (Ti6AI4V ELI) B cooTB CASTU-

Ctabunusnpylowuii abatmeHTt EV F899
BUHT Ans dhukcauuu wabnoxa TMTaHoBkIi cnnas B cO0OTB. ¢ ASTM F136

Csep/io Ans BUHTA ANa dukcauumn
wabnoHa

OuuncTtka n ctepunnsauyms

BAXHO:

« TMepepn Mcnonb3oBaHUEM B KANHUYECKOI NPaKTUKE BCE KOMMOHEHTbI 1 MWHCTPYMEHTHI,
nocTaBneHHble B HECTEPUILHOM COCTOSIHUN, CNeAyeT O4NCTUTL, NPOAE3UHBNLNPOBATL 1
npocTtepunu3oBaTtb COrnacHo ctaHaapTy ISO 17664. Pa36opHble MHCTPYMEHThI

HepxaBetouwas ctanb B cooTB. ¢ ASTM-F899

M EV-GS c SneKTpoHHO- OpaHopasoee 1 mpumenenne AEMOHTUPOBATL AN O4UCTKN. WX paspewaeTcs cobupaTtb NS CTEPUAU3ALUN TONBKO B
YKOTOM - TEepUNbHO nyHesas UCNONb30BaHNE CYXOM COCTOSHMM
cTepunusauyus . . .
o « Crepunusyiite xupypruyeckuii wa6noH Simplant SAFE B COOTBETCTBUN C UHCTPYKLUAMMU
3I'IeKTp0HHO* 10 NnpUMeHeHunt
MHoropasosoe npoussoanTens Dentsply Implants NV.

MunoTHoe ceepno EV-GS CrepunbHo nyuyesas N

cTepunuasuns VCNONE30BaHNE * Hewucnonb3syiiTe ynbTpassyKoByl OYMCTKY AN UMNNaHTOBOAA EV GS ¢ HAKOHEYHUKOM U3
KoHuuyecxoe/kopTukanbHoe SHEKTDOHHO- MHoropasoBsoe 10anMEHeHMH MoK

P CTepunbHO niyuesas P « Tpn 04nCTKe C NOMOLLbIO yNbTPa3Byka CBEpPia HEO6X0/MMO XPaHNTb OTAENbHO APYT OT

csepno EV-GS cTepunuzayus CNONb3OBaNUe Apyra, Hanpumep, Npu yNbTpasByKoBOl OUNCTKE AepXnTe CBepaa NoABEeWeHHbLIMN B

31€eLTPOHHO- 10 npumeHeHni Aepxarene

MHoropasosoe

Csepna EV-GS CTepunbHo nyuyesas ACIONb30BAHME

cTepunusayms
I'Ipe,u,BapMTeanaﬂ pyuHas ouncTka ana 963TMEHTOB 1 opToneAn4YecKnUXx KOMMNOHEHTOB - nagennsa HeOﬁXOAMMO TpaHcnopTupoBaTtTb

I'IpaBa Ha U3MeHeHNA coxpaHeHbl
C O a TOM U1K MHOM peruoHe Mupa MoryT 66Nb AOCTYNHbI He I
ce wanonmn Dentsply
MponssoanTens: S
P A . CocTosiHMe nHtopmalmum Irona
Dentsply Implants Manufacturing GmbH IEU 5978-RU-RU Ped. 2024-02 |m |ant5
Rodenbacher Chaussee 4, 63457 Hanau, Genriany A p
www.dentsplvimplants.com
www.dentspivsirona.com
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PyKoBOACTBO MO NPUMEHEHUI0

rpy6ble 3arpsA3HeHns HEO6X0AMMO YAaNATh HEMEANEHHO (MakCUMyM B TeyeHue ABYX 4acoB)
nocne UCNonb30BaHUs MANCOM HEMNOHOBOW WeTKoI f0 Mpy6ble 3arpsA3HeHns Heo6xoauMa
yAanaTb cpa3dy (He no3jHee ABYX YacoB) NocC/ae UCMNONb30BAHWUA MSATKON HEHNOHOBOW LW eTKoW
/,0 NONIHOTO OTCYTCTBUSA BHEWHMUX NPU3HAKOB 3arpssHeHus.

YneTpa3sykoBas ouncTka

CnepayeT NpuAepXuBaTbCca ANUTENbHOCTI BO3/AECTBUA N KOHLEHTPaLNii, yKa3aHHbIX

npon3BoANTENEM UCNO/b3YEeMOro MOloLLero CpeAcTsa

ABTOMaTUyeckasa npoueaypa

Ana achekTUBHOW aBTOMaATUYECKO Npoueaypbl TpebyeTcs npeasapuTensHas pyvHas

o4yucTKa.

Ana aBTOMaTnyeckoi npouyeaypbl cnefyeT UCNOMb30BaTh NpeAHa3HauYeHHble 415 3TOro

annapatbl 4715 04UCTKN M Ae3NHEKUNN, a TakKe CPeAcTBa 4NN OYNCTKM N HeldTpanusayum.

Cob6nogaTb ykazaHus Nnpou3BoAnTens annaparta s 0YNCTKU U Ae3nHdbekyun [o3upoBaTb U

NPpUMeHATb cpeacTBa ANA OYUCTKU U HeﬁTpanMaame COrnacHo ykasaHuam npoussogutens

PekomeHayeTcsi nporpamma 04UCTKU € TepmoaeaunHgekymneit (Ao £ 3000).

[ANns 04NCTKU peKoMeHayeTCa UCNOoNb30BaTb BOAY ONpe/ile/IeHHOro KavyecTtsa -

AEMUHepann3oBaHHYl0 BOAY UIW BOJY, COOTBETCTBYIOLLYIO 3TOW CTENEHN YNCTOThI.

MeToa aBTOMaTUYeCKOW Npoueaypbl GbiN yTBEPXKAEH AN CAyyaes NPUMeHeHUs cneaynouinx

maTepwuanos u usgenuii (cornacHo ISO 15683 n AAMI TIR 30).

* ABTOMAaTU4YeCKWit annapar Ana 04YNCTKW n Ae3nHdekyun tuna G 7836 CO. Miele & Cie. KG,
Gutersloh

Mporpamma ounctkn VARIO TO

MpepBapuTenbHOE NPOMbIBaHWE XONOAHON BOAOW (4 MUH)

OuncTka B TeyeHue 10 MUH. npu Temnepatype 45-55 'C

Helitpanusayus (6 MuH.)

MpomexyToyHoe NpoMblBaHNe X0N0AHON BOAOK (3 MUH.)

TepmopgesuHdekyns B TeyeHne 5 MuH. npn Temnepatype 90 *C (AO r 3000)

Cyuwka B TeyeHue 30 muH npu Temnepatype 105 *C

* Mowuwee cpeactso neodisher® MediClean forte (0,5 %)/ HelTpanuaylouee cpeacTBo
neodisnerBZ
(0,1 %), Dr, Weigert, Hamburg

Yxop

Mepep cTepunusauneii Bce N3fenus He06X0ANMO OCMOTPETL Ha NPEAMET BUAUMbIX

3arpAsHeHUi, yXyalWeHus CBOMCTB U/unn koppoaun. Oco6oe BHUMaHWE CreayeT yaensitb

TakuM 31eMeHTaM KOHCTPYKLWUM, KaK KaHaNbl, HECKBO3Hbe 0TBEpCTUsA, pe3bba, NoAHYTpeHus
n conpukacaloumecs NOBEPXHOCTH.

Crepunusauus
CTepunnsayuio ciejyet NpoBoAUTL B COOTBETCTBUN CO CNEAYIOLL el CXEMON.

1. MoproToBka K cTepunusauun: letanu 3aNaMMHNPOBaTh B NpejHa3HauYEHHbIE N5 3TOT0
CTepUnn3alnoHHble NakeTbl, 0406peHHbIe ANA NPOAaXM (ANA pbiHka CLIA: paspelleHHble
FOA) B Lenax MCNoNb30BaHNA C PEKOMEHAYEeMbIMU NapameTpamin cTepunnsaunn.
YnakoBKa jo/XKHa cOOTBeTCTBOBaTL Tpe6oBaHnAM cTaHgapTos EN ISO 11607
ANSI/AAMI ST79 n AAMI TIR12.

Ha kax/j0ii CTepunbHO# ynakoske A0/KHbI 6biTh NHANKATOP CTEPUNN3ALMN U faTa
cTepunnsayun
2. MapameTpsbl (corn I1SO 17665, EN 13060, EN 285 n AAMI TIR12)

MeTtog Cnoco6 OMTEIIHIOCTb AnnTBNbHOCTL
so3poiicrams* cynsici

[AvnHamuyeckoe

MeperpeTbiil ynanexnue Bosgyxa

Tap (EC**) (npeaBapuTenbHoe 134*C 3 MuH 20 muH
BaKyymMucoBsaHue
LUnHemunueckoe

MeperpeTelii y')AaneHne Bosayxa 132 *C (270 *F) 4 muH

nap [npeaBapuTensHoe 135 *C (275 *F) 3 MuH 20 wmuH
Bakyymuooeakue

MeperpeTiii Ynaneuue sosgyxa
paBUTaLUOHHbIM 121 *C(250 *F) 30 MUH 20 MUH

la
P cnoco6om

* YKazaHa MUHUMaANbHAsA ANIMTENbHOCTL BO3ENCTBUA; HA NpaKTUKe 06pa6oTka 06bI4HO
3aHUMaeT Go/ble BPEMEHU U MOXET pa3nuyaTbCs B 3aBUCUMOCTM OT annapata.

** Monb3oBatenn B cTpaHax EC 06s3aHbl CO6N104aThb BbIlWWENPUBEAEHHbIE NapaMeTpbl Npn
cTepunusauum neperpeThiMm napom.

3. YcnoBus xpaHeHus: CTepunn3oBaHHble KOMMNOHEHTbI CleAyeT XpaHUTh B CYXOM U
Hes3anbiNeHHOM MecTe Npu KOMHaTHOI Temnepatype.

JokymeHTauma

B Uensx o6ecneyeHns KOHTPONSA PEKOMEH/AYeTCS NPUKPENATL ChbeMHYI0 3TUKETKY C YNaKoBKY
K MeMLNHCKOI OKYMEHTALNN NaLneHTa.

JononHutensHasa nHgopmMmayma Ans nonb3osartenei

Bbl Bnageete nHdopmaumneir 06 onacHbIX AN5 KU3HU NHUUAEHTAX NN CEPbE3HOM YXY/LEeHUN
COCTOSIHWS 340POBbS NalMeHTa, CBA3AHHOIO C NPUMEHEHNEM NI06GOr0 U3 HaW X U3aennii,
npocum coo6WuTh 06 3TOM HaM U COTPYAHNKAM KOMNETEHTHOro opraHa B Baweii cTpaHe

ToBapHble 3HaKn

Bce TOBapHblie 3HAKKU 1 Ha3BaHUA KOMMNaHWUA SBNSAIOTCA COGCTBEHHOCTbIO COOTBETCTBYHOLLUX
Brajenbues.

Jlns ynyyweHus yutaemocTi AokymMeHTa komnakus Dentsply Sirona Irrplants He ncnonb3syet
CUMBONLI * 1 "* 8 OCHOBHOM TeKkcTe

Tem He MeHee kKomnaHua Dentsply Sirona implants He 0TKa3blBaeTCs OT CBOUX Npas Ha
TOBAPHbIO 3HAKM, U AaHHbI JOKYMEHT HE MOXeT GbiTb UCTONIKOBAH MHaYe

YCnoBust TpaHCNoOpPTMPOBKHU

[N MHCTPYMEHTOB - U3/4e/ins HEO6X0AUMO TPAHCNOPTUPOBATL U NEPeBO3NThL C
OCTOPOXHOCTbIO, B COOTBETCTBUN CO CNeLuanbHbIMU MEepamu NpeocTopoXHOCTH,
NPUMEHMMbBIMU K KaXA0MY BUAY MEANLMHCKOTO W3Aenus, npu Temnepatype oT -30°C g0
+60°C n cooTBETCTBYOLWEN BNaxHocTn Ao 80 %.

C€

npou3BoOANTENb:
Dentsply Implants Manufacturing GmbH

N nepeBo3nTb C OCTOPOXHOCTbI, @ COOTBETCTBMMU CO cneynanbHblMn mepamu
NPeAoCTOPOXKHOCTN, NPUMEHNMbBIMU K KQX/AOMY BUAY MEAULUHCKOTO U3JeNnns, npu
Temnepatype oT -50"C fo +50'C 1 cCOOTBETCTBYIOWEN BNAXHOCTU A0 80 %

Ycnosusa akcnayarauum

CTomatonornyeckue KAMHUKM n naGopatopuu.
Ycnosus akcnnyartauyum (nocne yctaHoBkn) *32 *C go +42 *C.

O6nactb NpyuMeHeHUsA
CtomaTtonows. 3y6Haa UMNAaHToNorus
CpOoK rogHOCTU

CPOK rOAHOCTU ANA CTEPUNbHbLIX U3ennii cocTaBnseT 5 net
CpOK rOAHOCTU AN HECTEPU/bHbIX N3Aennii cocTaBnseT 10 net.

FapaHTus Ha CMCTEMY MMNIAaHTaToB

ANA nonyyeHns NonHoW MHGopMaynm o rapaHTM NMNAAHTATOB CM. NOAPOGHbLIE rapaHTUiiHblie
yCnoBuUs Ha cucteMmy mmnnaHtatos. (ds-wor|-i

YNONHOMOYEHHbI NpeacTaBuTenb MPOM3BOAMTENSA HA
Tepputopumn Poccuiickon depepauunmn

000 "AeHtcnnait CupoHa"
1150835, r. Mocksa, Ha6. OeunHHukosckas, 4 18/1, cTp. 2, nomeu; 3H.
Tel: +7 (495)72510 87

O6bsiCHEHME CUMBO/IOB

Cumeon HaumeHoBaHue cumBona
J M3rotosutens
|ﬂnﬂ|-| Llata n3rotosneHus
Vcnonb3oBatb 40

|LOT| Koa naptun
|r ef | Homep no katanory

TR He cTepunbHo

ISTEiULeX

STSLE R

PajgnaunoHHas ctepunusanus

He cTepunusosaTtb NOBTOPHO

He ncnonb3osaTb Npu NOBPeXAEHNN yNaKoBKN

(8)

( 2 ) 3anpeT Ha NOBTOPHOE NPUMEHEHNEe

06paTMTech K UHCTPYKLUN N0 NPUMEHEHNIO

Esponeiickoe CooTtBeTcTBue (EC)

C€/CO

mMiXonly

Tonbko no peuenTy Bpaya

BHuMaHue! B COOTBETCTBMM C 3aKOHOAaTENbCTBOM CLIA
npojaxa AaHHOro npenapaTta MOXeT NPOU3BOANTLCS
TONbKO CTOMATONOraMi UK Bpayamu, UMeumn
NULEH3UIO HA OCYWeCTBNEHNE MEJULNHCKOM
[AEeATeNbHOCTN, NGO N0 UX NpeanucaHunio]

MeaunuuHckoe nsaenve

i1MD 1

O OpuHapHas cucTema cTepunbHoro 6apbepa

MpaBa Ha U3MEHEHNA COXPaHEHbI.

B TOM AN MHOM pernoHe Mupa MoryT 6biTb JOCTYMHbI He
BCE M3genus.

Dentsply
Sirona

CocTosiHne nHgpopmayum

Rodenbacher Chaussee 4,63457 Hanau, Germany IFU 5978-RU-RU Pep. 2024-02 |mp|antS
www.tlentsolvimalants.eom
www.dentsolvslroiia.corn
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PyKOBO,CI,CTBO no NPpUMEHEHNO

Astra Tech Implant System® EV
WHCTPYMEHTbI 419 PEMOHTA

OnucaHne cucTemsl

ACCOPTUMEHT cucTem umnnantatos Astra Tech Implant System EV Bkno4aeT geHTanbHble
MUMNNaHTaThl, BUHTbI-3arNYyWKN, TPAHCAECHEBbIE a6aTMEHThl U pyrue opToneaudeckune
KOMMOHEHTBI, a TAKXE XMPYpruyeckne u optoneanyeckne MHCTPyMeHTbl
MNpeanonaraembie N0Nb30BaTENN

Monb3oBaTensAMu JaHHbIX N3N JOMKHbI 6bITh IMLEH3UPOBAHHbLIE €PaYn/CTOMATONONM.
o6najatouine HaBblkaMn pa6oTkl B leHTaNbHOM UMNNAHTONOMMM U 3apaHee 03HaKOM/IEHHbIe C
nsnenuamun Astra Tech Implant System EV.

Knuunyeckas nonb3a v yenesas rpynna nauueHTos

Cuctema umnnaHTtatos Astra Tech Implant System EV pa3pa6oTtaHa An5 3aMeHbl 04HOT0 UAn
HECKONbKMX OTCYTCTBYIO WX 3y60B Yy NaLMEHTOB C Lie/1bl0 BOCCTAHOB/IEHUS XEBATeIbHOM
yHKuMM Llenesoit rpynnoit nauneHToB ABNSIOTCA NNLA C NOMHOCTLIO ChopMupoBaBsLieiics
YENoCTbI0, HE UMeloL e HU OAHOTO U3 NPOTUBONOKA3AHNIA, CBA3AHHBIX C AEHTANbHO
umnnanTauneil.

CoBMECTMMOCTb

M3aenus COBMECTUMbI C aCCOPTUMEHTOM CUCTEMbI UMMIaHTaToB Astra Tech Implant System
EV. a TakXe ¢ acCOPTUMEHTOM MMNnaHTaTtoB cucteMbl DS Implants, ocHaleHHbIX
coeanHeHnem EV (noapo6Hyo nHpopmayunio cm B Tabnuue Huxe) KOMMNOHEHTbl MOryT
MCMOoNb30BaTLCA TONLKO BMECTE C OPUNKHANBLHLIMU U3AENNAMU U UHCTPYMEHTaMy

Bce MHCTPYMEHTbI, KOTOPbIe MOTYT UCNO/b30BATLCA C KOHTPYII0BbIM HAKOHEUHUKOM.

CoBaMCTMbIOCTb
Cuctema
uMmnnauTaTos Aetra

Nmnnantat Nmnnantat

nsgenve implant System PrimeTaper EV OmniTaper EV

EV
Uwvnuuap
Hanpaenswowmii EV Aa Aa fa
3unka hparmeHTapHas Na Na Aa
3UMHTOBOI 3KCTpakTOp Na la Aa
duucTuTenb pesbobl Aa Aa Ja
®parMeHTapHble
ceeona ha Aa fa
FpenaHa M0 HHbIE

H

ceeona ha ha er
M3Bnekatenb
IMmnnanTaTos ha ha ha

Ha3HayeHue (MHCTPYMEHTHI)

MHOropa3soBble U OHOPA30BbIE XMPYPLIYECKNE U BOCCTAHOBUTENbHbLIE UHCTPYMEHTBI,
npefHasHauYeHHbIe AN YCTAHOBKYW, YAANEHUS W / NN 3aMeHbl 3yGHbIX UMNNAHTATOB,
a6aTMEHTOB W CTOMATONOTMYECKNX N1a60PaATOPHbIX MPOAYKTOB C L{€/1bi0 BOCCTAHOB/IEHMUS
XeBaTenbHON (PYHKLMM NayueHTa. MHCTPYMEHTbI MOTYT UCMONb30BATHCA B ABYX PasHbIX
pabounx npoyeccax: ycTaHoBKa W yAaneHne Ha ypoBHe UMNaaHTaTa Uau yCTaHoBKa
yAaneHue Ha ypoBHe abaTMeHTa

MNMoka3aHunsa K NMPUMEHEHNIO

MHCprMEHTbI ANA pemMOoHTa N U3B/IEYEHUSA UCNONb3YIOTCA ANA yaaneHns q)pal'lMeHTDB BUHTOB
n3 umnnaHTata/abatmeHTa unun Ana ynaneHunsa nmnnaHTata/abaTmeHTa

Lununap Hanpasnsiouui EV

Lunuuap Hanpasnsiowmnit EV CNyuT Ans HanpaBneHus MHCTPYMEHTOB B LLEHTP (hparmenTa
BMHTA abaTMeHTa B UMNNaHTaTe. MICNob3yeTcs C PYKOATKON AN HANpaBAsaoLWLero 4uauHapa

Uuvnuuap HanpaBnswwuit Ans abatmeHta YHun EV

LvnuHap HanpaBnsiowuii Ans a6attueHTa YHu EV CNy)uT 45 HAnpasBieHNsi NHCTPYMEHTOB B
LUeHTp thparmMeHTa BUHTA MOCTOBUAHOTO NpoTe3a B a6aTMeHTa YHu EV. Vicnonb3yeTtcs ¢
PYKOATKOI AN HaNpaBnsoWero wTukapa

PykosiTka ANs HanpaBisAWero yuanHapa

Perynupyemas pykoaTka ANs UMAUHAPOB Hanpasnsiounx

Bunka pparmeHntapHasn

Bunka thparMeHTapHas Ucnosib3yeTcs 415 W3BNeYEHNs hParMeHTOB BUHTOB abaTMeHTa 1
MOCTOBU/HOTO NpoTe3a

BUHTOBOW 9KCTPaKTOp

BUHTOBOW 3KCTPAKTOP UCNONbL3YeTCs AN U3BNeYeHUs (PPanMeHToB BUHTOB abaTMeHTa.
OuncTnTenb pe3bbbl

OuncTnTeNb pesb6bl UCTIONLIYETCA ANA OUMCTKN Pe3b6bl BHYTPU MMNNaHTaTa/abaTMeHTa
®parmeHTapHble cBepna

®parMeHTapHoe CBEPNO UCNONb3YeTCA N8 CO3/laHNA BbIEMKM BO thpanneHTe BUHTA
a6aTMeHTa/MOCTOBUAHOTO NpoTesa.

Vi3BnekaTenb NUMNNAHTaTOB

VaBnekatenb UMNAAHTATOB UCNO/b3YeTCA A8 U3BNEUEHUS NOBPEXAEHHbIX MMNNAHTATOB UK
WMNNIAHTATOB C NOBPEXAEHHOW BHYTPEHHEl pe3b6oit

TpenaHaunoHHble cBepna

TpenaHaunoHHOE CBEPIO UCMOMb3YeTCA AN U3BNEYEHUA YACTUUYHO MW NONHOCTLIO
OCTEOUKTErPUPOBAHHbLIX UMNNAHTATOB.

Kniouy gna n3sneyeHna abatmeHTta YHu EV

Vicnone3yeTcs Ans u3BneveHns a6atmeHTa YHu EV

M3BnekaTenb pe3b60BOii a6aTMeEHTa YHU

N3Bnekatenb pe3b60oBOii abaTMeHTa YHW UCnonb3yeTca A4NA N3BneYeHns abaTMeHTOB YHU C
noBpeX/eHHOM BHyTPeHHel pe3b60oit N ANA yaaneHus noBpexaeHHbIXx a6aTMeHTOB YHU B
umMmnnaHTatax TX uav umnnaHrarax ¢ coeguHeHunem EV

Cea

Mpoussogutens: Oentsply Implants Manufacturing GmbH
RodenOacher Chaussee 4. 63457 Hanau, Germany
www.dentsplvimnlants.com
www .defitsplv8iroiia.com
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Dentsply
Sirona
implants

[N 03HAKOMNEHUs C
VHCTPYKLUSMU MO NPUMEHEHNIO 1
rnoccapuem CMMBO/OB

L nepeiignte Ha cait
ifo.dentspivsirona.com

MNokasaHuns

OCNOXHEHNS NOC/IE UMNNAHTONOTMYECKOTO IEYEHUA YACTUYHOTO NN NOMTHOTO OTCYTCTBUS
3y6oB

[poTnBonokasaHusA

Annepruyeckue peakuuu unu runepyyBcTBUTENLHOCTL K NCNONb3YEMbIM MaTepuanam (Cm.
pasgen «MaTepuansi»)

MpeaynpexaeHus

MposeaeHne xupypruyecknux onepaumuii 8 pOTOBON NONOCTA M CTOMATONOrMYECKOe

npoTe3anpoBaHne CBA3aHbl C 0GLMMIU PUCKAMU OCTOXKHEHUN.

* Bcnydyae noBpexaeHus NOBEPXHOCTU COEMHEHNA NMNNAHTaTa NPOTe3npoBaHmue Ha
MMNAaHTaTe CTAHOBMTCA HEBO3IMOXHBIM, U UMNNAHTAT NPUXOANTCA yAANNTb

« CospaHne pe3bbbl CTAHOBUTCA HEBO3MOXHbLIM, MO3TOMY NPOTE3 HEBO3MOXHO COXPaHUThL

« TayneHT MOXeT NPOrNOTUTL MW BAOXHYTb CNYYaiHO ynaBlne KOMNOHEHTbI, HTO MOXeT
npNBECTN K NOBPEX/AEHNI0 NNLLLEBAPUTENbHOI/AbIXaTeIbHOW CUCTEMbBI UK YAYLL bIO
C Menkumu npegmeTamu Heo6X0AMMO 06pallaTbCs OCTOPOXKHO.

* Heo6x0ANMOCTb yjaneHus UMnaaHTaTa nocae noJOMKN UHCTPYMEHTOB U CONYTCTBYIOWLEr0
noBpexAeHNs aHaTOMUYECKNX CTPYKTYP

+ Cockanb3biBaHNe NHCTPYMEHTOB, KOTOPOE MOXET MPUBECTYU K NOBPEXAEHUIO OKPYXKAK LLUX
CTPYKTYP.

« 3acTpesaHue/N0NOMKa UHCTPYMEHTOB

Mepbl NpesoCTOPOXHOCTHU

« Tepep BbINONHEHMEM KaX/O0M Npouefypbl cneayeT y6eAnTbCs B TOM, 4TO BCe
HE06X04UMbIE KOMNOHEHTbI, UHCTPYMEHTbI 1 MaTepnanbl 4OCTYNHbI B Tpe6yeMom
KOMYECTBE U NONHOCTLI0 NPUTOAHBI K NPUMEHEHUIO.

Pacnonoxure nayueHTa Taknm 06pa3om, 4To6bl ONACHOCTL BAbIXaHWUA AeTaneil 6eina
cBefeHa K MUHUMYMY.

Bce KOMMOHEHTbI, UCMO/b3YEMbI0 BHYTPU POTOBOI NONOCTH, AO/MKHbI 6bITh 3athNKCUPOBaHbI
BO M36exaHne UX BAbIXaHUS UAW NPOrNATbIBAHNSA.

Mpu npenapuposaHnn ¢ NOMOLLbIO CBEPN HEO6X0ANMO UCMNONb30BaTL PEKOMEHAYEMYIO
MaKCUManbHYI0 CKOPOCTb 3anpeljaeTcs NpesbilaTh MaKCMManbHyl CKOPOCTb, a Takxe
CHUXATb ee 0 YPe3MePHO HU3KOTO YPOBHS

Mpu 3HAYNTENBHON AaTPO( UM HUXKHET YENICTH CYLLeCTBYeT PUCK ee NepesiomMa BO BPEMs
XUPYPruyeckoi onepaunu unu nocne Hee

ECN B CBA3M C HEGNArONPUATHLIMIU AHATOMUYECKUMW YCNOBUAMU NHCTPYMEHTbI He
NOAXOAAT UNU HE MOTYT MPUMEHSATLCS N0 APYTUM MpUYUHAM, HEOBXOANMO OTKasaTbCs OT
AanbHeilnx 3annaHMpoBaHHbIX onepaymuii NPOTe3NPOBaHNA C ITUMU UHCTPYMEHTaMM 1
HaliTn anbTepHaTuBy.

V3penus, npeaHasHayeHHble AN 0JHOPA30BOr0 NPUMEHEHNSA, HE JO/KHbI UCMONb30BATLCS
noBTOpHO. HecobilogeHne 37O Mepbl NPeA0CTOPOXHOCT MOXET NPUBECTU K NoTepe
TOYHOCTM W NPELU3NOHHOCT MHCTPYMEHTOB BCNEACTBUE NX MONOMKN

V3penus, npeaHasHayeHHble ANs PYYHOTO UCMONb30BAHUS, HE AO/KHbI NCMONb30BATLCS C
KOHTPYINI0BbIM HAaKOHEUHUKOM

3annaHupyiite JOCTAaTOYHO BPEMEHN ANSA TUATENILHOTO UCMONBb30BAHUA UHCTPYMEHTOB ANs
pemoHTa.

Heo6x0A1MMo 06ecneynTb 40CTaTOYHOE NPOCTPAHCTBO BOKPYF UMMAaHTaTa, noanexauiero
PeEMOHTY

3aTynuBlINECS CBepna CnejyeT cpasy Xe 3aMeHnTb

Heo6x0MMO UMeTb & Hanuuuu TpenaHalMoHHOe CBEP/o, NoA06paHHoe No AnameTpy
uMnnaHTaTa, ANs yaaneHus uMnnaHTaTa B Cliyyae Hey[jauHoro pemoHTa (Hanpumep,
NOSIOMKM UHCTPYMEHTA).

HexxenaTtenbHble peakuuun

K HexenatenbHblM peakyusm, BO3HUKaUWUM BO BpeMA WaKN nocne nevyeHnsa, moryrt
OTHOCUTbCA

* annepruvyeckue peakuynmn nnn rmnepyyBCcTBUTENIbHOCTb K UCNO/Nb3yeMbIM MaTepuanam (CM
pasaen «Matepuanei»);

BAblXaHue uau npornatbiBaHne KOMMNOHEHTOB MOXET NPUBECTU K NOBPeXAeHuto
nuiLeBapuTenbHON/AbIXaTENbHON CUCTEMbI UM YAYW IO,

Heo6paTumoe NoBpexjeHne Hepsa unn 3y6a.

noBpex/AeHne YeNI0CTHO| KOCTU AN raliMopoBoii Nasyxu.
HEKPO3, BbI3BAHHbI/ HEAOCTATOUYHBIM OXNaXAEHNEM NN YPE3MEPHON CKOPOCTbI
BpaleHus:

TPEL,MHA B HUKHEI YenocTu.
HeyCcTpaHUMOe KpoBOTeYeHne nocie ontayum (Hanpumep, B pesynbTaTe NoBpexaeHns
A3bIYHOI apTepun);
MocneonepaynoHHbIii AUCKOMGOpPT, B TOM Yuche.
« oTek;

+ remaToma;

* BpeMeHHaa MmecTHasa NpunyxnocTb.

* BpeMeHHas aHecTe3na Unn napecrtes3nsa C 3aTpyaAHEHUAMU NPU XXeBaHuu.
* 60nb:

yTpaTa umnnauTaTa,
nokanbHas UAN cMCTeMHas UHeKyus,
NONIOMKN NAN NOBPEXAEHUA UMNNAHTATOB;

+ OcTeTuyeckue unu d)yHKLLVIOHanhHhIe OCNOXHeHnAa
MHgopmaymsa o MPT-6e3onacHoCTH
HenpuMeHNMO K MHCTPYMEHTaM AN pPEMOHTa U U3B/eYeHns
[Mowarosas MHCTPYKLMA

OnucaHue WHCTPYMEHTOB A/14 PeMOHTa U n3BsieveHus

I'Ipasa Ha N3MEHEeHNA COXpaHeHbl
Mo 3anpocy MOXHO MOAYYUTb UHCTPYKLMIO HA APYTUX A3blKaX

Dentsply
Sirona

Implants

B TOM WAW MHOM pernoHe mMupa MoryT GblTb JOCTYNHbI HE BCE
n3penus.

CocTosHue nHopmaynm
IFU5979-RU-RUPBfl 2024-02
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WHCTPYKUMUA NO NPUMEHEHUIO

MakcumanbHa NHCTOYMEeHTb ANA yaaneHns abeTMeHTOB

8 CKOpPOCTh 1
VHCTPYMEHT Makculunbn 11

bl KPYTAW NG

MOMEHT
Knwou agna nseneuenns abatmenTta YHn

EV ucnonb3yetca ANna n3BneyeHuns
iS abaTmeHTa YHU EV.

VIHCTPYMEHTbl ANA W3BNEYEHUA hpParMeHTOB BMHTA
Lunuuap Hanpasnsaw wuii EV ucnonbsyetca gnsa
HanpaBieHNs UHCTPYMEHTOB B LLEHTP dhparmeHTa
BUHTa abaTMEHTa 1 3awWnaeT BHYTPEHHIOK ~
pe3b6y nmMnnaHTaTta. |

LnnuHapbl MapkupoBanbl Lngpamn. yr «ar VMaBnekaTenb pe3b60B0ii abaTmMeHTa f
3603HaualWMMm AuameTp, u Gykaamu EV YH1 ucnonbsyeTcs ANs U3BNEYEHUS I H
abaTMeATOB YHU C NOBPeXAEHHOW ii

UunnuHap HanpaBnso wuii ana a6atmenTta YHu , Q B 1¢
KCNonb3yeTcs ANA HANpaBieHNA NHCTPYMEHTOB B >— 59, 9HyTpeHHeli pe3b6oii unn Ans ypanequs 1J
LeHTp hparMeHTa BUHTA MOCTOBUAHOTO NpoTesa B N i NOBPEX/1eHHbLIX a6aTMEHTOB YHN B I
abaTmemTe YHN EV. LM nmnaanTatax TX uam nMmnnaHTarax ¢ 1l
3unuHNoblI MaoknooeaHsl Gyksamu «Uni» u «EV» o coeguHeHuem EV. J

PyKoATKa AN HaNpaBnsio W ero YuAuHApa -
Monomka BMHTa abaTtmeHTa B uMnnaHTaTe

Hanoas/fIoWKN N
Bunka mpal’MeHTapHaﬂ nownb3yeTcs gns < Monomkn BUHTa abaTmeHTa cnyyawTcAa B umMnnaHtarax ns-sa HeﬁnaronpvaHoM Harpysku un
n3BneyeHus hparMeHTOB BUHTOB abaTmMeHTa n BHELWHUX cun.

WOCTOBMAHOTO NpoTE3a Huxe npuseaeHsbl Nowarosele NpoLeaypbl U3BneyeHus parmeHTa BUHTa abaTMeHTa 13
Bunka d]parMeHTapHaﬂ MapkuposaHa pasmepom i unMmnnaHrara:

War  Mooveaym oemouTa Ha ypoBHE UMIM/IaHTATOB

Qunka hparmeHTaoHas -+ O4ncTUTENb 0€3b6bI

doarMeHTaoHoe CBepao « Bunka doarmMeHTaoHas - OuncTuTens pesb6bl
®oarmemMTaoHoe CBEPNO — BUHTOBOW 3KCTPakTop -+ OUMCTUTENb Pe3b6bl
Ypankte KMNnaHTaT ¢ NOMOLLblo 3BAeKaTeNs UMNNAHTaTOB UAN
roenaHaunoHHoro ceBcna

3e3b6bl VIHCTPpYMEHT npefHa3HavyeH TONbKO ANSA

PYy4YHOro ucnonb3oBaHusa MCHOﬂbSySTCRC 1
opToneanyYeckoil pykosTKoii ansa 4
ANHAMOMETPUYECKOTO KNloya.

5B WM e

UvnuHap HanpaBnaw wmii EV

®parmuTapHoe CBEpnoO ucnonb3yercs A 1. MpucoeguHnTe UUNNHAP HanpasBnswoWni EV k
ANA co3AaHnA BblEMKN BO hparmeHTe J PYKOTKe ANA HanpaBAAoWero LUAMHApPa.
3nHTa abaTMEHTa/MOCTOBUAHOTO || 1500 06./MuH

TpoTeaa 1

Csepia MapkupoBaHbl fUaMeTpoM. i
2. MomecTuTe LUNUHAP HanpaBnswwWKii EV B uMnnaHTat n
KPEenko ero gepxure

BUHTOBOI 3KCTPaKTOP UCMONb3yeTCs o
s M:B;eHZH;ﬂp;\J ;_&e:mo:sziioi JS MPUMEYAHWE: B TeyeHnune Bceil npoueaypbl UNNMHAP
A P : AOMKEH 6bITb NapanneneH BepTUKanbHo ocn
abaTmeHTa 3
M umnnaHTaTa.
BWHTOBOII 3KCTPAKTOP MapKMpoBaH 3
AnameTpoMm WMHCTPYMEHT npejHasHayeH ‘4 . .
TONLKO ANS PYUHOTO CNONBI0BAHMA 1 3. Wcnonb3yiiTe uuAWHAp Hanpasnswwnii E\\gnu

I HanpasieHus parMeHTapHoro cBepaa uau BUIKu
parmeHTapHoOi Npu n3sneyeHnn hparMeHToB BUHTA
abaTMeHTa U3 UMNNaHTaToB

Mcnonb3yeTca ¢ XMpypruyeckoi
9YKOATKOW AN5 ANHAMOMETPUYECKOTO n
(nwouva. a

VHCTpYMuTh! A1 ouncTKY
MYTOAUHON Mab6bl
Bunka dhparmeHTapHas

1 Mpucoeguuute BUNKY hparMeHTapHyio K
OpTONEeANYecKoit PpyKosTKe ANA AUHAMOMETPUYECKOTO

O4YnCTTTTeNb pe3b6bl MCnonb3yetcs -
AN OYUCTKU BHYTpPEHHEel! pe3b6bl j

amnneHTaTa/aéatMeHTa 4

BuncTTensb pesbbbl MapKUpoBaH A Kknioda.

3a3MepoM pe3bbbl. MIHCTPYMEHT j MomecTuTe BUKY hparMeHTapHyio B UNANHAP
TPeAHAdHAYEH TONLKO ANA PYYHOTO Hanpasnsowui EV.

ncnonbL3osaHua Mcnonbsyercs ¢ ' 3 Bpyu4Hylo NOBepHUTE BUKY hparMeHTapHy NpoTus
3apToneAnyeckoil pyKosTKoi ans 4acoBOi CTpenku, Haxumas Ha pparMeHT BUHTA.
AVHamomMeTpuyeckoro knw4a a. Ocna6us gparmMeHT, NnpojonxaiTe ero OTKpyunBaTh.

5. YAanute umnnHAp Hanpasnsiowuii EV u ussnekute

(parMeHT BUHTA NMUHLETOM MW aHANOTUYHBIM
WHCTPYMEHTLI 1A W3BNEYEHNA UMNNAHTATOB

MHCTPYMEHTOM.

NPUMEYAHUE: Y " ‘ oo

> Ecnu hparMeHT BUHTA HEBO3MOXHO U3BNEYbL Ha Wware 1, nepexoauTe Kwary 2 u
WasnekaTenb NMNNAaHTaTOB ucnonb3yiiTe hparMeHTapHoe CBEP/O AN CO3/aHNs BO hparMeHTe BUHTA BbIEMKN ANS
ucnonb3yeTcs ANA U3BNeYeHus 0 BU/KN dhparmeHTapHoii
MNOBPEXAEHHbIX UMNNAHTATOB NN Ecnu coparMeHT BUHTA HEBO3MOXHO M3B/ieYb Ha wWware 2, nepexoAunTe K wary 3 v ucnonb3yiite
MMNNaHTaTOB C NOBPEX/AEHHON ¢ parmeHTapHoe CBEPNO ANS CO3AaHUs BO parMeHTe BUHTA BbIEMKMN N5 BUHTOBOTO
BHYTpeHHei pe3b6oii 3KcTpakTopa

OumncTuTeNb pesbobl

nNpUCoOeANHNTE NOAXOAALMUA OUNCTUTENb PE3bObLI K
OpTONEeANYecKoi PyKoATKE ANS AUHAMOMETPUYECKOTO

TpenaHayuoHHOe CBEPNO UCMONb3YETCA
ANA U3BNeYeHns 4acTuyiHo unu

N

MONMHOCTBLKO 0CTeoUKTErpupoBaHHbIX j Knioua.
iMinaxratos L 2. OCTOpPOXHO BCTaBbTE OUNCTUTENb Pe3b6bl B
&ig?:z?:f:::‘: C:;Egao’:lnasn';:ioazig:; ;‘ UMNNaHTaT. Y6eANnTeCh, Y4TO OH NPaBnIbLHO
P P ! 300 06 /MuH 3auenuncs B pesbbe.
3Bepiia MapkupoBaHbl AUamMeTpoM ¢ P, M
AMUHOM CBEpAa UMEI0T METKM rny6iHLI be 3 OuucTuTe BCIO Pe3b6y NpNU NOMOLLN OUNCTUTENS
COOTRETCTRYIOME PAZIUYHKIM : A pe3b6bl. MoBopaynsaite oUncTuTeNb pesbbbl ¢
SHAUGHUAM A/1MHE! IMNAHTATOB: A nepepbiBamMu, Ha NONOBUHY 060pOTa U Ha3af, YTOGbI
Bbll‘lyCKaDOTCp;! ceepna KDpOTKMe’(6-13 ) BbMUCTUTL U3 Pe3b6bl BO3MOXHbIE (hparMeHThl
nanuHHble (6-17 Mm)
MpaBa Ha U3MEHEHMUs COXPaHeHbl
C € Mo 3anNpocy MOXHO NOAYYUTL UHCTPYKLMIO Ha APYTUX A3bIKAX.
B TOM 1U/iM MHOM PEr1oHe MUpa MOryT GbiTh JOCTYMHbLI HEe BCe DentSpIy
. nsnenns.
Mpownssogutens: Dentsply Implants Manufacturing GmbH A Slrona
Rodenbacber Chaussee 4, 63457 Hanau, Germany CocTosnme urdopmaLumn |mp|ant5

www .tientsplvimDlants.com
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WHCTPYKUMA MO NPUMEHEHUIO

®dparmeHTapHoe cBepsio TpenaHaunoHHoe cBepo

1. MpucoeanHHTe parMeHTapHoe CBepo K Ecnu BCe NpouuB MeToAbl yianeHns dparMeHTa BUHTa abaTMeHTa He nomoraioT, ocTaeTcs
KOHTPYIMOBOMY HaKOHEUHUKY. TONbKO TPENaHNpoBaTh UMANAHTAT

2. MomecTuTe thparmMeHTapHoe CBEpPo B UUANHAP BAXHO: [laHHylo npoueaypy Heo6X0ANMO NPOBOANTbL NP MUHUMANbLHOW CKOPOCTU U
Hanpasnsowmii EV 06MNbHOM NPOMbIBAHUU, 0GHAXMB KOCTb N1 NIY4LIET0 BU3YanbHOTO KOHTPONS.

3. HauHuTe cBepfieHue NPoOTUB YACOBON CTPENKMU 1 BeiGepuTe nogxopauiee TpenaHaunoHHoe cBepno
(hparmeHTapHbIM CBEP/IOM Yepes UnAMHAP 2. MpucoegnHNTe TpenaHaynoHHOE CBEP/IO K KOHTPYT/I0BOMY A

Hanpaenswowmuii EV npu makcumanbHoii ckopocTu HAKOHEUHMKY.
BpaueHna (1500 06/MUH) 1 06MNBbHOM MPOMbIBaHUN
CTepUbHLIM (hM3NONOTNYECKNM PacTBOPOM

w

YcTaHOBUTE TpenaHalMoHHOEe CBEPNOo Ha uMnaaHTaT

4. HauHuTe cBepiieHne Npn MUHNMaNbLHON ckopocTn (He
MPUMEYAHWE: Bblemka j0/XHa 6biTb pacnonoxeHa B Gonee 300 06./MMH) U 0GUNEHOM NPOMLIBAHMM f .
LleHTpe dparMenTa BUHTA. CTEPUNbHBIM (DU3NOIOTUYECKUM PACTBOPOM.
CeepnuTe BAONbL OCU MMNAaHTaTa. " B"» !I

o

MpogonxaiitTe CBEPNTL, NOKA BEPXYLW KA UMNAAHTATa He

[AOCTUTHET HYXHOM OTMETKN rNy6UHbI HA TPenaHaLMoHHOM

csepre. »
6. V3BnekuTe UMNAaHTAT NUHUETOM UAN NOGLIM APYrAM

NoAXOAAUNM UHCTPYMEHTOM.

Monomka BUHTa MOCTOBMAHOIO NpoTe3a B abaTmeHTe

4. CBepnuTe c nepepbiBaMu, B MPOMEXYyTKax
BbluMlialiTe BO3MOXHbIe (PparMeHTbl.

. MpoponxaiiTe cBepanTL 0 Tex Nop, nNoka o
(parmeHTe BUHTa He ByaeT co3gaHa HeboNblas
nonocTb (ablemka).

o

MPUMEYAHWE: Mpu ncnonb3osaHnu wara 3 0CTOPOXHO NPOCBEPNNTE BO hparMeHTe BUHTaA MosIoMKN BUHTA MOCTOBMAHOIO NpoTe3a Cy4anTcsi B abaTMeHTax u3-3a He61aronpusTHoii
NoNOCTb Ha BClO rNy6uUHYy CBepauTe A0 Tex Nop. noka BEPXHWUi Kpai YepHO MeTKu He HarpysKkn 1 BHEWHNX CUA.
coBnajeT c BEPXHUM Kpaem UWAMHAPa Hanpasnsolero EV. Huxe npuBefeHbl NoWaroBble NpoLeaypbl U3BNEUYEeHNs hparMeHTa BUHTa MOCTOBUAHOTO
BUHTOBOI 3KCTpakToOp War Mpouyeaypa pemMoHTa HAypoBHE a6aTMEHTOB
1 TpucoeanHUTE BUHTOBOM IKCTPAKTOP K XMPYPrnueckom Bunka (boermentapHas * OuncTUTeNb pe3bbbl

PYKOSITKE ANS ANHAMOMETPUYECKOTO K/lYa 2 doarmeHTaoHoe cBepno — Bunka hparmeHtapHas —e OYUCTUTENb Pe3bObl
MPUMEYAHVE: BUHTOBOI 9KCTPAKTOP AO/KEH BbiTh 3 V3BneknTe a6aTMEHT C NOMOU/bIO K/loYa ANA N3BNeyeHus abaTMeHTa YHu EV unu
npaBWNbHO 3aKpenneH B pykosiTke. lWecTuyronbHas yacTb usBnekarens pe3b6oBoro abatmMeHTa YHu
CTEPXHS A0MKHA 6bITb NONHOCTEID BCTAB/IEHA B PYKOATKY
2. TomecTuTe BUHTOBOI 3KCTPaKTOp B MMNNaHTaT Ll,VIﬂMH,D,p Hanpasnmou.mﬁ ana abaTmeHTa
3 Bpy4HYI0 BBEPHUTE BUHTOBO/ 9KCTPAKTOP NPOTUB YHu EV

4acoBO cTpenkn B hparMeHT BUHTa (6€3 uunuHapa 1 TpUCOeAMHATE LMAMHAD HANPaBASIOWUE ANA

Hanpasnsiouiero EV). abaTmeHTa YHN EV K pyKoATKe 4na Hanpasnsouiero
. Wcnonb3ys ko4 AuHamomeTpuyeckuit EV, nosepHute unnuHapa.

NpoTUB 4acoBOW CTPenkun, YTo6bl U3BNEYL hparMeHT

BUHTA.

Bce Bpems 4aBnTe Ha BUHTOBOM 3KCTPAKTOP.

IS

2. MoMecTUTe UUAUHADP HanpasnsaowWmui gns
abatmeHTa YHuU EV Ha a6aTMeHT YHN EV n kpenko
NMPUMEYAHWE: Ecnu pparMeHT BUHTA HEBO3MOXHO W3BNEYb, yAanuTe UMnnaHTar. ero aepxure.
MPUMEYAHUE: B TeueHne Bceit npoueayps!
Ypanesue nvnnadrara UWAMHAP AONIXEH BbiTh NapanneneH
Ecnu BCce npoune mMeToAbl yaaneHua dparMmeHTa BuHTa abaTtmeHTa He nomoraiT, yganute BEPTNKaNbHOIi ocu abaTmeHTa.
MMNAaHTaT Npu NOMOLW N U3BNEKATENs UMNNAHTaTOB AN TpenaHaLMoHHOTo cBepna.é
3. Vicnonb3yiiTe UNAVHAP Hanpasnsw Ui ana
NMPUMEYAHUE: abaTmeHTa YHu EYans Hanpasnenus
* [Ans ypaneHns noBpexAeHHbIX UMNNAHTaTOB UM UMNNAHTATOB C NOBPEX/AEHHOIA (hparmeHTapHOro cBepna unu BUIK1
BHYTPeHHeii pe3b60oil ncnonb3yiiTe n3BnekatTenb UMNAaHTaTOB. (hparmeHTapHoii Npu nsBne4eHnn parmeHTos

BMHTA MOCTOBWAHOIO NpoTesa u3 abatmeHTa YHu
EV

. Aﬂﬂ yoaneHna 4acTUYHO UNKN NOMHOCTbI OCTEOMHTErpMpOBaHHbLIX UMMNIAHTATOB
MCnoNb3yiiTe TpenaHaLuoHHoe CBepo.
N3BnekaTtenb MMNIaHTaToB

1 MomecTuTe n3BnekKaTtenb UMNAaHTaToB B pe3b6oay|o 4acTb
Bunka cpparmeHTapHas

umnnaHTata.
2 MNoBopaunBaiiTe NPOTUB YacOBOI CTpenkun, HagaBnusas 1 MpucoeanHuTe BUAKY (hparMeHTapHyo K
Ha U3BnekaTenb UMNNAHTATOB, MOKA OH He 3aduKkcupyeTcs opToneanyeckoil pykosTke Ans
B HYXHOM MOIOXEHUN. ANHAMOMETPNYECKOr0o Kiua. Lilp
2. MomMecTUTe BUNKY hparMeHTapHy0 B LNIUHAP
HanpasnsloWwuii Ans abatmeHTa YHu EV.
3 Bpy4Hylo NoBepHUTE BUIKY (hparMeHTapHyio i
NPoTWB Y4aCOBOI CTPENKN, HAXMMAs Ha
(parMeHT BUHTa Yepes UUAUHAP HanpaBAsoWwnit u
Ans abatMeHTa YHu EV A "
4. Ocnabus ppanueHT. NpogonxainTe ero
OTKpyuMBaTh
MPUMEYAHWE: NHorga octaeTcs TONbKO HE6ONbLION 5 YganuTe uMnvHAp Hanpaenswowuii gna abatmeHTa
Y4aCTOK WaxThl BUHTA, U AOCTUYL (PUKLUOHHON YHu EV 1 u3Bneknte parmeHT BUHTA NUHLETOM
huKcauum CNoXHO. B Takux cnyyasx oTpexbTe Unu MY aHanorm4yHbIM MHCTPYMEHTOM
cownudyiiTe KOHYMK MHCTPYMEHTa 1 nonpobyiite ewe MPUMEYAHUE:
pas « Ecnu hparMeHT BUHTA HEBO3MOXHO M3B/eYb Ha Wware 1. nepexoanTe K wary 2 u

ncnonb3yitiTe hparMeHTapHoe cBepno Ans co3jaHus Bo ppanveHTe BUHTA BblIeMKN ANS
BUNKU chparMeHTapHoii

« Ecnn Cbpal'MeHT BWHTa HEBO3MOXHO M3BNEYL Ha Wware 2, nepexoauTe K wary 3 n nssneknte
abaTMeHT ¢ NOMOLWbIO KNKYa ANA U3BnevyeHus abaTmeHTa YHu EV nnu nssnekarens
pe3b60oBOro abatmeHTa YHu

OuncTutens pesbbbl
MpucoeanHnTe K N3BNEKaTenio UMNNaHTaToB NM60 MpucoesnHNTE NOAXOAALLNIA OUNCTUTEND Pe3bbb: K
POXKOBbI K/loY, NGO PYKOATKY ANS JUHAMOMETPUYECKOTO opTONeANYEecKoil PyKOSTKe ANSt LUHAMOMETPUYECKOTO KloYa ~
Knioya 4x4 opToneAMYEeCcKyI0 HU3KYI0 C K/ToYOM OCTOPOXHO BCTABbTE OUYNCTUTENb PE3bL6bI B WAXTY BUHTA.
Amuamometpmuecmm EV. - Y6epuTech, 4TO OH NPaBUILHO 3aLenunca B pesbbe
MpoponxaiiTe nosopaunBaTs NPOTUB 4aCcOBOW CTpenky, OuncTuTe BCIO pe3bBy Npu NOMOLYN OUNCTUTENS Pe3bbb!
BCE BpeMms HajjaBnmBan Ao TeX Nop, Noka UMNNaHTaT He MoBopaunBaiitTe oOUNCTUTENb Pe3L6LI C NepepbiBamMu, Ha

Ha4yHeT nosopaunsatbCa NoN0BUHY 060pOTa U HAa3ag, YTO6bl BbIYNCTUTL U3 Pe3b6bl
MpogonxaiTe 4o Tex nop, Noka MMNaaHTaT He 6yget BO3MOXUbE (hparMeHThl
n3BsievyeH U3 KoCTu.

w
N

N

IS
w

o

MNpaBa Ha U3MEHEHUs COXPaHEHbI
Mo 3anpocy K/HXKHO MONYYNTL MHCTPYKLMIO Ha APYTNX A3bIKax

B TOM MAW MHOM pernoHe mupa mMoryT 6biTb JOCTYNHbI HEe BCe Dentsply

MpousBogutens: Dentsply Implants Manufacturing GmbH u3penua. Slrona
Rodenbacher Chaussee 4, 63457 Hanau, Germany CocTosHne undopmanmn Implants

www.dentspivim plants.com IFU5979-RU-RUPefl 2024-02
www.dentsplvsirona.com
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WHCTPYKUNUS MO NPUMEHEHWIO

®parmeHTapHoe CBepno

i

MpucoeanHbITe hparMeHTapHOe CBEP/IO K KOKTPYr10eomy
HaKOHEYHNKY

MomecTuTe parMeHTapHoe CBEPNO B UMANHAD

HanpaBnsaw Wi gns aéatmeHTa YHu EV.

Haunute cBepsieHne NpoTUB 4acOBOW CTPENKM

G parMeHTapHbIM CBEP/IOM Yepe3 LUAUHAP HAanpaBnsiowni
ANns abaTMeHTa YHU EV npn makcumanbHO ckopocTu
BpauweHuns (1S00 06/MUH) N 06UNIBHOM NPOMbIBAHUU
CTepUNbHbIM (PU3NONOTUYECKUM PACTBOPOM

N

w

MPUMEYAHWE: Bblemka f0XHa 6bNb pacnonoxeHa B
ueHTpe hparmeHTa BUHTA

CeepnnTe cnepepbBamMu. B NPOMeXyTKax Bblunujaiite
BO3MOXHbIE (hparmeHThl.

Mpogonxaiite cBepANTL 40 Tex nop, noka BO hparmeHTe
Burrra He 6y/eT cos3aHa He6oNblWan NONOCTh (BbleMKa).

YpaneHne abatmeHToe YHu

Ecnu Bce npoune MeToAbl yaaneHus parmeHTa BUHTa abaTMeHTa He NOMoraiT, yganute

abaTMeHT C MOMOLbI0 K/lo4Ya ANs N3BNEYEHUs abaTMeHTa YHU EV unu ussnekarens

pe3b60BOro abaTmeHTa YHu

NMPUMEYAHUE:

* Wcnonb3yiite kN4 4NA n3BnevyeHun a6aTmeHTa YHn EV Ans yaanenns a6atmenTa.

« [ns u3BnedyeHuss abaTMEHTOE YHN C NOBPEX/AEHHOI BHYTPeHHEl pe3bboil niu ans
yAaneHus NoBpeX/eHHbIX abaTMeHTOe YHN B UMNAaHTatax TX unu umnianTartax c
coeanHeHnem EV ucnonb3yiiTe n3pnekatens pe3b60Boit abaTMeHTa YHu.

IS

3

Kntou anst ussneveHns abatmeHta Yuun EV

1 MNpucoegnHUTe KNOY 4NA U3BnevyeHns abatMmeHTa YHu EV k
PYKOATKE ANS AMHAMOMETPUYECKOTO KKYa XUPypruyeckoi
NMPUMEYAHWE: Y6eantech, 4To KNl0Y ANA N3BNEYEHNS
a6aTmMeHTa YHU EV npaBU/bHO yCTaHOBNEH B PyKOATKe
llecTUyroNbHas YacTb CTEPXKHA JO/KHA BbITh NONHOCTHIO
BCTaBNEHA B PYKOSATKY. _

MpucoegnHUTE K PYKOATKE KUY AUHAMOMETpUYecKuii EV.

3. MomecTuTe KNY ANA U3BNeYeHns abaTmeHta YMU EV B
abaTmeHT

CTpesnika Ha rofioBKe Kn4a fuHamomeTpuyeckoro EV

yKasblBaeT Hanpas/ieHne, B KOTOPOM (hYHKLMOHMPYET Koy 1

AOJKHA 6bITh B NONOXEHUN «ou(« (06paTtHoOM)

MoBepHuUTe KNlOY AUHAMOMeETpUYecknii EV NnpoTue 4acosoii

CTpenku, 4Tobbl ocnabutb a6aTMeHT

. Mi3BneknTe a6aTMeHT NUHLETOM UK APYFUM NOAXOASALLUM

MHCTPYMEHTOM

&

o

MPUMEYAHWE: Kntou ans u3sneyexus abatmeHta Yuu EV
He umeeT hyHM 1 3axsara.

M3Bnekatens pe3b60BOi abaTtMeHTa YHU

1 BcTaBbTe u3BnekaTenb pe3bL60BOil abaTMeHTa YHU B
oTBepcTue ¢ pe3b6oii abaTmeHTa.
MoBepHUTE NPOTUB YACOBOI CTPENKMU, HAXUMAs BHU3, 40
(pUKLNOHHOI hukcauun n3snekarens peab6osoro
abaTmeHTa YHu B pe3bbe

DOopMbl MOCTABKU - YCNOBUA XpPaHeHUd - YTunusauyusa
dopma nocTtaBku

n3penne OpHopasosoe/ Cpok
CocTosiHMe Npn MHOTopa3oBoe 3aKcnayaTauumn
noctaBke ucnonb3oBaH (KoAM4ecTso

ne npumeHeunit/neTt)"
Opunopasoeoe

Munuuno Hanoasnswwnin EV He ctepunbHo ncnonb3oBaHWe 1 NpUMeHeHue

Lunuuap Hanpasnawowmi gna OpHopa3soBoe

abaTmeHTa YHu EV He cTepunbHo ucnonb3oBaHue 1 NpUMeHeHune

PyKosATKa ANs HanpaBnsioLuero Muoropasosoe

onnukgoa He cTtepunbHoO ncnonb3oBaHue 150 npumeHeHuii
OpaHopasosoe

Bunka (dpparmeHtapHas He cTepunbHo ucnonb3oBaHue 1 NnpumeHenune
OpaHopasosoe

BUHTOBOII 3KCTpakTOp He cTepunbHo ucnonb3osakue 1 npumexeHne
OpHopasoBoe

OuucTyrresb pesb6bl He ctepunbHo ucnonb3oBaHue 1 NpUMeHeHne
OpaHopasosoe

¢hparmMeHTapHsie ceepna He ctepunbHo ucnonb3oBaHue 1 NcUrneHeHne
OpaHopasosoe

TpenaHaunoHHbIE CBEpPNA He ctepunbHo ncnonb3oBaHne 1 npumMeHeHne
MHoropasosoe

Vi3BnekaTenb UMNNAHTATOB - He cTepunbHo ucnonb3osaHue

Kntou gna nssnevyeHns abatmeHTa MHoropasosoe

YHn EV He ctepunbHo ncnonb3oBaHne 150 npumMeHeHwMi

N3BnekaTens pe3bL60Boil abaTMeHTa MHoropasoBoe

YHn He ctepunbHo ncnone3osaHne

' IHCTPYMEeHTbI He06X0/1MMO 3aMEeHUTbL /10 OKOHYAaHUS YKa3aHHOTO CPOKa 3KCnnyaTallnn. ecnu
OHVM MOBPEX/AEHbl NN 3aTYN/IEHbI

Buz v pasmep ykasaHbl Ha 3TUKETKE NPoAyKTa

NMPUMEYAHWE: He ncnonb3yiite n3genns, ynakoBka KoTopbIX MOBpexaeHa

XpaHeHue

M3a4enus JOXHbI XPaHUTBCS B 3aneyaTaHHblX OPULWHANLHbLIX yNaKkoBKax B CyXoM MecTe npu
KOMHaTHOI TemnepaType, To ecTb 18-25 *C.

Ytunusaumsa

Ans yTunusauun ynakoskn n uspenuii cobniofaiite aeiicteylouine B HacTosiujee Bpems
HalMoHaNbHble NpaBuia yTunmMsaunn oTxoAos B Baweii cTpaHe.

VIHCTPYMEHTbI 1 KOMMOHEHTbI, KOTOPbIe NCMO/Ib30BaNUCL BO PTY NalMeHTa, MOryT 6bnb
NOTEHUNaNbHO MH(MLMPOBaHbI 1 NOANexaT 6e30NacHoil yTuAn3auun B KOHTeliHepax,
npeAyCMOTPEHHbIX ANS 3TOW Lenu

YTunusupyiite ocTpbie NpeAMeThl Cpasy Nocne UCNonb30BaHNA B CMelnanbHbie KOHTeRHepbl ¢
3alnToii OT NPOKO/IOB B COOTBETCTBMN CO CTaHAapTom ISO 23907-1 Ans npeAoTBpalleHns
MHMULMPOBAHUS N TPABMUPOBAHUS

Knacc MeAnuMHCKNX 0TX0/0B B COOTBETCTBMM ¢ CaHMuH 21.3684-21 -

Wcnonb3oBanHbix MU - knacc B:

He ncnonb3osaHHbix MU - knacc A

Martepwnan

N3nenne

MNNUHOpP Hanpasnswimuii EV

LiunuHap Hanpasnswowmuii gns abatmeHTta
YHu EV HepxaBewTaa rranb no craHgapty ASTM-F899
PykosiTka ANnsi HanpaBnsowWwero uunuHagpa Hepxasetowas ctanb no ctaHgapty ASTM-F899

Marepuan
HeoxaBetowas ctanb no ctaHgapty ASTM-F899

Bunka (PoarmektapHas
BuHTOBOI SKCTpaiCTOD
OumncTUTENnb pesbobl

Kap6ug Bonbcboama
HeoxaBselowas cranb
Hepxas»owas ctanb

no ctaHgapty ASTM-F899
no ctangapty ASTM-F699

Hepxasetouana ctanb no ctaHgapty ASTM-F899,
raeofocnnasHas

TpenaHaunoHHble cBepna Heoxaselowas ctanb no ctaHaapty ASTM-F899
M3BnekaTtenb UMNiaHTaToB HeoxaBetwas ctans no ctaHpapty ASTM-F899
Kntou ans nssnevenus abatmenTta YHu EV Heoxasewwas cTanb no ctaHgaoty ASTM-F899
N3Bnekatenb pe3b60BOii abaTMeHTa YHU HeoxaBewwas ctanb no ctaHgaoty ASTM-F899

PparmeHTapHble ceepna

NMPUMEYAHWE: NHoraa octaeTcs TONbKO HEGONbLLOWA
y4acToK WaxTbl BUHTA, U AOCTUYL (PUKLMOHHON hukcaumn
CNOXHO. B Taknx cnyyasx oTpexsTe unn cownudyite
KOHYNK MHCTPYMEHTa 1 nonpobyiite eule pas

Ouuctka n crtepunnnsauna

BAXHO: Mepeyj M001b30BaHNEM B KINHNYECKON NPaKTWKe BCE KOMMNOHEHTbI U NHCTPYMEHTHI,
nocTaBNeHHbIE B HECTEPUILHOM COCTOSIHUMN, CNeAyeT OYUCTTh, NPOAE3UH(ULMPOBATL 1
NpPoOCTepUNN30BaTh COFNACHO cTaHAapTy ISO 17664 Pa36opHbIe MHCTPYMEHTbI
[lEMOHTUPOBAThL N1 OYNCTKN. VX paspellaeTcs coGupate ANA CTEPUN3aLUN TONLKO a CyXom
cocTosHUN.

MpeaBapuTenbHas pyyHas ouncTka
Ipy6ble 3arpsA3HeHUs HEOGX0ANMO yansTh cpasy (He No3aHee ABYX 4acos) nocne

MCMOMb30BaHNA MATKOW HENOHOBOI WeTKOW 40 NONHOTO OTCYTCTBUSA BHEWHUX NPU3HAKOB
3arpasHenns.

w

. MpucoegnHnTe K N3BNeKaTenio pesb6osomy abaTmeHTa
YHU N160 POXKOBbIA KNOY, NMGO PYKOATKY ANs
AMHAMOMETPUYECKOro Knlya 4x4 opTonefnyeckyio
HU3KYI0 C K/IYOM JMHAMOMeTpuyeckum EV.
MpoaonxaiTe nosopaynsaTb NPOTUB YacOBO CTPENKH,
NOCTOSIHHO HAafaBNNBas BHU3 [0 TeX Mop, noka abaTmeHT
He ocnabHerT.

BPYUYHYI0 BbIBEPHUTE a6aTMEHT 0 KOHLa

YnbTpa3sByKoBas o4ucTKa

&

CnepyeT NpuAepKMBaTLCA ANUTENBHOCTN BO3AENCTBUSA U KOHUEHTPaL Wi, yKasaHHbIX
hUPMOIi-N3roTOBUTENEM UCMONB3YEMOTO YACTALLETO CPEACTBA

ABTOMaTMnyeckasa npoueagypa

o

Ansa achchekTUsHO aBToMaTuyeckoil npoueaypbl TpebyeTcs npeasapuTenbHas pyyHas
ouncTka.

J[ilns aBTOMaTU4YeCcKoii npoueAypbl CAejyeT Ncnoib30BaTh NpeAHasHaueHHbl0 AN8 3TOT0
annapaTbl 418 OYNCTKN 1 le3UH( ek, a TakKe CpeCcTBa ANA OUNCTKN U HETpanusauun.
Cob6nioaaTh ykasaHns MpMbI-U3roToBUTENS annapaTa A8 04NCTKN W Ae3nNH eKunn
Jlo3nposaTb W NPUMEHSATL CPEACTBA /111 OUMCTKM U HETpanusaunm CornacHo ykasaHnam
upMbI-U3roToBUTENS PeKoMeHAyeTca nporpaMmma o4ucTKM ¢ TepMojesuHdekymeii (AO £
3000)

JLNs OUNCTKM PEKOMEHAYETCS UCNONb30BaTh BOAY ONPEAEeNeHHOro KayecTsa -
AEMUHEepPann3oBaHHyl0 BOAY UN BOAY, COOTBETCTBYIOWLYIO 3TOM CTENEHU YNCTOThI

MeToa aBTOMATUYECKON Npoueaypbl 6bi1 YTBEPXKAECH ANS CyYaeB NPUMEHEHNUS CNeayioLnx

Mocneaytowee Ha6noaeHNe

Mo OKOHYaHWM NeyYeHns ANA NOAAEPXKaHNS 340POBbA BaXHbI XOPOLWas rMrMeHa nofocTn pra u
perynspHble 0CMOTpbl

MpaBa Ha N3MEHEHNA CoXpaHeHb!
Mo 3anpocy MOXHO NONYYUTL UHCTPYKLNIO Ha APYTUX A3bIKaXx.

C€

npoussoaunTtens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
www.dentsplyimplants.cotn
www.dentsolvsirona.com

Dentsply
Sirona

implants

S TOM UM UHOM peruoHe MUpa MoryT 6bM’b JOCTYMHbLI HE BCe
usgenus

CocTosHue nHdopmauum
IFU 5979-RU-RU Peg. 2024-02
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WHCTPYKLMS NO NPUMEHEHMIO

maTepuanos u ycTpoiicTs (cornacHo ISO 15883 u AAMI TIR 30):
* ABTOMaTMYeckuit annapat ANs OYNCTKK U Ae3nHdekyun Tuna G 7836 CO, Uiele & Oe. KG,

GOtersloh
« Mporpamma ouncTtkn VARIO TO

MpepaBapuTeNbHOE NPOMbIBAHWE XON04HON BOAON (4 MUH.)

Ounctka B TedeHne 10 MUH. Npu TemnepaTtype 45-55 "C

HeiiTpanusauymns (6 MuH.)

MpomexyToyHass NPOMbIBKA X0N04HON BOAOMN (3 MUH )

Tepmoge3uHdekuns B TedeHne 5 MuH. npu Temnepatype 90 'C (AO a 3000)

Cynxa B TeyeHue 30 MMH npu Temnepatype 105 *C
* Yucrawee cpegcnﬁ) neodlsHenS MediCiean forte (0.5 %) / HeliTpanuaywliee cpeAcTBO

neodisher® Z (0,1 Dr. Weigen, Hamburg

yxoga
Mepepn cTepunusauneil Bce n3genns Heo6xo4MMo 0OCMOTPeTb Ha NpeamMeT BUANMbIX
3arpsisHeHUN, yXyAWeHUs CBONCTB U/unn Kopposun. Oco60e BHUMAaHNE cnefyeT yaensiTb
TakuM 371eMeHTaM KOHCTPYKLUN, Kak KaHabl, HECKBO3HbIE OTBEPCTUS, Pe3b”, NOAHYTPEHNS 1
conpukacalmuuecs noBepxHocTu.
Bu3yanbHo nposepbTe BUAMMOCTb M YNTAEMOCTb BCEX 0603HaueHnit Ha usgenuax lMposepbTe
conpsraemMbie KOMNOHEHTbI Ha NPeAMET NPaBnUibLHON C60PKU U DYHKUNOHANLHOCTU.
Y6epuTech, 4TO U3eNuns C NOABMKHLIMY eTansimu paGoTaloT ucnpasHo. MposepbTe
KOMNNEKTHOCTb 1 LIeNI0CTHOCTb Npe/iBapuTeNbHO YCTAHOBNEHHbIX KOMNOHEHTOB
Ytunusupyiite nsgenus c geekramu.

Crepunusaums

CTepunusaumnio cnejyet NnpoBoAUTL B COOTBETCTBUN CO cieayloleil CXeMoit:

1 MoarotoBka K cTepunnsaunn: letanu 3aNaMmMHNpoBaTh B NpejjHasHayeHHble ANs 3TOro
CTepunn3alynoHHblie nakeThl, 0406PeHHbIE ANS NPOAAXM B LIENAX UCMONb30BAHNA C
pekoMeHAyeMbIMU NapameTpami CTepunn3ayun. Ynakoska Ao/kHa COOTBETCTBOBAThL
Tpe6oBaHusm cTtaHgapToB EN ISO 11607, ANSI/AAMI ST79 n AAMI TIR12.

Ha Kax/j0M CTepun13alLnoHHOM nakeTe 0MKHbLI NPUCYTCTBOBATL MHAMKATOP U AaTa
cTepunusayuu.

2. NapameTpbl (corn. ISO 17665, EN 13060, EN 285 n AAMI TIR12)

LnutNe noctb AnvTtensHo
MeTag Cnoco6 FemnepaTyoa BOMelCcTBMA* :Tb CYLKM
Ounamuyeckoe ypanenue 134 "C 3 MUH 20 MuH
MepO0h€Thbl BO3AYyXa
i nap (MpeasapuTensHoe
[ECY) BakyymuposaHue!
MeperpeTtsl Onnamuyeckoe yaaneHue 20 MUH
v nap 303ayxa
(npepBaputensHoe 132'C (270 'F) 4 MuH
3aKyymuposaHue! 135 ‘C (275 “F) 3 MUH
Ynaneuue Bosayxa
MeperpeTbl rpaBUTaLOHHBIM
ao cnoco6om 121 °C(250*F1 30 MuH 20 muH

3aHMMaeT 6o/iblle BPEMEHN U MOXET pa3nnyaTbCs B 3aBMCUMOCTH OT annapata

" Monb3osaTtenu a ctpaHax EC 06s3aHbl CO6M10AaTh BbllWeNpUBeAEHHbIE NapamMeTpbl Npu
cTepunusauum neperpeThiMm napom

3 Ycnosusa xpaHeHus: CTepunn3oBaHHble KOMNOHEHTLI CieyeT XpaHuTb B CYXOM 1
HasanbiNeHHOM MecTe Npu KOMHAaTHO/ TemnepaType.

JononHutensHas nHgopmauma ans nonb3osartenei

Ecnu Bel Bnajeete nHopmaunein 06 onacHbiX 415 XN3HU UHLMAGHTAX NN CEPbE3HOM
YXYALWEHNU COCTOAHWUA 340POBbA NaUNeHTa, CBA3AHHOTO C NPUMEHEHWEM NH60ro U3 HalW KX
u3genuii, NpocuM coo6WnTL 06 3TOM HaM U COTPY/AHUKAM KOMNETEHTHOro opraHa B Baweii
cTpaHe

ToBapHble 3HaKu

Bce TOBapHbie 3HAKU 1 HA3BAHWS KOMNAHW SBNSAIOTCA COGCTBEHHOCTbIO COOTBETCTBYIOLNX
BRajenbles. &Hynqueumﬂ YUTaeMOCTH JOKyMeHTa KomMnaHus Dentsply Sirona Implants He
nucnonb3yeT CMMBOLI ® 1 ™ B OCHOBHOM TekcTe. TeM He MeHee, komnaHua Dentsply Sirona
Imifanls He oTka3blBaeTCA OT CBOWX NMPaB Ha TOBAPHbIE 3HAKN, U laHHbIA JOKYMEHT He MOXeT
6bITb UCTONKOBAH MHAYE.

YcnoBua akcnnyarauum

CTomaTonornyeckne KNMHWKN U naéopatopuu.

O6nacTb NpUMEHeHNs

Ctomatonows 3y6Has MMNAAHTONOIUA.

Cpok rogHocTun

Cpok roaroctn — 10 net Bopurunansmoii ynakoske

[apaHTuAa Ha cUucTemMy UMNIAHTaATOB

Jlns NoNyyeHns NoNHOM MHhOPMALMK O FapaHTUN Ha W3JeNINA CUCTEMbI CM NOAPOGHbIE
rapaHTuiiHble yCN0BUA Ha CUCTEMY UMNaHTaToB. ("15-10Mo ry)

[0CcTynHOCTb U3aenuni

BHUMAHWE: He BCe u3genus, onnucaHHble B JaHHOR WHCTPYKLMUN, MOTYT BbiTb
3aperncTpupoBaHbl / paspeleHbl K 06palyeHnto / NNLEH3NPOBaHbl Ha BCEX pbiHKaX. [ns
03HAKOM/EHUA C OCTYNHbLIM aCCOPTUMEHTOM U3AENNIl U UX ONUCAHMEM, CM. JeiCTBYOU A
KaTanor NpoAyKuUn 1 6poNMpbI NN CBAXMTECH C MECTHBIM OhcOM npogax Dentsply Sirona
ANS NONy4YeHUs MHopMaLUmM 0 JOCTYNHOCTH U3fenus

YNONHOMOYEHHbI NpeAcTaBnTeNb NPON3BOANTENS HA
TeppuTopun Poccuiickon depepaymmn

000 «/AexTcnnaii CupoHa»
115035, r. MockBa, Ha6 OBYMHHMKOBCKas, 4. 18/1, cTp. 2, nomely. 3H.
Ten.+7 (495) 725 10 87

CEl

Mpoussogutens: Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dent8plvimplants.com
www-tient50lvsirona.com
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O6bsiCHEHME CUMBOOB

Cumson HaumeHoBaHne cumBona

iJ

MpoussoaunTens
[ata n3rotosneHus
Vicnonb3oBaTk 40

Kopg naptumn

Homep no katanory

He cTepunbHo

3anpeT Ha NOBTOPHOE NMPUMEHEHUNE
He ucnonb3osaTbh Npu NOBPEXAEHUN YNAKOBKK

O6paTuTech K MHCTPYKLMU N0 NPUMEHEHUIO

EBponeiickoe CooTBeTcTBUe (EC)

Tonbko nNo pelenTty Bpaya

(BHUMaHue! B cooTBeTCTBUM C 3akoHogaTenbcTBom CLA npogaxa
[AaHHOTo npenaparta MOXeT NPOM3BOAUTLCA TONLKO CTOMAaToNOramMun
VAN Bpayamu, UMeUMMI NTNLEH3UI0 HA OCYLLeCTBNEHNE
MeANUNHCKON fesATeNnbHOCTU, NGO NO UX NpegnucaHunio.)

MeguuuHckoe nsgenve

MpaBa Ha N3MEHEHUs COXPaHEeHbI.
Mo 3aNpoCcy MOXHO NOMYYUTh NHCTPYKLMIO HA APYTUX A3bIKaX.

Dentsply
Sirona

Implants

B TOM WM MHOM pernoHe mupa MoryT GbiTb JOCTYMHbI HE BCE
nspenuns

CocTosiHMe nHopmaymm.
IFU 5979-RU-RU Pep. 2024-02

5(5)



PyKkoBOACTBO MO NPUMEHEHULO

Lab6noH SmartFix?

CucTembl MNaaHTaToB KoMnaHum Dentsply Sirona MoryT ucnonb30BaTbCs TONLKO
cTomaTtosioramu uau Bpavyamu, npoweawnmn obyyeHne B COoTBeTCTBYOW el o6nacTu.

OnucaHune cuctembl

CucTeMbl UMNNAHTATOB KOMNaHuu Dentsply Sirona paspaGoTaHbl ANs 3aMeHbl 04HOTO UK
HECKO/IbKUX OTCYTCTBYIOLUX 3y6OB Y NayNeHTOB C Lie/ibl0 BOCCTAHOBNEHUSA KEBATENbHOI
GyHKLUMN CUCTEMBI BKNIOYAIOT leHTaNbHble MMNNAHTaTbl, BUHTbI-3arNyLWKM, TPAHCAECHEBbIE
abaTMeHTbl 1 ipyrue opToneAnyeckne KOMMNOHEHTbI, a Takke Xupypruyeckue n
opTONeANYeCcKne NHCTPYMEHTbI

Cuctembl uMnnaHTaTtoB komnaHun Dentsply Sirona npoaatoTca nof hUpMeHHbIMU
HaumeHoBaHuaMu Ankylos, Astra Tecll Implant System n Xive.

OnucaHune nagenus

Wa6noH SmartFix cocToMT U3 Tpex yacTeii: nuHa (AAnHa 10 MM), PUKCUPYIOLETO BUHTA U
Hanpasnsoueil 4YacTu ¢ YANMHUTENAMN, KOTOPbIE MOXHO pPasbeAnHnTbL

YANuHUTENN Hanpasnsioueid 4acTu MOXHO crnéatb U afanTuposaTth K KpUBN3HE 1
aHaTOMMYEeCKMM 0CO6@HHOCTAM KOCTHOrO rpe6Hs

Mun N HanpaBAAIOLULYI0 YaCTb C YANNHUTENAMMU MOXHO 3adhMKCUPOBATL B HY)XXHOM NOJIOXEHUM
nocpejCcTBOM 3aKpy4YnBaHUs BUHTA.

YaAnuHuTenu Hanpasnawoueit yactu umetot metkun O', 15, 17'n 30’ AnA opueHTauum B
npoyecce cBepneHus

Wa6noH NnpefHa3HaueH 415 MHOTOPA30BOr0 MPUMEHEHUS U NOCTABSETCA B HECTEPUILHOM
COCTOAHUN.

3ameHnTe ero, ecnu fasepHbie MeTKN He BUAHbI

Ha3HauyeHue (MHCTPYMEHTHI)

MHOropa3oBbie XUpypruyeckue U BOCCTAHOBUTENbHbIE MHCTPYMEHTLI, NPejHa3HauYeHHbIe ANs
YCTaHOBKW, yjaneHus n/ nnu 3sameHbl 3yGHbIX NMNNAHTATOB, a63TMEHTOB UK
CTOMAaTON0rMYecknx N1a6opaTopHbIX NPOAYKTOB C Lie/ibl0 BOCCTAHOB/EHMUS XeBaTeNbHOIi
PYHKLMN NaymeHTa. MHCTPYMEHTbI MOTYT NCMONb30BATLCA B ABYX Pa3HbliXx paGounx
npoueccax, ycTaHOBKa U yJaneHne Ha ypoBHe UMNAaHTaTa Uav yCTaHOBKA W yjaneHne Ha
ypoBHe abaTmeHTa

MHbopMaLus o 3akase U pasmepax

AKTyanbHyl noApo6Hylo uHtopmaumio o 3akase wabnoHa SmartFix gns cuctem
nmnnanTatos Ankylos, Astra Tech Implant System u Xive cM B nocnegHem kartanore
NpoAYKLUM.

Matepuan

HepxaBetwuwas crans

[Moka3zaHna K npUMeHeHUo

Wa6noH SmartFix npegHasHa4yeH 4158 UCNONb30BAHNA C cucTeMamun umnnantatos Ankylos.
Astra Tech Implant System u Xive.

MpoTnBonokasaHus

Anneprus nau rnNepyyBCcTBUTENLHOCTL K HEpXaBseluleil ctanu.

KnnHnyeckoe npumMmeHeHune

Wa6noH SmartFix ncnonb3yetcs B 6€33y6biX YENIOCTAX A4S BU3YaNbHOW OpueHTauumn npu
cBepsieHun, Korga Heoﬁxoqmma ycTaHOBKa uMnsiaHtarta noj Hak/loHOM B Me3no-gucrtanbmom
NONOXeHnn

BepTuKanbHyl NOBEPXHOCTb YANNHUTENE TAKXKE MOXHO NCMONL30BATL ANSA OPUEHTaL MU Npu
CBEPNEHUN C LW EeYHO-A3bIYHOW CTOPOHbI

MpepynpexaeHua

CTaHAapTHbIe PUCKN OC/TIOXHEHW B X04€ XUPYPrMYeCKUX MaHuNynsayuii B poToBOi NONOCTU U

peabunutayun poToBOi MONOCTU JO/KHBI 6GbNb N3BECTHLI Bpady [lepeyncnum nuwb

HEKOTOpPbIE N3 HUX

+ TayneHT MOXeT NPOrNOTUTL UNW BAOXHYTb CAY4aNHO ynaBluwne KOMNOHEHTbI, YTO MOXeT
NPUBECTU K achUKCUU UK TeNIECHOMY NOBPeXAeHNio. C MeNKuMu npeameTamu
Heo6Xx0AMMO o6palaTbCa OCTOPOXKHO

B0O3MOXHa anneprus uiu runepyyBcTBUTEIbHOCTb K XUMUYECKUM MHTPEeJMEHTaM
“cnonbL3yemoro matepuana Heo6X04MMO BHAMATENbHO U3YYNTb NCTOPUIO 6ONE3HN
nauueHTa.

B pesynbTate HENPaBUILHOTO NNAHNPOBAHUS U BbIGOPA MeCTa v ry6GUHbI YCTaHOBKN
MMAnaHTata MoryT 6biTh NOBPEX/AEHbI HEPBbI, KDOBEHOCHBIE COCY/AbI, 3y6bl U Apyrue
UYBCTBUTE/bHbIE CTPYKTYPbl HacToATeNbHO PEKOMEHAYeTCA NPOXOANTbL crelnanbHoe
o6GyuyeHne nepes NPUMEHEHUEM HOBbIX METOA0B NeYeHNs.

Ecnu Bl Bnageete nHtopmaumeil 06 0nNacHbIX N5 XU3HN WHUNAEHTAX UNN CEPbe3HOM
YXYAWEHWN COCTOAHUSA 3/10POBbA NaLNeHTa, CBA3aHHOMO C NPUMEHEeHMEM N 60ro N3 Halmnx
u3genuit, NpoCUM CooGINTL 06 3TOM HaM U COTPYAHUKAM KOMMNETEHTHOTO/Perynnpyiou ero
opraHa B Baweii cTpaHe.

Mepbl MPesoCcTOPOXKHOCTU

MPUMEYAHWE: N3aenus, npeAHasHayeHHble AN PYYHOTO UCNO/b30BAHNA, HE AOMKHbI
MCNONb30BATLCSA C KOHTPYTN10abIM HAKOHEYHUKOM®

Mpu 3HAYNTENbHOW aTPO UK HUXKHEN YENOCTN CyLW eCTBYET PUCK €€ NEepenomMa Bo Bpems
XUPYPru4eckoil onepayuu unu nocne Hee

Yrnosble a6aTMEHTHI HA UMMIAHTATax ManeHbKOro AuameTpa He PeKOMEHAYITCs K
npuMeHeHnI0 B 60KOBBIX 0TAenax 3y6Horo psga.

Mpu NNaHMPOBAHUM NIeYeHNN ANA UMANAHTaTa ANUHOI 6 MM 064yMaliTe BO3MOXHOCTb
NpUMeHeHUs HanGosee WNPOKOTro BO3MOXHOIO UMNNaHTaTa, ABYX3aTanMoro Xupypruyeckoro
BMeWaTeNLCTBa v WNHUPOBAHUS UMNNAHTATOB TwaTenbHO CNeAnTe 3a NauMeHTOM Ha
npeAmMeT yTpaTbl KOCTHOI TKAHW BOKPYT MMMNAAHTaTa UM M3MEHEHNS peakyun nMnaaHTata
Ha nepkyccuio. ECAn umnnaHTaTt AeMoHCTpupyeT 6onee 50 % yTpaThl KOCTHOM TKaHU Unm
NOABUXHOCTb, 064yMaliTe BO3MOXHOE yaneHne UMnnaHTara.

B NoBCEAHEBHOI NPaKTUKe UMNIAHTONOTMYECKOE SIEYEHNE HE PEKOMEHAYETCS 40
3aBeplieHns pocTa YencTy

Ce€
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Dentsply

Sirona
Implants

[ins 03HaKoMeHus ¢
VHCTPYKLMAMU NO NPUMEHEHUIO 1
C® rnoccapnem CUMBONOB
nepeiignte Ha cait
jfu.dentsplvsirona.com

Mpy He6NaroNpuUATHLIX YCNOBUAX HArpy3K UMMIAHTAT, OPTONeANYEcKUil KOMMNOHEHT Unu
npoTe3 MOXeT TpeCHyTb Heo6X0AMMO TUjaTeNbHO OLEHUTL XeBaTebHble Harpysku n
Au3aiiH pecTaBpauni.
HeHazanesxaliiee oxnax/ieHne, HenpasuabHas NoAroToBka Noxa WmnnaHTara,
Hernpasn/ibHble HAaCTPONKN MHCTPYMEHTA M Ype3MepHoe ycunne dukcaunn npu ycraHoske
MOTyT NPUBECTU K NOBPEXAEHWUIO UMNNaHTaTa
Ha npmxnsaemocTs MNNaHTaTa MOryT NOBANATL KONIMYECTBO M KAYeCTBO KOCTH,
nokanbHble MHEKUNM U HapyleHne HavyanbHoro aaxoiBoeHHB
YcnewHomy 3axuBaEHNI0 N 0CTEOUKTErpaLn MoryT NpensaTcTBoBaTh cneayoune
hakTopbl:

* HapyweHuns o6liero COCTOAHUS 3/10p0BbA:

* HapyWeHNs COCTOSIHUA 3/,0POBbA YEKCTEN,

+ npejwecTBylliee TepaneBTuyeckoe o6nyyeHne e 061acTu pectaBpaunu,

* 4pe3mepHoe ynotpe6neHne ankorons uan ynotpe6neHme HapKkoTUKOB.

1 KypeHue.

MHdopmayms o MPT-6e3onacHoCTu

Henpumenumo

HexenatenbHble peakuunun

Bo Bpems MMNIAHTONOrMYECKOTO NeYeHNs MOTYT BOSHUKHYTb T€ UN WHble HeXenaTtesbHble

peakuuu, B TOM 4nucne cnegywouime:

* annepruyeckue peakuun Wan rmnepyyBCTBUTENLHOCTL K UCMO/Ib3yeMbiM MaTepuanam.

* HeycTpaHMMOe KpOBOTeuYeHue nocne onepauyun (Hanpumep, B pesynbTaTe NOBPEXAEHNS
A3bIYHOI apTepum),

BAbIXaHWe nnn npornatbiBaHne KOMMNOHEHTOB!
Heo6paTuMoe noBpexjeHne Hepsa:
TpewuHa B HWXHe 4yenwcTu,

yTpaTta umnnaHtarta,
NepuUMNNaHTuT,

noBpex/aeHne Unn TpeuuHa KOMNOHEHTa UK NnpoTesa

lNowarosas MHCTPYKUUNSA

+ Tocne NoAHATUA NOCKYTa NOATOTOBbTE OCTEOTOMUYECKOE OTBEPCTUE ANS WabnoHa
SmartFix. Mpu cBepaeHnn 3annaHnpyiiTe COOTBETCTBYIOLLYIO OKKNIO3NOHHYIO NN0OCKOCThL
wabnoHa

« CsepsiuTe no cpefHeil NNHUM, NCMNONb3YA CBEPNO ANAMETPOM

11,9 MM Ana cucTeMbl MnnanTatos Astra Tech Implant System EV
*+ 2,0 MM gns cuctem nmnnaHTatoB Ankylos u Xive Ha pekoMeHAyeMyto rny6uUHY He
MeHee 10 MM

+ Cob6epute wabnoH SmartFix Mocne 1-2 NOBOPOTOB BUHTA TPU YacTu pukcupyroTcs
BMecTe Wa6noH MOXHO NpeaBapuTenbHO cchopMUpoBaTh BHE NOSOCTM pTa U
apjanTuposaTbh K 3yGHON Ayre nayueHTa.

* YctaHoBuTe wa6noH SmartFix B 0CTEOTOMUYECKOE OTBEPCTUE C NOMOLLbIO MUHA.

« 3achuKcupyiiTe WaGA0H B HYXXHOM MONOXEHUN OTHOCUTENLHO NNHA, 3aTAHYB BUHT BPYUHYHO

« BoO Bpems CBep/ieHUs OPUEHTUPYHATECh HA METKM YINna Ha Wwa6noHe B 3aBUCUMOCTN OT
HYXXHOTO yrna HakaoHa.

« Tpu ucnonb3oBaHun y6eanNTECh, Y4TO BCE YACTU COGPaHBbI.

Ounctka n ctepununsauyms

V3fenns MHOrOpa3oBoro NPUMEHEHNA CNeAyeT ounwaTh, Ae3nHduuuposaTs 1
CTepunn3oBaTh NOC/ME KaX/A0ro UCMONb30BaHUS.

Ypanute 0CTaTouHble TKAHW U OCKONIKW KOCTW, NOTPY3NB NCMONb30BaHHbIE U3ENUs B TENYI0
BoAy (< 40 'C). He ucnonb3yiiTe chukcupyloune 4seAcTsa Uamn ropsyyo BoAy, NOCKONbKY 3TO
MOXeT NOBNUATL HA Nocneaylolne pesynbTaThl O4NCTKN W3fenns cneayeT aepxaTtb BO
BNIAXHOI “e A e 40 Hauyana cneayluiero atana.

Ecnu ounctka oTnoxeHa G6onblue 4em Ha 120 MUHYT, NOMECTUTe yCTPONCTBA B BAHHOUKY C
UUCTAWMUM U 1e3UH(ULMPYIOLLUM PACTBOPOM BO M36exaHWe BbiCbiXaHUs NATEH u (Mnn)
OCKO/IKOB, KPOBYU W APYruX 3aasHeHui

MoparoToBka K 04MCTKE

Wa6noH SmartFix Heo6xoaMmMo pa3o6paTb nepes OYMCTKLW.

PyuyHas npoueaypa

Hanecute motuiee cpegcteo Neodisher MediClean Forte (Dr. Weigert, Fam6ypr) unu
aHanorMyHblii pacTeop Ha BCe NOBEPXHOCTN

MpoTpUTE BHEWHIOK W, €CIN NPUMEHUMO, BHYTPEHHIOID NOBEPXHOCTL U3AENUA MATKOI
HeifIOHOBO LW eTOUKOW A0 yaaNneHNs BUANMbIX NATEH W (M) OCKOMKOB.

MpomoiiTe BHYTPEHHWE KaHaMBI/MONOCTL YUCTSALUMUM PACTBOPOM NPU MOMOLLN WAkl AN5
NpoMbIBaHNA, HafeTol Ha wnpuy. MpoBepbTe, HE 0CTANOCh MW B KAHANAX/MONOCTU NATEH U
(unn) ockonkoB. OCTaBbTe W3/Je/UsA B yNbTPa3BYKOBOW BAHHOUYKE C YUCTSAUUM PACTBOPOM
MUHUMYM Ha AeCATb MUHYT, 3a UCKIIYEHWeM CBepn W NoTkoB. lMpomoiiTe noa YncToii
NPOTOYHON BOAON A0 yAaNeHUs BCeX CNeA0B YNCTALEro pacTeopa

MpomoiiTe BHYTPEHHME KaHa/bI/NONOCTL BOAOKH NPNU MOMOLLM UT/bI ANSt TPOMbIBAHUA
MpuroToBbTE BAHHOUYKY C pacTBOPOM ANA Ae3nHdeKkuun nuctpymerTos ID 212 (DURR
SYSTEM-HYGIENE) nnn aHanornyHbim ge3nHMhunpyowmnm pactBoOpoM B COOTBETCTBUMN C
MHCTPYKLMSMN NPOU3BOANTENS MOKLWLEro CPeACTBa [10ONHOCTLIO NOTPY3uUTe N3AeNNs Ha
BpEMs, yKa3aHHOe Npou3BoAMTENeM.

MpomoiiTe BHYTpeHHME KaHaMbI/MONOCTh MUHUMYM TPU pasa Npu NOMOLWM UINbl ANs
npombBaHus. pPOMOIiTe NOA YMCTON NPOTOUHOI BOAOW 0 yAaN€EHUs BCEX CNef0B
naesuHpudipyouero pacteopa [pomoiiTe BHYTPEHHME KAHANLI/NONOCTHL BOAONH NpU NOMOLM
Wbl AN5 NPOMbIBAHNA BbiCywnTe N3genus npu NomMoln MeanLNHCKOro CXXaToro Bo3ayxa u
npoTpuTe 6€3BOPCOBLIMM OAHOPA30BbLIMM cCandeTKamm.

ABTOMaTuyeckas npouegypa

MomecTuTe MHCTPYMEHTHLI B MO WU e3uHd ekTop — Vano TO nau aHanoruyHblii — e
COOTBETCTBUN C PEKOMEHAALUAMN NOCTaBLUKA

MpaBa Ha U3MEHEeHNs COXpaHeHbl

M0 3anpocy MOXHO NONYUYNTb NHCTPYKLMIO HA APYTUX A3blKaX Dentsply

B TOM WAM MHOM pernoHe Mupa mMoryT 6bM-b JOCTYMHbI HEe BCe S
nsgenua Irona
Implants

CocTosiHue uHopmayum
IFU 6537-RU-RU Pepn 2024-02
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WHCTPYKLUS NO MPUMEHEHWIO

Mpumep moeuHoit nporpammel Vario TO:
npeaBapuTenbHoe MbiTbe, 20 *C:

o4yncTKa ¢ ucnonb3oBaHnem mowujero cpegctsa — neodisher MediClean forte (Dr. Weigert,
Fam6ypr) nnu aHanornyHoro pacteopa npun 45-55 ‘C,

HeliTpanusargus,
NPOMEeXyTOYHOE MPOMbIBaHUE.

Ae3nHdekyns, > 90 *C (kenatenbHo 93 “C), 5 MUHYT,

* cylka.

OcMoTp U npoBepka QYHKLMOHNPOBAHUSA

BbiGpachiBaiiTe Tynbie UAKN NOBPEXAEHHbIE N3fenus.

YnakoBka nepej ctepunusaumnei

TujatenbHO BbICYWNTE BCE U3AeNUs Nepes NPOLECCOM CTepuansanum Bo n3bexanue
KOppo3uu.

Co6epuTe NOTOK W pacnonoxuTe ceepsa U UHCTPYMEHTbI B nopsifke 6yKkB/HOMepoB cBep,
ecnu npumMeHnmo PeKOMeH[J'yeTCﬂ 3aBEpPHYTb MHCTPYMEHTbLI U IOTOK B COOTBETCTBUMN C
yKazaHuamMun npon3sogunTens ynakoBo4yHoOro martepuana gns crepuamsaunn PeKOMeH,qyeTCR
NOMECTUTb AONONHUTENbHbIE U3AENNA B NakKeT ANA c'repmnmaar n

NMPUMEYAHWE: B CWA: ucnonb3yiite ogo6peHHblii FOA naket gns ctepunmsayum u
YCTaHOBUTE BPEMS CYW KM HA 16 MUHYT N0 OKOHYAHWUW LMKNa CTEPUNM3ALUN NapOM.
Ctepunusauus

CTepunnsayna napom ¢ npeAsakyyMHbIM UUKNOM (134 'C B TedeHne 3 MUHYT).
NMPUMEYAHWE; 8 CLWA: CTepunnsauns napom c npeABakyyMHbIM LUKNOM (275 *P B TeyeHune
3 MUHYT].
Vicnonb3ayiiTe NPOCTEPUNN30BAHHbIE KOMMOHEHTLI B TEYEHWE BPEMEHM, YKA3aHHOTO
nponsBoAnTENeM naketa Ans cTepunnsannu

NoTtok Washtray

MexaHuueckas/aBTomarnyeckas o6pa6oTka

Hwuxe onncaHa aBTomaTuyeckas o6pa6oTka n ctepunusayma no crangapty DIN EN ISO
17664.

* YpanuTe rpy6bie 3arps3HeHus, TakMe Kak KpOBb, OCTATKN TKAHW U OCKO/IKN KOCTH, Cpasy xe
nocne Ucnosib3oBaHuA. [l1s 3TOF0 U3BNEKUTE UHCTPYMEHTbI U3 NI0TKA AN MHCTPYMEHTOB 1
NPOMOITe NX XONOAHON NPOTOUYHON BOAOW Trpy6ble 3arpsisHEHUsI yAanuTe HeliNoHOBOI
WeTKON CTOWKOW MATKOW LWeTUHOIA.

Ans aBToMaTM4eCckoii 06paboTKM NOMECTUTE MHCTPYMEHTbI B COOTBETCTBYWME
nonoxeHus B kopsuHe notka Washtray

Moanexauine pas6opke MHCTPYMeHTbl pasGepuTe nepes O4UCTKON M NomecTuTe B
ceTyaTylo KOp3MHY noTka Washtray.

YneTpassykoBas nNpejBapuTenbHas ouncrka

Ans o6ecnevenns apheKTUBHOI aBTOMaTU4eCKo# 06paboTkn Heo6xoaMMa npeasapuTenbHas
04NCTKA MHCTPYMEHTOB B yNbTPA3BYKOBON BaHHOUKE

CHumuTe Haknagky Overlay ¢ noTka Washtray n 3akpoiite 3arpyxeHHblii notok Washtray
KPbILWKON KOP3UHbI

MomecTuTe 3aKpbiThlii N0TOK Washtray B ynbTpassyKoBYI0 BAHHOUKY, HAMONHEHHYIO
mowwum cpegectsom (neodisher® MediClean forte)

JNloTok Washtray Ao/mKeH GbliTb MOMHOCTLI0 3aKPbN MOKLW UM CPEeACTBOM
MpuaepxuBanTeCch KOHUEHTPALMN N BDEMEHN BO3/AEHCTBUSA, PEKOMEH/A0BaHHbIX
npou3BoAMnTeNneM Mololero cpejcTsa (MUHUManbHas NPOAO/IKUTENLHOCTb
YyNbTPa3BYKOBOW OYNCTKU COCTABAAET 5 MUHYT).

Y6eAuTECh, Y4TO YPOBEHb XUAKOCTU COOTBETCTBYET PEKOMEHAALUAM NPOU3BOAUTENS
YyNbTPa3BYKOBOH BAHHOYKN.

ABTOMAaTMYECKAs 0YNCTKA

Jins aBTOMaTMYeCKON OYNCTKM CejlyeT UCMoNb30BaTb NOAXOAALME MOKOLLNE €3NHEeKTOPbI,

KOTOPbI€ A0/KHbI 6bITh aTTECTOBaHbI NO/Ib30BATE/IEM B paMKax yCTaHOB/IEHHbIX NPOLLECCoB
0UNCTKM.

3arpyska

+ BcTaBbTe MOG6UNbLHLIA Moaynb Miele E 327 B motownit ae3uHpekTop.

+ TomecTnTe 3aKpbiThiii N0TOK Washtray 6e3 Haknaaku Overlay B MOGUNbHbIA MOy b.
« OuucTuTe Haknajky oTAeNbHO 0T noTka Washtray.

1 CnepyiiTe MHCTPYKUMAM NPOM3BOANTENS MOIKLLETO Ae3nHdekTopa

Molounme n HeiTpanusylwuue cpeacrsa

[N 04MCTKM PEKOMEHAYeTCA NCMNONb30BaTh CRejyloline cpescTsa

*« Mowuwee cpeactso neodisher® MediClean forte.

* Heiitpanusyouwee cpegcTtso neodisher® Z.

[,031poBaTh U NPUMEHATL CPEACTBA ANA OUYUCTKN U HeliTpann3aunmu CornacHo ykasaHuam

hUpMbI-N3roToBUTENS.

KauecTtBo BOAbI

PeKkoMeH/A0BaHHOe KauyecTBO BOAbI N5 04UCTKN (0COGEHHO AN 3Tana huHaNbHOro

NPOMbIBaHNA) — MOMHOCTLIO leMUHEpann30BaHHas Boja Un Boja, COOTBeTCTBYWas

aHHOMY YPOBHIO OUMCTKM.

MporpamMma 04MCTKN

PekomeHayemas nporpamMma O4MCTKW — nporpamma Vario TD ¢ TennoBoii Ae3nHdekuneil,

KoTopasi pa6oTaeT npu onTUManbLHOW Temnepatype 45-55 'C ansa yganeHus Kposu, unu

no6as Apyras noAxoAsuias aTrecToBaHHas nporpamma

Tennosas ge3nHdekyns

Tennosas fe3nHbeKLns ABNAETCA YacTblo NporpaMmel Vario TD 1 yunTeiBaeT 3HaueHne AO

(AO a 3000). 3HaueHne AO— 3TO Mepa COKpalleHUs KonmyecTBa MUKPOOPraHN3MoB a

npoueccax napoBoii AesnHpexynm.

Cywka nepep ctepunnsaymneii

> VIHCTPYMEHTbI CyWaTcs aBTOMaTUYEeCKU BO BPEMS LUK/ CYLWIKN e Mololem Ae3uHdekTope

* Mcnonb3yiiTe 0UMILLEHHbI CXaTblii BO3AYX 4N CYWKN NPOCBEPNEHHbIX/CKBO3HbIX
oTBepcTni

+ 3aTem NpoBepbTe OYULLEHHbIE U NPOAE3UHMDULMPOBAHHbIE MeANLUHCKNE YCTPOUWCTBA Ha
Hannyue nospe>KaeHui NAN Kopposnu

Ce€
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+ 3ameHuUTe NOBpeX/AeHHble M KOPPOANPOBAaHHbIE MEANLIMHCKIE YCTPOiicTBa.

Crepunnsauns

« Mepep ctepunusaunei cobepute paso6paHHble MeIMLMHCKME YCTPOCTBA U pasmecTuTe
ux e Aepxatensx notka Washtray ans ctepunusayuu.
NMPUMEYAHWE: MeguuuHckue ycTpoiicTBa, ouuleHHbie B noTke Washtray, Takxe
MOXHO BEpPHYTb B NOTOK XUpyprvutckuit EV (Surgical Tray EV) gns ctepunusayumn

MomecTtute Haknagky Ovelay B noTok Washtray, 3akpoiite noTok Washtray KpbiwwKoii u
3aleNKHUTE KPbILKY.

YnakyiiTe 3arpyxeHHblit 1oToK Washtray B oqHOpa30BblIii NakeT 4Ns cTepunusauumn
(0fAVHapHbLIA AN ABOWHONR) NNN B KOHTeHEP ANA CTepunnsauumn, NpUrogHbli gns
cTepunusaLm napom.

Ha Kaxfoii CTepunbHO ynakoBKe J4OMKHbI GbITb MHAWKATOP CTEPUAM3ALUN U AaTa
cTepunusauymm.

Ynakoska, npurogHasa ansa crepunumsayuun napom, Ao/XKHa COOTBETCTBOBAThL TpeﬁOBaHMﬂM
ctaHgaptoB OIN EN ISO 11607 /ANSI/ AAMI ST79/AAMI TIR12.2010, Hanpumep
0JHOpa30Bble NakeTbl A4S cTepunnsauun (oguHapHble UK ABOUHBLI), YCTORUYUBLIE NPU
Temnepatypax 4o 137 'C u B 40CTATOYHON CTENEHN NpoHULAeMble 4N napa, XoTcble
o6ecrneunBalnT Hagnexalyi 3aunTy 0T MeXaHU4eckux NOBPEeXAEHWA, NN KOHTelHepbl Ans
cTepunumsaunmun, C KOTopbiMn cnegyet 06pau4an;cﬂ € COOTBETCTBUUN C yKasaHusammn
npoussoauTens.

Metog ~ Cnocob lemneparypa  LinutenbHOCTb  LiurensHocT
BO3AENCTBMS' b CyLLK/
MeperpeT [AuHamuyeckoe yganeHue 132 'C (270 'F) 4 muH 20 MuH
biil nap Bo3jyxa(npeasaputenbHoe 135 *C (275'F) 3 M/H. 20 MUH.
BaKyyMupoBaHue)
MeperpeT YpaneHue Bo3gyxa 121 *C (250 'F) 30 muH. 20 MuH

blii N0 rpaBUTaLMOHHLIM CAOCOGOM
* YKkazaHa MUHUManbHas ANNTENbHOCTb BO3/AENCTBUS, HA NpakTuke 06pa6oTka 06bIYHO
3aHMMaeT GofNblie BDEMEHN U MOXET pasnuyatbCs B 3aBUCUMOCTN OT annapata

XpaHeHve

V13enns A0NXKHbI XPaHNTLCA B 3anedaTaHHbIX OPUTMHANbHbIX YNAKOBKAX B CYyXOM MecTe npu
KOMHaTHOII TemnepaType, To ecTb 18-25 "C.

(DoprI nocTaBku - Ycnosusa XpaHeHusa - YTMHMSauMH
MocTaBKa

N3penne CocToaHue OfHopasoBoe/M Cpok akcniyaTabptu

npu yoropasosoe [konunuecTBO pas
nocraske ncnonb3oBaHue VICI'IOI]bSOBaHVIR/I'IeT)'
He MHoropasoBsoe

Wa6non SmartFix (SmartFix Guide) cTepunbHo rlcnonbao0aHHe 20 NOMMEHEHM

M3aenns Ao/KHBI XPaHNTLCA B OPUN~Ha/bHbLIX yNaKkoBKax B CyxoM MecTe Npu KOMHaTHOI
Temnepatype (18-25 'C).

[ins yTunusaumum ynakoBku n n3gennii co6niofaiite geiicTeyloune B HacTosee Bpems
HauuoHanbHble NpaBuia yTuan3auum oTxo408 B Bawei cTpaHe.

Knacc MejuMHCKNX 0TX0/A0B B COOTBETCTBMN ¢ CaHMuH 2.1 3684-21 -
Wcnonb3oBaHHbix MU - knacc B:

He ncnonb3oBaHHbix MU - knacc A.

JokymeHTauusa

Henpumenumo

JononHntenbHaa nHgopmauua Ans nonb3osartesnei

Ecnv Bbi BnageeTe nHopmaLmneii 06 0NacHbIX 418 KU3HU UHLMUAEHTAX NN CEPbE3HOM
YXYALWEHUM COCTOSIHUS 3[10POBbS NALNEHTa, CBA3AHHOTO C MPUMEHEHUEM IGO0 U3 HaLINX
“34enuii, NpocuM coo61nTb 06 3TOM HaM U COTPY/AHWKAM KOMMNETEHTHOrO opraHa B Baweii
cTpaHe

ToBapHble 3Haku

Bce TOBapHble 3HaKM U Ha3BaHUs KOMNaHWii ABNAIOTCH COBCTBEHHOCTbIO COOTBETCTBYIOLLUX
Bnajensues [N ynydweHus 4ntaemMocTi 4okymeHTa komnanus Dentsply Sirona Implants He
MCnonb3yeT CUMBO/bLI ® U ™ B OCHOBHOM TekcTe. Tem He MeHee, komnaHusa Dentsply Sirona
Implants He 0TKa3blBAETCA OT CBOUX NPaB HAa TOBAPHbIE 3HAKW, U JaHHbI JOKYMEHT HE MOXeT
6bTb UCTONKOBAH MHaYe

YcnoBusi Tp@aHCNOPTUPOBKHU

Vspenus cneayeT TpaHCNoOpTUPOBATL M NEPEBO3NTL OCTOPOXHO, U C COBNI0/EHMEM 0CO6bLIX
Mep NpeoCTOPOXHOCTYU NPU TPAHCMOPTUPOBKE, MPUMEHNMbIX K KXA0MY TUNY MEANLUHCKOTo
n3genus, npu Temnepartypax ot -30°C fo +60'C 1 OTHOCUTENbHOI BNaxXHoOCTH He 6onee 80%

Ycnosusa akcnayatauum

CToMaTONorM4Yeckne KAMHUKK U na6opatopuu.
O6nacTtb npnMeHeHns

Crtomatonorusa. 3y6Hasa umnnaHTonorua

CpoK rogHocTu

CpoK roaHocTM — 10 NeT B OPUTMHaNbHOI ynakoske

FapaHTUs Ha cUCTeMYy MMNNaHTaToB

JIns nony4yeHns nonHoii MHGopMaLmum o0 rapaHTUn Ha U3fieNna CUCTeMbI CM NOAPOGHbIe
rapaHTuiiHble YCNI0BUA Ha CUCTEMY UMNNaHTaTos. {1 )

JocTynHOCTb n3genuia

BHUMAHMWE: He BCce n3genns, onucaHHble B JaHHOW UHCTPYKLUWUMN, MOTYT 6bNb
3aperucTpupoBaHsl / paspelweHbl K 06palleHnio / NMLLEH3NPOBAHbI HA BCEX pbiHKaxX [lns
03HAKOM/IEHNSA C JOCTYNHLIM aCCOPTUMEHTOM W3/ eNnii n nx onucaHuem, cMm AeicTByloLnii
KaTanor npoAyKuun n 6poLwiopel UK CBSXMTECH C MECTHbIM ochncom npoaax Dentsply Sirona
ANA NONyYeHUs MHAMOPMaLN 0 JOCTYNHOCTU U3eNNs.

I'IpaBa Ha U3MEHEeHNA COXpaHeHb!
M0 3anpocy MOXHO NOAYYUTb UHCTPYKLMIO HA APYTUX A3bIKaX

Dentsply
Sirona
Implant'S

B TOM N1 NHOM pernoHe mMupa MOryT 6brThb JOCTYMHbI He BCE
nspgenna

CocTositHue nHcopmaymn’
IFU 6537-RU-RU Pepg 2024-02
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WHCTPYKLUS MO NMPUMEHEHWIO

YNONHOMOYEHHbIV NpeAcTaBnTeNb Ha TeppPUTOpUn
Poccuiickoin degepaunn

00O «[leHTcnnait CupoHa»

115035, r. MockBa, H36 OBuYUKKUKOBCKas, A. 18/1, cTp. 2, nomewy. 3H.

Ten.; *7 (495> 725 10 87

O6bACHEHNE CUMBO/IOB

Cumson

e-TEHIk,

A
: O
< AN
m
0123

Ce

HanmeHoBaHue cumBona

MponssoanTtens

[Mata usrotosneHuns

Wcnonb3osatk A0

Kopg naptun

Homep no katanory

He cTepunbHo

He ncnonb3oBaTb Npu NOBPeX/AeHUN ynakoBKn

06paTUTeCh K MUHCTPYKL MU MO NPUMEHEHUI

EBponeiioroe CooteetcTeue (EC)

TonbLKo No peuenty Bpaya:

(BHUMaHue' B cooTBeTCTBUU C 3aKoHOofaTenb,cTBoM CLUA
npojaxa fjaHHoro npenaparta MoXeT NPOU3BOAUTLCA TONbKO
cTomMaTtosioramu Uau Bpauyamn, UMeKLUMI TULLEH3NI0 Ha
oCylecTBieHe MEeJULNHCKON JeATeNbHOCTU, NGO MO UX
npegnucanuio.)

MegnuunHckoe usaenve

npoussoauTens: Dentsply Implants Manufacturing GmbH
RodenbacherChaussee 4,63457 Hanau, Germany

www.dentsplvimplants.com
www.dent50Iv5irona.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MpaBa Ha U3MEHEHUSA COXPaHEHbI.
Mo 3anpocy MOXHO MOAYUYNTL UHCTPYKLMIO HA APYTUX A3bIKaX

B TOM UAN MHOM pernoHe Mupa MoryT 6biTb OCTYNHbI He BCe
nsgenus.

CocTosiHMe UHhopmaumm.
IFU 6537-RU-RU Pepg 2024-02

Dentsply
Sirona
impiants
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PyxoBOACTBO NO NPUMBHEHMIO

DS Implants

Cuctema geHtanbHan PrimeTaper EV

\ Dentsply
Sirona

HHCTPYRLIAMA
Di] DPUMSHEHING W TNIOCCRPWON

ONucCaHne CHCTOMLI

ACCOPTUMBNT CHCTEM RMANSHTETON DS Implants mouBeT AeHTaNLHHE
WMATIBHTATL), BHHTR-SOINYLLHN, TRAHCISCHEOUIS SCRTMOHTY W ADYINS
OPTONBANNECKIE KIMNOHOHTH, S TAINGE XMPYDIMUECKHE N OPTONREUHOCKNS
ANCTRYMIOHTM.

TIPaSNONATALLES IO IORATIM

MONSIOBATENAMN ABHMLIX UIABMMIL AOMNHM BHTD NIUBHIHPUBANNLIO
BPRUWETOMATONONE, OTNARAICUING HABRKEMY PESOTE & ASHTANMHOH
ANNANTONONMN 1 JAPRMHOS O3HAKDMNCHHLS C agenwsiMin DS implants.
KImsvecKan NONLIE ¥ UENGEER FPYNNS NEUNSHTOR

ACCOPTHMEHT CHOTEM NMANEHTATCE DS Implants paspaloran 4nh 3asHb!
QANOTO NN HECKONLKMX CTCYTCTRYIOWMX 3YGON ¥ NAUWENTOS C LIBNbI0
SOCCTRHOBNOHIA IBBATESNIRHON PyHapwm. Lianenod rpynnod naLmenTos
FENMTTEN NMUR C MONHOCTLI CHOPMMPOBABUMIICH YOINOTTHID, HD HMOIOWND
HH OANOMO W2 NPOTHBONOKRISHWA, CRAIBHHINIX C ABHTRNGHON HMANEHTELMN.
CoRMACTHMOCTL

ASINNaiTaT COBMECTIM C SCCOPTHMENTON OPFTOMMINOCKAX MIAONUA CHCTOM
wannanTaTos DS implants. a TRIOKS € crcTamoil usnnantaTos Astra Tech
Implant System ¢ cosameetinem EV. KOMNOHENTI 8OTYT MCIGNGIORATHEN
TOMLED BMACTE C OPATNHANGHIMN UIAGRMAMN W KHCTDYMOHT SN,

BOB KHCTDYMEHTE, KOTOPLIE NOFYT UCMIGNILIOBATHCA BMECTS C KOHTPYINOBMM
Wwﬂ. WBT RA/CA-pAYREM COrNBCHO (SO 1797 WAN COBMECTIM! C

Onucanne nanenna

WMRRaHTaT AenTankiei PrimeTaper EV
PrimeTaper EV — 370 S#TOOGPAIHME JENTANDNON HMISIAHTAT, PRiPRKOHNARA

Viunnasrar AsHTansinii PrimeTaper EV o0nansey sHyTperoi reomeTpues c
KOHMMBCKOR 0 IHAEKCHPOBIHHOA KOHDNTYPALNGH J0H CORINNEHUA,
S0MMNHOCTS NOKBOPE NMINANTATOD B JASHCHMOCTN OT TOMLINN N (DOPME
KOCTH ROCTWAOTCA GAMUAAPA PAMCOBPENNG X AHBMETROS ¥ ArMHA.

Coepna PrimeTaper
Cuepna PrimeTaper MCNOMeINOTCA 8 XQAS OMEPELIUN NO YCTAHOBKS
NMIABNTATA COMAcHO coppnasun. Cpepna cHalinenu Naseprod

Meruuxm pe3nGui PrimeTaper

Metuwan pasto PrimeTaper ncRONeIyIOTCA ARA BECIUNPBHER
OCTOCTOMUMECKOND OTRENCTHA B OLSNL NNOTHOR NOGTH.

WaBnoNne MMONAHTATON POMTTRNONOrMYOCkHe PrimeTaper
(PrimeTaper mloonpmc Templato)

LUafinoHsl MMNNBHTATOS paHTTeHONOMuectne PrimeTaper (PrimeTeper
Radiographic Templats) — 370 NPOIPEMHLE NNCTE NONKITHNSHOROR ANEHIN C
OTROMATRNHWIEN HA HNX KOHTYPAMMW, KOTOPLIE NPEACTARNMOT MANUTRAKTATM
PrimaTaper EV » paanmusuix Mecwrasax. CTentse yuenuusnn 3poNpyeTen
8 ARSNRIONE OT 1,0 A0 1,5, Taxwe Walinossl ExNCAMMOT DYIHAMIO
BENOMOTETRNMbHMX

NPHCNOCOCNBHIA ANA NAHAPOBSHINN.

Hazuassnne (WHCTPYMSNTH)

MArOPEI0BME XHPYPIIMBCKIHE U BOCCTAHOBHTONLHLIO NHCTDYNOHTLY,
NEBAKBIHANENHLIE ATTR YCTEHOBKH, YARRSHNA N / NN SAMOHM JyTHLIX RWNNEHTATOS,
SOETMBHTOB N CTOMETONOIIYOCKNX INSOPETOPHLX NPOAYRTCR & LIBIMO
SOCCTAHOBIWSING WOBETRNLHOA hetisl NALUMONTA. MHCTDYMONTS MOTYT
HCNONLIOBETRCA B ABYX PENLIX PABONNX NPOLIBCTRX: YCTEHOMKE i YARMHNG HE
YRORHS HAIIUBHTATS WM YCTAHOREA M YARNCHIN A YDOSHE alaTmenTa,

ndpopMaMA O JAKE3E W PAIMOPAX
AKTYANLHY0 NOAPOSHYIO WHDOPMELIHO O SAKRIS CM. B NOCIIBAHEM KETANOIE
npoagyxuss DS implants.

C €/C€E

W
Mmmmmm
Rodanbachar Chisusase 4, 53457 Hensu, Germany

W deniaplvaiona,com

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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MNOKRIAHIA K APIMENSIHING

Hvmnaratss penranstsie PrimeTaper EV

HMINBHTETH! RPEAHBINANSH KBK 1N OQHOITAMHMX, TAK M AN ASYXITENHLIX

XNPYPIMHECKNX BMELATANLCTE B CBAYIOLMX CAYUEAX K CO CIEAYIOLLIAMI

mmmmn
SMISHA OTCYTCTRYICUMX SYO0R NEOTEIEMN OLHOMC WK HECKONLKNX JYH08
HE HUROER HAK DEPXHER YOMMOCTW;

€ HEMEANIEHHEN YCTAHOBKE & NYHKN NOCHS YAANSHUN JYCOB R 6 CAYYAAX
HACTHUHOMD WA NONHCTD ENMENEHIA ANLBRONAPHOIS OTPOCTKA;

o OcOGIRING PRXOMSHIYIOTCR [N PHAIBHEHMA B KDCTH HN2KOH MNOTHOCTH,
KOFAS WWMINGHTATM & APYTOHR OOPRBOTRON NOBBPXHOCTH MOFYT BuiTt MeHes
PDaKTHEH;

®  HOMOLNEHHER W DAHHAR NATPYICE (et FOSIX NOKBIRHIAX, KDOME
OQWNOUHMX PECTISPALIN HE RENNBHTETEX KOPOYS B M WM B KOCTIt
HIBKOR NNOTHOCTH {THN 4), IOIAA CTAGRNMHOCTL NMNNBHTATA MOXOT
AOCTWSTCH C TRYAOM W HEMELNSHHAR NAMDYID MONET GhTh HE
POIOMSHAOEENE.

& HASHNGHNG wannanTaTos PrimeTaper EV & 3.0 orpasiulneTen
YCTAHOBKOR GOROBLIX POILIOD BOPXHEN HOSIIOTTH ¥ PEILIOS NINIHEH VEMNICTH.

Caepna PrimeTaper n meTiuxu peastut PrimeTaper

Caepna PrimaTaper ¥ merusior pesutibi PrimeTaper ncnonelyores Ann
NPENAPHPOSEHIA CODTEETCTEYIOLLSIO CCTROTOMMWACHOID UTRIRCTAN QIR
WMIIBHTATA N SLINOMHEHNA PRI HEIX BAPWANTOS NPETEPUPORAHAR B
SHABNCHMOCTH OF HHANIAAYRNOHbEY CBORCTE KOCTH HE YHACTRS WMNSANTEUNN.

WiaBnoub! MuNNANTATOS penTreHorornveckne PrimeTaper
{(PrimeTaper Radliographic Template)

LLeGNOHL SWNSHTATOS paHTTEHONONIMECcKne PrimeTaper (PrimeTaper
Radiographic Templaie) MnmoTca NHCTPYMENTAMK AN NSHUPOSEHWA,
HCNONNSYRMuIMN NBPER NPODOGSHNOM ONEPALIM NO YCTRHOIKE WMINAHTATA.
ITH URGNOHL! NPAAHESHINOMY AN NPNMEHOHUNA B CONSTIHNN C
POHTTENOBCKNM CHIMKON YSNIOCTH NEUMNEHTE. OHN NOMOrSIOT BpaYY
CINAHNPOSATE ONTHMANHOO PACTIONONEHWS, HAMPABAEHUE N PUIMEp
WMNNSHTATA.

MuauxaTop HanpaaneHun nunnauTaTos PrimeTaper
{PrimeTaper Direction Indicator)

WnauxaTop sanpaanesun nunnaqvraroa PimeTaper (PrimeTaper Direction
Indicaton) CRYNOIT ANIN KIMEPOHEN PRCCTOMMNA MENAY OCTEOTOMMMOCKINN
OTRORCTHAMN, NPOBEPKN HINPRAANEHNA OCTEOTOMUN N OOSMISHIA
NEPANNENNIALM NPOUSA YR OCTEOTOMMN.

NMoxasanusn
HacTini0s W narmoe oTCyTCTeNe 3yGon

MPOTHBONOKRIAHNA

o ANNEPrISCOE PAMLIN W MNBPUYSCTENTONGHOCTL K HCROMNLIYEMMM
METONUANAM (CM. PAIAON “MaTepran!'}

*  ANDapET MHOKEDAS B HEAEENEM ARANHA (<3 MOCRLEeS)

®  VHCYNEY B HEASBHOM BHAMHESD

ONepaLUR N0 NPOTEIMPOBANC COPAGHHOND INANMHA B HEQABHEW

Bnyrpiusennoe saeaonne SuchochoHaron

VIMNNBKTETS AWAMMTPOM 3.0 H8 NPAAHEIHEYEHL! SNA JBMBHH
USHTDANGHOM PE3LA, KNLIKE, ADBMOINBS W MONADR HA BOPXHON
YSMIOCTH, & TAKKE ANH SBMEHL! KNLIKA, NIPOMONADA UMW MONADS HE HIKHER
NEMIOCTH

fipegynpexpenus
CTaHAAPTHHS PHCKW OCICMHEHNA B XOAS XHPYRORISCKNX MAHNTTYIALW B
POTOAOH NONOCTH ¥ PEASHIMTALMN POTOBOR NONOCTA:

E
2

A1 i) bR b ALy A v AL TR [P (Pt A8 A 1 ST e e a1 e =

NIPIEN 158 NINOHIINS COXDENEMM
B Tou 1 KoM perwone [ R— \ entsp
e W Sirona

COCTOMME abopistLym:
IFU 7002-RU_RU Mocrvag,. pey 005 B8  2024-02
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PyKkoBOACTBO MO NPUMEHEHULO

MauneHT MOXeT NPOr0TUTL WIN BAOXHYTb CNyYyaliHO ynasliuve
KOMMOHEHTbI, YTO MOXET NPUBECTU K NOBPEX/AEHUI0
I'IVII_L[eBapMTeI‘IbHOﬁ/,qleaTel‘leOﬁ CUCTEMBbI NN yayuwbio. C menkumn
npegmeTamMmu Heo6xoAMMO 06paLaTbCa 0CTOPOXHO.

HeBepuoe nnaHnpoBaHne U HenpaBunbHasA NOAroTOBKaA /10Xa UMNaHTaTa,
a TakKe HEeTOYHbI Bbl60p fﬂyﬁI/IHbI YCTaHOBKN MMmnnaaHTaTta MOryT npuBecTu
K MOBPEX/AEHNI0 HEPBOB, KPOBEHOCHLIX COCY/A0B, 3y60B, YeNOCTHOW KoCcTH
VN raiiMopoBOii Nasyxu.

HacTosTenbHO pekoMeHAyeTCs NPOXOAUTL CnelnanbHoe obyyeHne nepes
nNPUMEeHeHeM HOBbIX MEeTOA0B fie4YeHna.

Ab6aTMeHTbl ¢ 60NbLWNM YINOM HaK/OHA W UMNAaHTaTbl Manoro gnametpa
HE PEeKOMEeHAYTCA K NTPUMEHEHUID B 60KOBOM oTAaene 4enwcTu.

Mepbl NpefoCTOPOXKHOCTHU

Mepep BbINONHEHWEM Kax Aol npoueaypbl cnegyeT y6eanTbcs B TOM, 4TO
BCE HEO6XO0/ANMble KOMMNOHEHTbI, NHCTPYMEHTbl U MaTepuasbl JOCTYMNHbI B
TpebGyeMOM KoNMyecTBe U NOSTHOCTbIO NPUTOAHBI K MPUMEHEHUIO.
Pacnonoxute nayneHTa Takum o6pasom, 4To6bl ONACHOCTb BAbIXAHUSA
KOMMOHEHTOB 6bl/la CBeAeHa K MUHUMYMY.
Bce KOMMOHEHTbI, UCMO/Ib3yeMble BHYTPU POTOBOI NOMOCTU, JO/KHbI OblTh
3apukcupoBaHbl BO n36exaHue Ux BAbIXaHUA WK MPOrnaTbiBaHNS.
HenpaBunbHblii 0T60p/aHann3 naymeHToB, a Takxe HecobnwaeHve
VMHCTPYKUWIA NO NPUMEHEHUI0 MOTYT NPUBECTU K HeyAayHOMYy pesynbTaTty
WM noTepe OCTeOMHTerpayum.
Bo Bpems npenapupoBaHnsa ¢ NpYMeHEeHMeM cBepsl He06X0ANMO
npuaepxnBaTbCa peKoMeHAyemMoli CKopocTu BpaleHus. He cnegyet
npeBblllaTb MakCMMasibHOE YMC/10 060POTOB, HO U HE YMeHbllaTb YUC/O
060pOTOB 4,0 Ype3MepPHO HU3KOTO YPOBHSA
Mocne 4OCTUXEHUSA MAKCUMasibHOro Yucaa LUKI0B CaHUTapHO-
TUrMeHnyeckoin ob6paboTkn/naymeHTos (cM. Tabn. «MocTaBka» HMxe) NM60
npu NOBPEXAEHUN UN NPEXAEBPEMEHHOM 3aTYNTOHNU PEXYLNX
MHCTPYMEKTOB UX cnejyeT 3aMeHUTb.
Mpu 3HaUYNTENbHOI aTPOUN HUXKHEI YENCTu CyLecTByeT pUck ee
nepesioma BO BPEMS XMPYPruyeckoii onepauun unm nocne Hee.
Heb6naronpusTHble yC/I0BUS HArPy3Ku MOTyT NPUBECTU K NOIOMKE Uau
NoBpexX/AeHUo UMNNaHTaTOB, KOMMOHEHTOB NpoLecca 3axuBeHNs,
opTonenyecknx KOMNOHEHTOB WU NpoTe3a, B pe3ynbTaTe yero
notpebyeTcs yjaneHue u 3ameHa umnnaHtata. Heo6xoaumo TuwiatenbHo
OLEHUTb XeBaTe NbHble Harpy3kn 1 gusaiH pectaspayuu.
Mpy NnaHMpoBaHUK NeYeHns ANA UMNNaHTaTa 4AMHOI 8 MM paccMoTpuTe
BO3MOXHOCTb NPUMEHeHUsi Hanbosiee WNPOKOrO UMMAAHTaTa,
ABYX3TaNHOro XMpypruyeckoro BMellaTenbCTBa 1 LUMHUPOBAHUS
umnnaHTatoB. TuwatenbHo cnejuTte 3a nayMeHToM Ha npeameT yTpaThbl
KOCTHO TKaHW BOKPYT MMMNAaHTaTa Un U3MEHEHUS peakuun umnaaHTara
Ha nepkyccuto. Ecnu nmnnaHTat gemoHcTpupyet 6onee 50 % yTparthbl
KOCTHOW TKaHW NN NOABUXHOCTb, PACCMOTPUTE BO3MOXHOCTb yAaneHus
uMmnnaHTaTa.
CTaHAapTHOe MMNNaHTO/I0rMYeckoe nevyeHne He pekoMeHgyeTcs
NPOBOAUTL A0 3aBEPLIEHUSI POCTa YEIIOCTHOI KOCTK, a Takke y
6epeMeHHbIX XeHLWH.
HeHagnexatuiee oxnaxjeHune, HenpaBuibHas NoAroToBka /ioxa
umnaaHTarta, HenpaBW/ibHble HACTPOWKM MHCTPYMEHTA U Ype3mepHoe
ycunune dukcaynm npu ycTaHoBKe MOryT NPUBECTU K NOBPEXAEHUI0
uMnaaHTara.
Bce usgenus, npegHasHayeHHble 4NA 04HOPA30BOr0 NPUMEHEHUS, He
[LOJIXKHBI UCNOMb30BAaTLCS MOBTOPHO. HecobnoaeHne aToil Mepsbl
npeAoCTOPOXHOCTN MOXET NPensaTcTBOBaTh OCTEOWHTEerpauun umnnaHTara
nn60o NPMBECTU K Pa3BUTUIO I0KANIbHOW UNN CUCTEMHON NHEKLMN.
Ha npuxmBaeMocTb MMNAaHTaTa MOryT MOBANATb Takue akTopbl, kak
KO/INYEeCTBO U Ka4eCTBO KOCTW, /1I0Ka/IbHble MHPeKLMN, HapylueHne
Haya/IbHOTO 3aXWB/IEHUA, a TaKkKe NpexjeBpeMeHHas Harpyska.
YcnewHoMy 3aXUB/IEHUIO U OCTEONHTerpayum mMoryT npensaTcTeoBaTh
cnepytouime akTopbl:

BOCMasieHns, onyxonu, abcLecchl UIN KNCTbl B 06/1aCTU YeNocTy;

HejocTaToYHas BbiCOTa /WU WUPUHA KOCTHU:

HejoCcTaTOYHOE MOKPbITUE MATKUX TKaHel:

npejlecTeyollee TepaneBTuyeckoe o6nyyeHne B o6nactu

pecTaspaymu:

HapyLleHUs B 3aXWBNEHUU KOCTel 1 paH (Hanp., npu

HEeKOHTpoNMpyemom gunabere):

ayTOUMMYHHble 3a60n1eBaHuns:

HEKOHTpo/IMpyeMble napadyHKLNOHaNbHbIe NPUBLIYKK (Hamnp.,

6pyKCn3Mm):

HejocTaTo4YHaa rMrmeHa nosocTu pra:

ypesmepHoe ynoTpe6ieHne ankorons:

KypeHue.

a/ c e

MponssBoauTENDb:

Dentsply Implants Manufacturing GmbH
Rodenbacrier Criaussee 4,63487 Hanau. Germany
www.déntSDIlvimDlants.com
www.denlsDlvslrona.com
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HexenaTtesnbHble peakuumn

K HeXefateNbHbIM peakuyusam, BO3HMKawLW MM BO BpemMs uam nocne

MMNNAHTONOINNNYECKOro 1e4eHna, MOoryT OTHOCUTbCA!

¢ Annepruyeckue peakuuv UM rmnepyyBCTBUTENbHOCTb K UCNONb3YEMbIM
maTepuanam (cMm. pasgen "Matepuansl”)

q) BAbIXaHMe nnun npornatbiBaHNe KOMNOHEHTOB MOXeT NpUBECTU K
NOBPEXAEHNIO NULLEBAPUTENbLHO/AbIXaTENbHON CUCTEMBI NN YAYLWIbIO

¢ Heob6paTtumoe noBpexjeHne HepBa unu 3y6a

¢ ToBpexaeHne YeNtCTHON KOCTU WKW TaiiMopoBOW Nasyxu

¢ Hekpos, BbI3BaHHbIi HEAOCTATOYHBIM OXNAXAEHUEM WK Ype3MepPHOI
CKOPOCTbIO BpalleHus

¢ TpelwmHa B HUXHel YentocTn

[b HEyCTpaHVIMOe KpoBOTe4YeHne nocsie onepaunm (HaanMep, B pe3ynbraTte
noBpeXAeHUs A3blYHON apTepun)

¢ KnocneonepauuoHHbIM HEY06CTBAM OTHOCATCA:
| OTek:

e rematoma:

. BpeMeHHaa MecTHaa NpunyxnocTb:

e BpeMeHHas aHecTe3ns UIU napecTesns ¢ 3aTPyAHEHUAMU npu
XeBaHuUu:

m 60Nb.

YTpata umnnaHtata

MepuumnnaHTnT

NokanbHas unu cucTemHas MHdekyus

YTpata KocT B pesynbTaTte NepunMANaHTUTa AN MeXaHu4Yeckoi

neperpysku

Monomka nnun nospexageHne mmnnaHTatoB, KOMNOHEHTOB npouecca

3aXUBMEHNSA, OPTONEANYECKNX KOMMNOHEHTOB UK nNpoTesa

Heo6X0AMMOCTb yaneHns 1 3aMeHbl MMNNaHTaTa

3cTeTnyeckne nnu beHKLWIOHaanbIe OC/TOXHEeHUA

88 B8 8888 H

MHdopmauymsa o MPT'6e3onacHocTH

M3genus, octawwmecs B Tefie nauneHTa, MoryT nogBepratbCcs BO3jeicTBuio
aHeprun MPT. lonONHUTENbHYIO MH(OPMaLMI0 CM. B JOKYMEHTE
«WHdopmayms o MPT-6esonacHocTn komnaHum Dentsply Sirona Implants»,
AoCTynHoM no cceinke dentsolvsirona com/ifu.

MNowaroBas MHCTPYKLNA

MpegonepaLyoHHoe NnaH1poBaHme

KaxAablii nayMeHT f0KeH NPOATH TwaTenbHblii 06U 1 cTOMATONOTMYeCKUii
ocMOoTp. ,U,O Hayana ne4vyeHusa Bce Buabl naTonoruit yenwcTeii u sce 3y6b|
[O/XHbI BbITb Bbl/IEYEHbl UNN HAXOAUTLCA B NpoLecce 3aXuWBreHns
YcnelwHoe UMNIaHToIornyeckoe neyeHne HeBO3MOXHO 6€3 KTMHNYECKOro 1
PEeHTIeHONOrMYeCckoro aHannsa, a Takxe aHanusa mogeneii.
MpeponepaynoHHOe NNaHWpoBaHWe AO/MKHO 6bITb OCHOBAHO Ha OXujaemom
pe3ynbTate BOCCTAHOBUTEJ/IbHOIO /Ie4YeHnd.

Wa6noHbl UMNNAHTaTOB peHTreHonornyeckne PrimeTaper

(PrimeTaper Radiographic Template)

LWWa6noHbl uMNNaHTaToB peHTreHonornyeckne PrimeTaper (PrimeTaper
Radiographic Template) moryT cnyxuTb BCnomMoratesibHbIMU
npMCnoco6eHnsMN AN NNAHUPOBAHUS B COYETAHUN C PEHTTEHOBCKUM
CHUMKOM. PeHTreHOBCKMIi CHUMOK NOMelaeTCsA Ha HeraTockon, a 3aTem cBepxy
Ha Hero yknajgbiBaeTcs NoAX0oAAWMI WabnoH. ITo NO3BO/SEeT Bpayy BbiGpaTh
Hanbonee nogxogsiiee pacnosioxXeHne, Hanpas/ieHUe U pasMmep NMNAaHTaTa.

MPUMEYAHWE: [iBOiiHble NMHUKN NOA,
pUCyHKaMu MMNAaHTaToB 0603HavaloT
MaKCUMasibHY0 JONOMHUTENbHYIO
rny6uHy cBepneHuns 3a cueT
HakoHeuyHuka ceepsn (1 Mm).

MNoaroToBka Mecta MMNaaHTaLmm

I'Io,quToste MecTo nmnaaHtTaymm B COOTBETCTBUU C BblﬁpaHHOVl
XVUpypruyeckoit npoueaypoit 1 paaMepom umnnaHTara.

N3BneyeHne CTepUbHbIX CBEPST U METYUKOB pe3b6bl U3 6UCTEPHOI
ynakoBKu

1. BCKpOIiTE BHELWHIOW 6IUCTEPHYH YNAKOBKY.

BbITPSIXHUTE BHYTPEHHUIA 6AUCTEP HA CTEPUTN30BAHHYIO MOBEPXHOCTb.
3aduKkcupyiiTe NoNoXeHne ceepaa UAu MeTymka pesbObl, 3axaB 61ucTep.
BbicBO60AUTE CTEPXEHb, OTOTHYB BEPXHIOK YacTb 6auctepa.

BcTtaBbTe CBEepao nan MeTyunk pe3b6b| B KOHpranBOVI HaKOHEeYHUK.
CnepyiiTe peKOMeHAyeMOMy NPOTOKONY CBEPNEHUSA, NPUBEJEHHOMY HUXE.

o oA wN

MNpaBa Ha U3MEHEHUs COXPaHEHbI
Mo 3anpocy M0X010 NONYYNTb MHCTPYKLMIO HA A4PYTUX
A3bIKAX

B TOM 1N nHOM pernoHe mupa MoryT 6biTb JOCTYMHbI D e n ts p Iy
He BCe nsgenusa S i ro n a

CocTosiHne uHhopmaymm
IFU 7002-RU_RU Mocnepn pep 005 B 2024-02
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PykoBOACTBO MO NPUMEHEHUIO

PeKkOMeHAyeMblil NTPOTOKON CBEPNEHUS

NMPUMEYAHWUE;

e BblNoNHANTE cBep/ieHne Ha ckopocTn He 6onee 1500 06/MUH C OGUBHBIM
opoleHnem o6pabaTbiBaemMoro yyactka usnonornyeckum pacTBOpoM.

*  MeTuukn pesbbbl cnefgyeT NCNOMbL30BaTb C MAKCMMasIbHON CKOPOCTLIO
25 06/MuH.

¢« Yrobbl NOAroTOBKA MeCcTa MMNAaHTaLMn npowna ycnewHo, ceepna u
MEeTUYUKN p83b6bl OOIKHbI 6bITb OCTpbIMU.

+ OTmeTKa 2 MM Ha cBep/ie yKa3blBaeT Ha BbICOTY MpULIEeeYyHol YacTn
umnnaHTaTa ¢ MUKpope3b6oii.

K1 .
PekomeHayeMmbl i , 2 i1 E-O g
npoTokon o b

Q Q o o O 1Q Q o1 6 5

1 2 3 4 6 6 MeTuunk

pe3b6bl
030 1 2 13( 113[
036 1 3 14 1214]
042 1 3 4 8 *13]5¢(
134

048 1 3 5 *
)6( M

054 1 3 5 6 xSy

17l

«  Uwndpbl 1- 7 o603HavaT HOMep cBepna

«  “1[" o3HauyaeT «TONbKO KOpPTUKa/IbHOE NpenapupoBaHune» (0653aTenbHO)

¢ + 0YeHb NA0THasA KocTb (TMn 1)’ - foOCTyneH BUHTOBOW MeTUuK,
I/ICI'IOI'Ib3yeMbIVI nocne KOpTUKanbHOro npenapupoBaHna

¢ O0YeHb MArkas KocTb (Tun 4)' - npn paboTe ¢ 0O4eHb MATKOW TpabekynsapHoi
KOCTbIO A1 OKOHYATEIbHOTO CBEP/IEHNS HA NOJHYI TNYy6BUHY cnedyeT
ncnonb3oBaTb CBEP/IO HA OANH pa3mMep MeHblwe, YeM yKa3aHo B
peKkoMeHyeMOM NpPOTOKO/e, a B 3aBepLIEHNE NPOBECTU KOPTUKANbHOE
npenapuposaHue

MpvmeyaHus ans 0C06bIX KMMHNYECKNX cny4aes

w
TouHasi HacTpoiika axi & $ o !
Q Q G G
w
Peko |||leHayemblii 9 o gT ﬁ K 2 'I 5
n N
npoToKon Q o o o o 0 Y
MeTunk
NmnnaHTtat I 1 2 3 4 5 8 pe3b6bI
0 30 1XS: 1 2 3( 113[
036 s 1 3 4 + 12j4
EER | 1 34 s * 13
048 1 1 3 5 16] * 134]6[
054 L 1 3 5 6 )7[ + 135]7[

Mpu HEO6XOANMOCTMN JOCTYNMHLI 5 4ONONHNTENbHBIX AUAMETPOB CBEpa

(0 2,65; 0 3,25; 0 3,85; 0 4,45; 0 5,05) 4na TOYUHOI perynupoBku guameTpa
OCTEOTOMUN B CpPABHEHUN C pEeKOMEeHAYyEeMbIM NPOTOKO/IOM;

e Jlerkoe «HegonpenapupoBaHue»;

e Jlerkoe pacliMpeHne 0CTEOTOMUYECKOTO OTBEPCTUS.

B 3aBeplieHne 0CTEOTOMUM NPOBEAUTE KOPTUKANbHOE nNpenapupoBaxue | [

MocTaKCTPaKLNOHHbBIE TYHKM

Mpu paboTe C 0O4EHb MATKON KOCTbI UCNONbL3YiiTe BbllleyKa3aHHbIA pexum
cBepneHuns (1. e. NP OKOHYaTEe/IbHOM CBEP/IeHNN Ha NOJIHYI0 FN1y6uHY
BO3bMUTE CBEP/IO HA OAWNH pasmMep MeHblie, YeM B PEeKOMEHAyeMoM
npotokone) Nn6o, B Ka4ecTBe anbTepHaTUBLI, HAa NOoNpasmMepa MeHblle, YeM B
pekomMeHAyeMoM npoToKone.

Y3kuii rpe6eHb
B cnyyae CONPUKOCHOBEHUS C NOABA3bLIYHON/WEUYHO KOPTUKANBHOW KOCTbIO BO
BpemMsa NoAroToBKM K OCTEOTOMUM MOXHO MCMNO/Ib30BaTb METUYUK pe3b6b|.

KopoTkue umnnaHtatbl
Mpw pa6oTe c uMnnaHTatamu 4ANHONK 6,5 MM paccMoTpuTe LenecoobpasHoCTb
npumMeHeHnAa ceepsia Ha OAWH UK Ha nospasmepa MeHblwe, Yem B

CE/CE!

MpoussoguTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee4, 63457 Hanau, Germany
www.dentsDivimolants.com
www.dentsoivsirona.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

pekomMeHayeMOM NPOTOKO/Ee, A/IA OKOHYATE/IbHOI0 CBEP/IEHUA Ha MOJIHYIO0
rny6uHy.

B nnoTHOI TpabekynsipHoOi KocTu

[nsi OKOHYATesNIbHOTO CBEPJIEHNS HA NOMHYK FNYGUHY NUCNONb3YiiTE METUUK
pe3b6bl NN cBEPNO Ha nonpasmepa 60nblie, YeM B peKOMeHAYyeMOoM
npoTokosne.

WHavkaTop HanpasieHns umnnaHTaTos PrimeTaper
(PrimeTaper Direction indicator)

Pa3smecTute nHgukatop HanpasneHusa mMmnnantartos PrimeTaper (PrimeTaper
Direction Indicator) B 0CTEOTOMWYECKOM OTBEPCTUM NOCME NpenapupoBaHns c
HOMepamu cBepn 11 3, COOTBETCTBEHHO, YTO6GLI MPOBEPUTL UX Hanpas/ieHne, a
Takxe 06/1erynTb napanienbHoOCTb NPOBEAEHNS NpoLeAyp OCTEOTOMUN.

"ny6uHomep

MposepbTe rNy6MHY OCTEOTOMUU C NOMOLYbIO FNyGUHOMEpA.

YcTaHoBKa MMniaHTaTa

1 BckpoiiTe ynakoBky, Bkntouas 6aucrep.

2. TlepeHecuTe CTEPUNbHbIA BHYTPEHHUI KOHTENHEP B CTEPULHYHO 30HY.

3. CHMMUTe KpbllLKYy KOHTeliHepa nyTeM NoBopoTa, YTO6bl 0GHaXUTb BEPXHUIA
Kpaii umnaaHTaTa.

4. TMpucoefnHuTe noAaxoaawmnin umnnantosog EV (Implant Driver EV) k
KOHTPYF/T0BOMY HaKOHEUYHUKY WU PYKOATKE XUPYPTUYECKOW OTBEPTKMU.
YTo6bl n3bexaTb NoBpexAeHus umnaadtosoga EV, sBocnonb3yiitech
KOHTPYrNOBbIM HaKOHEYHWKOM U/IN PYKOATKOWM XUpypruyeckoii oTBEPTKU C
WeCTUrPpaHHNKOM, BBOAA WIECTUTPAHHUK B CLLeN/eHNe Ha cTepxHe
nMmnnaHtosoga EV.

5. lpu u3BneyeHun umnnaHtara yb6egutecb B TOM, YTO MUMMNIAHTOBOJ,
NOJIHOCTbIO MOCAXEeH B UMMAaHTaT. HagaBute, 4ToGbl akKTUBMPOBAThL
yHKUMIO NepeHoca, nepej TeM Kak U3Bfieyb MMNIaHTar.

6. YcTaHOBUTE MMMAaHTaTe MOMOLLbI KOHTPYI/I0BOrO HaKOHEYHUKa npu
HU3KOW ckopocTu Bpauw,eHns (25 06/MUH) N 06MILHOM NPOMbIBAHUMN
U3N0N0rMYEeCcKUM PacTBOPOM.

7. BsopauuBaiiTe uMnaaHTaT B 0CTeOTOMUYECKOE OTBEPCTUE A0 TEX Nop, noka
Bepxyllka MpULIEeyHOo yacTu nmnaaHTata ¢ MMKpope3b60il He okaxeTcs
Ha OfJHOM YpPOBHE C KOCTbIO.

NMPUMEYAHWE; N36eraiiTe Ype3mepHOro f4aBneHus.

8. [lnA okoH4YaTenbHOI Mocafky MMNAaHTaTa UCNoNb3yiTe
AnHamomeTpuyeckuii knou EV (Torque Wrench EV) BmecTe ¢ pyKoaTKoi
xupypruyeckoit otsepTku (Torque Wrench EV Surgical Driver Handle) n
nogxoaawmm nMnnantosogom EV (Implant Dhver EV).

MPUMEYAHWE: Mpu ycTaHOBKE MMNNaHTata ycunme gukcaumm He ONXKHO
npesbiwartb 45 H cMm. Ecnu no goctnxennn 45 H cMm mmnnaHtar He
YCTaHOBMIEH MOMIHOCTbIO, BbIKPYTUTE/M3BNEKUTE UMNNAHTAT U paclimpbTe
0CTEOTOMUYECKOE OTBEPCTNE, HACKO/IbKO HE06X0AMMO. PekomeHyeTca umeTb
B Ha/IMYUM TUTAHOBbIE WUNLbI, HA CNyYail ecim UMNNaHToBOJ He oGecneuunT
focTaTouHylo hukcayuio BO BpeMA npoueaypbl U3BAEYEeHUA UMNaHTarta.

IMocrneonepaLyoHHBbI YXOf,

MpOVHCTPYKTUPYIiTe NauMeHTa 0 He06XOAMMOCTN PerynsipHoi rurneHsbl
nonoctu prta. B TeueHune nepsbix 7 - 10 gHel nocne onepaynm K 06bI4YHbIM
CpeAcTBaM TUTMeHbl pTa MOXHO J06aBNUTb MOAXOASLLUA aHTUMUNKPOGHBIN
ononackneaTtenb. Ha NpoTAXEHUN BCEro nocseonepaynoHHOro nepuoja
cnepyeT n3beratb MeXaHU4YeCKNX Harpy3ok Ha f1oxe umnnavtara. B
3CTeTUYECKUX LieNIiX MOXHO HOCUTb Nepeb6asupoBaHHbIii BpeMEeHHbI npoTes.

Mocneaytolge HaGnoaeHe

Mo OKOHYAHWU NIeYEeHUsI BaXHO COGM0AATL TWATENbHYIO TMTMEHY NONOCTMW PTa,
a TakKe NPOXoAuTb PErynsipHble KOHTPO/ibHble 06Cef0BaHUS.

DopmMbl MOCTABKN ~ YCNOBUA XPaHEHUS - YTunumsauyus

NMPUMEYAHWE: N3aenuna B cTepusibHbIX yNakoBKax nepeg ucnosb3oBaHuem
cneayeT BU3yasibHO NPOBEPUTHL Ha NpeaMeT LLeN0oCTHOCTN ynakoBku. He
ncnonb3yinTe n3genns B cayvyae o6HapyXeHUs Kakux-nmbo HapylleHuit
Le/IOCTHOCTU ynaKoBKM.

I'IpaBa Ha U3MEHEeHNA CoOXpaHeHbl.
M0 3aNpoCy MOXHO NOAYYUTb UHCTPYKLUI HA APYriX
A3blKax

Dentsply

BTOM WAN MHOM perinoHe Mupa MOTyT 6biTb AOCTYMHbI

He BCe n3genus. S | ro n a
CocTosiHne uHchopmauumn
IFU 7002-RU_RU MMocnea, pea. 005 B 2024-02

3(6)



PyKoBOACTBO MO NPUMEHEHWIO

Dopma NOCTABKN
Pm |m Cpox
{Cnacots MNSrOpAdente My ating
CoHpUIIIa nomomaesanne | (KOMKecTRS
ety
VMnneHTaTS Cropwnmwho OpHOPRIONOS 20 sev
(NKTHOMNO-  [MCIONLIOBRNR
PameTapar EV nyosoe
ofinyusime)
Caspna PRmeTaper | Crepunsio MHOTOPIIcROS 10 ypwnos
(SNOKTDOHHO- [ MCnOnWIoRI-ME
|nysemoe
aGnyoree)
[Merans CTepunuin IMM 10 yenoa
PrimaTaper {eUTROMHC-  |HCNORI0BINMS
Oy
aBrysee)
UkaGrenes uwnnantaton|He crapumsio | MHOrOpaIosos 1500 Loachoe
DETTRHONONTI HENONLIORSNNS
PrimeTaper
(PrieneT aper
Radiographic Tempinie)
Pppuarop HE CTOPUNLHO  {MHOMPEIONIS 1500 Lyxnos
HENPARNAKMA WCNIOAMIOBIHNG
HMRNAHTETOR
PrimwTapes
(PrimeTaper Direction
ndicaton
* B anyves b THI ASANDRI JBMEHATRCH PONSS J0CTIONSHWA

By M PRINED YREIAHG! HA ITUNOTKD HIONMA.

Ynaxoaxa

HWnnnanTat aeHTansiuil Prime Taper EV

Ynavoaxs nmanasiratos PricneTaper €Y cOCTONT U3 KAPTOHHON BHeLLNEN
XOpOGKH, 8 KOTOPOS CARBPNIMTCS MYACTMROSE GMCTED, 3ANSUNTINNGIA
onuroit. BancTepran onwra oBpasyer crepunstes Gapuep, Gnaroaaps
KOTOPOMY COASPNMMOE SNUCTEPE OCTAOTCR CTEPHIMMIM (OAUHBPHER CHCTOME
CTEPpANGHOS SapLEDe). BHYTDH GNNCTEPE HIXMAWTOR BHYTPEHNAR YNAKCIE &
wasnanTaTom Prime Taper EV.

KNAcs MEAWLIMCIMX OTH0108 B cooTasTcTa ¢ Can(TnH 2.1.3684-21 —
MCnons308aHHbIX

MW - xnacc B
He uCHONRIosaHHvIX M- knace A

MaTepuans

VAANEHTATL ASHTNH PrimaTaper EV  Turaw anacca 4 no cTanaapty ASTM.F87

Caspra PrvvaTaper HOPAASMNUIN CTAM NO CTRHASOTY ASTM-
FMcmm

Meruon pasute PrimeTaper HOpKEDSIOWRA CTRM IO CTAHAAPTY ASTM-

PRMTTRMONONAcion PrimaTaper

(PrimaTaper Rndiographic Template)

l‘lnww HENPIRNOIMA IANAAKTATOR Turasosid crinee (TIBAI4V-ELY)
o CTaHmapTy ASTM-F138

mrapa Diraction Indicator)

CuNCTER ¥ CTOPUNMIAUNA

MestinasiTay pertansiei PrimeTaper EV

Hanprmanio,

Hagenue cropuibko.

Oatnos nIASTINE NPAARRIHIUEHO TONLED ANA OAHOPAI0ECTD HCNONBIOBAHWA
Coepna n e peshias PrimeTaper

Boa COOPNA W MeTUNEM pasnliti PAIPEILIGNTCS NCNOCNLIOATL He Sanee 10 paa,
WaSHOML: MRRAHTATOD POHTreHONOMMECKUe PrimeTaper

(PrinwTaper w Tompiate)

Ana e WAGNOHOR MOTYT HCNONLICBETRCH 00N XWAKHE MOOLMEe
CPeACTSd.

ASTOMATHHOCKER NPOLBAYPA

NPWVEYAHNE:

®  He HononbIyRATe msnnaxTaTl PrimeTaper EV NOCNE HCTENSHIR WX CPORR
TOAHOCTH HAK B CAYSIE NOBPONGLONIS

. Ommwmmmumm?mﬁwﬂmm
GOMCTEPHAN YNAN0BKR Gol1a HONPALHEMEDEHHO OTKPMTS A0
WOTIONOSOBAMMA.

o Epen NENONLIOBMHNEM B KNNHIHECKOR NRAKTHS ACH XOMNONEHTI K
WHCTPYMENTEI, NOCTARNEHHLIE B HOCTBPWILHOU COCTORHNN, CREAYST
OHMCYHTS, DPOASSKHDIRIVPOBETE W NPOCTERUINICRATL COTIIECHO CTAMAGPTY
SO 17684. PaabopHnts NHCTPYMONTS! ASMOHTHPOSATD ANA CUHCTKI. M
PRIPOWSSTCN COTMPETS ANA CTEPHNRIMMN TONKD B CYXDM COCTORMY.

¢ Wunnauvosos EV (Implant Oriver EV) Hefnesn NOGSEPTaTL YALTPAIBYKOBOR
OMMCTRS.

o BO SpaMR yNsTPASSYROBOH CUMCTION CRODANA AOIKHE NEXOANTLCA CTASNBHC
APYC OT ADYIS — HANPUMER, GielTh NORBSLUCHHLIMN B JODRETEIAX,

Coapns 8 MaTWIKN peblal PrimeTaper

Ynaroaxs cEopn n MeTNkoD Peablus PrimeTaper COCTONT #3 BHYTPENHONC
CracTope, HOTOPMIA CATYNIT JSPIATENEN ANA COSPNS WNW METUMER padelinl, &
THONG BHOLUINITO NIPMETUIMPYVIOWSN BNNCTIPA. DONLIS BHNBWHOM

olfSpayysT crepunbHeiil Saprep, GNErOGEpR KOTOROMY COREPIMMOa SnucTapa
OCTROTCA CTOPHILHLIM (QAVMEDHRR CHCTENA CTEPHNBHON Baphepa).

o Coopna m Metusmy Pdselini PASPALBSTCA RCNONLIOBSTD NOCS NCTEHENWR
WX CPORA MOQHOGTH N B CIIYMES HENPELHIISPIINOTD PACKDTIN
GrmMCTEPHON YNIKOSKW NEN COBITIOLSHIN HHCTPYILIMG NC CUWNCTKE B
CTOPMNISALMN.

o  Qpaian cRepNE N METUUI PEStl HENLIN HENGNLIORATE, SCTH
GOMCTEPHRR YNakoBks SLUNa NOBPENEHA.

YCNoBRA XpaHoHuR

KOMNOHOHTE ACMNML) XPAHHTRCH B BNEURTAHHLIX OPWIAHANGHELX YNAKOBRRX B
CYXOM MECTS NPH KOMHATHOR TOMNSRATYPS, TO oCTe 18-25 °C.

He UCIONkIYRTE MIZENNE, CTEPHILHAN YRAKOBKA KOTOPOTO MOBPEMAENS.

Youmaaunn
Anm yrmssuui yReoskn 1 kagenwi cobnonaite AeRcTeyioume &
RECTOMURE BDEAN HELMONINLHLID NPASHNE oTxop0e & Bawwei

YTHIMIM
crpaie. MNOATHBIET YTIHSRLWM KAK WSASNHE ecca B. UHCTRYMENTS #
HOMNOWBHTL!, NOTOPEIS UCNONGIOBANNCH BO PTY NBLWMEHTA, MOrYT SuiTh
NOTEHUMHNIBHO NHRQULMPOSANI 1 NORNEWRT SEIONNCHORA YTHANSELMM B
NOHTSAHEDAX, NPASYCUMITREHHBIX AMNA JTOR LM,

QCTPaie NPRAMET NOCNS NCNONBIGHAHM HEOGXOANMO CPAIY NOMELLATE B
CNBLMANLHC NPAAHIIHAISHHIIE ANA HILX HETPOKANMBEEMUIE KOHTORHOPOL!
cornetHo IS0 23907-1 80 HIBENINWD IBDKBHEA K TPABMPOBAHNA,

C €/C€s

wmumw
Rouenbachar Chausses 4, 83457 Hensu, Genmany

roxw deotspivimolants com
Wow dentsplygiona,.com
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Mpe RapuTanLIAN PYWian 0WCTIS

MpyGuio JMIPATHEHIN HOODBXOAWNO YARIRTE CPAJY (e NOIRHER ABYX UBCOS)
NOCNE RCNCNLICHIHNA MATKOH HERNOHOSOR LLIBTROR 40 NONHOFO OTCYTCTENA
BHSLLIX NPHIHAKOD SOIPAIHEHN,

YNuTpaasyroBsn oW TRA

CneaysT NPHASEWHWENTHLOR ATINTENRHOCTM BOSASRCTEHA M KOHUSHTRIUMR,
YRASAHIMX PHOMON-UIOTOBHTENEM UCNIONLIYSMOID SHCT LT CPRLCTEA.
ABTOMSTHYICKEN NPOUMYPS

Ann XPPOXTHIHCR SETOMNTUMNOCKOR NPOUSAYPW TREBYETCR NPRASAOUTENRHIN
PYHHAR OHMCTIA,

Linn ABTOMATHHOCROR NPOLUBAYPM CIORYST NCNONLIORATH NPEAKAIHEUSHHES
mmmmmmmumm A TAIOKE CPEACTEA ANN

PLEOMEHAYETCA NPOTPEMME DMNCTIN € TEPNIOA BINbexumeR (Aq 2 3000). '
JSINf OUMCTIN PEHDMAHS YETOA HOTCNBIoBETE By ONPEGENSHHOIO KAYSCTEE -
AEMNHEDANUIOBIHHYN0 BALY UMW BOQY, COOTRETCTBYIOMLYIO ITOR CTENBHH
YRCTOTH.

MOTOA BBTOMATIHECKOA NROLEAYPE! GLiN YTROPIASH ANA CYLA0E
NPNMEHEHRR CIIGA YL METAPNANOR 1 YCTPORCTS (COMacKo ISO 15883 »
AAMI TIR 30):

o ASTOMATHUSCKNE SANBEET ANA CUACTIN W aesundexint Twie G 7836 CD,
Misle & Cie. KG, Gitersioh

* Mporpamma ouncTw VARIO TD
TPSABAPHTENLHOE NPOMLIBAN NG XOMOAHOR SOAOR {4 MIHH.)
OuncTen 8 TeveHna 10 Mmi. Npu Teuneparype 45-55 *C

TOpmoesuiDexUNR B TEUSHHE S MK, NPY uunspcrypc 90 °C (Ao x 3000)
Cywina a Toustne 30 M. NPW TaMnepaType 105 °C

e Yuctawee cpeacreo neodisher® MediClaan forts (0.5 %) /
HEATPAIWIYOWLIBE CPaacTa naodisher® Z (0,1 %), Dr. Weigert, Hamburg.
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PYKOBOACTBO MO NPUMEHEHUIO

Yxog

Mepep cTepunnsayueil Bce U3fenus Heo6xXoAMMO OCMOTPETbL Ha NpeamMeT
BUAMMbBIX 3arpsi3HEHWI, YXyALIeHnsa cBOWCTB u/unu kopposun. Ocoboe
BHUMaHWe cneayet yaoenAaTb TaKUM 3/1eMeHTaM KOHCTPYKUWUW, KaK KaHanbl,
HeCckBO3Hble 0TBEPCTUA, pe3bba, NOAHYTPEHUS U conpukacaoLmecs
NoBEPXHOCTU.

BusyanbHo npoBepbTe BUAUMOCTb W YNTAEMOCTb BCEX 0603HAYEHUI HA
nsgenusax MpoeepbTe conpsiraeMble KOMMOHEHTLI Ha NpeaMeT NpaBubHOM
c60pku 1 hyHKUMOHANBHOCTM Y6eanTechb, 4TO N3LENUA C NOABMXHBIMU
feTanamu pa6oTalT ucnpasHo. MpoBepbTe KOMNIEKTHOCTb U LLENIOCTHOCTH
npegBapuTesibHO YCTAHOBJ/IEHHbIX KOMMNOHEHTOB.

YTunusnpyiite nsgenus c gepekrammu

Crepunmsaums

CTepunusauyuio cnefyeT NnpoBoAUTL B COOTBETCTBUM CO Clieflytolieil cxeMoii:

1. MNoproToBKa k cTepuaunsaunmn: letanu 3anamMmHUpoBaTh B
npegHasHayeHHble A1 3TOro CTepusiM3daynoHHblie nakeTsbl, OAOﬁpeHHble
ANA npofaxu B LEeNsax UCnosib30BaHns C peKkoMeHayembiMu napametrpamu
cTepunnsauun. Ynakoska fo/XHa COOTBETCTBOBATb TPeGOBAHUAM
ctaHaapTtos EN ISO 11607, ANSI/AAMI ST79 n AAMI TIR12.
Ha kaxgom ctepunn3aynMoHHOM nakeTe fOJKHbI NPUCYTCTBOBATbL
nHAVKaTop n gata crepunnsaunn.

2. MapameTpsbl (corn. ISO 17665, EN 13060, EN 285 n AAMI TIR12)

MeTop Cnoco6 Tomnopotyp! AnutensHocTb AnvTtensHectn
BO3AeiCTBUS* CyLUKN

MeperpeTblii IyHanildecvee 134 X 3MHH 20 MvH
nep <EC*) yaaneHvue eomyxe

{npepeaputensHoe

eaxyymMvpoeeHue)
MepeTpeTbiii [AvHemeeckoe 132*C 4UnH 20 MvH
nep yAaneHve Bosayxa 135X 3MHH

{npenBepuTensHoe

BaKyyM1pOBaHue)
lMeperpeTblii YpaneHve Boayxa 121 X 30 MvH 20 MK
nep rPaBUTaLMOHHBIM

crioco6om

* YKBaaua MUHVMa/IbHas [/ITENbHOCTb MMEACTENS!. Ha NPaKTVKe 06paGoTka 0BbIMHO MHMMeel
6orblue apemMeHn N MOXET pas/iMyaTbCA a aaMCUMOCTH OT annapara

** Monbaoaaresm B cTpaHax EC 06s3aHb! COG/I0AATH BbiLLENPUBEAEHHbIE NapaMeTpbl NPy CTepUM3aLN

rieperpeTbIM Mapom

3. Ycnosus XpaHeHua: CTepVII'II/I3OBaHHbIe KOMMOHEHTHbI CnefgyeT XpaHUTb B

CYXOM U1 He3anbl/IEeHHOM MecTe Mpu KOMHAaTHOI Temnepartype.

JokymeHTaunsa

B Lensx 06ecneyeHns KOHTPOS PEKOMEHAYETCS NPUKPENINATb CbEMHYI0
3TUKETKY C YyNakoBKW K MEAULMHCKON JOKyMeHTaLumu naumenTa.

JononHutenbHas uHopmauua ans nosblosateneii

Bbl BnageeTte nHopmaymeilt 06 onacHblX AN XU3HW MHUWAEHTAX UK
Cepbe3HOM YXYALEHUN cocTosnnii 340POBbS NaLMeHTa, CBA3AHHOIO C
npvMeHeHneM N 60ro U3 HawWux U3LeNnii, NPocUM coobLWNUTL 06 ITOM HaM U
COTPYyAHMKAM KOMNETEHTHOro opraHa B Bauweli cTpaHe.

ToBapHble 3HaKKU

Bce TOBapHble 3Hakn N HasBaHuAa KOMMaHW ABNATCSA CO6CTBEHHOCTbLIO
COOTBETCTBYWOLWMX BRajensues. [na ynyyleHns YntaeMocTun JOKyMeHTa
komnaHua Dentsply Sirona Implants He ucnonb3yeTt cumMBoibl * U ™ B
OCHOBHOM TekcTe. Tem He MeHee komnaHus Dentsply Sirona Implants He
OTKa3blBaeTCs OT CBOUX NpaB Ha TOBapHbIe 3HaKN, n p'aHHblﬁ AOKYMEHT He
MOXeT 6blTb UCTONIKOBAH MHaYe.

Ycnosua TpaHCNOPTUPOBKU

N3penus cneayeT TpaHCNopTMpoBaTh M NepeBO3nTb OCTOPOXHO, U C
co6noAeHnemM 0co6biX Mep NPeA0CTOPOXHOCTA MPK TPAHCNOPTUPOBKE,
NPUMEHUMBIX K KQXA0MY TUMY MEAULMHCKOTO N3Aenus, a gnanasoHe
Temnepatyp oT-50 'C go +50 ®C 1 OTHOCUTENbHOW BNaxHocTh oT 10 % Ao
95 %. Xupypruyeckne MHCTPYMEHTbI, MHOTOpPa3oBoe UCMO/b30BaHNe: npu
Temnepatype oT -30 *C go +60 *C 1 OTHOCUTE/bHOI BIaXHOCTM A0 80 %.

YcnoBus akcnayatauum

CTomaTtosioruyeckue KAnHUKM n naéopatopuu
N3penuna moryT akcnayatuposaTbca npu temnepatype ot +10 go +45 *C.

O6nactb NpUMeHeHns
Ctomartonorus. 3y6Haﬂ mMmnaaHTonorna.

C€/C €1

W A MpousBojuTEND:

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentspivimplants.com
vwww.dent5PIv5irona,com
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CpoK rogHocTu

CPOK FOAHOCTU - 5 16T B OPUTUHANBHOW YNakoBKe.

FapaHTMs Ha cUCTEMY MMMIAaHTaToB

,D,]'Iﬂ nony4vyeHuna nonHoim I/IHq)OpMaLU/lM 0 rapaHTun Ha n3genna cuctemMmbl CM
nofApo6Hble rapaHTUiiHble YCN0BUS HA CUCTEMY UMNAAHTATOB, (ds world r.i)

JdocTynHocTb I/I3,EI,eJ'IVIVI

BHUMAHMWE: He BCce n3genus, onucaHHble B JaAHHON UHCTPYKUUN, MOTYT 6biTb
3aperncTpuposaHsl / paspelenbl K 06paleHunio / NLeH3MpoBaHbl Ha BCex
pbiHKax. NA 03HAKOM/IEHUA C JOCTYNHbLIM aCCOPTUMEHTOM U3AENNA N Nx
onucaHmem, cM. AefiCTBYIOLW NI KaTanor NpoAyKLUN 1 6poWOpPLlI UK CBAXUTECH
C MeCTHbIM ochucom npogax Dentsply Sirona gna nonyyeuns uugopmayuu o
[OCTYNHOCTU n3aenus.

YNOMHOMOYEHHbIN NpeAcTaBuUTeNlb NPOU3BOAUTENSA HA
Tepputopumn Poccuiickoii depepauymnmn

000 «/[leHTcnnait CupoHa»

115035, r. MockBa, Hab6. OBunHHUKOBCKasd, 4. 18/1, cTp, 2, nomely. 3H,

Ten ; +7 (495)725 10 87

[ encTBUTENLHO AN Cefyrnwmnx MeguunHCKNX n3aenni
B Poccun

MmnnaHTaTtel geHTanbHble PrimeTaper EV OsseoSpeed.

CBepna cTtomaTofioruyeckne, CTepusibHble, MHOTopasoBblie A4N15 cUcTeM
[EeHTaNbHOW UMNAAHTONOTNN, C MPUHALJIEXHOCTAMU.

WNHCTPYMEHTbI 418 CUCTEMbI JeHTa lbHbIX UMNaHTaToB Astra Tech Implant
System*, BapuaHTbl ucnonHeHuit; EV, Profile EV, TX. PrimeTaper,
MHOropasoBble

MpaBa Ha U3MEHEHWUS COXPaHEHbI
Mo 3anpocy MOXHO NOYYUTb UHCTPYKLNIO HA APYILX
A3bIKax

Dentsply
Sirona

BTOM UMM MHOM pernoHe Mupa MoryT GbiTh JOCTYMHbI
He BCe usgenus

CocTosHWe nHhopmaymmn
IFU 7002-RU_RU MNocnep peg 005 B 2024-02
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PyxoBOACTBO NO NPUMEHEHUIO
OFHACHSNNS CUMBONOS

HaroTomuTens i Jl6Ta X OTORNEHNA

HCnonsaosats A0

Koy nagTen

HRELS B

Howep no «kaTanory

He cropmnne

PRARSLMOHIEA CTEPIMIMIA

He CTEpHNUIOBaTE NOBTOPHD

He RCRONMIORSTE NPK NOBPENASHNN YIISHON

JanpaT KA NOBTOPHDE NPURISHBHNE

OOOATHTECH K WHCTPYRLIN NO MPHMEHEHNIO

T (R ——

Tonwo No peusnty
8
& CLLA NPOREE AAHHONS NPENAPETE SONST
only
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PyKOBOACTBO MO NPUMEHEHUIO

DS Implants

MmnnaHTart geHTanbHblin PrimeTaper EV -
HasuraunoHHasa xupyprmna (Guided Surgery, GS)

OnucaHne cuctemsbl

AccopTuMeHT cuctem nmnnantatos DS Implants gna HaBuUraynoHHO Xupyprum
(Guided Surgery, GS) cofepXuT BCe KOMNOHEHTbI, Heo6xoAUMbIe ANs
yCTaHOBKM umnnaHTatoB PrimeTaper EV npy noMoLiu coBMecTumoro
UHAWBUAYANbHOTO XUPYPrUYecKkoro wabsoHa, pa3paboTaHHOro B COBMECTVMOM
nporpamMmMHoM o6ecrneyeHnmn AN NPOEKTUPOBAHUA.

Mpepnonaraemblie nonb3oBaTenn

Monb3oBaTenamu AaHHbIX I/I3/J,el1llll7l HOJDKHbI 6bITb NnuueH3npoBaHHbIe
Bpauu/ctomaTtonoru, obnagatuime HaBbikaMmu paboTbl B feHTaNbHO
MMNNAHTONOTNN W 3apaHee 03HaKoM/IeHHble ¢ u3genusmu DS Implants

KnuHnyeckas nonb3a u Lenesas rpynna naumeHToB

AccopTuMeHT cuctem umnnantatos DS Implants paspa6oTaH Ana 3amMeHbl
OJHOTO WU HECKONbKNUX OTCYTCTBYHOLWNX 3y60B y NaLNEHTOB C Lenbio
BOCCTAHOB/IEHUA XeBaTeNbHOI PyHKUNK. Lienesoil rpynnoit naymeHTos
ABNATCA /IMLA C NOSIHOCTbIO CCHOPMUPOBABLLECA YeNCTblo, He nmetLne
HU OAHOTO M3 NPOTMBONOKA3aHWI, CBA3AHHbIX C leHTaNbHOl nMnnaHTauneil.

CoBMecTUMOCTb

3penua coBMecTUMbl C aCCOPTUMEHTOM cucTeM umnnaHTatos DS PrimeTaper
n cuctemoli umnnaHtatoB Astra Tech Implant System EV (MmykoTom GS,
nunoTHoe ceepno GS, EV-GS ¢ 1cBepnom u ctabunusunpyoumnii

abatmMeHT EV). KOMNOHEHTbI MOTyT NCNONb30BaTbCA TO/IbKO BMECTE C
OpPUTUHANbHBIMW U3LENNAMU N UHCTPYMEHTaMK.

Ha3HayeHne(MHCTPYMEHTbI)

MHoropasoBble W OJHOPa30BblE XMPYPIUUECKNE U BOCCTAHOBUTE IbHbIE
WHCTPYMEHTbI, NpefHa3HayYeHHble 4NA YCTAHOBKW, yaaneHus u/ unu sameHbl
3y6HbIX nMnnaHTaTos, abaTMEHTOB M/IM CTOMATO/TIOTNYECKUX naﬁopaToprlx
NpOAYKTOB C Lie/iblo BOCCTAHOB/IEHUA XeBaTeNbHOW yHKLUM nauneHTa.
VIHCTPYMEHTBbI MOTyT UCNONb30BaThbCA B ABYX pasHblXx paboyux npoieccax:
ycTaHOBKa U yAaneHne Ha ypoBHE MMNAaHTaTa Win ycTaHoBKa W yjaneHne Ha
ypoBHe abaTmMeHTa

NHopmauns o 3akase 1 pasmepax

AKTyanbHY0 NoApOoGHYI0 MHOpPMaLMio O 3akas3e CM. B NOC/eAHeM kaTanore
npogykumm DS Implants.

[MTokasaHuAa K NpUMeHeHNo

MHcTpymeHTbl GS (Guided Surgery)

WHCTPYMEHTbI M KOMMNOHEHTbI HaBUraunoHHoi xupyprumn (Guided Surgery)
cnyxat Ana wabnoHHON NOATOTOBKM yyacTka UMNAaHTaunm 4na nMnaaHTaTos
PrimeTaper EV.

Bce cBepna GS umewT coegnHeHne RA/CA B COOTBETCTBUM CO CTaHAAPTOM
ISO 1797. MeTuuku pesbbbl GS (Taps GS) u umnnaHtosog EV GS

(Implant Driver EV GS) umetoT coeguHeHne RA/CA, coBmecTumoe co
cTaHgapTom ISO 1797.

MykoTom GS (Mucosal Punch GS)

MykoTom GS ncnonb3yeTcs ANA cO34aHMsa Kpyrnoi npopesu ¢ AuaMeTpom
UMnnaHTata B C/IM3UCTON 40 KOPOHKOBOTO YPOBHS KOCTU, FAe JO/KHO BbiTh
pacnofoXeHo NAeYo uMnnaHTaTa.

MunotHoe ceepno GS (Initial Drill GS)

MunotHoe ceepnio GS ucnonb3yeTcs Ana:

* yAaneHus cnusnuctoii 060n04KkK

* (OpPMUPOBAHUS LeHTpUpyloLLero yriy6neHns B KOCTU 418 nocnegyolero
cBepneHus cnupanbHbiM cBepsiom GS (Twist Drill GS)

Csepna PrimeTaper GS (PrimeTaper Drills GS)

Ceepna PrimeTaper GS ucnonb3ylTcs Npu nocfefoBaTeNbHOi NOATOTOBKE
NI0Xa UMnnaHTata B COOTBETCTBMM C 3anjaHMpOBaHHOW AMHOI 1 AnameTpom
mMnnaHTaTa.

BTynkn gna ceepnenus PrimeTaper GS (PrimeTaper Drill Sleeves GS)
Btynkun PrimeTaper GS ncnonb3ylTca Ana HanpasBneHus ceepn PrimeTaper
GS B HanpaBnAKL Y0 BTY/IKY XUPYpPruyeckoro wabnoHa.

MeTunkn pe3bbbl PrimeTaperGS (PrimeTaper Taps GS)
MeTuukn pe3b6bl PrimeTaper GS ncnonb3ylTca ANA co3gaHns pesbobl B
KOPTUKaNbHO KOCTK.

WmnnaHtoBog EV GS (Implant Driver EV GS)
MmnnaHtoBog EV GS ucnonesyetca 415 yCTaAHOBKM UMNaaHTaTa Ha
NOArOTOB/IEHHOM /10)X€ UMNaaHTarta

C €1

MpounssoanTens:
Derrtsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Germany
www.dgnlsDIvimplant8.com
www dcntSDlvslrona.com
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Dentsply
Sirona

ANs 03HaKOMNEHUs ¢
MHCTPYKLMAMM NO
NPUMEHEHNI0 N Tnoccapuem
D a CUMBO/IOB NepeiguTe Ha cait
ifu.denhtplveirona.com

Crtabunusupyouwuit abatment EV (EV-Stabilization Abutment)
Crabunusupywounii abatmeHt EV ncnonbsyetca Ana npegoTspauieHus
[BMXEHNA XUPYPr1MYecKoro wa6noHa BO BpemMa NoArOTOBKN NocieayLero
noxa umnnaHTara.

NokasaHusA
YacTuyHoe unm nonHoe otcyTcTeme 3y6oB

MpoTnBonokasaHnsa

B Annepruyeckue peakuuu Wan runepyyBCTBUTENLHOCTb K UCMO/b3YEMbIM
maTepuanam (cm. pasgen "MaTepHan')

*  VHMapkT Muokapga B HegaBHeM aHamHese (< 3 mecsAua)

e WHCYnbT B HEfjlaBHEM aHaMHese

+ Onepauus nNo NPoTe3NPOBaHNIO CEPAEYHOrO0 klanaHa B HelaBHeM
aHaMHese

e [emopparuyeckuii gnates

*  WmmyHocynpeccus

* AKTUBHOE /leyeHne 310Ka4eCcTBEHHON onyxonu

« Cepbe3Hoe HapylweHne hyHKLUUN NeveHn

« TMporpeccupyolas MHekuns

* HapkoTuuyeckas 3aBUCUMOCTb

» TMcuxnatpuyeckoe 3a6onesaHune

* BHyTpuBeHHOe BBefeHue 6uctocthoHaTos

MpepynpexaeHuns

npoBeAeHNe XMPYpPruyecknx onepawuit B poToBoi NonocTv u

cTOMaTo/Iornyeckoe NpoTesnpoBaHmne CBA3aHbl C pUCKamMn 06X OCNOXHEHNIA:

+ TauueHT MOXET NPOrnoTUTL WU BAOXHYTbL CNyyaiiHo ynaslimne
KOMMOHEHTbI, YTO MOXeT NPUBeCTN K acUKCUN NN TeNEeCHOMY
nospexaeHuto. C menkumu npegmeTammn Heo6xoaumo obpaujatbes
OCTOPOXHO.

* BO3MOXHa anneprua iy rnnepyyBcTBUTENbHOCTL K XUMUYECKAM
VHTpefMeHTam ncnonbL3yemoro matepuana. Heo6xoAnMMo BHUMATEIbHO
M3yuuTb UCTOPUIO GONE3HN NauneHTa.

* HesepHoOe NnaHWpoBaHWe W Henpasu/bHas NOATOTOBKA /10Xa UMNAaHTaTa,
aTaKkke HeTOUHbI BbIGOP rNy6UHLI YCTAHOBKM MMMIAHTaTa MOryT NPUBECTY
K MOBpeXxL eHNI0 HEPBOB, KPOBEHOCHbLIX COCY/l0B, 3y60B, YeNOCTHON KOCTK
UNn raiiMopoBOit nasyxu.

HacTtoAaTenbLHO pekoMeHayeTca NpoxXoAnUTL cneuunansHoe obyueHne nepeq
NPUMEHEHMEM HOBbIX METO0B /leYeHNs.

Mepbl NPeA0CTOPOXHOCLL

e Tepea BbINONHEHUEM KaXAo0l Npoueaypbl cresyeT y6eAnThes, 4To BCe
Heo6X04MMble KOMMNOHEHTbI, MHCTPYMEHTLI U MaTepuansl 4OCTYNHbI B
Tpe6yeMOM KONN4eCcTBE U NOMIHOCTbIO NPUTOAHbLI K MPUMEHEHNUIO.

* Pacnonoxute naymeHTa Takum 06pas3om, YTOObl ONACHOCTb BAbIXaHUA
KOMMNOHEHTOB Gblfla CBEAEHA K MUHUMYMY.

e Bce KOMMNOHEHTbI, UCMO/b3yeMble BHYTPW POTOBOW NOMOCTY, AO/MKHbI BbITb
3a(hMKCMpPOBaHbl BO M36EXAaHME UX BAbIXAHWA UMW NpornaTbiBaHus.

B HenpaBunbHblii oT60p/aHann3 nauneHToB, a Takke HecobnwaeHne
MHCTPYKLWI N0 NPUMEHEHUIO MOTYT NPUBECTU K HEYAAUYHOMY pe3ynbTaTy
UNN NoTepe OCTEOUHTErpaymnu.

- Bo Bpems npenapupoBaHus C NPUMEHEHUEM CBEPN HEOGXOAUMO
NpUAEPXMUBATLCS PEKOMEHAYEMON CKOPOCTU BpaLLEHUS.

* 3aMmeHsiiTe cBepaa ¥ METYUKU pe3bObl MHOTOPa30BOro NPUMeHeHUa nocne
MaKCUMyM 10 LMKNOB 06paboTKn/naLMeHToB, a Takke B ciydae ux
NOBPEeXAEHNS UK 3aTyNNeHNs.

* Mpun 3HaunTeNIbHOW aTPO UM HUXKHE YeNtoCTu CylecTBYeT puUck ee
nepesioma BO BPeMsi XMPYPruyeckoi onepayuu unm nocne Hee.

* He6naronpusaTHbIE YCNI0BUS HArpy3kn MOryT NPUBECTH K MONIOMKE Wan
NOBPEXAEHWNIO UMNMAHTATOB, KOMNOHEHTOB NMPOLECCa 3aXUBNEHUS,
opTonefn4yeckux KOMNOHEHTOB UK NpoTe3a, B pe3ynbTaTe Yero
noTpebyeTcs yjaneHne u 3ameHa umnnaHtata. Heo6xo4MMo TwaTenbHO
OLEeHNTb XEeBaTENbHbIE HArPy3kn 1 An3aiiH pectaBpayuu

« CrTaHAapTHOE UMMNIAHTONOTMYECKOE IeYEHNE HE PEKOMEHAYeTCs
NPOBOAUTL 10 3aBEPLUEHNS POCTA Y CTHOI KOCTU, a Takxe y
6epeMeHHbIX XEeHLUH.

« HeHapanexalee oxnaxgeHve, HenpasuabHas NOAFOTOBKA N10Xa
UMnaaHTaTa, HenpaBubHble HACTPOWKN MHCTPYMEHTA U Ype3MepHoe

MpaBa Ha U3MEHEeHMUs COXPaHeHbl
Mo 3anpocy MOXbIO MONYYUTE WHCTPYKLMIO HA APYTX
A3bIKAX

Dentsply
Sirona

8  TOM WM MHOM PErnoHe MUpa MOryT GbiTh JOCTYMHbI
He BCe u3aenus

CocTosiH1e uHhopmaLum
IFU 7006-RU_RU Mocneg peg 001 A 2023-06
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PyxoBoAacTaO NO NPUMEHEHUIO

YOUNUS DUKDELUNM NPY YCTMOBNE MOTYT DRABECTH K NOBPENASHMD
WMIIEHTSTA.

¢ Ecn 8 conan G HeBNIrONpPRRTHLMK RHETOMNYOCKNMI YONOBNAMN
MHCTRYMOHTE HE NOQXOANT KW HE MOTYT MPUMBHATLCA NO APYTHM
NPRINKEN, HSOGXOANMO OTKRIATRCA OT AANMHSLLIUC JATTAHMIPORSMHIEIX
ONSPAPNA NPOTEINPOSAHIA C ITHMM WHCTDYMEHTAMN ¥ HEATY
ANLTEPHATHSY.

o Mspermn, NPARgNEmBuSHmie SN GRHOPEIDROD NPREMNISHINN, HE AOMDI0N

NCNONLIORATRCA NOBTOPHO. HECOGASHIE STOMH WP NPEAOCTOPONHOCTH

MONET NPENATCTBOBATS MMNAHTATE ANGO NPUBSCTH «

PRIGUTING AOKRNGHON AN CHCTONHOR

Brymwoi anm caepnoiem PrimeTaper GS (Pri'mTwMSbquS)
HOCEXONMMD JAMEHATE MOCNE XNPYPIRISCHOH NPOLBAYPY {Manenne g
QRHOTO NBUMOHTSR). OHIl NPORRAIHAYBHL TONLIC ANA OAHOPAIOEOND
NPRMeHEH. HocoBMOABHIE JRRKOTO NPABKAAE MONET NPHBECTH K
NOBPENASHNI0 BHETOMKNOCIRX CTPYKTYP.

a  Ha NpiomesasmoCTs NENTIBHTATE MOrYT NONNMSTE TRIGH EXTOPS, KN
KOMWAECTRO W KRUGCTRO KOCTH, NOKAMMHLAE NHDSTLIM, KADYLLIAHNE
HENEABHOIO JDIGENSHIR, Bl TRIOKE NPENACEOELOHHEN HEPYNEA.

NPBAWSCTEYICWBE TOPANSETIHECKOS cnyueine B oBnacTH
POCTARPBLIM;

*  HAPYIIGHMA B IRNMSNEHHA HOCTEA W PN (HaNP., Npu
HEKOHTPCAKPYSMOM AnaleTe);

" SYTONMMYHHLIE SA50NIBAHIA;

*  HEKOHTDOMHIQYSMRE NEPSEYHILMONANMHIE NDWSRW (HAND.,
Gpyxcuam);

*  HEAOCTATCUHAA MMIMENA NONOCTH PTA;

v SPESMEINOS YNOTREBNOHNS ANNOTONN;

L

HOxensTensHne POAKUNN

K HEKENATENLHLIM DORKLIMIM, BOHIKIMOUMM B0 SPOMA N/W NOCHe

MMOTTBHTONOCUNOCKOTO JIRUSHRS, MOTYT CTHOCHTRCA:

o ANNOPIIMICING PEAKLIAN WIN FHNIOPHYBCTENTRNHOCTD K HCHONILIYEMMM
MaTapuanas (ow. pasgen "Marepuan”)

o  Babasne W NPOINIATHBANNE EDUTIONSHTOR MOMBT NPNSBCTH K
NOSPENESHNIO MMLIDSEPUTONRHONALIXETENLHON CHTTEMN WIN YAYURKD

o HeOBPATHMO® NOBPEXESHWE HODOA W TyGa

MOSPENAOHNS YBINOCTHOR KOCTN WK FAAMOPOSOR NAJYXH

o Hexpod, suidsantbil HEAOCTATOMHLM QXSTEMAOHNGM WK YPEIMEPHON
CXOPOCTH0 BPMAISHRA

o TPOwsHE B HIDKHER YBNIOCTH

o HeyCTPIHAMOS KPOBOTEHSHIE NOCAIS OROPALIMN (HANPHMEP, B PAIYTRTATE
NOBPEKASHNA RSWMNHOR BPYEDIN)

o NOCNSONAPALMONHMIA ANCKOMPOPT, B TOM UNCHE;
- oTex

" reMATONS;

" GPOMOHKEN MECTHEN NPHNYXNOCT.;

" BPSMOHIAR SHECTAINA WIN MAPSCTEINA C SATPYANSHITMA MW
WDORHNN;
Gonb.

YTpama sannaHTaTa

Mepuwmnnesrer

FIOXANRHEN UAN CHCTONHER WL

YTPETSE KOCTH B PEIYNLTATE NOPUMMNTIAHTUTA WK MSXIHWNOCHON

REpeTpyIen

& TIONOMKS NN NOBDONAGHNG WMIVIAHTATOR, KOMIIOHEHTOB NPOURCEE
SEIESNBHIRA, OPTONMAINEGNNX KOMNGHKTOS WM NPaTE3a

*  HooBx0awaocTh YAANSHIE M 32M6HL WWNLNBHTATE

¢ 3CTETHMOCKNE NIW DYHILMCHRNLHLID OCIIONHEHME

ndopmaunn o MPT-Geaonachocmm
He nprmsssnma K nademmam DS PrimeTapsr Ans HaswALROHHOR XHPYPIn.

C€“

m
mnmmm
Rodenbacher Chausses 4, 83457 Hanau, Germany

v dJentsplvienolants. com
ey derteplysitona.com
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Orpannunrent
Hanpasnmiouan rmyGunul chepna G8
sTYNKa OrpanmsuTenb
rySuHbLl BTYNKW AN
caspnennn G3
Xupypruwuscsvi Brynxa ana
wabnos coopronun GS
Pucysion 1

TNPenonepaUMOHHOS NNBHNPORIMINE NPOTEINPORAHUN
MPRAONBPALMOHHOR KOMANOTENHOE SD-NNEHNPOSAHIE HEOTXDAWMO ANA
ONPORSIHIHNA NONCUKIHVIA BIDHX SHETOMIMECTNX CTRYRTYP Nopen
NOANOTOMMOR NONA WMNNAKTATS. AYTMENTHDOBRHHIIE YUACTIN Nepes
NOATOTORKON HONA WANNEHTETS ACTORHL HMETE MTONNYID N MEXRHIUECIH
CTabMNLHYIC PErSHERALIND.

Tpi NPAAONERALIMOHHON ITIRHNPOBAHNEH HOOTGXOANIC TLIITENLNG NPOSEPHTE,
AOCTATONHE NI BLICOTH N LUIMPNHA YBMIOTTHON KOCTH ANA NPOBBAGHNUA

3D MOASNUPOBEHIM NOMMMS NOSALMA NMANAKTETE NPH HEOBXOANMOCTN
NNANMPYETCA (HARCELIIA XAPYIXMYSCKOrO LAGHOME 1 HeSII0CTH,

TP KIVRIOCKOM OGCHEA0BEHIN SIRHC YORAUTRCA § TOM, NTO A
SMUNBHUPOBIHHOM YURCTHS WMNSTRHTALIN WMEETCA QOCTETONHO MECTA ANK
UCNONLIORBHIUA HANPBANMOLIMX BTYIIOK M MHCTRYMEHTOR. MOKET BOSHNHYTE
HOOGXORWMOCTS B HCICNLIOBANN YAIWHUTENM CREPNA,

Xupypruvecxnit matnon - Simplant SAFE Guide

MPHNMEMAHNE:
Homwm XMpyprRaecaut WatnoH:

¢ B CNYUOD HATWMHNR SBHNX QaherTon.

NpH OSHAPYMEHNH OLWABIN NOMUMOHWPOBAHItN HANOARNNIDLMX BTYIIOK
NOpan MCNONLIOBEHNEM BO PTY NALNSHTE.

CCTM HOBOIMCOKHO HACTPOWTE NPSSUNBNGE NOMMUWCHIPCOIRHWE it TOMHWO
DAKCINNG B0 PTY NILNOHTE.

3.

AN BOONGHRA OHYOSRAHLIX QODEKTOD, TAIIX KAK NOBPENGLENIR PN
TPANCNIOPTHPOIKE, 18 SAXDOTTIOHHLIO HAMPARNMOIIME BTYNIKA WK OCTDME
KPOMIM.

. 3aTem nposepreTcs caoBOAHEA NOCAAKA BTYNIN ITH CBEPNGHRA

PrimeTaper GS (PrimeTaper Dril Siosves G5) 8 HanpasnmoLen eTyme
XHOYPTIIOCKOTD WHOROKHE,

ECm 6CTh BOIMCHOCT, NPOBEPLTE COOTBBTCTENS XHRYRINUECKOrD
WASNOHA HA OPHINHANGHOR MORENN.

FIPNGHOIME XNPYPIHICKOMO AGNOIS
1. NIPOCTEPUMISYRTE XHPYPIWNECKIHR LBENOH COMMACHO WHCTPYRLMAM

nponsecantens Dentsply implants NV HeNOCPSACTRENNO NOPEA €70
HCNONLSOBBHWM,

YOaguracs, 4TO XMPYPrMuackiA WaGNOH NPOROMESST HAXOAWTRCA B
NPAgHANHAUSHHOM RNA HATO Nancwenim 8 YamocTy. Mpw HeoGxoaMmocTH
HCNONLIYHTE KDENENKHLIO BHHTH WAGMTOHE ANA DURCALNN XNDYDIHHOCKONO
Walnona 8 anocTH,

BHUMAHME:
CobmopaiTe CNOAYIOUNME MEPM ANS NPSADTEPELBHHA NOBPERIENUA
walnone:

*

HB #CNONLIYHTS HPEIMOPHYIO CIIVY, OCOBOHNO B TOUKRX KDBIIBHNA W
HERNPABAMOWUNX BTYIKEX.

HB RCNONBIYHTS HPAIMBOHYI0 CINY NPA JATAMMBAHWN KPENeAtbiX SHHTOR 8
NammocTH.

He A8nraiTe WHCTPYMBHTE GS 8 CTOPOHY NPt YCTANOSKS B HANDARNNICLYIC
BTYRKY.

T

TIGHSN HE KNG

CNPRHIARL
Mo 3ANPOCY MINHO NOMYMMTE HHCTPYKLPSO HA APYIMX
65700 LN WHOM POFIOHE Laaa NOTYT Gilth AOCTYOHE! ‘ DentSp'y
e mpsr. W Sirona

CocTomme mithopaste yae:
IFU 7006-RU_RU Nocnea. paa. 001 A  2023-08
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PyKoBOACTBO NO NPUMEHEHUIO

NofAroToBKa noXa MMmMnIaHTara

OnucaHune XUPYyprnyecknx KOMNOHEHTOB

MocnenoBaTenbHOCTb NPUMEHEHNS UHCTPYMEHTOB

MykoTom GS

(Mucoaal Punch G$) B
pasmepe
3annaHnpoaaHMoro
AvameTpa umnnaHTarta
ucnonb3yetcs gns
CO3/aHuUs Kpyrnoi npopesu
C AMamMeTpom nmnnaHtata
B CAU3NCTON A0
KOPOHKOBOTO YPOBHS KOCTU.
Mapkuposka
COOTBETCTBYET ANNHE
uMmnnanTaTa

6-9-13

'8-1M5

MunnoTHoe cBepno GS
(Initial Drill GS)
Heo6X0ANMO NCNonbL30BaTh
ANS yaaneuus paHee
npo6uToit cnuancTon
060104KM 1
thopmuposaHus
LeHTpupyLLero
yrny6neHns B KocTu Ans
nocnejylouiero ceepneHus
csepnom PnrneTaper GS
(PrimeTaper Dnils GS).
MapkupoBka
COOTBETCTBYET i/INHE
uMnnaHTaTa.

6-9-13

-8-11-15

Csepna PrimeTaper GS
(PrimeTaper Dnils GS)
ucnonb3yTea ans
nocneaoBaTtesbHoO
noAroTOBKM N0Xa
uMnnaHTaTa B
COOTBETCTBUM C
3annaHMpoBaHHO ANUHO
v fnameTpoM nMnnaHTata

Bce csepna

PrimeTaper GS
(PrimeTaper Drills GS)
Heo6Xx0AMMO MCNONb30BaThL
B KOMGUHauWM ¢
onpeAeneHHon BTynKoi
ANA CBEpneHus
PrimeTaper GS
(PrmeTaper Drill

Sleeve GS)

Csepno PrimeTaper GS
(PrimeTaper Drill GS) ¢
NpUKpPenneHHoi BTYNKOWR
Ans ceepneHns GS
(Drill Sleeve GS)
[ONONHUTENBHO
ncnonb3yetcs Ans
KOPTUKaNbHOIO
npenapupoBaHus

Csepno 6,5-6 Mmm nmeeTt
MapKUpoBKM rNy6uHOI 1-
4 MM, B 3aBUCUMOCTK OT
TONWWHBI KOPTUKANBLHOTO
npenapupoBaHua n ANuHb!
nMmnnaHTtata (8-11-15 n
6,5-9-13)

MocnepoBaTeNlbHOCTb NPUMEHEHNSA UHCTPYMEHTOB

Ce€1

nponssoAuTeNb:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www .tlentsolvimDlants.com
www .tlentsolvsirona.com

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

[Anametp

[Aunavetp
uMnnaHrarta

AvameTp
umnnaHTaTa

AvamTtp

Make.
CKOpOCTh
Makc.
KpyTAWNi
MOMEHT

800 06/InnH

Makc.
CKOpOCTh
Makc.
KpyTawnit
MOMEHT

MeTuuk pe3b6bl

PrimeTaperGS

(PrimeTaperTap GSj

Heo6X0ANMO NCN0Nb30BATH

B OYEHb NIOTHON KOCTU.

AvameTp
umMnnaHTaTa

25 06/MuH
MapknpoBku

COOTBETCTBYIOT FNy6UHe
Hapesku pe3bGbl 4ns
ANVHBI MnnaHTaTa 6,5-9-
13 MM ¥n 8-11-15 mMm
COOTBETCTBEHHO

MmnnautoBoa EV GS
(Implant Driver EVGS)
Heo6X0/MMO NCMONb30BAaTL
ANA yCTAHOBKM UMNNaHTaTa
Ha NOAroTOBNIEHHOM flOXe
umnnaHtaTa

25 06/MuH
S45 Hem

AwnameTp
umMnnaHTata

BHVUMAHWE:

¢ WHCTpyMeHTbl GS MOryT GblTb NPYMEHEHbI TONIbKO C XUPYPIUYECKUM
wa6bnoHom Simplant SAFE Guide.

« O6bpalwaiiTe BHUMaHUe, 4To6bl OrpaHnYnTeNb rNYy6UHLI BTYKM ANA
ceepneHna PrinieTaper GS 6bln1 Hanpas/ieH K OrpaHNynTEeNto TNy6GUHbI
csepna GS npu c6opke (cM. PucyHok 1). TONbKO B 3TOM NOMOXEHUN BTYNKY
ANs cBepfieHns GS MOXHO eCTaBUTb € HanpaBNAloLWY0 BTY/KY.

* Hukorga He ucnonb3yiite cBepna PrimeTaper GS 6e3 BTy/nku ans
ceepnenna GS B HanpaBsnsioLLei BTyske.

B Y6eauTech, YTO BblGpaHa npaBuibHas BTyNKa [ CBEpPAeHNs
PrimeTaper GS oTHOCUTeNbHO AnameTpa CBep/ia 4 anameTpa BTYNKM ANA
ceepneHus GS (y3kuit gnameTp (Narrow Diameter, MO)/Wwunpokuini guameTp
(Wide Diameter, WD)). B npoTMBHOM Cny4yae He 6yAeT JOCTUTHYTa
TOYHOCTb CBEp/IEHUS, HeobxoauMas /1 NPaBUbHON MOATOTOBKU S10XKa
uMnaaHTara.

* Y6epuTecb B HagnexaleM oxaax/jeHUn ¢ NOMOLLbI CTEPUIBHOTO
husmonoruyeckoro pactsopa. HegoctaTouHoe oxnaxzjeHne Bo Bpems
CBEpP/IEHUS NOBbILAET PUCK HEKPO3a TKaHW.

Mykotom GS (Mucosal Punch GS)

NMPUMEYAHUE:

* He npeBblwaliTe MakcCuManbHy cKOpocTb 800 06/MuH
*  Y6epuTecb B HaanexalleM OX/axAeHUn ¢ MOMOLLbI CTEPUIBHOTO
chusmonornyeckoro pacTeopa.

1. Bbl6epute MykoToM GS B COOTBETCTBUM C pasMepoM 3anjaHMpoBaHHOroO
AvameTpa umnaadTara.

2. HpVICOe,qVIHVITe MYKOTOM G5« KOHTPYr/10BOMY HakKOHEYHUKY.

3. Pacnonoxute mykoTom GS B HanpaBnsiLeii BTyfKe.
MykoTom GS HanpaBnsieTca HENOCPEACTBEHHO Yepe3 HanpasnAoLW Yo
BTYJIKY.

4. HaunHaiiTe cBEpneHne No 4acoBoOil CTpenke 1 OCTOPOXHO oTpesaiite
MATKY0 TKaHb 10 TeX NOp, NOKa MyKOTOM GS He COMPUKOCHETCS C KOCTbIO.

5. lpekpatuTe cBepneHne n u3BnekuTe Mykotom GS u3 Hanpasnsioueit
BTY/IKN.

MnnotHoe ceepno GS (Initial Drill GS)

MunoTtHoe cBepno GS Heo6X04MMO UCNONL30BATL ANA yAaNeHus paHee
npo6uTOI CNM3NCTON 060/104KN N (DOPMUPOBAHNA LLEHTPUPYIOLLEro yrny6neHus
B KOCTW AN15 nocnepfylowero ceepnenna ceepsom GS (Drill GS).

NMPUMEYAHUE:
B He npeBblwaiiTe MakcumanbHyt ckopocTb 1500 06/MuH

*  Y6eautecb B Hagnexaiem oxaax4eHun ¢ NOMOLLbi0 CTEPUNBHOTO
thusnonornyeckoro pacteopa.

1. BbibepuTe nunoTHoe cBepnio GS B COOTBETCTBUN C pasMepom
3annaHnpoBaHHOro gnameTpa uMmnaaHtTata.
MpucoeanHnTe NUIoTHOE cBEPsI0 GS K KOHTPYI/TIOBOMY HAaKOHEUYHUKY.
Pacnonoxute nunotHoe ceepno GS B HanpaBnswLwel BTy/Ke.
MunoTtHoe cBepsio GS HanpaBNAeTCsA HENOCPEeLCTBEHHO Yepes
HanpaBs/AoLWY0 BTYNKY.
HaunHaiiTe cBepneHune no 4acoBoil cTpenke ANA NOATOTOBKM NoxXa
uMnnaxTaTta.
MpekpaTtuTe cBEpieHNe NpU AOCTUXKEHNN OTPAHUYUTENS TNYGUHBI.
N3BneknTe NMNOTHOe cBepnio GS 13 HanpasnsoL el BTyNKN.

MpaBa Ha U3MEHEHUs COXPaHeHbl
Mo 3anpocy MOXHO NONYUYNTb UHCTPYKLMIO Ha APYruX
A3bIKaxX

Dentsply
Slrona

B TOM UMM MHOM pPEerMoHe Mupa MOoryT 6biTb AOCTYMHbI
He BCe n3genus.

CocTosiH1e UHopMaLni.
IFU7006-RU_RU Mocnepa, pea. 001 A 2023-06
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PyKoBOACTBO MO NPUMEHEHUIO

Csepna PrimeTaper GS ¢ BTynKkoii ansi ceepneHns GS
(PrimeTaper Drills GS with Dxill Sleeve GS)

Csepna PrimeTaper GS HanpaBnsawTCs BTyNkamMu Ana ceepneHuns GS B
HanpasAasioweil BTysKe.

Mepepa ncnonb3oBaHNeM HEO6XOAMMO YCTAHOBUTL BTY/IKM /1 CBEP/IeHUs
PrimeTaper GS Ha cBepna GS, ecnu oHW He 6bIAN YyCTAHOBNEHbI paHee.
BepxHsia yacTb BTY/IOK ANA cBepaeHns GS [o/XHa 6biTb Ha YPOBHE
KpenexHoii 60po3aKN CTEPXHS AN CBEPEHUs.

BTynku ansa ceepnenunsa PrimeTaper GS fOCTYNHbI B BYX BapuaHrax;

« Y3kwnit guametp (ND) gnsi umnnautatos 0 3,6 n0 4,2

* LWupoknii guametp (WD) gna umnnaHtatos 0 4,8

MpoToKosbl cBEpNeHUs

PeKoMeHAYeMblit NPOTOKON CBEPNEHUS

MpoToKON CBEPNEeHNA ANA OYeHb MATKOW KOCTH

npOTOKOI'I CcBep/sieHNa ona o4YeHb NNOTHON KOCTH

Mpn He06X0A4MMOCTM JOCTYNHbI 5 4ONONHUTENbHBIX AMaMeTPOB cBepna

(0 2,65: 0 3,25; 0 3,85; 0 4,45; 0 5,05) ANA TOYHOW perynupoBku guametpa
OCTEOTOMWUMN B CPABHEHUU C PEKOMEHAYEMbIM MPOTOKOIOM:

* flerkoe «HegonpenapuposaHue»;

* Jlerkoe paclnpeHne oCTEOTOMUYECKOro OTBEPCTMS.

MoCTIKCTPAKLNOHHbBIE NYHKN

Mpu pa6oTe ¢ 04eHb MATKON KOCTLI UCNOMb3YHTe BbileyKa3aHHbI pexum
cBepfieHns (T. e. NPW OKOHYATENIbHOM CBEP/IEHUN HA MOJIHYI0 FNYyGUHY
BO3bMWUTE CBEP/IO HA OAWH pasmMep MeHbllie, YeM B PeKOMeHAyeMoM
npoTokosie) Nn60, B KaYeCTBe anbTepHATUBbLI, HA NosipasMepa MeHble, Yem B
pekoMeHAyeMOM NPOTOKO/E.

Y3kuii rpe6eHb
B cnyyae CONPUKOCHOBEHUS C NOABLA3LIYHON/WEUYHOW KOPTUKANbHON KOCTbIO BO
BpemMsa NoAroTOBKM K OCTEOTOMUN MOXHO MCMNO/b30BaTb METYUK pe3b6b|.

KopoTkune umnnaHtatsl

Mpu paboTe c uMnnaHTaramMmu AnnHoi 6,5 MM paccmoTpuTe LenecoobpasHocTb

NPUMEHeHNA cBepna Ha OfMH UK Ha nonpasMepa MeHblle, YEM B
pekomeHayeMoM npoTokosie, ANA OKOHYaTEe/IbHOro CBep/sieHna Ha NoJIHYy0
rny6uHy.

B nnoTHO TpabekynapHO KocTu

[na oKOHYaTeNbHOTO CBEPNIEHUS HA NOJHYK FNYyBUHY UCNONb3YINTE METUUK
pe3b6bl unn cBepsio Ha nonpasMmepa 6onblue, YeM B PEKOMEHAYEMOM
npoTokosne.

NMPUMEYAHUE:
e« Me npeBbllwaiiTe MakcuManbHy ckopocTb 1500 06/MuH

+  Y6eauTecb B HaAnexawem oxnaxAeHUn ¢ NOMOLLbI0 CTEPUIBHOTO
thusnonornyeckoro pacTeopa.

1. O6ecneybTe COBMECTUMOCTb MEXAY HanpaBnstoweil BTYNKO, CBEPAIOM
PrimeTaper GS u BTynkoi gna ceepnexnuns GS.

2- TMpucoepuHute ceepno PrimeTaper GS K KOHTPYrI0BOMY HaKOHEYHUKY.

3. Pacnonoxute ceepno PrimeTaper GS ¢ npeaycTaHOB/MIEHHONW BTyNKoi Ans
csepsieHnsa GS B HaﬂpaBﬂﬂPOLL[BVI BTy/1K€ Takum 06pa30M, 4TO6bI BTynka
AnAa ceepneHna GS 6bia1a NOTHOCTLIO BCTAB/1I€HA B HANPaB/AIOLWY0 BTY/IKY.

4 HauuHaiiTe cBepNeHUe No 4acoBoOii CTpesike 4Ns NOATOTOBKM N0Xa
uMnnaHTata

MponssoaunTens:
Denisply Implants Manufacturing GmbH
RodenDacfier Chaussee 4, 63457 Hanau, Germany
www.dentspivimplants.com
www.dentsolvsirona.com
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5.

6

MpekpaTuTe cBEpPNEHNEe NPu OCTUXXKEHUN OrpaHnynTens rnybuHbl ceepna
PrimeTaper GS.

. W3BneknTe cBepna PrimeTaper GS u3 HanpasnsioLwei BTYKN.

KopTukanbHoe NpenapupoBaHiie KocTy

B

npoToKoNe CBEepaeHNs KopTukanbHOe npenapupoBaHne 0603HaYeHo

cumBonom | [.

MPUMEYAHWE: Mepep BbINOIHEHNEM KOPTUKANbLHOIO NpenapupoBaHuns
y6eanTecb B TOM, 4TO BTy/nKa ANA cBepneHna PrimeTaper GS nonHocTbi0

B

CTaB/IEHA B HANPABNSAIOLW YO BTY/IKY.

Mcnonb3yiite ceepno GS anuHoii 6,5-8 Mm.
BbInosnHsaiiTe cBepaeHne no Bceii TonwmHe
KOPTUKaNbHO KOCTU.

CBepno ANnHoi 6,5—8 MM umeet
MapKMpOBKU Ha rNy6uHy 1-4 mMm, B
3aBMCUMOCTU OT KOPTUKA/TbHOMN TOMLLUHBI.

MeTurk pe3bbbl PrimeTaper GS (PrimeTaper Tap GS)

MPUMEYAHWUE:

He npeBbllwaliTe MakCUManbHYK CKOPOCTb 25 06/MUH.
Y6eguTtechb B Haanexallem oxaaxAeHun ¢ NomMoLLbio CTePUbHOro
chusmoiornyeckoro pacTeopa.

1. Bbibepute meTunk pe3b6bl PrimeTaper GS B COOTBETCTBMM C pa3Mepom

3annaHNnpoBaHHOroO AnameTpa nMmnaaHrTara.

MpucoeanHuTe MeTuynk pesb6bl PrimeTaper GS K KOHTPYrn10BOMY
HaKOHe4YHUKY.

Pacnonoxute meTunk pe3b6bl PrimeTaper GS B Hanpasnstouieil BTy Ke.
HauuHailiTe Hape3ky pe3b6bl MO 4acoBOil CTpeske ANA NOATOTOBKN N0Xa
mnMmnnaHtara.

Mocne BXOoA4a B KOCTb MHCTPYMEHT BXOAUT B NOJIOCTb CAMOCTOATE/IbHO, 6e3
faBneHns.

MpekpaTute Hapesky pe3bbbl Npu

[OCTUXEHUN HEOBXOAUMON TNYyGUHBI.

MapKupoBK1 COOTBETCTBYIOT rnybuHe

Hape3ku pe3bbbl AN ANVHBI UMNAaHTaTa

6,5-9-13 MM 1 8-11-15 MM COOTBETCTBEHHO.

N3BneknTe MeTunk pe3bbbl PrimeTaper GS U3 HanpaBnswowWwein BTyNKu,
noBepHYB NPOTUB YaCOBOW CTPeskKNn

7. TpomoiiTe NOMOCTb CTEPUNBHBLIM (PU3MONOTUYECKUM PACTBOPOM ANs

yAaneHusa oCTaTKoB KOCTWU.

YCTaHOBKa MMM/IaHTaTa C NMoMOLLb0 uMmniaHToBoda EV GS
(Implant Driver EV GS)

NMPUMEYAHWE:

MmnnantoBog EV GS MOXHO ncnonb3osaTtb He 6onee yem ana 100
npoueAyp yCTaHOBKM MMMNAaHTaTa.

He npeBbiwaiTe MakCMManbHYl CKOPOCTb 25 06/MUH U
MaKCUMasnbHbli KPYTAL WA MOMEHT 45 HeM BO BpeMsi YCTaHOBKM
umnnaHTaTa.

Y6epuTtecb B Hagnexaliem oxaaxjeHun ¢ NOMOLLbio CTepPUIbHOro
usnonornyeckoro pactsopa.

3annaHupoBaHHas rny6uHa ycTaHOBKM UMMIaHTaTa fjocturaeTcs, korga
cooTBeTCTBYlLWas 6oposaka nmnnaHtosoga EV GS ctaHoBMTCA 3anognuuo ¢
HanpaBnsoLWein BTYKOA.

1. BckpoiiTe ynakoBky, BKAou4as 6auctep.

2. TMepeHecuTe CTepubHblli BHYTPEHHUI KOHTEWHEP B CTEPUILHYIO 30HY.

3. CHMMWNTE KpbILIKY KOHTeiHepa nyTem noBopoTa, YTo6bl 06HaXUTb BEPXHUIA

Kpaii umnnaHTara.

4. TpucoeAnHWTe NOAXOAAWMNIA nMnnaHToBod EV GS K KOHTpYrioBomy

HaKOHEUHWUKY WU PYKOSITKE XUPYPTUYECKO OTBEPTKU.

MPUMEYAHWE: YTobbl n3bexaTb NoBpexaeHua mMmnnantosoga EV GS,
BOCMNO/Ib3yiiTECb KOHTPYI/IOBbIM HAKOHEYHWKOM WU PYKOSITKOM
XUPYPr1Uyeckoil OTBEPTKM C WECTUTPAHHUKOM, BBOAS LWIECTUTPAHHUK B
cuensieHne Ha cTepxHe umnnaHtosoga EV GS.

MNpaBa Ha U3MEHEHUSA COXPAHEHbI.
Mo 3aNpocy MOXHO MONYYUTh UHCTPYKLUMIO HA APYTX
A3blKax

Dentspl
LLI Sironalloy

B TOM MW UHOM peroHe Mupa MoryT 6biTb JOCTYMHbI
He ace nsgenua.

CocTosiHne uHhopmaLum
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PYyKOoBOACTBO MO NPUMEHEHUIO

MogHumas umnnaHTart, ybeautecb B TOM, YTO uMnnaHtosog EV GS
BCTaB/IEH B MMNaaHTaT o KoHuya HapgasuTe, uTo6bl aKTUBUPOBAThL
yHKLMIO NepeHoca, nepej TeM Kak U3Baeyb umnaaHtar.
OCTOpPOXHO BCTaBbTe MMNAaHTaT B I0Xe NUMAaHTaTa, He Kacasch
HanpasnsoL e BTYIKN.

®opMbl NOCTABKM - YC/OBUS XpaHEeHUs ~ YTunnsayms

MPUMEYAHWE: N3genua B cTepuibHbIX ynakoBkax nepej Ucnosib3oBaHnem
cnepfyeTt BU3yaslbHO NPOBEPUTL HA NPeAMET LLe/IOCTHOCTM ynakoBku. He
ncnonb3yiTe M3genus B cnyyae o6HapyXeHus Kakux-nm6o HapyweHuit

YcTaHOBUTE MMNNAHTAT HA NOATOTOB/IEHHOE JI0XE C NOMOLLbIO L{€/IOCTHOCTN ynakoBku.

mMmnnaHtoBoga EV GS ¢ uucnom o6opotoB 25 06/MVH 1 Bpawawwmum
MomMeHTOM £ 45 Hewm.

dopma nocTasku

Fopu3oHTaNbHble 6GOPO3AKN yKa3biBaIOT HA OpHopasosoe/ Cpok

Cnoco6
ANVHY UMnnaHTata. AnukanbHas 60po3gka V3penve CTepunbHoOCTh cTepnAU3aLUU MHOropasosoe akerwyara
ncnonb3oBaHune uyuu
npeAHasHavyeHa ANns ANVWHbE 8-11-15 MM,
KopoHkoBas 6oposaka — AnA 6,5-9-13 Mm. MykoTom GS CTepunbHo ONeKTPOHHO- OpHopasoBoe
MpaBuibHO pacnonoxeHHas 6oposaka (Mucosal Punch GS) nyuesoe “cnonb3oBaHue  1npuMeHeH
[OMKHA 6bITh 3a104ML0 C HanpasstoLwei o6nyyenne uB
BTY/KOA.
Y MunoTHoe caepno G5 CtepunbHo ONEeKTPOHHO- Muoropasosoe 10
(Initial Dnll GS) nyvyesoe ncnonb3oBaHne ijI/IMeHeHVI
o6nyyeHne n
Csepna PnteTaper GS CTepunbHO ONeKTPOHHO- MHoropasosoe 10
(PrimeTaper Dnils GS) nyyesoe ncnonb3oBaHue  MNpUMEHeHU
o6nyyeHne ]
BHUMAHWE: Ecnu KoHe4YHas nosuuus vMniaHTata He 4OCTUTHYTa npu 5 c 5 °
- HOpa3oBoe
KpyTauiem MmomeHTe 45 Hewm, To crieyeT CHATbL MMNAaHTaT 1 euwe pas TYNIKA ANA CBEPAEHNA TepunbHo NEKTPOHHO AHOP
PnteTaper GS nydvesoe ncnonb3oBaHne lnpuMmeHeH
MOATOTOBUTL /10XE UMNNAHTaTA. . . (PrimeTaper Drill Sleeves 06nyuenme ne
Hukorga He npesbiwante MakCUMasibHbl KPYTALWMNA MOMEHT 45 Hem Gs)
NPy UCNO/b30BAHUU MaLUMHbI AN PYYHBIX UHCTPYMEHTOB.
MeTunku pesb6ol CTepunbHo 3NeKTPOHHO- MHoropasosoe 10
OnpegennTe NHAEKCHbIE MAPKMPOBKM PF:i.meTTaper L‘?rs s n)[;qesoe ncnonb3oBaHne I:IpMMQHEHVI
rmelaper Taps obnyyeHue n
uMmnnaHtosoga PnteTaper EV GS. ( P p ) Y
MpaBunbHas nosnuus gocturaetcs, korga MmnnanToBo4 EVGS He cTepunbHo Henpumenumo MHoropasosoe 50

OAHa U3 NHOAEKCHbIX MapKUpoBOK (Implant Driver EV GS) ucnonb3oBaHue npuMeHeHn
pacnonaraeTcsi B OfiHY JINHUIO C n
MH[EKCHOW MapKMpOBKOi Ha

(guide fixation screw) CTepunbHO ONeKTPOHHO- MHoropasoBsoe 10
Xupyprmnyeckom wabnoHe. nydyesoe ncnone3oBaHne  nNpuUMeHeHu
o6nyueHue n
CTabunusnpyrownin He cTepunbHo Henpumenumo Muoropasosoe 1500

abatmeHT EV
(EV-Stabilization Abutment)

ncnonb3oBaHue nNpUMeHeHUn

9. Mepep ycTaHOBKOW NocneAywWmnx UMNAaHTaToB CTaGUAN3NPYIOLWNiA
abaTtmeHT EV BCcTaBnsetca B uMnaaHTart Ana npeaoTBpaleHns 4BUXEHNSA
Xupypruyeckoro wabnoxa.

Mepep ycTaHOBKOW Nocnefywouwmnx MMNAaHTaToB HEO6X0ANMO YCTaHOBUTL
MWHUMYM NepBble ABa nmnaaHtTarta co CTaﬁVIJ'II/IBIApy}OLL\I/IM abatmeHTOM EV.

10. Mocne ycTaHOBKN UMNNAHTATOB KPeNnexXHble BUHTLI, cTabununsnpyiowme

abaTMeHTbl EV 1 XMpypruyeckuin wabnoH MOXHO CHATb.

Mocneaytolee HabnoaeHe

Mo OKOHYAHUN NeYeHUs BaXHO COGM0AATb T ATENbHYI0 TUIMEHY NOIOCTM PTa,
a Takxe NPoXoAUTb PerynsipHble KOHTPO/IbHbIE 06CNef0BaHNA.

MPUMEYAHWE: MykoTom GS n BTyNkn ana ceepneHnsa PrimeTaper GS
nocTaensnTCs B CTEPULHOM BUAe, NpeAHasHayYeHbl TONbKO ANA
0/lHOPa30BOr0 NCNOMIL30BAHUA W He MOoAexaT NoBTOPHOA
ctepunusaumu!

YnakoBKa

MykoTom GS, cBepna PrimeTaper GS, BTynkun ans csepneHuns GS un
MeTYukm pesbbbl GS

YnakoBka anss mykotoma GS, ceepn PrimeTaper GS, BTyNnok gnsa
csepnieHna GS n MeTuUnKoB pe3b6bl GS COCTOUT U3 BHYTpeHHero 6aucTepa,
KOTOPbI CAYXUT Aepxatenem AN UHCTPYMEHTA, a TakKe BHeLIHero
repmeTnsupytouiero 6auctepa. ®osbra BHewHero 6auctepa obpasyer
cTepunbHblii 6apbep, 61arogapsa KOTopomy cogepxumoe 6amuctepa octaercs
cTepunbHbLIM (OANHApHaA cTepunbHas 6apbepHas cuctema).

Csepna PrimeTaper GS n meTunkn pesbbbl GS pa3pelwaerca McnonbL3oBaTb
nocsie UCTeYeHNs NX Cpoka roAHOCTU U B C/ly4ae HenpegHamMepeHHoro
pacKkpbITUS 6AUCTEPHOI yNakoBKU Npu COG0AEHUN WHCTPYKL WA MO 0OUNCTKE U
cTepunnsayuu.

MPUMEYAHWUE;

e OfHaKo U3eNns Henb3s UCNONbL30BATHL, ECNN 6AUCTepHas ynakoBka 6Gbina
nospexaeHa.

¢ He ncnonb3yiite MykoTom GS n BTynku gna ceepneHuna PrimeTaper GS
B C/lyyae HenpejHaMepeHHOro packpbiTUA 6MCTEPHON ynakoBKu.

Ycnosusi XpaHeHns

MN3aenna AOMKHBI XPAHUTLCA B 3aneyaTaHHblX OPUTMHANbHbIX YNakoBKax B
CyXOM MecTe Npu KOMHaTHOW Temnepartype, To ecTb 18-25 “C.

He ucnonesyiite nsgenve, ctepunbHas ynakoska KoToporo nospexpeHa.

Y1unmzauma

Ans yTunusaynv ynakoBku u usgenuii cobniopgaite geiicTeyoue B
HacTosilee BpeMS HauWoHa/lbHble Npasuia yTunansauum oTxoaos B Baweit
cTpaHe.

Knacc MenumMHCKUX 0TX040B B cooTBeTcTBUM ¢ CaHluH 2.1 3684-21 -
Wcnonb3oBaHHbIX MU - knacc b;

He ucnonb3zoBaHHbix MU - knacc A

MNpaBa Ha M3MEHEHUs COXPaHEHbI.
Mo 3anpocy MMOXHO NOAYUYNUTb UHCTPYKLMIO HA fPYrUX

A3blKax " I
B TOM WAN UHOM PEnKOHe MUpa MOTYT GbITb JOCTYMHbI LII D e ntS p y
He BCe usaenus. N S |r0na

c O

Mpoussogutens;
Dentsply Implants Manufacturing GmbH
Rodenbacber Cbaussee 4, 63457 Hanau, Germany
www.def>tSDIvimDlants.com
WWW,dentsulvSirona.com

CocTosHue nHopmaymmn
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PYKOBOACTBO MO NPUMEHEHUIO

OcTpble NpeagMeTbl NOC/e UCMONb30BaHNA Heob6XxoaMMo cpa3y nomelwatb B
cneunanbHO nNpegHa3HayYeHHble ANA HUX HeNpoKa/biBaeMmble KOHTeVIHepr
cornacHo ISO 23907-1 Bo usbexaHune 3apaxeHns n TpaBMUPOBaHUSA.

NMPUMEYAHWUE: YTunusnpyiite ceepna n MeTuymku pesb6bbl MHOropasoBoro
npumMmeHeHUs nocne makcumym 10 uuknos o6paboTku/nauneHTos, a Takke B
c/lyyae UX NOBPeXAeHWUs Unu 3aTynneHus.

MaTtepuan
N3genve MaTtepuan
MykoTtom GS (Mucosal Punch GS) Hepxasetowan ctanb no ctaHgapty ASTM-F899
MunoTtHoe ceepno GS (Initial Drill GS) Hepxaselowas ctanb no ctaHgapty ASTM-F899

Csepna PnteTaper GS
(PnTteTaper Drills GS)

HepxaBetowas ctanb no ctaHgapty ASTM-F899

BTynku Ans ceepnenns
PnteTaper GS
(PnteTaper Drill Sleeves GS)

HepxaBetwwas ctanb no ctaHgapty ASTM-F899

MeTunkn pesb6el PnTeTaper GS
(PrimeTaperTaps GS)

HepxaBetwwas ctanb no ctaHgapty ASTM-F899

Wmnnantosoa EV GS
(Implant Driver EV GS)

Hepxasewuwasa ctanb no ctaHaapty ASTM-F899,
M33K (nonnacupacupketom)

Ctabunuanpylouwuin abatmeHt EV
(EV-Stabilization Abutment)

TutaHoBblii cnnae (TIBAI4V-ELI)
no ctanpapty ASTM-F136

Ouynctka n ctepunmsauuns

BAXHO:

* T[lepef MCNO/Ib30BAHMEM B K/IMHWYECKOW NpakTNke BCE KOMMOHEHTbI U
MHCTPYMEHTbI, NOCTaB/E€HHbIE B HECTEPUIBHOM COCTOSIHUW, cnefyeT
0YNCTUTL, NPOAE3NHMULMPOBATL N NPOCTEPUIN30BATL COrNIAcCHO CTaHAapTy
ISO 17664. Pa36opHble MHCTPYMEHTbI Nepej o4YncTKON HeoBXoAUMO
paso6paTtb. CHOBa cobupaTb WX 415 CTEPUAN3ALUN MOXHO TO/IbKO € CyXOM
COCTOSIHUN.

* T[pocTepunusyiite xupypruyeckuin wabnow Simplant SAFE Guide cornacHo
MHCTPYKUMAM nponssoautens, Dentsply Implants NV.

« WmnnaHToBOog EV GS Henb3s nogsepraTb Y/bTPa3BYKOBOI O4NCTKE.

+ Bo BpeMs yNbTpa3BYKOBO OUMCTKM CBEp/a [O/DKHbI HAXOAUTLCS OTAENbHO
APYT OT Apyra - Hanpumep, OblTb NOABELWEHHbIMU B fiepXaTensix.

MpeaBapuTenbHas pyyHas o4ynmcTka
Ipy6ble 3arpsa3HeHns Heo6X0AMMO yAanaTb cpasy (He nos3gHee ABYX 4acos)
nocse MCnosb3oBaHNA MATKON HeTOHOBOW LW eTKOW A0 BU3yaslbHOW YACTOTHI.

YnbTpa3sykoBas o4ncTka
CnepyeT NpuAepXuMBaTbCs A/IMTENIBHOCTN BO3JECTBUA U KOHLEHTpaLuii,
yKasaHHbIX NPON3BOANTENIEM UCMONb3YEeMOro YACTSALLEro cpeacTaa.

ABTOMAaTuMuyeckas npoueaypa
Ans achheKkTUBHOI aBTOMaTMYeCKo npoueaypsl TpebyeTca npeABapuTesibHas
py4yHas oumcrka.
[ns aBTOoMaTUYecKoil npoueaypbl ciefyeT UCNONb30BATh NOAXOAALLYI0 MOVKY-
Ae3nHeKTop, a Takke cpefcTBa A4/19 04UCTKM U HeliTpanusauyuu. Cobniogaiite
MHCTPYKLWN NPON3BOANTENS MOiKu-Ae3nHpekTopa. Huctauwme un
HeliTpanusyoune cpeAcTsa A0/KHb> A03MPOBATLCSA U UCNONb30BaTHCS B
COOTBETCTBUMN C yKasaHWAMMU Npon3soauTens. PekomeHayeTcs NpoBOAUTL
nporpaMmy o4uUCTKU € Tepmoge3snHdekuynein (Ao i 3000).
[N 0YNCTKM XenaTenbHO UCNONb30BaTh AeMUHEPaNIN30BaHHY0 BOAY NGO
BOJY C aHaSIOTMYHbIM YPOBHEM YNCTOThI.
MeTopa aBTOMaTU4eckoii npoueypbl 6bi1 yTBEPXAEH NS ClyvyaeB
NpUMEHeHUs cneayLnx Matepmanos u ycTpoiicte (cornacHo ISO 15883 u
AAMI TIR 30):
« ABTOMAaTU4eckuii annapart 4/ OYUCTKN U ae3uHdekyum Tuna G 7836 CO,
Miele & Cie. KG, Gutersloh
« [porpamma ouyuctkn VARIO TO
MpepBapnTeNnbHOE NPOMbIBAHWE XONOAHOW BOAON (4 MUH.)
OtHCTKa B TeueHune 10 muH. npu Temnepatype 45-55 'C
Heiitpanusayna (6 MuH.)
MpomexyToyHoe NpoMbIBaHWe X0N0AHOW BOAON (3 MUH.)
TepmogesnHdekuma B TeyeHne 5 MuH. npu Temnepatype 90 °C (Ag” 3000)
Cywka B TedyeHune 30 mMuH. npu Temnepatype 105 'C
*  UYnuctawee cpeacteo neodisher® MediClean forte (0,5 %) /
HellTpanusytouiee cpeacTso neodisher® Z (0,1 %). Dr. Weigert, Hamburg.

Yxon

Mepeg cTepunnsaymeii Bce n3fenus Heo6xo4MMO OCMOTPETL Ha NpegMeT
BUAMMbBIX 3arps3HEHN, YXyALWEHUs CBOINCTB n/vnn koppo3un Ocoboe
BHUMaHue cnefyeT yAenaTb TakuM 3N1eMeHTaM KOHCTPYKLWW, Kak KaHanbl,
HeCckBO3Hble OTBEPCTUA, pe3bba, NOJHYTPEHNUSA M conpukacawwmecs

C €1

MponssoguTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, $3457 Hanau, Germany
www.dentsplvimolants.cQm
www.dentspivsirona.com
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NOBEPXHOCTH.

Bu3yanbHO NpoBepbTe BUAUMOCTb U YHUTAEMOCTb BCEX 0603HAYEHMNIH Ha
usgenusx. NMpoBepbTe conpsiraeMble KOMNOHEHTbI HA NPeAMEeT NpaBubHOM
c60pKM U DYHKLUMOHANBHOCTU. Y6EeANTECH, YTO M3AENNS C NOLBNXHLIMM
feTansmu pa6oTalT UCNPaBHO. MpoBepbTe KOMMNAEKTHOCTb W LieNI0CTHOCTb
npeABapuUTENbHO YCTAHOBEHHbLIX KOMNOHEHTOB.

YTunnsnpyiite nsgenus c gedektamu.

Crepunuzaums

CTepununsauuio cnegyet NpoBOAUTbL B COOTBETCTBUM CO cliefyloleli CXemMoii:

1. MNoprotoBka k cTepuamnsaunmn; MomectTuTe KOMNOHEHTHI S
CTEepPUNN3aLUOHHbLI NakeT, 0A06PEHHbIA ANA NPOAAXMN B LEensx
MCMNOJIb30BaHNA C PeKOMeHAYeMbIMU napameTpamun ctepunnsaynu.
YnakoBka AO0/HKHA COOTBETCTBOBATb TpeﬁOBaHMﬂM cTaHgapToB
EN ISO 11607, ANSI/AAMI ST79 n AAMI TIR12.
Ha Kax/oM CTepuNnN3aLMOHHOM NakeTe AO/KHbI NPUCYTCTBOBATL
VHAMKATOP W faTa cTepunnsauum.

2. MapameTpsbl (corn. ISO 17665, EN 13060, EN 285 n AAMI TIR12)

MeTop, Cnoco6 TemnepaTtypa An*rrenbHocTL Anutenbnoctb
BO3/E/CTBUA* CyLIKn

MeperpeTbiii [JvHammueckoe 13*-c 3MuH. 20 MuH.
nap (EC**) yAaneHne Bo3ayxa

(NpeagapuTenbHoe

BaKyyMUPOBaHWe)
MeperpeTblit AnHamnueckoe 132'C 4 MVH 20 MUH.
n yAanenve sosayxa 135*C 3 MH

(npepBapuTenbHoe

BaKyyMVUPOBaHWE)
MeperpeTbiit YnaneHve Bossyxa 121 *C 30 MuH 20 MAH
nap TPaBUTALIMOHHbIM

cnoco6om

* YKaszaHa MUHUMa/bHas A/IMTeNIbHOCTL BO3AEHCTBISA, Ha NPaKTUKe 06paboTka 0GbIYHO 3aHNMaeT Gonblie
BpemeHn 1 MOXET pas/muarkCs a 3aBUCUMOCTY OT annapara.

** Monb3oBaresm a cTpaHax EC 0653aHbl CO6/110aTh BbilENPUBEAEHHbIE NapamMeTpbl NPU CrepunmnseLmn
neperpeTbIM Napom.

3. Ycnosus xpaHeHus: CTEPUNN30BAHHbIE KOMMOHEHTLI CMIEAYET XPaHUTL B
CYXOM M He3amnbl/IEHHOM MEeCTe MpuU KOMHATHOW TemnepaType.

OononHuTenbHas nHopmauus Ana nonb3osaTtenei

Bbl Bnageete uHopmaymeit 06 onacHbIiX 418 XU3HW UHLUAEHTAX UK
Cepbe3HOM yXyAleHNN COCTOAHNA 340pP0BbsA NaunmeHTa, CBA3aHHOIO C
npUMeHeHneM N 60ro U3 HalWmxX N3AEeNnii, NpocuM coobLWMnTL 06 3TOM HaM U
COTpyAHWKaM KOMMETEeHTHOro opraHa B Baleii cTpaHe.

ToBapHble 3HaKu

Bce ToBapHble 3HaKM M Ha3BaHUA KOMNaHWi ABNAIOTCA COGCTBEHHOCTbIO
COOTBETCTBYIOWNX BNajenbues. na yayyleHns YnTaeMoCTu JOKyMeHTa
komnaHusa Dentsply Sirona Implants He ncnonb3yet cumBonbl M ™ B
OCHOBHOM TekcTe. TeM He meHee komnaHus Dentsply Sirona Implants He
0TKa3blBaeTCA OT CBOMX NpPaB Ha TOBapHble 3HaKWN, W laHHbI!l JOKYMEHT He
MOXeT 6bITb UCTONIKOBAH MHaue.

YcnoBua TpaHCNOPTUPOBKM

N3genus, cTepunbHble cBepna cnejyet TpaHCNOpPTUPOBaTL U NepeBo3nTb
OCTOPOXHO, U C cOB0AEeHNEeM 0COBbIX Mep NPeAOCTOPOXHOCTUA, NMPUMEHUMbIX
K KaXA0MYy TUNY MeAULUHCKOro n3aenus, B guanasoHe Temnepartyp ot -50 °C
00 +50 °C 1 OTHOCUTENbLHOW BRaxHocTn oT 10 % fo 95 %. Xupypruyeckue
MHCTPYMEHTbI, MHOTOpa3oBoe ncnosib3osaHune: ot -30 °C go +60 °C un
OTHOCUTENbHOI BNnaxHocTn go 80 %.

YcnoBua akcnayatauuu

CtomaTosiornyeckne KAuHUKN u na60paTopvw|.

O6nacTb NpUMeHeHus
Crtomatonorus. 3y6HaH nMmnaaHTonorna.

Cpok rogHocTu
CPpOK rogHoCTM - 51eT B OpuUrnHanbHol ynakoBke.

[apaHTMa Ha cUCTEMY UMMNaHTaToB

[Nns nonyyYeHns NonHON WHOPMAaLMUW O rapaHTUW Ha U3LENnNa CUCTEMbI CM.
NoAPOGHbIE TapaHTNiiHble YyCI0BUSA Ha cucTemy umnnantartos. ,d?-woria ru)

LocTynHocTb nagenui

BHUMAHWE: He Bce n3genus, onucaHHble B JaHHON WHCTPYKLMMW, MOTYT GbiTb
3aperncTpupoBaHbl / paspelleHsbl K 06palyeHnto / NMLeH3MpoBaHbl Ha BCex
PbIHKaX. ,ﬂ,l’lﬂ O3HaKoOM/IeHNA C AOCTYNHbIM aCCOPTUMEHTOM I/I3,qeﬂl/lﬁ n nx
onucaHuem, cM. AelCTBYWOLW NI KaTanor NpoAyKLMU 1 GPOLLIOPbI NN CBSXUTECH
Cc MeCTHbIM ochcom npogax Dentsply Sirona gna nonyyenuns nHgopmauum o
[OCTYNHOCTU U3Aenus.

I'IpaBa Ha U3MEeHeHUA coXpaHeHbl
Mo 3aNpocy MOXHO NONYHYUTE UHCTPYKLMIO Ha APYTNX
A3blKax

Dentsply
Sirona

B TOM UM NHOM PernoHe Mupa MoryT 6biTh JOCTYMHbI
He Bce usgenus

CocTosiHNE UHGopmauum.
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000 «fisnrconail Cupoxar
115035, r. Mocxna, a6, Omiiniwnoackan, 8. 18/1, cTp. 2, nomew, 3H,
Ten.: 7 (495) 725 10 87

LoACTRUTONLHO NN CHSLYIOTMNX MOONUNNCENK WAL
= Poccwn

Caepna CTOMETONOINYOCKIE Q7T YCTANOKA 3y0HbiX WMINANTATOS,

OGLACHOHNG CHMBONOS
Causon Hawmonuonanne cumaons

Henonedosate A0
LOT Ko nagrtuu
o
Ha crapuneno
STERLE R Paanauponmen cTepuinssun
He CTepMANSOBATE NOATOPHO

He MENONLIORATE NPK NOBPEKASHNI YIRKOBIN

Janpet 4 NOSTOPHOS NPUMSHEHNE

QOpATUTECH X MHCTRYRLMN 11O NPUMOHSHNIO

C13]
CEICER cvomemsrmmronac

TOMBKO NO PELBITTY BPANG

(Bivtmanne! B COOTROTCTBNN C IMOHOASTENLCTEOM
CLUA NPOASIKA SRHHOND MPONIPATE MONET
MPOHIBOANTLCR TOTRRO CYOMETONOTIMK WIIN

ASATAMHOCTH, NNGO MO KX
NPSANUCRHND.

MeaWLMCHOS HIRenne

OANHAPHEN CUCTEMA CTEPIIBHONO SapLeps
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SPRUEMN, WMBIOLMMN AMLISHSNIO HE OCHRUECTENOHINS
MEQNLIAHCKON

IR e v e b el - PWIAISE SIRNN 4 S L4 e tems ae s bt

MIPABA HB KIMBHEHIR COXDRHEHL
110 38NpOCY MONMO NONYUNTE WHCTRYILPIO KB DY
APAAR,

£ TOM KM WHOM PErHOH WADE MOTYT GelTh AOCTYTIHG!
O ACE MBS,

COCTORHNS WDDPMBLIGH.
IFU 7006-RU_RU Nocnen. pag. 001 A 2023-08
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PYKOBOACTBO MO NMPUMEHEHUIO

DS Implants
AbaTtmeHTbl MultiBase EV

OnuncaHne cucTemMsl

ACCOPTUMEHT cUCTEM MMNaHTaToB DS Implants BkntouaeT geHTanbHble
UMNAaHTaTbl, BUHTbI-3ArNYLWKN, TPAHCAECHEBbIe aGaTMEHTbI U Apyrue
opToneAuYeckne KOMMOHEHTBI, a TAKXE XUPYpPruyeckne u optoneanyeckue
VHCTPYMEHTHI.

I'Ipe,qnonaraeMble nonb3oBaTtenun

Monb3oBaTensiMn AaHHbIX U34ennii 4ONMXKHbI 6biTb TMLEH3UPOBAHHbIE
Bpayu/ctomaronoru, o6nagatwune HaBblkaMyu paboTbl B AeHTaNbHOM
MMNNAHTONOTMN W 3apaHee 03HAKOMEHHbIE € u3genuamn DS Implants.

KnuHunyeckaa nonb3a un yenepaqa rpynna nauueHToB

AccopTMMeHT cuctem nmnnaHTatoB DS Implants pa3pa6oTaH Ans 3aMeHbl
OAHOT0 UM HECKONbKUX OTCYTCTBYHOLWMX 3y60B y NayMeHTOB C Lesbio
BOCCTAHOB/IEHUA XeBaTeNbHOW PyHKLMKU. LieneBoii rpynnoii naymeHTos
ABNAKTCA nuuya Cc NO/THOCTbIO CdepMVIpOBaBLIJeVICﬂ 4YesnuCTbio, HE nMewuwne
HU OHOTO M3 NPOTUBOMNOKA3aHMWI, CBA3AHHbIX C fleHTaNbHOW MMNaHTaumuei

CoBmMecTUMOCTb

M3penns coBMeCTUMbl C aCCOPTUMEHTOM cucTemM umnnanwtatos DS Implants,
OCHallleHHbIX coeguHeHnnem EV, a Takxe ¢ cucTemMoii MnnaHTaTos

Astra Tech Implant System EV. KOMNOHEHTbl MOTyT UCNONb30BaTbLCA TOMbKO
BMECTe C OPUTNHANbHBbIMW U3[eUAMU U NHCTPYMEHTaMU.

Ha3HayeHWe(MHCTPYMEHTbI)

MHoropasoBble XMpypruyeckme n BOCCTAHOBUTE/IbHbIE UHCTPYMEHTbI,
npejHasHa4YeHHble A1 YCTAHOBKYU, yaaneHus u/ nan sameHsl 3y6HbIX
umMnnaHTatos, ab3aTMEHTOB UK CTOMATO/IOTUYECKNX NabopaTopHbIX NPOAYKTOB
C Uenbio BOCCTAHOBNEHUA XeBaTesibHON (hYHKUUM nauneHTa. MHCTpPYMeHTbI
MOTYT UCNOJIb30BATLCS B BYX pasHbiXx pabouux npoueccax; yctaHoBka u
yfAanieHne Ha ypOBHe UMMNaHTaTa WK ycTaHOBKa U yaaneHne Ha ypoBHe
abaTmeHTa

OnucaHune nsgenvs
AbatMeHTbl MultiBase EV (npsiMble 1 yriosble)

e« AbGaTMeHT MultiBase EV — 310 TpaHcaecHeBOI abaTMEHT,
npeAHasHa4vYeHHbIi 4NA COCTaBHbIX pecTaBpayuii C BUHTOBOW chukcayueil.

* Ab6aTMeHTbl UMelT NpeABapuUTebHO CMOHTMPOBAHHbLIA AepxaTenb Ansa
nepBOHayYasbHON yCTaHOBKM.

« AGaTMEHTbl UMeKT KOHUYECKOE COeUHEeHUe C UMNIAHTATOM, 4YTO
o6ecneynBaeT NNOTHOE M HafleXXHOe COeJUHEHNE KOMMNOHEHTOB ApYr C
Apyrom.

« Bce abaTMeHThl, kak NpsiMble, Tak U yr1oBble, UMEIOT O4HY U Ty Xe
opToneauyeckyt nnatgopmy

Ab6atmeHT MultiBase EV (npamoii)

« AGaTMEeHT iBNsieTCA NPSAMbIM, LEeNbHbIM U HEUHEKCVPOBAHHbIM.

* Yron BepxHero KoHyca coctaenset 21*. KoHCTpykuus o6ecneumsaet
TMBKOCTb B K/IMHNYECKNX YCNIOBUAX 419 UMNIAaHTaTOB, pasmellaeMblX B
HenapasiesibHbIX MOSIOXKEHNAX, NYTEM COXPaHEHUst OCU YCTaHOBKN AN
MMMNAaHTaTOB, CONMMXKAIOLWMXCSA AN OTKAOHSAIOWNXCA MO Yrnom o 42°.

*« AGaTMeHTbl CHabXeHbl LBETOBOW MapKkWpOBKOW B COOTBETCTBUMN C
pasmepoM COefMHEeHNA UMNIaHTaToB.

Ab6aTtmMeHT yrnoeoit MultiBase EV 17* n 30*

B AGaTMeHTbl COCTOST U3 Tpex YacTeil — kopnyca abaTMeHTa. roN0BKu
abaTmeHTa n BUHTa abaTtmeHTa.

* AGaTMeHTbl npeAnaralwTcsi A/ YCTAHOBKU B UMMaHTaT Kak
NHAeKcaLoHHO KoHUurypauneii, Tak n 6es Hee.

« [MpepnaraloTca UCMONHEHUA caayma yrnamu; 17* n 30°.

*  BuKTbl a6aTMEKTOB CHabXeHbl LiBETOBO MapKUpOBKOi B COOTBETCTBUM C
pasmepoM COeAUHEeHUS UMNIaHTaTOoB.

NHbopmMaLus 0 3akase n pasmepax

AKTyanbHyl NoApo6HYH WHhOpMaLMio 0 3aka3e pas3/InuHbIX n3genuii
MultiBase EV cMm. B nocnegHem katanore npogykuuun DS Implants.

[Moka3aHna K NpUMeHeHUo
AbatmeHTbl MultiBase EV

AbaTmeHTbl MultiBase EV npegHasHayeHbl 4N NPpUCOeANHEHUNA
opToneAnYecKkoii KOHCTPYKLUKU K CTOMATONOTMYECKOMY UMMAaHTaTy.
AbaTtmeHTbl MultiBase EV npegHa3sHaueHbl ANa NoA4epXKM BPEMEHHbIX U
NOCTOAHHbIX COCTaBHbIX pecTaBpaLuii ¢ BUHTOBOI hukcaumeii Bo Bcex
NONIOXEHNAX BO PTY NPU HEMEJNEHHON, paHHell 1 OTI0XEHHOI Harpyske.

Ce1
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Dentsply
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[ns 03HAKOMNEHUs C
MHCTPYKLMUAMU MO
NPUMEHEHNI0 N rnoccapuem
A1 cumBONOB nepeiiguTte Ha caiit
ifu.dentsolvsiroria.cofn

Kpome Toro, abatmeHTbl yrnosble MultiBase EV 17° n 30° cneyunanbHo
paccuuTaHbl Ha NPUMeHeHne B cnyvasx, korga TpebyeTca U3MeHUTb
HanpaB/fieH/e BBOJa MOCTOBOIO BWHTa OT OCEBOT0 Hanpas/leHUst UMNAHTaTOB.

[Jepxatenb gns abatmeHToB MultiBase

[JepxaTtens agns abatmMeHToB MultiBase npefHasHauyeH Ans 3aMeHbl TO/10BKU
abaTmekTa nocse nepesaTsXKN BUHTA abaTMeHTa.

BuHT MocToBMAHOro npotesa MultiBase

BUHTbI MOCTOBUAHOTO NpoTe3a MultiBase npegHasHaueHbl gns ukcauum
BPEMEHHbIX UM OKOHYATE bHbIX NPOTE30B K abaTMEHTaM.

Koy gnsa ycTtaHoBKM abaTtmeHTa MuitiBase
Kntou gna yctaHoBku abaTtmeHTa MultiBase npegHa3HayeH gns 3aTsxkm n

ypaaneHua npAmbix abatmeHToB MultiBase n ronoBok yrnoebix abatMeHTOB
MultiBase.

Konnavok 3awuTHbIli MuitiBase

Konnayku 3awmnTHble MultiBase npegHasHayeHbl ANA 3aWuTbl abaTMEHTOB 1
npefoTBpalleHNs pa3pacTaHus TKaHel.

Linnvnap nonyebbkuraemblli gns abatmeHta MultiBase
Lunuugp nonyebbkuraemblii 4ns a6atmeHTa MultiBase ucnonbsyetcs B
KayecTBe OCHOBaHuUsA Npu mMogesiIMpoBaHUM U NUTbe OKOHYATeNNIbHOro nNpoTesa.
MoxeT ncnonb3oBaTbCA TONbKO BbICOKOueHHbIﬁ NUTbeBOIi cnnas.

LinnnHap BpemMeHHbIA ans abatmeHTa MultiBase
Liunuugp BpemeHHbll ana abatmeHTa MultiBase npegHasHaveH gnsa

npucoeAnMHeHNs BPEMEeHHOro npoTesa kabaTMeHTam U coaeiicTBus
(hopMMpPOBaAHUIO MATKUX TKaHeW

MarbkeTa 415 MoMMepU3aLAm

MaH)KeTa,qﬂﬂ nonumepunsaunm npegHasHayeHa Anga 3aWnTbl MATKUX TKaHeli oT
KOHTakKTa C akpuM/a0BbIM NONTIUMEPOM.

Moka3aHusa

YacTnyHoe uan nosHoe oTcyTcTBUE 3y60B

MpoTuBonokasaHusa

Anneprmqecme peakuum nnn rmnepyyBCTBUTE/IBHOCTb K UCMNONb3YyEMbIM
maTepuanam (cm. pasgen ‘Matepuansl”).

MpepynpexaeHus

CTaHAapTHbIE PUCKN OCMIOXHEHWUI B XOA4€ XUPYPTUYECKNX MaHUNYNAUNA B

pOTOBOI NONOCTU M peabunmTaymm poToBO MOMOCTM AO/KHbBI GbITb U3BECTHbI

Bpauy. [epeyncnmm nub HEKOTOPbLIE U3 HUX;

« TlauueHT MOXeT NPOrnoTUTL AW BAOXHYTb C/y4YaliHO ynasuwue
KOMMOHEHTbI, YTO MOXET NPUBECTN K NOBPEXAEHUIO
nuwesBapuTenbHoii/gbixaTenbHOl cUCTEMBl UK yaywbio. C MenkuMun
npegMeTamMu Heo6xoAMMo obpalaTbCsi 0CTOPOXHO.

. ABGaTMEHTbI C BOMbLINM Yrnom Hak/ioHa n nmnaaHTatbl Manoro gnametpa
He PeKOMEeHAYTCA K NPpUMEeHeHNo B 60KOBOM OTAesNe YentcTu.

Mepbl npeanocTopoOXHOCTHU
*+ Heo6x0AMMO BHMMATENIbHO U3YyYNTb UCTOPUIO GONE3HN nayueHTa.
Ypensiite oco6oe BHUMaHWe crefyoLUM paccTpoiicTBam 340pOBbS;
MHhapkT Mnokapaa B HejgaBHeM aHamHese (< 3 mecsAua);
MHCYNbT B HEJlaBHEM aHamHese,
onepauus No NPoTe3MpoBaHNI0 CEPAEYHOro klanaHa B HejaBHeM
aHamHese;
remopparuyeckuit guaTtes,
MMMYyHOCynpeccus;
aKTWBHOE fleyeHne 3/10ka4yecTBEHHOI onyxonu,
cepbe3Hoe HapylleHne pyHKLUN neyeHu;
nporpeccupyouas MHgekyns:
HapKoTuyeckas 3aBUCUMOCTb;
ncuxuaTpuyeckoe 3aboneBaHue:
BHYTPUBEHHOE BBeAeHne 6uchocthoHaToB.
HenpaBunbHbIi 0T6Op/ananua nauveHToB, a Takxe HecoboaeHne
MHCTPYKLUIA MO NPUMEHEHUI0 MOTYT NPUBECTU K HeyAauyHOMYy pe3y/bTaTy
UNn notepe oCTEOUHTErpaynm.

MpaBa Ha U3MEHEHUS COXPaHEHbI
Mo 3aNpocy MOXHO NOMYyUYNTb UHCTPYKLMIO HA JPYTAX
A3bIKaX

Dentsply
Sirono

B TOM WY MHOM pPerMoHe Mupa MoryT 6biTb JOCTYMHbI
He BCe u3genus

CocTosiHWe nHhopmaymm
IFU 7102-RU_RU Mocnes pes 003 A 2023-06
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PyKOBOACTBO MO NPUMEHEHUIO

Mepep BbINOMIHEHUEM KaXA0N Npoueaypbl cnejyeT y6eAuTbCs B TOM, 4TO
BCE HEOBXOANMbIE KOMMNOHEHTbI, MHCTPYMEHTbI W MaTepuansl JOCTYNHbI B
TpebyeMOM KO/IMYECTBE M NOSHOCTLHI MPUTOAHBLI K MPUMEHEHWIO.
PacnonoxuTe nauneHTa Takum 06pasom, 4To6bl ONACHOCTb BAbIXaHUSA
KOMMOHEHTOB 6bl/la CBEAEHA K MUHUMYMY.

Bce KOMMOHEHTbI, UCMO/b3YEMble BHYTPU POTOBOM NONOCTH, AO/KHbI GbITh
3ahUKCUPOBaHbl BO U3BGEXaHNe UX BAbIXaHWUS WAWN NpornaTbiBaHus.
He6naronpustHble YCNOBUS HArpy3kn MOryT NpuBECTU K NOSIOMKE Uu
NOBPEXOOHUID UMNNAHTATOB, KOMMOHEHTOB NMPOLECCA 3aXNBIEHUS,
OpTONeANYEeCKUX KOMMOHEHTOB WU NPOTe3a, B pe3y/bTate Yero
notpe6yeTcs yaaneHvwe u3amMeHa umnaaHtarta. Heo6xoAuMO TwaTeNnbHO
OLEeHUTb XeBaTENbHbIE HArpy3ku U AnN3aiiH pecTaBpauuu.

Ecnn B CBA3KU C HE6NArONPUATHBIMU aHATOMUYECKUMU YCNOBUSMU
VUHCTPYMEHTbI HE NOAXOASAT UN HE MOTYT NPUMEHATLCS MO APYTUM
npuynHam, Heo6XoAMMO 0TKa3aTbCs OT fasibHelWnX 3annaHnpoBaHHbIX
onepauuii NPOTE3UPOBAHUS C 3TUMU WHCTPYMEHTAMN U HANTU
anbTepHaTUBY.

Bce usgenus, npefHasHauyeHHble 415 0fHOPA30BOr0 NPUMEHEHUS, He
[O/MKHBI UCNONb30BaTLCA NOBTOPHO. HecobntogeHne faHHO Mepbl

NpPeAoCTOPOXHOCTN MOXET NPUBECTN K MH(PULUPOBAHUIO NGO pas3pyLLeHNnio

KOMMOHEHTOB C PUCKOM WX MocieAylolieil acnupaunm nam npornaTbiBaHns.
Ha npuxuBaemMocTb UMNaaHTaTa MOryT NOBAUATL Takne pakTopsbl, kak
KOIMYeCTBO W Ka4eCTBO KOCTU, IOKasibHble UH(EeKL N, HapyLleHne
HayafbHOro 3aXWB/IeHUSA, a Takke npexjeBpeMeHHas Harpyska.
YcnewHoMy 3aXUB/IEHUIO ¥ OCTEOUHTErpaLumn MoryT npensTcTBoBaTh
cneayumne akTopbl;

BOCManeHuns, onyxonu, abcuecchbl WM KUCTbl B 06/1acTy YenocTy;

HejocTaTo4yHas BbiCOTa /WU WUPUHA KOCTH:

HejoCTaTOYHOe MOKPbITUE MATKUX TKaHei;

npejliecTBylollee TepaneBTuyeckoe o6ayyeHne B o6nactu

pecTaspayuu;

HapyLlweHus B 3aXWBAEHUN KOCTell n paH (Hanp., npu

HeKOHTponupyemom guaberte);

ayTOMMMYHHble 3a6oneBaHuns;

HEKOHTpONMpyemblie napagyHKLMOHaNbHbIE NMPUBbLIYKK (Hanp.,

6pyKCn3m);

HejocTaToYHas TMrMeHa nosocTu pra;

ype3mepHoe ynoTpe6aeHne ankorons:

KypeHue.

HexxenartenbHble peakuunun

K HexenarteslbHbIM peakuusam, BO3HUKAOLW UM BO BpeMsi UK nocne

MMNAAHTONI0TNYECKOTO SIeHEHUSA, MOTYT OTHOCUTLCA:

* Annepruuyeckue peakuuum UauM runepuyyBCTBUTENLHOCTb K UCNOMb3YEMbIM
MaTtepuanam (cMm. pasgen 'Matepuansl'’)

* BpbixaHue unu npornaTtbiBaHne KOMMOHEHTOB

e YTpata umnnaHrtarta

« MepuumnnaHTuT

* JlokanbHas UM cucteMHas NHdekuns

* YTpaTta KOoCTu B pesynbTaTe NepunMniaHtTuTa Uam MexaHu4eckoi
neperpysku

* [lonomka nnu noBpexjeHue UMNIaHTaTOB, KOMMNOHEHTOB NpoLlecca
3aXNBIEHUS, OpTONeAMYeckux KOMNOHEHTOB UK NpoTesa

¢ Heob6xoauMOCTb yaaneHus n 3amMmeHbl UMNaaHTaTa

* KnocneonepaunoHHbIM HeyA06CTBAM OTHOCATCA:
e oTek:
« rematoma:
« BpeMeHHOe HapylleHune xeBaTeslbHON PyHKLUN,
*  6onb;

« OcTeTnyeckne Uan yHKLMOHaIbHbIE OC/TOXHEHNA

WHpopmaums o MPT-6e3onacHocTH

W3penua, octalowmecs B Tene nayumeHTa, MoryT noABepratbca BO3/eiicTBNIO
aHeprun MPT. [lonONHUTENbHYIO WH(POPMALMIO CM. B JOKyMEHTE
«WNHopmayma o MPT-6e3onacHocTu komnauum Oentsply Sirona Implants»,
AOCTYNHOM o cchinike dentsplvsirona.com/rfu.

MowaroBas WHCTPYKLMSA

BaxHo;
e CynpacTpykTypa f0/KHa UMEeTb NAaCCUBHY NOCajKy Ha a6aTMEeHTbI, BO
n3bexaHne BO3HUKHOBEHUS HanpsaxeHna B nmnaaHtartax.

«  Tpu pasmewweHnn Unu CHATUM KOMNOHEHTOB y6eANTeCh B 4OCTATOYHOM
NPOYHOCTU 3axBaTa Mexay KOMMNOHEHTAMU W UHCTPYMEHTOM.

AbatveHT MultiBase EV (npsimoit)

1. OTKpoOWTe yNnakoBKy W HapyxHblii 6nuctep.

C€1

npousBoANTENb:
Dentsply Implants Manufacturing GmbH
Rodenbacher Criaussee 4. 63457 Hanau, Germany
vvww.dentsolvimDlants.cofn
»v«ww.dent5olvsirona.eofn
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2. OTKpoOWiTe CTePUNbHbIV BHYTPEHHWUIE 6AUCTEP U BLITPAXHUTE cCoAepXumoe
Ha CTepu/ibHyl0 NOBEPXHOCTb.

3. TpomoiiTe BHYTPEHHIOI TeOMeTpUio MMMaaHTaTa CTepuabHbIM
cunsnonornyeckum pacTBOpom nepej pasmeleHmem abatmeHta

4 Bo3bMuTe abaTMeHT nNpejBapuTeslbHO yCTAHOB/IEHHbIM MAACTUKOBbIM
AepxaTtenem

5. MMpucoegnHute abaTmeHT ¢ NoMoOLL b0 gepxaTens. 3aTem oTaomuTe
Aepxartesnb

6. Bo n3bexraHue HenpaBU/IbHOI NOcCafKkM U BOZMOXHOI yTeUYkn B coefiUHeHne
umnnaHTarta, ybeautech B NpaBUbHOW Nocajke KOMMNOHEHTA.

7. TepBoHayanbHan 3aTsHKKa MOXET BbIMOSHATLCA BPYUYHYIO C MOMOLLbIO
Knoya ANns ycTaHoBkM abaTMeHTa MultiBase n pyKoAaTku opTonenyeckoro
Knova.

8. C nomoLblo pyKOATKM OPTONEAMYECKOro Kto4ya BMeCcTe C KN4oM Ans
ycTaHoOBKM abaTmeHTa MultiBase n suHamomeTpuyeckum knwyvom EV
BbINO/THUTE 3aTAXKY [0 peKoMeHAyeMoro momeHTa 25 Hem.

AbarmeHT yriosoin MultiBase EV 17° n 30°

1. OTkpoiiTe ynakoBKy U HapyXHblii 6auctep.

2. OTKpoiiTe CTEPUNbHbLIV BHYTPEHHWI 6nCcTep 1 BBITPAXHUTE Cogepxumoe
Ha CTEPU/IbHYI0 NOBEPXHOCTb.

3. TpomoiiTe BHYTPEHHIO r€OMETPUI0 UMNIAHTaTa CTePUIIbHLIM
hu3nonornyeckum pacTBopoM nepej pasmeljeHnem abatmeHTa.

4 BosbmuTe kopnyc abaTMeHTa 1 ero npejBapuTenbHO CO6paHHbIi BUHT
npeABapuTeslbHO YCTaHOB/MIEHHbIM NJACTUKOBLIM AepXaTenem.

5. MNoacoeauHuTe kopnyc abaTMeHTa K UMNnaHTaTy v Bpaujaiite ero B
HY)XHOM HanpaBfieHun.

6. Bo nsbexaHne HenpaBWUIbHON NOCAAKN N BOSMOXHOI yTeukn B coeguHeHne
umnnaHTarta, ybeguTtech B NpaBu/bHOWM nocajke KOMMNOHEHTA.

7. TepBoHayanbHas 3aTsXka BUHTa abaTMeHTa MOXET BbIMOJIHATHCS C
NOMOLbI0 MPUBOAHOW MW PYYHOI WECTUTPaHHOR OTBEPTKN.

8. C nomolbio pyKoATKM OpTONEeANYEcKOro kava BMecTe C WecTUrpaHHoi
OTBEPTKOW W LUHAMOMETPUYECKUM KItoUYOM EV BbINOMHNUTE 3aTAXKY A0
pekomeHAyemoro momeHTa 25 Hewm.

9. OTBUMHTWTE gepxaTesb U CHUMUTE ero.

10. MepeBepHUTE AepxaTenb W NpUcoegnHUTe NpeABapuTesibHO
yCTaHOBJ/IEHHYI0 TONI0BKY abaTMeHTa Kk kopnycy abatmeHTa. 3aTem
oT/IOMUTE AepXxaTenb.

11. MepBoHayanbHan 3aTsaXKa roN0BKM abaTMEHTa MOXET BbINOMHATLCA C
noMoLbio knoya Ans ycTaHoBkn abaTtmeHTa MultiBase B coueTaHun c
KOHTPYrMOBbIM HAKOHEYHUKOM W/IN C MOMOLLbIO PYKOSTKM OpTONeanyeckoro
Knto4ya BMecTe C K/Il04YOM A/ ycTaHOBKM abaTmeHTa MultiBase.

12. C nomoLbio PyKOATKM OPTONEANYECKOro Kya BMecTe C KI04oM Ans
ycTaHoBkM abatmeHTa MultiBase n guHamomeTpuyeckum knwyom EV
BbINOJIHUTE 3aTSAXKKY ro/10BKN abaTMeHTa 40 PEKOMEHAYEMOro MOMeHTa
25 Hem.

Konnaykn 3amtHble MultiBase

B cny4vyae MCnonb3oBaHUA 3allMTHbLIX KOINAa4vYkoB BbIMOMHUTE 3aTAXKY BPY4YHYIO
C nomMouwbo LLIeCTI/I[paHHOVI OTBEPTKU U yﬁeAVITer, 4YTO 3allNTHbIE KO/Mna4vku BO
BPEMSA 3aXUB/IEHUA HE HarpyXeHbl.

[Jepxatens ans abatmeHTos MultiBase

1. OTKpoWTe ynakoBKY U HapyXHblii 6nuctep.

2. OTKpoiiTe CTEPUNbHbIV BHYTPEHHWUI 61NCTEp U BLITPSXHUTE CogepXxumoe
Ha CTEpUIbHYHO NOBEPXHOCTb.

3. Bo3bmute ronosky abatmeHTa npeaBapuTenbHO YCTAHOBNEHHbIM
naacTUKoBbIM AepxXxaTesiem.

4. TpucoepnHnTe roNIoBKy abaTMeHTa C NOMOL b0 AepxaTens. 3atem
oTfIOoMUTE AepxaTensb.

5. lNepBoHauanbHas 3aTsxKa MOXET BbINONHATLCA BPYUHYIO C NOMOLLbIO
Kno4a ANA ycTaHoBKW a6aTMeHTa MultiBase n pykosTku opToneanyeckoro
Knoya.

6. C nomoLbio PyKOATKN OPTONEeANYEeCKOro k/lya BMecTe C K4om Ans
ycTaHoBKM abaTmeHTa MultiBase n gAuHamomeTpuyeckum knwyom EV
BbIMNO/THUTE 3aTAXKY 10 PEKOMEHAYEMOro MOMeHTa 25 Hewm.

LinnmHap BpeMeHHbIN Ans abatmeHTa MultiBase
Bocnonb3yiiTech LMANHAPAMU BpeMeHHbIMKU MultiBase Ansi HEMeANEHHOTO
BPEMEHHOIO NPOTE3NPOBAHNSA NOMHOCTLI NNLLEHHON 3y6G0B YeNnCcTu
(Hanpumep, cornacHo KoHuenuun SmartFix).

1. TMpucoeaunHuTe LUNNHAPLI BpeMeHHble MultiBase k abaTtmeHTam ¢
NoMOLL b0 BUHTOB MOCTOBMAHOTO NpoTe3a MultiBase.

2. O6pa6oTaiiTe cywecTByowWwunii 3y6HOI NpoTes naymeHTa unm
npefBapuTENbHO N3TOTOBMIEHHbI BPEMEHHbI# MOCT Tak, 4TOGbl €10 MOXHO
6bI/10 PACMONIOKNTL @ NPAaBUIbHOM MOMOXEHUUN, HE MeLWas LUAUHAPaM.

3. PasmecTute mMaHxeTy ANS NONAMMepU3aLnnN BOKPYT KaXAoro abatMmeHTa

4 TpucoegnHnTe LUNUHAPLI BpeMeHHble MultiBase kK npoTe3y/mMoCTy ¢
NOMOLL b0 NOAXOASALLETO NOMIUMEPA U U3BMIEKNTE UX.

MpaBa Ha U3MEHEHNs CoXpaHeHbl
Mo 3anpocy MOXHO NOYYUTb UHCTPYKLMIO Ha APYTUX
A3bIKax

B TOrM NN MHOM pernoHe mMupa MoryT 6biTb AOCTYMHbI D e n ts p Iy
He BCe nagenus S i rO n a

CocTosiHne UHhopmMauum
IFU 7102-RU_RU MMocnep pes 003 A 2024-02

2(5)



PykoBOACTBO MO NPUMEHEHUIO

5. Pa3mecTuTe Konnauku 3awuTHble MultiBase Ha abaTmekTax n oTnpaBbTe
npote3/MoCT ¢ uunuHgpamun B nabopatoputo Ana uHanusauum.

6. TMocne huHannaaynm cCHUMUTE KoNNavkn 3awnuTHele MultiBase, pasmecTtute
BPEMEHHbIi MOCT Ha abaTMeHTax U1 3auKcupyiiTe c NOMOLLbIO BUHTOB
MOCTOBMAHOrO npoTte3a MultiBase.

7. C nomolyblo PyKOATKM OPTOMeM4eckoro kava BMecTe ¢ WeCcTUrpaHHoi
OTBEPTKON M IMHAMOMETPUYECKUM K1I0HOM EV BbINONHNTE 3aTAXKY BUHTOB
MOCTOBMAHOro npotesa MultiBase fo pekomeHayemoro momeHTta 15 Hem.

BuHTbI MocTOBMAHOrO npotesa MultiBase

BWHTBI MOCTOBMWAHOTO NpoTe3a MultiBase UCnonb3yloTcs A1 BPEMEHHbIX U/unn

OKOHYaTe IbHbIX pecTaBpayuii.

e C nomoLblo PyKOSITKM OPTONEAUUYECKOro KNtoYa BMeCTe C LWECTUTPaHHOIA
OTBepTKOVI N AUHaMOMeTpU4YeCKMM Kan4vom EV BbINnoNHUTE 3aTAXKY BUHTOB
MocToBMAHOro npoTtesa MultiBase o pekomeHayemMoro momeHTa 15 Hem.

Bcerga nonb3yiiTech AN OKOHYATENbHOI pecTaBpaluy HOBble BUHTbI
MocToBMAHOro npote3a MultiBase.

MocnepytoLLee HabnoaeHVe

Mo oOKOHYAHUM NeYeHMs BaXKHO CO6/10AATb TIWATENbHYI0 TUTMEHY NONOCTY PTa,
a Takxe NPoXoAUTb PerynsipHbie KOHTPO/bHbIE 06CNE0BaHNS.

®opMbl NOCTABKMN - YC/OBUS XPaHEHUS - YTUnmsayms

dopma NocTaBku

NMPUMEYAHWE: N3aenua B cTepusnbHbIX yNakoBKax nepej uUcnosib3oBaHnem
cnepyeT BU3yasbHO NPOBEPUTbL Ha NpeAMET Le/IoCTHOCTU ynakoBku. He
MCcnonb3yiite n3fenns B caiyyae o6HapYXeHUs Kakux-nmbo HapylieHunii
LLe/IOCTHOCTM YNnaKoBKW.

N3penne CTMKNbHOCTHL
(Cnoco6
cTopmnnaoum!)

OpHopasosoe/ Cpok akcnnyatauuu
MHoropasosoe (konnyecTBo
ncnonb3oBaHue uyuknos/net)*

Ab6aTmeHT MultiBase EV CTepunbHoe
(3NneKTpoHHO-

OpHopaamoe 20 net
“cnonb3oBaxne

nyuyesoe
o6nyyeHune)
Aepxatenb ana CTepunbHoe OpaHopasoBoe 20 nert
abaTmeHTOB MultiBase (aneKTpoHHO- ncnonb3oBaHue
nydesoe
o6nyveHune)
BWHT MocToangHoro He cTtepunbHo OpHopasoBoe 20 net
npote3a MultiBase ncnonb3oBaHne
Kntou gna yctaHoBKU He ctepunbHo MHoropasoBsoe 1500 uuknos

abaTmeHTa MultiBase ncnonb3oBaHne
Konnayok 3alnTHblii CTepunbHoe OpHopasosoe Makc. 1rof
MultiBase (3NeKTpOHHO- ncnonb3oBaHue

nyyesoe

ob6nyyeHue)
Unnuuap He cTtepunbHo OpHopasosoe 20 net
nonysbbKUraemblit Ans 1cnonbaoBaHne
abaTmeHTa MultiBase
LnnuHap BpeMeHHbI He cTepunbHo OpHopasosoe 20 net
Ans a6aTMeHTa ncnonb3oBaxue
MultiBase
MaHxeTta ans He ctepunbHo OpHopa3soBoe 1 umkn
nonumepusayun ncnonb3osaxne

* B Cnyyae ncapexaeHns Wan 3aTynneHnsi UHCTPYMEKTOB OHU [JO/KHbI 3aMEHATLCA paHee JOCTKEHNA
yKa3aHHOro Xonun4yecTsa LIMKNIOB/eT.

Bua, pasmep 1, ecivm NPUMEHUMO, YIro/ HakloHa KOMMOHEHTOB yKasaHbl Ha
3TUKEeTKE NpoayKTa.

YnakoBKa

Ab6aTmeHT MultiBase EV, gepxaTtenb gns abatmeHToB MultiBase n
KONna4yok 3aWuTHbli MultiBase

YnakoBka UMNNAHTATOB COCTOUT U3 KAPTOHHON BHELWHeN KOpo6KkK, B KOTOPOIA
COAEPXMUTCS NNACTUKOBbIN 6NUCTEP, 3anedaTaHHblil onbroii. BHyTpu
6nucTepa HaxoAUTCA BHYTPEHHSAA ynakoBka ¢ NpoAykToM. BanctepHas conbra
o6pasyeT CTepunbHblii 6apbep, 6narofapsa KOTOPOMY cofepxumoe 6auctTepa
OCTaeTCsA CTepPUNbHbLIM (OAMHAPHAA CUCTEMa CTEPUIbHOTO Gapbepa).

NMPUMEYAHUE:

C€l

MponssoanTens:
Oentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau, Germany
www.dentsolvimolants.eom
www.dentsplvsirona.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

« Me ucnonb3yitiTe ofHOpPa30Bble U3AENNS, NOCTABASAEMbIE B CTEPUIBHOM
BUAE, N0 UCTEUYEHUN CPOKa FOHOCTN, a Takxe Npu NOBPexXAeHnn nan
OTCYTCTBUM A3blYka NAOMGLI UNN NOBPEXAEHUN HaPYXHOW 6aucTepHoit
ynaKoBKU.

*  OTKaxXuTecb OT UCNONb30BaAHUS U3AeNuit 0AHOPA30BOro NPUMEHEHUs,
nocTaBnseMbIX B CTEPUILHOM BUAE, €CIM UX GNNCTEPHAs ynakoska 6bina
HenpegHaMEePEHHO OTKPbITA 0 UCMOMb30BAHMS.

Ycnosus xpaHeHus

KOMMOHEHTbI A0/KHbI XPAHUTLCS B 3aneyaTaHHbIX OPUTUHAbHbIX YNakoBKax B
CyXOM MecCTe Npu KOMHaTHOI TemnepaType, To ecTb 18-25 °C.

He ucnonb3yiite nsgenne, ctepunbHas ynakoBka KOTOPOro nospexseHa.

Y1unmnzauma

Ans yTunusauumn ynakoBku v nsgenuii cobnofaiite geiicteyowme e
HacTosllee BpeMs HaluMOHaNbHble NpaBuaa yTuamsauynm oTxoqos B Balueii
cTpaHe.

Knacc megnumnHCKMX oTX040B B cooTBeTcTBUM ¢ CaHlMunH 2.1.3684-21 -
MNcnonb3oBaHHbIX MU - knacc b;

He ncnonb3oBaHHbIX MU - knacc A

Martepuarnbi

N3penne MaTtepunan

Ab6aTmeHT MultiBase EV TutaHoBblii cnnas (TiI6AI4V-ELI)

no ctaHgapty ASTM-F136
TwutaHoBblii cnnas (Ti6AI4V-ELI)
no ctaHgaptam ASTM-F136 n N33K

[OepxaTtens ans a6atmekTcB MultiBase

[OepxaTtenb ons a6atmeHToB MultiBase EV  M33K

TutaHoBblii cnnas (TiBAI4V-ELI)
no ctaHpapty ASTM-F136

BuHT mocTOoBMUAHOTO npoTe3a MultiBase

Kniou gnsa yctaHoBkn a6atmeHTa MultiBase HepxaBewwasa ctanb
no ctraHpapTy ASTM-F899

Konnauok 3awuTHelii MultiBase TuTaHoBbIi cnnae (Ti6AI4V-ELI)

no ctaHpaapty ASTM-F136

Lnnukap nonyssbkuraemsblii Ans Cnnas Gold Platinum, POM Plastic

abatmeHTa MultiBase

TuTtaHoBbIi cnnas (TIBAI4V-EU)
no ctaupaapty ASTM-F136

LlunnHap BpeMeHHbIN Ans abaTMeHTa
MuibBase

MaHxeTa Ans noauMepnsanuu CUANKOH

Ouuctka n ctepunumsaums
AbatmeHT MultiBase EV 1 konna4ok 3aimTHbIii MultiBase

Henpumexumo.
M3penusa ctepunbHbl.
[aHHble n3fenus npefHasHavyeHbl TO/bKO ANA OAHOPA30BOr0 NCMOb30BAHNSA.

ABTOMaTUYECKas NpoLieypa

BAXHO: Mepeps ncnonb3oBaHWeM B KIMHUYECKOW NpakTUKe BCe KOMMOHEHTbI 1
VHCTPYMEHTbI, MOCTaB/EHHbIE B HECTEPUILHOM COCTOSIHUMW, CRefyeT O4UCTUTb,
npogesvHpuuMpoBaTb 1 NPOCTEPMNN30BATL COracHo cTaHgapTy ISO 17664.
Pa36opHble MHCTPYMEHTLl JEMOHTMPOBATbL A4N1A O4YNCTKM. VX paspelwaeTcsa
co6upaTtb ANA CTEPUNN3aLNMN TOMLKO B CYXOM COCTOSHUU.

MpegBapuTenbHas pyyHas o4yucTka

Ipy6bie 3arps3HeHnss Heo6xo04MMO yaansaTh cpasy (He no3fjHee ABYX 4acos)
nocfie UCNoNb30BaHNSA MATKON HENIOHOBOI LW eTKOW A0 NOMHOrO OTCYTCTBUA
BHELIHNX NPU3HAKOB 3arpA3HEHUs.

YnbTpasBykoBas o4ncTka
CnepyeT NpuAEPXKNBATLCA A4NTENBLHOCTU BO3AEWCTBUSA U KOHLEHTPaLMii,
yKasaHHbIX (PUPMOIA-U3roTOBUTENIEM UCTONb3YEMOTO YNCTALLEFO CPEeACTBA.

ABTOMaTuyeckas npouegypa

Ans apchekTUBHOI aBTOMaTUYeCKoi npoueAypsbl TpebyeTcs NnpeaBapuTenbHas
py4Has oumcTKa.

Ana aBToMaTU4eckoit npouefypbl cnefgyeT UCNO/Ib30BaTh NpejjHa3sHa4YeHHble
[N1A 3TOr0 annaparbl A5 OYUCTKU W Ae3WH eKLUN, a Takke cpeacTBa ANs
ounCTKM U HeliTpanusauun. CobngaTth ykasaHust pUpMbI-U3roToBUTENS
annapara 415 O4NCTKM U Ae3nHdekynn. [lo3uposBaTb 1 NPUMEHATL cpejcTBa
ANS OYNCTKN U HelTpanusaunm cornacHo ykasaHusm upMbl-u3roToBuTens.
PekomeHayeTca nporpamma O4nMCcTKM ¢ TepmoaesnHgekumnein (Ao” 3000).
ANs 0YNCTKN peKoMeHAyeTCsi UCNO/b30BaTb BOAY ONpeAesEHHOTo KayecTBa -
AeMWHepann3oBaHHy0 BOAY UK BOAY, COOTBETCTBYIOLLYIO 3TOI CTeneHu
YNCTOTbI.

MpaBa Ha U3MEHEHUS COXPaHEHbI.
Mo 3anpocy MOXHO NOAYUYNTb NHCTPYKLNIO Ha PYTUX
A3bIKAX.

Dentsply
Sirona

6 TOM WUNKU MHOM PEroHe MUpa MOTYT GbiTb AOCTYMHbI
He BCe usaenus.

CocTosiHWe nHchopmalmm
IFU 7102-RU_RU Mocnea, pea. 003 A 2024-02
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PyxoBoACTBO NO NPHUMEHEHUIO

MeTon SSTOMATMMEOHDN NPOUARYDL Selft YTBEDKASH ANA CYSes
NPANOHSIMIN CHOAYIOLMX MATEDRANOS W YCTPOACTS (comacko ISO 13883 u
AAMI TIR 30):
®  ASTOMETWHECKNE BNNAPAT ANS CHACTION N A83MHDEKaNM TUNA G 7836 CD,
Misle & Clo. KG, Gitersioh
o Nporpasma oscha VARIO TD
MPEAREPHTENLHOS NPOMMBEHIG XONGANOH BOACH (4 ml

Tepuoneawnbexiimn § TeusHne 5 MiH. npw TemnepaType 80 *C (A, 2 3000)
Cyiluka B TONeHHe 30 mun, Npu TeMnepaTyps 105 °C

®  YicTmues CPaACTRO neodisher™ MediClean forte (0.5 %) /
HOUTPRIW3IYIOWES CRRACTRO Z (0.1 %), Dr. Waigert, Hamburg.

Yzon

Mepan CTOPUANIALMER BCE HIAWMA HEOBXOQUMO OCMOTPETE HE NPEAMET
SHAMME SAAPASHBHI, YXYALLUSHIA CROICTS Winm oppoamt, Ocolioe
SHINMBHAD CNBRYET YASIATE TEXWM ANGMENTAM KONCTRYILBIN, KAK KINATIM,
HOCKBOIM OTBEDCTIA, PE3b5A, NOAHYTPONA K CONPRIECEINLLMECH

NOBBRXHOCTIL
BUIYAMLHD NPOBBELTE BHANMOCTS B UHTROMOCTD BCEX OBOIHEYENW Ha
nagenmx. MNpoSeptTe CONPATASME KOMINOHEHTN HE NPEMAT NPABMNLHOR
OB0pKU W DYHKUHONSNLHOCTY. YORARTECS, WTO HASONME C NOATIKNIMA
ASTANAMN PAGOTMOT WENPABHO. NPONSPLTS KOMNNBKTHOCTE W LBAOCTHOCTL
NPEABEPUTENVHO YCTRHORNGHHBLIX KOMIICHENTOS.
Yrunusnpyiive wagenmn ¢ AodexTamn,

Crepunaaynn

Crepuinzauwo CnesysT NPOSOARTL 8 COOYRETCTENN CO CREAYIMLEH CXEMOR!

1. Nogroroexa k CTepNNNALMMN: [ISTANN SENAMUHUDOBRTS B
RPAAMAIHAMIHHME QNN ITONO CTOPRMMIGLIMOHHIE NBKETH, QROGPOHHNE
mnmlwmmcmmnw
CTOPMNNIALMN. YA COOTBETCTEOSNTS
craaapTos EN ISO 11807, ANSVAAMI ST79 u AAMI TIRS2,
Ha tEA0M CTAPUNUIALNONHOM RRXSTE QOSDRHL NPRCYTCTRONETS
WHARENTOR N AETE CTORWINIELIM.

2. NapameTpt (corn. ISO 17888, EN 13080, EN 285 n AAMI TIR12)

Mavon Gaoeot ToaMmepeTypt | ANUTAALNOCTL | ANNTONLNOCTS
SaeRcTIIw" | Cyweme
Dontanrincxoe 134°C 3N, 20 www,
nap (EC*} | yannseme soxayxa
(npemREpMTRNMHOS
BIMYYMMPOBErS)
NopeipeTuil | Mwasarecnoe 132°C 4 . 20 v
nag soagyxa | 135°C I
NCRREADHTRIRNOR
SRYYNSDOSI-I)
NeperpeTaill | Yaanerme axagyxa | 121 °C 30 . 20 v,
nep TPOBUTILMONHMM
cnocobom
;umtmuuun,.__ o “:. ap
** Nos & ¢ihasex EC s MPIMETEY Ngn

PIDEDITN DO
3. Yenosun xpanennn: CTEPUANIOSAHHME KOMIOHENTM CARYET XPBHNTD §
CYXONM N NEGNLUTENHOM WIBCTS NPH KOMKATHON TOMNEDATYPE.

RAoxyweuraumn

B uBMX CCECNUNBHIN KOHTPONN PEKDMBHAYETCS NPIKPENNATE CHOMHYI0
ITHNATKY C YIENKOBKN K MEOAWLMHCION AOKYMEHTELIMN NBLNOHTE

RononNNTenuHan HHPOPMALIE! VIR NONLIORATENSH
Bt SIAAGETS WHRODMBLIME O ONACHLIX ATIA NINN RHLIALGNTAX RAN
COPULEINOM YXYALLSHMR COTTOMHIN JQ0POBLA NALMEHTA, CEASMGIOND C
NPAADHENNoM MOBOTo N HALIMX KIS, NPOCHM COOBUMTL OO ITOM HOM |
COTPYAHWKEM KOMTITOHTNONG GRTaHA ® Bawei crpane.

TOBAPHLIO FHRKN

Bce TORADHWE JHAIN N HEIRRHNA KOMNEHWA ARMIMOTCA COBCTROHHOCTHI0
COOTBSTCTBYIOLIMX BIIATRLSES. urnynmmnmu.gmm
“ounann Dentsply Sirona Implants ne nenonNbIYITCoMBonst W ™ g
0CHOSHOW TONCTS. Tam Ko maves amanwn Dontsply Sirona Implants we
OTXESMBASTCR OF CBOMX NPAB A TOBADHLE IHBION W AAHHLIA KOKYMENT He
WOUOET it HCYOTIKOBAH WHAMG,

TeunepaTyp o1 -50 "C 40 +50 *'C u oTHOCHTENMHOR ANnasDoTH A0 80 %.

YCnosun 3ucnnyavaunn
CTOMBTONOMNECKHS KNWHIEN U NABORETORME.
YCDOSUA SKCONYSTALNN (nOcne yeranwosxn) +32 °C a0 +42 *C.

OGRacTt PNMeHOHNA
CTousrononm. 3yCHan NMARAMTONOMN.

Cpox rOgHOCTY — 5 NET B OPWMHANDHON YTIAKOBKS.

TapaNTHA KA CHCTEMY KMINAHTATOS

AR NONYNEHIRA NONHON NIDOPMSLIMN O FAPARTIN N8 KIARNNA CHCTEMM CM.
NOAPOGHLIS TAPINTHRHMNE YCRIOBMA HE CHCTEMY HMANAHTATOR. (Os-world ru)

RocTynuocT manennit

BHIBAHMNE: Ho 2C8 HIASHRR, ONNCENHMNS B ARHHOA UNCTPYRLIN, MOTYT GuiTe
SAPSIRCTPHPOSANM { PRINSLISHN K OTRRLINNNG / NNLIBHINDOSIND! HA BCEX
Pamiax. [l O3HANOMNSHNA G ACCTYTIHMM SOCODTHMEHTOM WIABIING N HX
OIMCHHIEM, CM, ASHCTEYIOWINN KATINON RPOAYKLNNA 1 SROUNDPR INH CAMKWTECE
© NOCTHRIM OGNCOM Npopix Dentsply SHONa 4NN NOAYMOHRA NHDOPMALUN O
AOCTYNHOGTH MAIETA.

YNONHOMOSHHLIA NPENCTABNTENGL NPOUIBOANTENA HA
ToppuTOpNK Poccwiickoi Genepaunu

000 «flexrcnnal Cuporss

415035, r. Mocxaa, Hal. Oawawonckan, A. 18/1, cTp. 2, nomeuy, 3H.
Ten.: +7 (493) 725 1067

POXOItnZYonon YCHnne PuncIm AnA OXOHNATRNLHON YCTANOBEM
alSavaeura cocTanrmet 26 Hom.

Muommmmwm RapenNui

mTedllmmsm OsseoSpeed EV, OsseoSpeed Profile EV, Astra
Tach impiant EV OsseoSpeed, MhTMImMEVPMcOucoSM
KOMNOHEHTE CTOMATONOMMYMECHOND NPOTEINPOsANKA Ann Astra Tech Implant
System EV., Profile £V, TX, cAHOPE0ROS HCNONLIOEEHIE,

XMPYPCHUSCKNE RHCTRYMENTM ANA CUCTOM ASHTATIONGH MMANRKTONOMM,
sepcit: Asra Tech implant System EV, Profile EV, TX, amcropasosoe
HENONRIOBEMNS.

C€E

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PyxoBOACTBO NC NPUMEHEHMIO

Ofnncenne cumsonos

HatiaaHOBANNE CHNRONS

WroTORNTERS ¥ AT KIIGTORNSHRA

PaguaLpMonHan cTepunnaaumn

He CTopR WI0RETE NOSTORHO

He NCNONLIDBATL NPA NOBPEKABHIN YAAKONH

38NPBT HA NOBTOPHOS NEAMSHEHHE

OGPATHTBCH K WHCTRYKLIAN N0 NDHMENEHNO

Enponedceoe Cocrsercrene (EC)

TONLKG N0 POLSNTY BPENE:
{Brumannel B COOTRETCTIM C IIKONOARTENLTTEON
CLUA npoARXS ASHHOTO NPENARETA MONET

OB £ 392 0® [ pEEWL |

T S Wt m e makt s

ces

NpouInomwren.:
Dentsply implants Manutacturing GmbH
Radenbacher Chiussseo 4, 83457 Henau, Gemmany
Yoww dontspvimplants, com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PYKOBOACTBO MO MPUMEHEHUIO

DS Implants

N3penna MHOropasoBoro NpUMeHeHUs 1 NIOTKU

OnucaHue cnuctemsl

ACCOpPTUMEHT cucTeM umnnantatos DS Implants Bkno4aeT feHTanbHble
UMNAaHTaThbl, BUHTbI-3arNYLWKN, TPaHCAECHEBbIe abaTMeunTbl U apyrue
opToneAMnYeckne KOMMOHEHTbI, a TaKKe XUpypruyeckue u optoneaunyeckue
VUHCTPYMEHTHI.

MpeanonaraemMbie NonbL30BaTENN

Monb3oBaTeNaMu AaHHbIX U3AeNNii AOMKHbI BbITb INLLEH3NPOBAHHbIE
Bpauu/cTtomartonoru, obnagawuime HaBbikamu paboTbl B AeHTaNbHOI
NMNNaHTONOMMN N 3apaHee 03HaKOM/IEHHbIe C U3fennamu DS Implants.

KnuHuyeckan nonb3a u uenesas rpynna nayueHToB

AccopTuMeHT cuctem umnnantatos DS Implants paspa6oTtaH gns 3ameHbl
O/JJHOTO WU HECKONbKMUX OTCYTCTBYHOLWMNX 3y60B y NaLNEHTOB C Lenblo
BOCCTAHOB/IEHNA XeBaTeNbHOU yHKUMK. Lienesoii rpynnoii nauneHToB
ABNATCA /1WA C NOSIHOCTbIO CHIOPMUPOBABLUECA YeNOCTbIO, He nmellLne
HV O HOTO M3 NPOTUBONOKA3aHNii, CBA3AHHbIX C fleHTa/lbHO UMNnaHTaymei.

CoBmMecTMMOCTb

N3penna cOBMECTUMbI C aCCOPTUMEHTOM cucTeM umnnadtatos 0S Implants,
OCHalleHHbIX coeguHeHrem EV. a Takxe ¢ cuctemoit umnnantaTtoB Astra Tech
Implant System EV. KOMNOHEHTbl MOTyT NCNO/1Ib30BaThCA TO/IbKO BMecCTe C
OPUTUHANbLHLIMU N3ACANAMU U UHCTPYMEHTaMN.

MnnnauTtar MmnnanTar

LiBetoBasa .
KOAUPOBKA WU Mmnnantat PrimeTaper EV OmnlTaper EV
Anp Astn Tech EV Pasmepbl Pasmepsbl
nasepHas
AvameTp coeAnHeHuns coeanHeHus
MapKuMpoBKa Ha oA
umMnnaHTaTa ("~amBTp (AvnameTp

MHCTpyMeHTax

uMnnaHTata) uMnnaHTata)

XS 0 3.0 X»103,1 X'S(0 3,0)
s 03,6 S (0 3.6} S (0 3,4)
L (0 4,6)
XL (0 6,6)
HenpumeHumo
PL(Pronie HenpumeHumo
Large —
ANWHH b 040 (npodunsb)
npobhune)

OnwucaHune napenus

MmnnaHToBog EV/ Profile umnnaHTtoBoga Astra Tech

MmnnaHToBoAbl EV npefHasHauyeHbl 4N1A U3BNeYeHUs

uMnnaHTata u3 61UCTepHON ynakoBkM, ero nepeHoca Ha soxe

MMMaHTaTa M yCTaHOBKW B Ye/l0CTb NayueHTa. a
MmnnaHToBOAbl EV ocHauweHbl RA/CA-pa3bemom,

COBMECTUMbIM € ISO 1797. KOTOPbI NOAXOAUT ANSA BCEX

KOHTPYT/10BbIX HAKOHEYHUKOB UM PYKOSITOK XUPYPruyeckoi K
OTBEPTKN C TAKUM pa3beMOM.

MmnnaHToBOAbl EV OCHalleHbl BHEWHNM LWECTUTPAHHUKOM Ha

cTepXxHe Ana nepejayn KpyTsLero MOMeHTa, Heo6x0ANMOro

ANA yCTaHOBKM MMNnaHTata

MmnnantoBoAbl EV MMeloT LBETOBYIO KOAMPOBKY U NasepHyto 5
MapKMpOBKY Ha CTepXHe B COOTBETCTBMMU C pasmMepoMm
MMnaaHTaTa-coeUHeHNACoe JUHEHUR

MmnnaHtToBoAbl EV MMeT MapkupoBKy r1y6uHbI U TOUKK,

cnyxatjue opueHTUPOM ANSA NPaBUIbHOTO NO3NLMOHUPOBAHUA

uMmnaaHTaTa.

MmnnaHToBOAbl EV UMEIT ykasaTesibHble BbICTYMbI 1

HakoHeYHUK 13 nonuadupacupketoHa (MI3K), koTopbIit

yAepXuBaeT UMNAaHTaT Ha umnnavTosoge EV.

CC/CEl

MpounssoaunTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4,63457 Hanau, Germany
www.dentsolvimolants.com
Www.dentsolvsiroiia.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Dentsply
Sirono

Ons 03HAKOMNEHUs C
MHCTPYKLUAMY NO

NpUMeHeHUIo 1 rnoccapuem
X1 CUMBO/IOB Nepeiignte Ha cant

Hti.dentspivslroiia.com

Yo/ mHUTeNb A1 UMNIAHTOBOAA

YANVHUTENb A1 UMNIAHTOBOJA UCMOMb3yeTcs ANs
yBENYEHUA NNHbI WUHCTPYMEHTOB, OCHALEHHbIX

pasbemMom RA. YanuHutens ANs umnnaHToBoja obnagaet
CNOCOGHOCTbIO K Mepejaye KpyTALEro MOMeHTa.

YanuHuTenb 4na nMmnnaHtosoga ocHaweH RA/CA-pa3bemom,
COBMeCTUMbIM ¢ ISO 1797, KOTOpbI/i NOAXOANT ANS BCEX
KOHTPYI/10BbIX HAKOHEYHWUKOB WK PYKOATOK XMpypruyeckomn
OTBEPTKM C TallM pa3bemMom.

YANuHUTENb AN UMNIAHTOBOAA OCHALLEeH BHELIHUM
WeCTUTPaHHNKOM Ha CTEepPXHe AN nepefjayn KpyTsLlero
MOMeHTa.

WHcTpyMeHTbl ¢ RA/CA-pa3bemMom, COBMeCTUMbIM ¢ ISO 1797,
MOXHO BCTaBNATb B pabouylo YacTb yAINHUTENS ANA
umnnaHToBoga. MHCTPYMEHTbI C 4ONO/THUTENbHbIM
WeCTUTPAHHNKOM Ha CTEpXHE TOXEe MOXHO BCTaBNATh.

LLlecTurpaHHbIe OTBEPTKU

WecTurpaHHble 0TBEPTKN UCMONbL3YIOTCA ANA 3ATHKKN U
ocnabsieHnst BAHTOB C BHYTPEHHE WecTUrpaHHoi
rO/IOBKOW.

MpuBoAHbIE WeCTUrpaHHble oTBepTkn EV (Puc. 1)
ocHaleHbl RA/CA-pa3beMoM, coBMeCTUMbIM € ISO 1797,
KOTOprVI noaxoauT ANA BCeX KOHTPYrN0OBbIX HAKOHEYHNKOB
WU PYKOSITOK XUPYpruyeckoii/optoneanyeckoil oTBEPTKU €
Takum pasbemMom.

PyyHble wecTurpaHHble oTBepTkn EV (Puc. 2) ocHaweHb!
BCTPOEHHOI PYKOATKOM.

LUeCTI/II'paHHbIe OTBEPTKM MOXHO UCNO/Ib30BaTb CO BCEMMU
BUHTaAMN, NUHAMWN N KOMNOHEHTaAMWN C BHYTPEHHUM
LWeCTUrpaHHNKoOM.

PucyHok 1 PucyHok 2

"ny6uHomep umnnaHTata PrimeTaper/ Astra Tech

Fny6uHomep ncnonb3yeTcs 415 U3MePeHNa rny6uHbI 0OCTEOTOMUYECKOTo
oTBEpCTUA.

Ha rny6uHomepe nmnnantata PrimeTaper/ Astra Tech HaHeceHa nasepHas
MapknpoBka. Ha 0fiHOM KOHLe yKa3aHbl pas/iMuHble 3HaYeHNS ANNHbI
UMMNAaHTaToB, Ha ApPYyroMm — agnuvHa 0-1S mm.

[nacTnKoBbIle NOTKN

NoTkn ncnonb3ylTCA BO BPeMA NPOBEAEHUSA XUPYPTUYECKNX N OpTONefnyecknx
onepauuii 419 opraHusaunm, cTepunnsannm u XxpaHeHns MHCTPYMeHTOB.

JIOTKM COCTOSIT M3 KPbILWKKX, BCTABKU U OCHOBAHUS C Jepxatensmu
MHCTPYMeHTOB. paBuibHOe pacrnosioxeHne MHCTPYMeHToe onpejensieTcs
TEeKCTOBOWA, rpadnyeckoit n LBETOBO MapKNUpPOBKO/ Ha BCTaBKe 1 OCHOBaHUU

MnacTukoBblie NOTKM
NloTKM xupypruyeckue
JNloTok opTonepnyecknii

JI0TOK ANS KOCTHBIX PUMEPOB

MpaBa Ha U3MEHEHUs COXPaHEHbI
Mo 3anpocy MOXHO NOYYUTh MHCTPYKLNIO HA APYrAX

A3bIKAX.
B TOM UNN MHOM PervoHe MUpa MOTYT 6biTb 4OCTYMHbI D en ts p Iy
He BCe n3aenua S i ro n O
CocTosiHne nHopmaLum
IFU7201-RU RURev 004 A 2024-02
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PYKOBO/ACTBO MO NPUMEHEHMIO

MNacTVKOBLIE TOTKW (XMPYPruYeckue NoTKY, opToneanyeckuii
JIOTOK ¥ SIOTOK /151 KOCTHBIX PYMEpOB)

NoToK xupypruueckuii PrimeTaper

CeTyarble N10TKN

CeTyaTble NOTKW UCNONL3YIOTCA ANA OpPraHn3aLun, oYUCTKU, CTEPUAN3aLun u
XPaHeHUsA UHCTPYMEHTOB.

CeTyaTble NOTKM COCTOAT W3 KPbILWKWA, OCHOBAHWS C AilepxaTtensamn
VHCTPYMEHTOB, Haknajkn n He6oNbWoro notka. MpaBuabHOE pacnosioxeHne
MHCTPYMEHTOB ONpeAeNiaeTcs TEKCTOBOM, rpatuyeckoii n LBeToBOM
MapKMpOBKOM Ha Haknagke.

o S

A P* (B @ (IS
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©® ©
b b o
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CeTuaTblit noTok PrimeTaper

HasHaueHue (MIHCTPYMEHTI)

MHOropa3soBble XMPYPrnyeckne 1 BOCCTAHOBUTESbHbIE NHCTPYMEHTSI,
npefHasHavyeHHble AN YCTAHOBKW, YAaneHnsa u / unu 3ameHbl 3y6GHbIX

MMnaaHTaToB, abaTMEHTOB MW CTOMATONOTMYECKMX 1a60PaTOPHbIX MPOAYKTOB

C LeNlbl0 BOCCTAHOB/IEHNSA XeBaTe/IbHON (PYHKUUN NauneHTa. MHCTPYMEHTbI
MOTyT UCMNOMb30BaTLCA B |BYX pasHbix pabbux npoleccax: yctaHoBKa u
yfAaNieHne Ha ypoBHe MMNAaHTaTa Uan ycTaHOBKa U yaaseHne Ha ypoBHe
abaTmeHTa.

MNHpopmMaLms o 3akase 1 pasmepax

AKTyanbHyto nogpo6Hylo nHchopMaLuio o 3akase CM. B MOC/eHEM KaTanore
npogykuun DS Implants.

MokasaHua K npumMmeHeHnw
MmnnaHToBog EV/ npodmnb umnnaHToBoga Astra Tech

MMﬂﬂaHTOBO,EI'I:I EV npegHasHa4yeHbl 4143 U3B/eYEeHNA nMmnnaHTarta u3
6n1UCTepHOI ynakoBKu, ero NepeHoca Ha f10Xe uMnaaHTara v ycTaHoBKU B
4eslnCTb NauneHTa.

YAHMHMTeﬂb ANa “MniaHToBOoAa

YANVHWTENb AN UMNAAHTOBO4A UCNO/b3YETCH A5 YBENIMYEHUS ANIUHbI
MHCTPYMEHTOB, OCHALLEHHbIX pa3beMoM RA. YANMHUTENb AN UMNNAHTOBOAA
o6najaeT cNOCOGHOCTLIO K NepeAaye KpyTALWero MoMeHTa.

LLlecTurpaHHble OTBEPTKU

LWecTurpaHHble OTBEPTKU UCNONbL3YITCA AN 3aTSHXKKM U 0CNabneHus BUHTOB C
BHYTPEHHEN WeCTUrpaHHoli rofioBKoi.

"ny6uHomep nmnnaHTata PrimeTaper / Astra Tech

rny6uHomep mucnonb3yeTcs Ans U3MepeHus rny6uHbl 0CTEOTOMUYECKOTO
oTBEpCTUSA

CCICO

B 1 Mpoussoautens:

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4. 63457 Hanau. Germany
www.dentsolvimolants.com
www.dentaolvsirona.com
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OTKW UCMONbL3YKTCA 41 OpraHn3aynmn, CTepuansanumn n xpaHeHus
HCTPYMEHTOB.

CeTyartble /I0TKU

CeTyaTble OTKU NCNONb3YOTCA ANS OpraHn3aLun, OYUCTKU, CTEPUIN3ALNUN 1
XPaHEHWNS UHCTPYMEHTOB.

MokasaHusa

y

acTu4yHoe nnun nosiHoe oTcyTcTBUNE 3y603

MpoTnsBonokasaHusa

Anneprmqecme peakunn vam rmnep4yyBCTBUTE/IBHOCTb K UCMO/Tb3yEMbIM
marepuanam (cm. pasgen «MaTepuansi»)

MpeaynpexaeHns

n

poBefeHne XMpypruyecknx onepaynii B poToBoii nonoctu n

cCTOMaTo/iIornyeckoe npoTeanpoBaHne cea3aHbl C pUCKamu 06LL||I/IX OCNOXHEHWNIA:

MayMeHT MOXET NPOrIoTUTL UNU BAOXHYTb Cy4aliHo ynasuwue
KOMMOHEHTbI, YTO MOXET NPUBECTN K NOBPEXaeHUto
n|/|Ll_\eaapmenbHoW,thxaTeanon CUCTEMbI NN YAYLWbIO. C menkumu
npegMeTamMn Heo6xoAnMO obpalaTbCsi OCTOPOXHO.

Mepbl NPefoCTOPOXHOCTH

Mepea BbINOMHEHNEM KaXAOI NpoueAypbl creayeT y6efuTbCs B TOM, YTO
BCE HEOBXOAMMbIE KOMMOHEHTbI, UHCTPYMEHTbI U MaTepuanbl JOCTYNHbI B
Tpe6yeMOM KO/IMYECTBE W NOMHOCTbIO NPUrOAHbI K MPUMEHEHNIO.

m  PacnonoxuTe nayvweHTa Takum o6pa3om, 4To6bl ONACHOCTb BAbIXaHWUS

fetaneil 6bina cBefleHa K MUHUMYMY

Bce KOMMOHEHTbI, UCMO/Ib3yeMble BHYTPU POTOBOI MONOCTU, JOSIKHbI GbiTh
3aCbI/IKCVI[)OBaHbI BO n3bexaHue mnx BAbIXaHNA WA npornatbiBaHUA.

Ecnun B cBA3K C He6naronpmeb|MV| aHaTOMW4YeCKNMM yC/IOBUAMMU
WHCTPYMEHTbI HE NMOAXOAAT UM HE MOTYT NPUMEHATLCA N0 APYrUm
npuynHam, Heo6X0ANMO 0TKa3aTbCA OT JaNbHEWLNX 3anN1aHUPOBaHHbIX
onepauuii NnpoTE3NPOBAHNS C 3TUMU UHCTPYMEHTAMU U HANTK
anbTepHaTusy.

HenpaBunbHblil oT6Op/aHann3 NnauneHToB, a Takke HecobnwaeHne
VUHCTPYKUWI MO NPUMEHEHWUIO MOTYT NPUBECTU K HEYLAYHOMY pe3ynbTaTty
nnn notepe ocTeouHTerpaunu.

HeHa,qne»(amee oxnaxpgeHune, HenpasusbHasa NOAroToBka sioxa
MMnnaHTaTa, HenpaBu/bHble HACTPOKN UHCTPYMeEHTa U Ype3mepHoe
ycunue dukcaumm npu yctaHoBke MOTyT NPUBECTU K MOBPEXAEHUIO
nMmnnaHTara.

MHdopmaumna o MPT>6e30nacHoCcTu

He npumeHseTcs gns cuctem umnnaHtatos DS Implants— n3genuii
MHOropa3oBOro NpUMeHeHus.

HexenaTtenbHble peakunu

K

HexenartesnbHbIM peakumam, BO3HMKaK W MM BO BpeMs Uaun nocne

WMNAAHTO/TOTNYEeCKOro nNevyeHuns, MOryT OTHOCUTbLCA:

Annepruyeckne peakuunm Uam rmnepyyBCTBUTENIbHOCTb K CNO/b3YyeMbIM

matepuanam (cMm. pasgen «MaTepuansl»)

BabixaHue unu npornatbiBaHne KOMNOHEHTOB MOXeT NpuBecTn K

NoBpeX/eHNo NuieBapuTebHON/AbIXaTeNbHOW CUCTEMbI UK YAYLIbIO

Heo6paTumoe nospexgeHne Hepsa unu 3yba

MoBpexeHne 4eNCTHOW KOCTU UNN raiiMopoBOii nasyxu

Hekpo3, BbI3BaHHbI HEOCTATOUYHBIM OX/TAXAEHNEM UM Ype3MepHOoi

CKOPOCTbIO BpalleHus

TpelnHa B HWXHel YenocTn

HeycTpaHumoe kpoBoTeueHne nocne onepauuu (Hanpumep, B pesynbtare

noBpexjeHns A3bl4yHOi apTepun)

MocneonepaynoHHbIi JUcKkOMdOpPT, B TOM Yucne:

m oTek:

* remartoma:

* BpEeMeHHas MecTHas NpuUNyxao0CThb.

* BpeMeHHas aHecTe3us Wau napecTe3unsi ¢ 3aTPyJHEHUAMU nNpu
XeBaHuu:

« 60onb:

» YTpaTa umnniaHtara

MepuumnnaHTuT

» JlokanbHas unu cucteMHas nHdekyua

YTpaTa KocTu B pedynbTaTe NepuMMnIaHTUTa UM MexaHu4yeckoin
neperpysku

Monomka Unu NoBpeXAeHWe NMNNAHTATOB, KOMMNOHEHTOB npouecca
3axuBneHusa, optoneagnyecknx KOMMNOHEHTOB UM npoTtesa

MNpaBa Ha N3MEHEHNA COXPaHEeHbl
Mo 3anpocy MOXHO NOYYUTb MHCTPYKLUNIO Ha APYTUX
A3blKax

Dentsply
Sirono

6 TOM UM UHOM pernoHe Mupa MryT GbiTh JOCTYMHbI
He BCce usgenus

CocTosiHKe uHopmaLmm
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PYKOBOACTBO MO NPUMEHEHULO

m  Heo6X0AMMOCTb YAANeHUs W 3aMeHbl UMNAaHTaTa
¢ ScTeTuyeckne Unu yHKLUOHANbHbIE OCNOXHEHUS

MowaroBasa NHCTPYKLMUA
MmnnaHtosog EV/ npothunb nmnnadtosoga Astra Tech

NPUMEYAHWUE;

¢ WmnnaHToBog EV / npochunb nmnnaHtosoga Astra Tech moxHoO
1ncnonb3oBaTh He 6onee yem A4ns 100 npoueayp ycTaHOBKM
MMMNNaHTaToB.

¢ [llpu ycTaHOBKEe umnnaHTara ycuaue ukcaynm He 0/DKHO NMpeBbiWaTh
45 H cm. Ecnu no goctuxenunn 45 H cM nmnnaHTtart He yCTaHOB/EH
NOMHOCTbIO, BbIKPYTUTE/M3BNEKMTE UMNAAHTAT U paclimpbTe
oCcTeoToMMUYecKoe OTBEPCTUE, HACKONbKO HE06Xo4umMo. PekomeHayeTcs
MMeTb B HA/IMYUN TUTAHOBbIE LWWNLbI, HA CyYaii eCIM UMNNAHTOBOA He
o6ecneuyunT focTaTouHy huKcaLmnio BO BpeMA NpoLeypbl U3BneveHns
uMnnaHTarta.

1. MpucoefnHNUTe NOAXOASLMNA UMNNAHTOBOA EV K KOHTPYrnoBomy
HaKOHEYHUKY WU PYKOSITKE XMPYPTUYeCKoli OTBEPTKM.

NMPUMEYAHMWE: YTo6bl n3bexaTb noBpexaeHns nmnnaHtosoga EV,
BOCMNO/Ib3yNTECH KOHTPYINIOBbIM HAKOHEYHUKOM WK PYKOSITKOA
xmpyprmquKoil‘l OTBEPTKN C WWEeCTUrpaHHMKOM, BBOAA WECTUTPaHHUK B
cuensieHne Ha CTepxHe nmnaaHtosoga EV.

OCTOpOXHO Bpauaiite umnnavtosos EV B
MMnaaHTaTe Tak, YToGbl BbIPOBHATL
yKaszaTe/ibHble BbICTYMbI.

NMPUMEYAHWE: CoBmecTute
AAMOYKY/NAIOCKYI0 MOBEPXHOCTb Ha npodune
umnnaHToBoga Astra Tech c camoii
anukanbHO TOYKOW Hak/oOHa MMNAaHTaTa.
Mpocdunb umnnaHtoBoga Astra Tech
MOXHO BCTaBNATb B UMNAAHTAT B OAHOM
NoNIOXEeHNN

Mepes nogHATMEM uMnnaHTarta, y6eantech B
TOM, 4TO umnnaHToBos EV BcTaBneH B
MMnnaHTaT 4o KoHua.

YCcTaHOBMTE UMNNAHTAT BPYUYHYIO UK C
NOMOLL b0 KOHTPYIMOBOrO HakoHeYHnKa npu
HU3KON CKOpOCTU BpaleHuns (25 06/MuH) n
06U/ILHOM NPOMbIBAHUN CTEPU/bHBIM
unsnonornyecknm pacTsopom.
PasmecTuTe umnnaHTat Ha ypoBHe
MapruHanbHON KOCTHON TKaHW UAN 4yTb
HXe.

PasmecTuTe ofiHY 13 ToYek Ha
nmnnantosoge EV 6ykkanbHO ansa
0671er4eHns oNTUManbHO| yCTaHOBKK
abaTMEeHTOB.

N3Bneknte umnnaHtosof EV, 0CTOPOXHO
npunofHuMas ero U3 UMnaaHTara.

Y,D'I'II/IHI/ITeﬂb ONna NMNINaHTOBOAa

1. TIOACOEAUHUTE HYXHbINi UHCTPYMEHT K YANIMHWUTENIO ANS UMNIAHTOBOAA.

2. 3aTeM COefMHUTE YANMHUTENb ANS UMNIAHTOBOAA BMECTE C
VUHCTPYMEHTOM C KOHTPYTMOBbIM HaKOHEYHUKOM WU PYKOATKOMN
XNpypruyeckoit 0TBepTKM.

3. Y6eautecb B TOM, YTO W UHCTPYMEHT, U YAMHWUTENb A1 UMNIAHTOBOAA
HafleXHo 3auKCUpoBaHbl.

LLlecTurpaHHble OTBEPTKU

1. npucoeguvHUTE WECTUTPaHHYI0 OTBEPTKY B COYETaHUN C KOHTPYI/N0BbIM
HaKOHEYHUKOM WM PYKOSITKOW XMpypruyeckoit/optonenmyeckoii OTBEPTKM.
PyyHasn wecTturpaHHas oTBepTKa UMeeT BCTPOEHHYI0 PYKOATKY.

2. Wcnonb3yiiTe wWecTurpaHHble 0TBEPTKU ANS huKcauun unu ocnabnenus
BWHTOB, MMHOB ¥ KOMNOHEHTOB C BHYTPEHHWUM LWIECTUTPAHHUKOM.

"ny6uHomep

BcTaBbTe ryGUHOMEpP B OCTEOTOMUYECKOE OTBEPCTUE U U3MEPLTE €0 TNYGUHY
C NOMOLLYbI0 N1a3ePHbBIX OTMETOK, COOTBETCTBYOLWMUX PA3/IMYHON ANnHe
uMnnaHTara.

[nacTnKoBbIe NOTKK

1. Y6epuTechb, 4TO I0TOK U MHCTPYMEHTbI OYMLLEHbI B COOTBETCTBUM C
mMexaHu4eckoil npouedypoit (cM. pasgen «OuncTka v cTepunusaymus»).

C€/CE1

MponssoanTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www .tlentsplvimDlant8.com
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NMPUMEYAHWME: JTOTOK 1 MHCTPYMEHTHI CriefyeT ounwaTtb pasfesnbHo.

2. Cob6epuTte noToK.

3anosiHMTe NoToK WHCTPYMEHTaMn.

4. CTepunusyiitTe NOTOK C MHCTPYMEHTAMW B CTEPUIM3ALNOHHOM NakeTe B
COOTBETCTBUUN C yKasaHUAMU No cTepununsaymn 3anosIHEHHOIo N0TKa (CM.
pasgen «OuucTka u cTepunnsayma»).

5. MonoxXuTe 3an0/IHEHHbI SIOTOK HAa XpaHeHue

6. MpoBeauTe XMPYpruyeckyio onepauyuio.

7. Tlocne xupypruyeckoit onepawyum o4ncTuTe U NPocTepunusyiite N0TOK U
VNHCTPYMEHTHI.

w

Pas6opka 60NbWNUX CUINKOHOBbLIX AepxaTenei

NMPUMEYAHWE: Bonbwune CUNNKOHOBbLIE AepxaTenu B
opToneanyeckoM/XMpypruyeckoM ioTke nepej OYMCTKON HEOBXOAUMO yAaNuUTb,
OAHaKO CUINKOHOBbIE AepXaTenn MeHbLlero pasmepa yaanatb He cneayer.

JloTok opToneanvyeckuit ¢ 6onblw MU
CUNNKOHOBBIMU AepXaTenamu

JIOTOK XUPYpruyeckuii c 6onbwimmu
CUNMKOHOBLIMY AepXaTensimu

1. YT06bl CHATL 60/bLINE CUIMKOHOBLIE AepXaTenun, cHayana npunogHuMuTe
UX C OAHOTO KOHLA, a 3aTeM OCTOPOXHO BbITAWMTE UX U3 NOMOCTU.

2. YTtoGbl BCTABUTb CU/IMKOHOBbLIE AepXaTenu o6paTHO, BAABUTE HUXKHUI
npounb Aepxartens B N0A0CTb, HAYMHASA C OLHOTO KOHLA.
OCTOpPOXHO ABUTaiTe AepxaTenb BAOMb NOMOCTA K NPOTUBONOMOXHOMY
KOHLY, O4HOBPEMEHHO MpUXMUMas ero.

CeTyaTblil N0TOK

Cnepywuue wary onucbIBaT Npoueaypy OYUCTKU U CTepuansaymm

3ano/IHEHHOTO CETYaTOro /I0TKa Moc/e onepayum.

1. OuncTUTE 3arpA3HEHHbIe MHCTPYMEHTbI B COOTBETCTBUU C yKasaHUAMU No
npefABapuTeIbHON PYYHO 0YNCTKE U NOMECTUTE UX 06paTHO B ceTHaThlii
NOTOK.

2. Mepep ynbTpasByKOBOW OYNCTKOI 3aMONHEHHOTO W 3aKPbITOrO CETHATOro
N0TKa CHUMUTE M OTAENbHO OYNCTUTE ANIOMUHUEBYH HaKNaAKy.

3. OuMCcTUTE 3anOIHEHHbIN CETHYATLI NOTOK B COOTBETCTBUM C yKasaHUAMU No
aBTOMAaTUYeCKoi npoueAypbl B annapate AN OYUCTKU W fe3NHDEKLNN.

4 YcTaHOBWUTE aflOMWHUEBYID HaknajKy 06paTHO B ceTYaTbI NIOTOK.

5. CTepunusyiiTe 3ano/IHEHHbIN CeTYaTbI NOTOK B CTEPUIN3ALUOHHOM nakeTe
UAN CTepUIn3aynoHHOM KoHTeliHepe.

6. [MonoXnTe 3anonHeHHbI ceTyaTblii NOTOK Ha XpaHeHue.

DOopMbl NOCTABKN - YCNOBUA XpaHeHus - Ytunusauyus

MPUMEYAHWE: He ncnonb3yiiTe n3genns B ciyvyae o6HapyXeHUs Kaknx-nn6o
HapyweHuii Lenoc”o” jtraxoBKH. _ N

dopma MocTaBKu

OpHopazosoe/

N3penne CTepWIbHOCTL muoropaszosoe  CPOK SKCIUTyaTaLymn®
MCMO/b30BaHe

NmnnaHtosog EV He cTtepunbHo Mworopasosoe 50 npumemBHUii/l Tof
ncnonb3oBaHue

Mpocdune mnnaHToBoAa
Astra Tecll

MHuoropasosoe

He cTtepunbHo
ncnonb3oBaHue

50 npumeHeHuit/1 rog

YAMMHATENL ANA He cTtepunbHo MHoropasosoe 1500 npumeHeHuii/3 roga

MMniaHToBOAA ncnonb3osaxne
MHoropasosoe .

rny6uHomep He cTtepunbHo p 1500 npumeHemuii/3 roga
“cnonb3oBaxne

WecTurpaHHble 0TBEPTKN He cTtepunbHo MHoropasosoe 1500 npumeHennii/3 roga
ucnonb3oBaHne

MHoropasosoe

1500 npumeHeHuii
ucnonb3oBaHne

MnacTukoBbie NOTKN He cTtepunbHo
MHoropasosoe

1500 npumeHeHuii
ucnonb3oBaxne

CeTyaTtble N10TKKN He cTtepunbHo
' B cnyyae nospe>BAeHNS NN 3aTyNeHNsA NHCTPYMEHTOB OHU [JO/IXHbI 3aMeHATLCA paHee

AOCTUXEHNA YKa3aHHOTo KoNn4yecTsa uuknos/net

MpaBa Ha U3MEHEHUSA COXpaHeHbl
o 3anpocy MOXHO MONYYUTb MHCTPYKLNK HA APYTUX
A3bIKAX.

Dentsply
Slrona

B TOM UMW WHOM pernoHe mMupa MOryT 6biTb AOCTYMHbI
He ace usgenus

CocTosHue uHthopmalun
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PykoBoacTeo no NPUMeHeHWIO

L Y T L T

Baita W pAIMOP YAIAN Nd FTHENTWE NPOAYKTE.

Ycnoaun xpasenna

KOMNOHBHTM AOIIHL XPAHWTOCA B SMESITAHHNX OPNIHHAMEMLIX WIANORKEX B
CYXDM WBCTS RPN KOMHETHOR TOMNEPATYDS, TO 8CTL 13-25 °C,

Yrnnnzaunn

TN yTANN3LM YTIBROBKN M MSAENWi COBINOARRTE AORCTEYIOUMWE &
HECTOMLSS BPEMA NALMOHANRHME NPABHIA YTHANIILMWN OTXOQ08 & Bawed
CTpane.

KRacs MequumsHcix OTXOA0S § COOTRTCTINM ¢ CanlluH 2.1.3684-21 —
Hichonkaosannex WA - xnace B;

He vCNONEICBMHHLIX M- e A,

MHCTDYMBHT N KOMNOHBHTNI, KOTORR NCTINIGI0GANNCH SO PTY MAALWOHTA,
MOTYT GMTh NOTEHLMTRHO NHEMLIPOBENN # NOANMKAT BEIONACHOE
YTUNMISMIN B RONTEHHODAX, NPSYCMOTPRHHEIX ANN STOH LB,

MaTepnan:

[wanonme (T —

Hunnesrosos EV WMWWW‘W.
ARHNIINIEHPERTOH

ASTM-FBe9,
povne wmnnanTosoas Asis Tach W(| ml m"")‘"”

AN HMRNBHTORORA HEpRGIGSIOLLIN CTRAM NO CTEHASPTY ASTM-FE09

TuTaronwit cnnes (TIBAMV.ELY)
Toytenouep N0 CTaHABPTY ASTM-F138
|WecTwpaens OTRSITM Hepxanmoudn CTAN No wapry ASTM-FB90
NASCTWOAMIS NOTR MOCY (NONDeMINCYTCHON); CHIBION
Camiemie nonoe HOPKABGOUION CTENG, AMNOMVIINSSMA COES,
N3N (nemsgupaduprin)
OuscTiia v CTOPMAUIRLMA
BAXRO:

»  TIepag WCRONLIOEIHMEN B KTTHHMNOCKDN NPAKTIKE BCE NOMNOHEHT! W

mpyuenm NOCTASASIMME B HOCTOPHNLHOM COCTORHMN, CNEAYET
LUMPOSATE W NPOCTEPINMIOSATL CONMACHO CTAHLAPTY

l9017004 Pas5OpHME HHCTPYMBHTR ASMOHTHPOSETE AN OUNCTEM. M

PRIPOIEETEN CODRPATD AN CTOPHNASALIN TOMNBKD 8 CYXOM COCTORHNMN.

» Mannurroeog EV/inpowns smnnaxtosana Astrs Tech eI nagneprate
YNETRASEYOBON ONNCTIE,

¢ Bo spemn yNuTPAIIYOSO0N OUNCTKN CREPNG ACITAHL RAXOAWTLCA OTABINHO
APYT OT ApYTE — HANPUMED, GuiTu NOABSLLSHNWME B ASEIETEINN,

o TNACTHEOBMS NOTKW U MHCTRYMEHTH AOMKHL OWELETRCH PALSNRHO.

o [MnacTionwe NoTXW HEOBXOZNMO CAMLETL & PRSOBRAHNOM Bvae. Mepeg
CTOPUWINIRLUMOH NOTKN HOOEXOANMO CHORS COBPETE ¥ SANONHUTE
WHCTRYNEHTAMN,

+ Nopas o4MICTKOR CETHETON NOTKA C MHCTRYNISHTAAM B SNINBRATS ANA
OUNCTION 0 RESHHEYEKLNI HOOTXNMMO CHITE C HINO AMIOMIHASEYIO
HINTMIAKY. ITY HIKNBAKY COYET YCTAHOMTS OBPATHO Nepes
CTOPIMIILIAER 3ANONHEHHOIC COTUATOMN NOTKA.

ASTOMATHGCKAA NPOLIAYPR
O'mCTRE

B et e T L T O I T I R RN

MeToa ABTOMBTHUSCKOR NPOLISAYPE Gt YTREPNASH SN CIIYHEos
NPMMOHEHUA CNEAYIOUMX METSPRANDS W YCTRONCTS (cornacko ISO 15883 n
AAMI TIR 30):
o ARTOMETHNODIMN ANNANAT ANK OMWCTEW # AeanHdeun Tuna G 7836 CD,
Misle & Cie, KG, Gitersich
o Tporpamusa ovmerin VARIQ TC
FIPAABSPUTENBHOS NPOMBIBAHINE XONOAHOA BORON (4 M. )
OunCTKR 8 TEUeHRE 10 M. NPK TemNepaType 45-55 *C
HedvparmaaLmn (6 men.)
MPOAMNKYTOMHAR NPAMLIBKA XONIANOA BOACA {3 WitH.}
Topuona eI B TEYSHNE S M. NPK Temnepatype 90 ‘G (Ag 2 3000)
Cyuns 8 Teuotnie 30 Mwi. NEH TemnepaTypes 105 °C
o Yucrmuoe cpsactac neodisher® MediClean fone (0.5 %) /
HAATPAIMIYIOWIAs CPRACTRO Neddisher® Z (0,1 %), Dr. Waigert. Hamburg.

¥Yxon

Flepea CTEPUMMIBLNGA BCS KALENIHA HBOGXOZMMC OCMOTROTE HA NPRAMET
SUEWMDIX IMFPAIHEHNMNA, YXYALLOHWR CRORCTE Wrnu roppoaun. OooBoe
SHNMAHHE CNEAYET YARNATE TAKHEA SMIOMBHTAM KONCTDYKLBAW, KAK WAHATS,
HECKBOIHMIE UTROPCTIS, PE3bla, NIJIHYTRGHNN N CONPHEACKIOLIMECH
OBEDXHOCTH,

BHSYANLHO NPOBEPLTE BAANMOCTD W HHTSEMOCTE BCEX DBOIHANSHUR KA
Nagenmnx. MPOoSapLTe CONPATABMWE EOMNOHOHTL NA NPSAMET NPASHILHON
COOPKN W HYMKUNOHANGHOCTH, YOSAKTECE, NTO MARENWA C NOASKHKHNH
ASTANRNE RAGOTHIOT HCNPAPHO, MPOSEHTE KOMNNEXTHOCTE W LISNIOCTHOCTS
NPEASAPMTENLHO YOTAHORNGHHLLX HOMNOHEHTOS.
Yrnrmnpyiire nasermn ¢ ascestTam.

CTopuni3siumn OAUHOUHLIX KOMIOHONTOS
CTepunUALMIC CREAYET NPOSOAMTL 8 COOTBETCTINN CC CIIOAYIIEH CXSMON:
1. MogroToRKs K CTEPMIsUMN: [OTany SEMMNHWPOBATD B
NPSAHAIHEUSHHDIS ANIA STOMO CTAPDWINSALAOHHNN NAKATH!, QQOGDPEMHIIe
ANA NPORENGS B LSAIAX NCNOMBIOBEHNNA € POHOMEHYESRIMU napampnm
CTEPRIMIELIMN. YNARISKE LOMIIA COCTRETCTINORTY
cradaspTod EN (SO 11607, ANSUVAAMI ST79 » AAMI TIR12.
Ha xanoN CTEPHNHZALMOHMOM MSMSTE JOMIGHN NPHCYTCTIOSATL

WHANKETOP M AETE CTEDRITNIINM,
2. Mapemarpes {corn. ISC 17685, EN 13080, EN 285 w AAMI TIR12)
Mara Cmosed Taurnsparypa | fmmananen Amamranocss
BeanshcTaan” Cyu-
Mepspemial | Dymiasmesscacs L} 3 . 20 o
v (BC*"} TARSOHNE BOIPNS
TP DT
Shuyyung )
Neparpend | pwiasusacuse 112+¢ 4 . 20 vome
nap LBARNNE RASYXR 18C 3 e,
(NOSAEpN T
BAEYYRPEEANE)
ok Ty °C 30 . 26 v
L T i
otelon
" Yeareis ofiarne
L P L ” *
** Mo 8 cTpmiak EC ofi v WANETPM

NPAPATLM NapO.
3. YCnossA xpaseinn: CTEPAMMIOSIHHBIE KOMNONSHTE CIMAYST XPEHUTS B
CYXOM M HEIAMMNEHHOM MOCTS NPH KOMHATHON TOMNSDATYDE.

Crepanniaanms 3aN0NHENHONO MIACTNKOBOTO NOTKA

flpansaprTenssan pysan

TpyGnie SAIPASHOHNA #ODSXONNMO YABSINTE CPASY (HE NOIRHES ABYX YBCOS)
NOCNE WCNONLIORBHIN MATKDR HERNOHOBCH LSTHOR A0 NCAHOID OTCYTCTENA
PHELLUHNX NPUIHEKOS JBPASHEHRA.

MPHMEYAHME: SToTIon He NPEAHEIHAHOND! 47T NOAASPNIHWA CTOPRIMHOCTH U

YNeTPRISYROBER DUHCTHE
CneayeT NPpRLepISTECA ANUTANLHOCTW BOALORCTENR N NOHUSHTDILIWA,
PRMNHBIX PUPMOR-NATOTOBNTANAM HENINLIYEMOTO UNCTRUSTO CPOACTEA.

ABTOMATHUSCKAN NPOUSAYDS
AN XPPERTHIHON ATTOMITURCKON NPOUSAYDE! TPOSYETCN NPSABADUTINENAR
PYYHEA DMNCTXR,

AiNA ARBTOMATHUSCEOR MPOUSAYPLI CNEAYET UCTIONBIOBAT b NPSAHEIHANEHHRES
AFA ITOFO SONEPETH ASIR OVHCTKN N AEINHDEKLIN, & TAIOKE CPEACTEA ANR
OMCTION W HedTpanssansn. Colniofars yKasn-mMn hupsiui-N3rOTORNTENA
ANNBPETA AR ONNCTXA W AEIHHGBKLNN. [IOIMPOSETEL H NPNMEHATE CPACTEA
AR ONUCTKU U HERTPANNIAUMN COTMIACHO YXBSIHIAM (DRPMLI-HITOTOBHTENA.
PEsOMBHAYOTOR NPOrPAMMAE OUHCTIN C TEPMOASIMHDOKLMEN (Ap 2 3000).
FUtR OUNCTEN POKOMEBHAYETCR HCNONLIOEATE BORY ONPAARNBHHON KAYECTEA -
ACMMHEDANKIOBIHHYIC BOAY WK BOAY, COOTBATCTEYILYID JTON CTBIEHN
WCTOTH,

AT A L 2 HL AU I Twm0 8 [Pdmis rmie § 40as PSSR L 3aU 1 SeLpRIES S Cig damey RS md e res S aamnma [

Ce/CeE

‘m

mmmem
Rodenbacher Chaussee 4, 83457 Hanau, Germany

www tlentsplysirona. com

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CTopinMaLpne CNOZYST NPOBOANTL B COOTEETCTENN CO CIOAYVIOLLSH CXORMON:
1. OAroTosis K CTEPUMNIAN
MoMBCTUTE JANOMNHEHNLHI NOTOK B CTEPAMMRLNOHNE NAKET, ORAOBPEHHDIA
AN WENONLSOSIHNA T POROMBHAYEMbIMY NADAMETPAMN CTERUNNIBLINN.
MaxeT A0MKEN COOTERTCTECONATS TPaGosarmnm cTangapron EN (SO 11607,
ANSVAAMI ST79 w AAM TIR12,
Ha KA0M CTEDUNNIBLMOHHOM NAKITE AOMN0N GalTh NHMAWKATOP ¥ ARTH
CTEDUNNISLMA.

Mt mRATET e E e Tt MLTC Y o b .. 5 .. oW . .- -

NIPRGG HA KINSHEHRRA CORDAHEH
T10 SANPOCY MK NOMPIATY KHCTRYIMD M DY

S J— Dentsply
A—rw-iaat S : Sirona

COCTORMNG UHDODMIRPNL,
IFU 7201.RU_RY Rev 0104 A 202402
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PyKoBOACTBO NO NPUMEHEHMNIO

2. NMapanerpel (corn. ISO 17666, EN 13080, EN 208)

FARNANNE BOIRYUN
m Pormurenos | 134°C Jwom. 20 mom.
o L
* Yeazma dipatiors oburic
m.-nnl—rmlmﬂm
“n cpenx EC ol % "y " s X
NPEIPETIN NAPOM.

3. Mlepoa TEM Kax ONOXNTE NOTOK A XDAHENNO, YOSANTECE B OTCYTCTENN
NPRIHEXOE BABNHOCTH. B #HOM CITyuSR NOBTOPHTE NPOLISCT CTEPWMIBLINY,
nenanksyn 0108 ANUTENLHOS BROMA CYLNN.

4. Yenoaun xpansiem: CTopiiusoBaHHt KOMNOHBHT! CNEAYET XDaHITS B
CYXROM W HESANBIHHOM MOCTE NPW HOMHETHOR TEMNEPATYDE.

CTepunuasunn SANONHHHOID COTHATOrO NOTKA

MIPHMEMAHNE: NloTin HB NDAAHASHAUAHE A NORZSPANNS CTOPWITLHOCTN W

RORNML NCNOMNBIOBATLCA BMECTS  ORAOGPEMIM ANR NPOLSNY,

SANMMANPOBAHMNMM CTOPUANSELIUONHIM NBIETOM MM CTERNNMIBLMOHHENS
WOHTORHEPOM.

memmnwwmmm

CTEPRINIBLNM, AOTINSH COOTRITCTOOBATD
WEN ISO 11607, ANSUAAME ST7D & AAMI TIR12.
HA KENAOM CTODRANSALIMONHOM NEAETS A0AKHL BuiTe HHANKETOP W

ARTE CTOPWWSELWN.
. MMIM
MOMSCTHTS 3aN0NMHeHHLD NOTOX § CTEPANNIALMCHHLIA KONTEANED ANN
NCRONBIOBANNA C DOROMONSYOMMMN NEQAMSTREMY CTEDHIWIBLIMN.
2. Mapawetpsi {corn. ISO 17888, EN 13060, EN 205)
| S Ot P -
rnsmme
(e “.:"m".‘.,‘ ot e I W
e e
fmesvacms
e | Pemre— e 3w B
L)
* Yemsaa ] ol
mmumumlmnm
* Memsesireny § cTpesax EC ofi -~ T SR
TPURATIM NAPOM.

3. TMepag Tes KK NOMOKHTE NOTOK HA XPAHOHNE, YORAHTOCH B CTCYTCTIMU
NPHIHEIKON BIMICIOCTH. B NHOM CIYNAS NOETORUTE NPOUBCT CTODHNNITLIM,
HCNONL3YR 5ON8e ANNTRNLHOS BpReIs] CyLIBM.

4, YOnoann Xpavein: CTepirinioneH bl KOMNOKSHTD! CTIBAYST XPaHNTE B
CYXOM W HESANMNSHIOM MOCTS NPH KOMMETHON TOMISPATYPS.

DonornHuTen:HEA WHDOPNALMA ANR NONLIOBATENeH
Bl 3NAR68TE NHPOPMILNEH OF ONECHMX O NN WHLIULRHTAX MIN

OBPLAINOM YXYALWEHIN COCTOAHMA J10POSER NALMBHTA, CRAIIHHOID G
NPWMSHENIEM MIDGOMD M2 HELLIMX HIAEAWA, NPOCIM COOSLIITE OF STOM HAM M
COTPYAHWEAM KOMNETENTHONO OpcaHa & Bawisl cTpane.

TosapHbe 3Ha0M

BCE TORARHRIE TN 1 HRIBEIHIA KOMNBHNI MRNMOTCA COBCTRRHNOCTING
COOTRETCTBYIOWMY BARAONRUSS. [INA YITYULISHIN MMTHBMOCTH SMTBOMOCTU AOKYWBHTS
nounasmn Dentaply Sirona IMplants He nCNONLSYST CHasonel  w ™ g
OCHORHOM TOKCTE. Tom He MEHSS kOMNAHIA Dentaply Sicona implants e
OTKAIHBRETCA OT COOKX NPEE HS YORAPHLIE JHAKK, N AAHHIH JOKYMOHT He
MOMET GiTb MCTOMRORRH MNENS.

o - K Aummiis e pramians miva e . e 4 R

YCRoOBUR TPANCNOPTHPOBKN

Hagenwn CrieayeT TRRKCNOPTHPORSTE i NEPERGINTE OCTOPANHY, M €
colimoaeHen OCOBIX MeP NPEA; 0NPH TPRHCTIOPTHPDEKS,
MPNMOHIMBIX K KIOKAOMY THNY MOANLINHCNOTO HAQSINN.

TPMHCNOPTUPYATE 1 XPAHNTE KOMNOHENTE! 6 OPHIMHANLHON YNAKCERE 8 CYXOM
MOCTS NPW KOMMATHOH TaunepaType. OleperaidTe OT SOIQEHRCTENA NPAMONO
CONHEWNOID CBATA.

YCnoenn ucnnyaTaumms

CTOMATONOMWNBCKNG KNMHNIo I NAGORETOPMN.

OGnacrn NpuMeNsHnn

Cromaronorun. Sy5Han WMANANTONOMA,

Cpox rogHocTH
CpoK roaHOCTH — 10 NOT B OPIWHHANRHOH YTawoRKS.

FapaHTHA KA CHCTOMY HMANTANTATOS

ANS NOAYISHIA NONHOR MHDOPMALIN O FARAHTHI HA HILEINA CHCTEMbI OM.
NOAPOGHLIE MAPAHTWRHBIS YONOBKA HA CHOTEMY WMANAHTATOR, {ds-world.r()

BoCcTYNNOOTH NANGNNHA

BHUMAHKE: He 508 HIR0MM, ONHCEHHLIE B ABHHON WHCTPYILIMN, MOrYT Gime
W / pRIPSLIeHL! K OGPALIBHING / MIELISHMMPOBAHD HA BOAX

PLKAX. 1NA CIHMOMNEHER C AOCTYNHEM SCCOPTHMENTOM MIQONMA W UX

ONCEHIGN, CM. ASHCTEYIOUIAR KATAIION NPOAYNLIN W BPOLNOPH! NN CRRIUTECH

© MECTHOM ODNCoM Dpoax Dentsply Sirona Arm nonywennn wHbOpUaLW O

ACCTYNHOCTN UARSNUA.

YIonHOMOUSHNLIA NPOACTARNTONL NPOHIBOQUTENR HE
TopPUTOPUN Pocowiickoll Deaepatmm

000 «flssrcnnait Cupoxar

1150385, r. Mocasa, Ha6. OsusHmsxoackan, 2. 1841, ¢Tp. 2, nomesy, 3H,
Ten.: +7 (485) 725 10 87

CE/CEE
ol

Mpsasopmens.:
Dentsply implants Manufaciuring GmbH
Rodenbacher Chaussse 4, 53457 Hanms, Germeny
v detepiesirons com

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

——— 2.5 AdRmnt e e

TIPBGA NB MISHEHIR CINPAHIHL,
TIO 38NPOCY MCIHO NONYHHTE MHCTRYKLINO HEE SEyTn D t I
e 0t e W Sirona

COCTON WS IDOPMALIN,
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Dentaply inpianis Manufactiuring GasbH
Rodenbacher Chausses 4, 83457 Hanau, Ganmeny

yeww dentsolvimplanta.com
wew.denhantysimna com

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

(IPRiin 1A KNI COPRPHEI,

IO SANPOCY MRHG MOMY4WTI MHETRYRLIIO HEl SEYTVK
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B TOM (i UHOM PECHOHE WS MOFYT GoiTh SOCTYIA
S BES IARIMA,

COCTOm WS WHEOMMALIM:
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PyxoBoacTBO NO NPUMEHEHUIO

Wabnox SmartFix Guide

ONNCaHNS CHCTOMLY

ACCOPTUMEHT cuctem mwnnaxTaTos DS implants BCNOUSET ASHTRANLHWE
WWINAHTATE), BUHTH-3AMMYLLNW, TPANCACCHEMNIE SEaTUeNT B ApyTHE
OPTONRANHBCINE KOATIOHEHTL], 8 TRIONE XNBYPIWISCKIE # OPTORBANNECKINE
WHCTDYMENT I,

NPeAnoNaraemhie NOMLIORATENN
MoNLIOBATANAMN ABHHLIX KIQETINA KON Gullh INLENIMPOBRHHNS
SPEYACTOMBTONOM, OBARAMOUME HESLINMMN PACOTE § ASHTAMENON
WHNNENTONOT M H JAPAHEE OIHIMOMNEHHNE ¢ Ragenuss DS Implants.
KANNOYeCKan NONLIE M WATDBEN rPYIIA NAMSNTOR

ACCOPYWAMNT CHCTOM NMNNAHTATOS DS Implmpupnﬁcmmmum
OAHOM WAUM HECKDALKUX OTCYTCTRYIOLMX Y508 ¥ NALWEHTOS € USNW0
BOCCTRHOBIHIR WMBBRTANLHON hyHKUM. LienasoR rpynnod naumenTos
ABMOTCA MU C NOMROCTIMG CHOPMMPOBBALLIBHCH YEIIOCTLIO, HE HMSOLME
K O HOM #3 NPOTHEONDKESSHNRA, CERIEHHMX G ASHTANLHON WANINEHTRLMER.
COBMICTMOCTY

Mspennn COBMECTUARM C SCCOPTHMBHTOM CHCTEM NMnnanTaTos DS Implaats.
KOMNOHEHT MOCYT MCACIILIOBRTHER TONLKO SMECTE C ORHINHANBHLIMK
MIRETIMAMK 1 MHCTPYMOHTEMN,

ONUCaNNe n3nenun

Liafinon SmartFix (SmartFix Guide) COCTONT #I TPOX MECTON: NWHE (MMM
10 sa), KPONENKHONS SHHTE ¥ HENPABNAIOWIETR YACTH C HACREIANN, KOTOPLI
MOHMO CHATD.

Hacrd webnosa SmartFix (SmartFix Guide) MowHO cruBarTe: W ARANTUPOBATE K
HINDBM ¥ SHETORMN KOCTHOTO rPOBaN,

MuH 1 wacTe ueBnoxa SmertFix (SmartFix Gulde) Monoto 3aburcuposaTs 8
HYKHOM NOMNOIKBHNIA NYTEM NOBOPOTS GIHTS,

Yacre watnoss SmartFix (SmartFix Guide) nveer sapimpossy 0°, 17° w 30°
ANR 8660pE HANPABNSHAN B NPOUSOCE CREPMEHIN.

NPAAHASHINCHHLIE ANA YCTRHOMMN, mmulmumm
AANTANTETOR, SCETMOHTOR KN CTOMATONOMWIECKUX NAGORETOPHMX (PARYKTOS
€ UBNeI0 BOCCTIHOBNOHNA WNESATENLHOR dyHiumm namenta. MHcTpysenm
MOTYT NCTIDNLIOBATECH B JBYX PAMLX PASOMKX NPOUSOCAX. YCTRNONKE U
M - - ¢ newa

MadopuaiLmna © 38KR30 W PAIMODAX

AKTYANBHNIC ROAPOBHI0 MHDOPMALIND O JEKEIE CM. B NOCNBAHEM KETRNONS
npoayxipm DS implants.

TTOKBIAMMA K NPHMSHSHNIO

Wabnon SmarFix (SmartFix Guide) NDOAHAMENEN 4NA WCNONLIOSEHIA C
cUCTEMAMN MunnaxTaTos OmniTaper w PrimeTaper.

WiaBnow SmtFix (SmartFix Guide) HCNONMYETC B NNIICTAX G NOMKbM
OTCYTGTBHEM JYEOR ATIA BHIYANLHOR OPHEHTIY N lolpuuaepmm- worpa

OPUEHTALNN B SYIKO-NNHSINLHOM HANDESNSHMN BO BPEMA COOPNBHNA.

Moxasanus
HACTHHHOO HAN NCAHOS OTCYTCTENE 3y50n

MNpoTusonoxazaunn

ANNEPIIMNSCINE POIKLUIN WM FINSPHYSCTENTENRHOCTE K HCNOMEIYEMEIM
MATEPHANSI (CM. paanen sMaTepuans)

Npepynpexaerun

CIBHABDTHRIE PNCKN DCNCMHEHW B XOAS XHDYPINYECKHX MAHUNYIIALIW B

POTORORA NONOCTH W PRRTITITELIN POTOBOH NONOCTH:

o FIALNSHT MCHET NPOrNOTHTL MW BAOXHYTH CYHARHO ynasume
KOMNOHBHTIN, NTO MONET NPHSRCTH K SCRIRCIN HNH TENOCHOMY
NOBPEIEBHNID. T METIMMH NPEMETM HEOBXOANMO OSPELLSTLC
OCTOpONatS,

Mepsi TPEACCTOPOXHOCTH

&  HeofnONWMO BRHMETENLHO KIYNNTL HCTOPNO BONEIHM NALMSHTS.
Yaonnite ocoBon SHINMHNS CNEAYIOLMM PECCTPONCTRAM 34 0POBRN:
s NDapKT MHOKEDAS 8 HOAADHEM SHEMHEIS (<3 UaCALEE)

C = —

Mhﬂl Mamlacturing Gmbh
Rodenbecher Chausses 4, 83457 Hanau, Germany

e dettsohvimolants COM

e dentaplyaicons com

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Dentsply
: Sirona

RHCTDYRLp AN
m IPALIRHBHING M CROCCADIHI

¢ HHCYDRT N HOAABHEN SHAMHOSS

CNepaLMA MO NPOTEIUPOBARNIO CRPZENHONO KITANANE B HAABBHEN

wamnese

Femoppariecn Anares

Musaysocynpeccus

AXTHIHOS NENEHIE ANOKIMECTIOHHOR OMYXONW

Capeainoe HapyLusHue dryHo NBVeH

Mporpacenpyxxian whexums

HapROTHISCEAR SBBHCHIMOCT b

MenmaTpwecos 3aGonesmme

BuyTpusennoe 888 onie Bucdochonaros

*  HenpasurioHoW OTOOPN/AHATMS TALNEHTOS, & TAKRS HOCOBAIOAaHNE

MHCTRYKLIWA NO NPHMBHENNO MOTYT NPNRECTH K HBYAIHHOMY PEIYNWTATY
MM NOTEPS OCTEOMHTEIPALMN.

o Mepag KXALIM XIRYPIMSOHEM BMEUATENLCTEOM CNOAYET YOBLWTLCA B
TOM, 4TO BB HOCGXONIMAO ASTENN, HHCTPYMBHTE ¥ BCNOMOCETE/ M HME
CPOACTEA NMNOIOTCA NONHOCTMO B HENMNMA, B TPEGYSMOM KONNYSCTES M
HEXOQATCA 8 PREONEM COCTONNMMN.

»  PacnoNCMMTE NAUMNEHTE TR OBPRIOM, YTOGH ONBCHOCTY BLLIXRHIA
ACTANOR Suina CHEAOHA K MINHIMYMY.

# BCe KOMNOHSHTE, HCNONK3YSMbid RHYTDW POTOROH NONGCTH, AOMKHB! BbiTe
FMPUECHDORANS! B0 HITENAHNS X BABXSHNA W NPOMETHABEHWA.

o HOORArONpUATHHIE YCIOBNA HATDYIKN MOTYT NPHBBCTI K NOJIOMKS WIN

QLUSNNTE MESATENRHLIE HATPYSEW W AMSERH PECTABPELIWN,
®  Boo HIARIWMN, NPERNAIHINENHNIG LNK OAHOGAIONONO NDWMEHOHNR, HE

AN HCNCNLIOMATRCA NOATOPHD. HECOBMORENNE ZIHHON MOD

NPEAOCTOPCIKHOCTH MOAET NPHBECTN K MHEMUMPOBaHNO MMBO PASPYILLIEHAK

KOMNOHEHTOS £ PHCKOM HX NOCHBAYIOWIOR SCNPILINN WIW NPOFNATLIBANUN.

& HS NP0BBsNOCTE WMINIRHTATE MOTYT NOBANATL TAKNS (HAKTOPE, KK

KANKYECTEO W KIYECTBO KOCTH, NOKANLHLIE HIKDERLNM, HAPYILSHNS

HENANGHOMD SENMBNEHIN, & TAONE NPEKASSPEMOHHRR HAIPY KA.

YenownHosty SIiBNsHING # OCTEOHTANPALM MOTYT NPENRTCTEORTS

CABAYIUNG LHEKTOPD

« Bocnansnua, onyxomm, ASCUSCCR MM CTM B OBARCTH YOMOCTH

e HOAOCTATOMHEN BOHICOTA WA LIMPHHA KOCTH

*  HBpGCTATONHOR NOKPLITHE MATINX TKAHEH

= MpeawecTpyioume TOPRNBETHYSCKOS CONYNAING & OGNICTH
PBCTARDALMN

o HAPYILCHIA B JNHAAENNN KOCTER ¥ PEH (HENPAMER, NN
HOKOHTPONNPYSMOM Anatiere)

o AYTOWMMYHHLIE 30601 88MMA

¢ HENONTPOSNHPYSMLI® NBPEBYHILIMONANRHIE NDNEEMIW (HANPHIED,
Gpyxcwae)

e HefOCTATCMHAA FRIWEHA NONOCTH pTa
»  YpeaamepHos ynotpeSneiine ankorons
*  Kypeswe

Homonarennbini¢ poaKumun
K HENSNRETENbHM PERXLIHAM, ROSHAMOLNIM BO BPOMA WIN NOCNO
ANINAHTONMOIMYECKONO REVSHNR, MOTYT CTHOCHTHLOR:
& ANNEprnuacine DOSKUAN RITH MNSDUYECTINTANLHOCTE K NCNONLIPEMLIN
MATEPHRANAM (CM. PAIAGN sMaTepuans)
o  BALiXAHHS N NPOFNETHBAHIE KOMNOHEHTSS
o YYPara mmanmTaTa
o JIOKENLHEA WITH CRCTENHES NHIDELLMA
*  YIDaTA KOCTH 8 PEIYNRTATE MEXENNUSCKON (HAROIPYINA
o MONOMKA NN NOBPEKASHIE NMIUIBHTATOR, KOMNOHOHTOR NPOLIECCa
IAWMENEHIN, OPTONBAMMACKIX EOMNOHEHTOS WNU NPCTEIE
HooBx0awMoCTh YABNEHRE ¥ 3AMOHL UMINSHTETE
»  OCNBONEPBLIIOHHLA ANCKOMPOPRT, B TOM YHCNS:
¢ oTeK

¢ (EMETOMS,
¢ SPEMEHHOR HEDYLLEHME WEBATANNHOMN YNKLIMK;
»  Bone;

& SCTETHNECIME KN DYHRLINOHATNHBIE OCNCORHUR

D L RSN

TTRRBE HA KINBHIHER COXDEHEMM,
rhuwymmnrn»uw»aw

o oh A W' Sirona

Cocronime wadopmapme.
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PyKoBOACTBO NO NPUMEHEHUIO

Hbopuaimn 0 MPT-Sesonachocte
He nprmerimo ann wadnous SmantFix (SmantfFix Guide)

MOWATOBAN UHCTPYRLNA

Npawasaios: YORANTECH, MTO BLA UACTH COBIHY BO BPEMA HWEINNLINBRHNA.

1. MocNe NOQHATIAA A3LMKA NOETOTOBLTE CTAGRCTHS ANA NRHA WEENoHR
SmanfFix (SmartFix Guide).
CPNEHUPYRTE COOTRMTCTRYIOLHIO OXKNIOIMOHNIID NAGCIOCTD WalNoHS.
2. MPOCOSPANTE NO CPRAHNE NN HE PEXONEHAYEMYID MIHUMANDRYID
rnyGuty 10 MM, UCIONbIYR CBEPIIO ARBMETRIOM:

o 1,9 wm ans PrimeTaper
» 2,0 u arm OmniTapar

3. CobGepura watinon SmartFix (SmantFix Guide).
Mocne 1-2 oBoporos SHNTH 3 YECTN NORASEXHSAITCA BMECTS.

KPONENHONO

Wabnony SmartFix (SmartFix Guids) MoOsHO NPEABARWTENRHD NPWIATE
chopMy 38 NPEASEMN POTORON NONOCTH, W B0 CNEAYST ASANTHOORATE K
FOAM3NE 2YCHON LYTH WHA BWL YAIRHOMD ELMeHTA.

4. Ycranoswre nui waGnona SmartFix (SmanFix Guide) 8 npocaepnesiiom
oTBepCTIN.

5. 3aTAnNTE spyMI0 KPEneNtitil BewT, YTolul J8KpeniTt wetnon SmartFix
(SmartFix Gddo) & HEOGXORUMOM NONONENNK.

6. B0 2paMA COORNOHIA HCNCNLIYHTS YNORME OTMETIN HE WalnoHe
SmartFix (SmaniFix Gukis) ann oprenraposabns.

Nocnegyouee HaGmoaeHne
Y e T T mwﬁnmwmm NONOCTA PTS,
Q TAINS NPOXOJMTE PECYRADMLIE KOHTPOMLHLIA DECNAJOBMHNA,

DoPiil NOCTABKN ~ YCNOBRR XPAHSHMA = YTHIHIAUNR

KomnouenTsl AGIDKN XPEHVTRCA B 3SNSUATANHELX OPHIMHANLHLIX
CYXOM MOCTE NPN XOMHATHOR TOMNBPATYPE, TO 8CTL 18-25 °C.
Anm yTHIM3ELM YREKOSEM ¥ MALENWR COBMIARNTS ASRCTRYIOUNS &
HECTOALLSS BLSMA HAUNOHANBHLKE PSS YTWRIALMU STXOATS B Baien
CTpane,

Knace MagmuuHcin 0TX0008 § cooTaeTcTomt ¢ CanlnH 2.1.3684-21 -
Wcnonsiosasneix M - xnace B;

He wcnonbacaasix MiA- knacc A

Mavepsan

Hepxanpsowan cTane 1o CTanaspTy ASTM-F890
CHINCTER N CTOPHAHIRUMA

YNaKDakax s

BAXKHO: Mepes weNONLIOBAHWEM 6 KITHHWNOCKOR MPAKTHIE BCS KWMIOHENTE ¥
VHCTRYMOHTH, NOCTRBMSHKLIS B HOCTEPWILHOM COCTOAHM, CREAYET OUMCTHTY,

COBMPATIS UX ANA CTOPUIMSBLINN MONHO TONBID & CYXOM COCTORHM.

MPEnEEPHTENLHEN PDYWHER OMCTRS

FpySuie 3aTPRINEHNA HEOGROAWMO YARNATE CHE3Y (HE NGNS AFYX YBCOR)
DOC/E HCNCNLIOBAHAA MANKCH NORNOKOBOR WETROR AD NONHONO OTCYTCTANA
BHELLHKX NPHIHAKOR SEIDASHONNA.

YIuTpaisyxosan 04mcTea

Cneayet NPRASIKMBATHCA ATMTENLHOCTH BOINEACTENA W KONUSNTPALN,
YRASEMHLIX HUPMON-NIFOTOBNTENMEM NCNONBIYOMOD UNCTALLIETD CREACTEE.
ABTOMATHMECKEN NPOUSAYRE

Ann 3PRETUINOH BETOMETWECHOH NPOUSLYPY TPESYSTCH NPOABRPHTENLHAN
PYMHER OUNCTRE.

LiNn aBTOMATIVECKON NPOUSAYPL! CNBAYET RCTIOMEI0BETE NPELHEIHEEHHLIE
ANA ITOTO ANNSPATLE AN OUUCTEN W ASRIRDEXLIM, & TIMOKE CPEACTSA ANA
OMMCTIN M HBRTPaNUSAUMW. COGMIOAATE YRASAHNA PHPML-MANTOBUTENA
SANAPETE JNA CUACTEN W AEINHDEKLUM. FOINPOOATE H NPUMSHATS CPEACTEA
AN OUNCTIN N HERTRANMSALIN COTTACHO YKRASIHNAM W PAR-HITOTORNTENN.
POKOMENZYOTCA NPOTPEMME CURCTION C TEPMOABSHNGexLIeR (Ao 2 3000).
ANA CUNCTRI PEKOMENAYETCH HCHONBIOBATE BOAY ONPSARNBNIOND XIVOCTEA -
ARMHEPAMIIOBRHNIO BOAY HNH BOARY, COOTRATCTRYIOUYIO STOR CTRNEHW
WHCTOT.

CG“

Mllb
Dentaply implants Mamufacturing GmbH
Rodenbachar Chausaas 4, 63457 Hanau, Garmany

ey, dontaginmplants.com
wew.dentsplysirons.com
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METOR ABTOMETHYECKOR NPOUSAYDM OuIN YTREPKARH ANK CNYYAS
NPUMEHONRE CNEAVIOLMX METEPUANCSE W YCTPORCTS (Cornacho ISO 158083 w
AAM TIR 30):
o  ABTOMETWMSCKUN BIMAPAT 4NN DWICTIM ¢ ARINHGOKM TWIA G 7838 CD,
Miele & Cia. KG, Glitersioh
« [Mporpamma csmcTen VARIO TD
NPeasapuTSNBIOE NPOMKIBAHNE XONCAHOR BOA0N {4 M)
CuMeTXa 8 TeUaNe 10 MUK NPH TeunepaType 45-85 *C
HodTpanuaaunn (6 ww.)
TPOMEsKYTOMHOR NPOMLIBRHWE XANOAHON BOA0N {3 Mw.)
Tepmogaamihenma B Teuarne 5 Mui. npx TeMnepaTyps 80 ‘C (A; 2 3000)
Cyuiks 5 Tousrne 30 MEN, NpW TamnepaType 105 °C
* Yucrmuee cpeactso neodishes™ MediClean forte (0.5 %) /
HeRTPANNSYIOUIE® CPeACTEO neadisher® 2 (0,1 %), Dr. Weigert, Hamburg.

Yxon

Tepay CTEPUNRIBUNGH BCE NARONKA MAOGKORWEIO DCAMOTRETL HA NPEAMET
BRAMMLIX SIPAIHOHIA, YXYALBHIRA CBONCTE Witim opposun. CooBoe
BHUMAHUE CNEAYET YAGANTE TEKHM JHENMENTAM KOHCTRYKLIA, KBK KSHAN,
HECKBOHLIC OTEEPCTIA, PEInDS, NOAHYTREHNA K CONPUKBCIIOLNECS
NOBEDXHOCTH.

BrIyArHO NPOSSpaTe BRANMICTE i MHTSEMOCTE BCAX 0GOIHAYEHIS Ha
WIASWIRX. TIPOSSPETE CONPAAEMBE KOMITONSNTM HB NPEAMET NPABKALHOW
S0Pk W HYHRLMORBNGHOCTH, YOBANTECH, YTO IASTIHA C NOQBHKHEIMN
ACTANAMN PABOTMOT NCNPABHO. IPOBEPLTE XOMMMBKTHOCTL H LENOCTHOCT
NPEABAPUTENGLHO YCTAHORNOHHLIX KOMNOHANTOA.

YTHMIUDYITE HIAGNWA & AOHOKTIMM.
Cropunusagun

Crepwmanyad CRsayET NPOBOANTL B COOTBETTTENM CO CNEAYIOWBA CXOMONK:

1. MORrOTORKA K OTEPRITNISMK: SOTANY IANAMMHAPOSATE B
MPEAHESHEUGHHLIE AR ITCTO CTEPHNUIALIMOHIEE NAKETE, OACGPSNHNS
ANA NPOAIIN B USNAX HCNONSIORIHMA C PEXOMSHL YSMLIMK NAPEIETOAMMN
CTEDUMMIBLIMN. YIONOSKR JOMIHA COOTESTCTSOSATE TPEGOBANMS
cravasprod EN 1SO 11607, ANSUAAMI ST79 w AAMI TIR12.
Ha REEROM CTOPWITNMLIONNOM NHAKETE A0 PUCYTCTe0BaTE
WHANKETOP N AGTS CTRDMNKSBLMM.

2. NMapamatpat (corn. 1ISO 17885, EN 13080, EN 235 u AAMI TIR 12}

Mavor Cnoceld Toupaparypa { [anranusects | JRUTenstech.
Dovmmaiecron 134C 3, 20 M.
g (EC™) {mmm
NOARRBOMTENGHOS
EERYYWMOREH M)
NeparpaTeit | Derdtanmcios 122 4 N, 20t
nap yaanstme scaqyxs | 138 °C 3 M.
(npansapMTeNMHOe
BRCYYNMPOSRHWE)
Neperpenai | Yaaneiwe roagyxa | 121 °C 30 sami. 20 M.
nap TPEBNTEUMOMNNEIM
cnocoBost
* Yuosama ofanu
Somime NANET DOLS [] o
- Mo # cTpmmx EC ofy v TP 1YDF

L o el o
3. Yonosun xpaiennn; CTepunusosantbg KOMNOWEHTH CALYET XPAHWTD &
CyxOM N HEIBNBINEHNOM NECTE NP KOMNETHONR TEMNEPSTYPE.

RononHNTALHAN HNPOPMALRNN QAN NONLIOBATEIHH
Ecni Bol ananseTs na@opMaiineil 08 ONACHMIX 71N KNS WHLMASHTAX HIVK
COPLOIHOM YXYALISHIM COCTORKMA J0POBHA NALMSHTA, CBS3AHRHONC C
NPUMEHSHWON MoBOro U3 HBLNMX WIAENN, IPOCHM COOBUMTL 08 ITOM HAM W
COTPYAHIKAM KOMNSTENTHOS Opraka 5 Bawed crpave.

TOBAPHLAD IHAKN

BCE TORIOHDIO SHEKN 1t HIIBANIR KOMNMHUA RATIHOTCA COBCTIOHHOCTRO

COOTBATCTBYIOUMX SNAQENDIUSS.

mewwmnwmm Danisply Sirona mplants
HE HCNONLIYET CHMBONE ® M ™ B OCHOBHOM TEHCTS. TeM HE MeHEBE KDMNAHNA

Crentaply Sirona implents He OTKB3HBEETCA OT CEOWX NPAS HE TOBAPHIE JHAKN,

M ASHNMR SORYMEHT HE MONST GiiTh NCTONKOSAN PHIYS.

ST e ARMEeir NS ARSARILN L cad Gmeie s ba e

FIDASS 62 HAMBHDHIA COXDRHOHLL
NQmmmmmymmmmx

HaAce M. W Sirona
COCTONNE MDODMBLIN'
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PyxoBoACTBO NO NPUMEHBHMIO

» o ma orren ! Plad me ap i M Adme mewn s ameen e

YOnooKuA TPAHONOPTHROBKH

Hagenun CRAAYEY TPEHCNOPTIPOSATD W REPESOIMTE OCTOPONIO, # C
coBrnoa e ocoBuiX Mep NPESOCTOPOMHOCTH PN TRRHCNOPTHPOINE,
NPYMSHIGILIX X KIGKQOMY THIY MEZWULWHCKDND HARENNA, B ANANAIOHS
TeMNepaTYR OT <30 *C a0 +80 *C u OTHOCHTBNLHON BNAHOCTH A0 30 %.

Ycnosun axcanyaTaumu
CTOMSTONOMNECINE KIIMKMI it NAGOPRTOPIM.

OSnacYs NpUMSHSHNR
Cromsrononm. JyGHan RNMABHTOROMA.

Cpox rogHocTe
CpoK roasocT — 5 NET B OPHNHANSHOR YNAK0BKA.

FapaHTHR B2 CHCTOMY MMANANTATOR

LN NONYNSHItA NGIHON KDOPMALIN O FEDBHTHN KA UIZETIMA CHCTAMB! CW.
APOSHLIS (APANTHANGIS YCNIDBMA NA CWCTEMY RANUIANTETOR. {ds-worid fu)

AoCTYNHOCTL Nanenuit

BHUMAHME: He 5C8 SINMA, OTWICHHHN 8 RAHHOM MHCTRYRLNN, MoryT CuiTu
JRPOCHCTRHPORSHA / PAIPBWEHD! X OBPALIEHING / NILIBHIUGOBAHN HE BOBX
PR, [N GZHBKOMITOHMA C ADCTYNHLIN ACCOPTHMEHTOM NAZANNHE W WX
ONMCAHNEM, CM. ASHCTEVIOWMI KSTANO NPOAYKLENt 1 SPOWIOPH! MK CRANMTECH
C MOCTHIN Ohucom npoax Dentsply Sirona Anm nomyuesien NHOPMALW O

113035, r. Mocxsa, He8. OaunHemioackan, A. 18/1, cTp. 2, nomews. 3H.

Ten.. +7 (435) 725 10 07

BodCTRNTONLHO ANIA CROAYIOWINX MOAMLIMHCKNX KAASNHIH

= Poccom

lflm'rpyn.mrm AN CHCTaNL! ASHTANGLHLIX WeNaHTaTos Attra Tech Implant
System”, sapnanTe wcnonvenwit: EV, Profile EV, TX, PrimeTaper,

MHOTOPRIOBME
OOLACHHNE CHMBONOS
Cumaan HauMOHOERMINS CHNBONA
‘ Warotosurens N JaTa A3rOTORNSHWR
g MononbaoaaTs AC
e
Homep no kavanary
He crapunsHe

Ha HcnoNLINeaTH NPH NOMPERACHNN YTIAHOSIN

He RonycraTt SOISACTENA CONHEUHLTO CBRTA

Bepesn OF pnam

@ OBPSTHTECK K HHETPYKLMN NO APWMEHEHNG

CEICER msontommomncy

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Tom#0 No peueEnTy Bpass
(Bimmanne! B COOTEOTCTENN G 38XDHOLETONMCTIOM

NPOKIGOAKRTEC TOMLAD CTOMETONOAME N/TN
BPENEMN, HMBIOLMMM NHUSHING HA OCYILECTRNGHNEG
MOAPLNHCROR ASATEIIHOCTH, W50 N0 WX
NPSANNCAHND. }

&on CLUA, npoa o AANHOTO NPENAPETA MOET
ly

MaanuuHcine saganne

o b A P i 80— va e e s Cesmamas s

PG00 HR WIMBHONN CONDAHOHNI.
T10 38NPOCY MONND NAMYMTD IHETRYRLIAO HB JETYIIC

mm AHOM F16TONS LM MOrYT GiTe AOCTY TN Den tsp'y
FRSSS s - : Sirona

COCTOMME MGIOPUEIYM.
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( UVZ-Nr.; 234/2024 M
{
Vorstehende vor mir volizogene Namensunterschrift der Frau

t\ Alexandra Steinmann, geb. am 01.06.1973,
Senior Manager Quality Assurance and Regulatory Compliance,
i\ Sirona Dental Systems GmbH mit dem Sitz in Bensheim,
Q‘,geschﬁtsansassig in 64625 Bensheim, FabrikstraBe 31,

W durch Vorlage ihres amtlichen Lichtbildausweises -

\
|\
handelnd\\"r die Firma

DENTSPL§\\'{-pIants Manufacturing GmbH mit dem Sitz in
63457 Hanau\ N
\

wird hiermit begla:‘:l\pt

Die Frage des Notars rkgl einer Vorbefassung i.S. von § 3 Abs. 1 Nr. 7
BeurkG wurde van Frau Styinmann verneint.

Y

Die Unterzeichnende habe ich gema Art. 13 DSGVO Abs. 1 und 2
informiert. Sie hat sich mit der Ei icherung ihrer Daten einverstan-
den erklart.




/Meperos ¢ aHrNMACKOTO W HEMELIKOMD R3LIKOB HA PYCCKUA A3bIK/

HeHTcnnan
Cupona

BeHcxaiim, 27 mapTta 2024 .

B ®epepanbnyio cnyxby no Haasopy s chepe
anpascoxpanennn (Pocagpassanaop)

109074 Poccuisckan Denspaunn, MOCKsa,
Cnasmscxan nnowaas 4, crpoenne 1

Tema: *"Haflop MHCTPYMONTOB ANR CUCTEMBI SEHTANLHLIX HMNNAHTATOB, BAPUANTH NCTIONHENKA: Astra
Tech impiant Systom® EV, Profile EV, TX, mHoropaszopwe»

M, komnaHua Qextcnnail Umnnante Maydakuypunr TuGX, npeaocrasnsem cneayiowme
MHCTPYKLMM NO NPUMEHEHWIO N NOATBEPKAAGM NOGNHHHOCTD W TONHOCTL MHEPOPMALIMM B ROKYMEHTAX.

C yeaxeHnemMm,

— /Moanucy/.
Anexcangpa LLitalinmann (Alexandra Steinmann)

CTaplnit MeHegKep NO KOHTPONIO KBYECTBA W HOPMATUBHO-MNPABOBOMY PEryNUPOBAHHIO

DEHTCINNAA CUPOHA Umnnantc
DEHTCMNAA Umnnanye MaHydakaypunr MwGX
Popenbaxep Wocce 4,

63457 Xanay, Mepmanns

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HacToAwmuM YAOCTOBEPAETCA NMUHAR NOANKCH, NOCTABNGHHAR B MOSM NPUCYTCTEBUM
rocnomoft

Anexcangpoii LiTaiinmann (Alexandra Steinmann), gata poxaenua 01.06.1973,

CnasHbIM CNELMANKCTOM NO HOPMATHBHO-NPABOBOMY PEry/IMPOBAHMIO W KOHTPONIO

Kavecrsa,

Cwpona fleHran Cucrems MuOX, C 10puanseckum agpecoM b bexcxalime, cnyxeGHuld
anpec: 64625 Bexcxaitm, PabpuuTpacce 31,

- NOATBEPANBLUSH CBOX NUHHOCTL NYTEM NPEABLABASHIA OPUUNANBHOM

yaoOCTOBEPeHUA NMUHOCTY ¢ doTorpadmuei -

npeacTasnsowel unTepecs komnakuu AEHTCIMNAW UmnnaxTe
Manydakiypnir FMGX (DENTSPLY Implants Manufacturing GmbH), pacnonoweHHoi B
683457 Xanay.

B coOTBATCTBHU C NYHKTOM 7 NacTu 1 cratou 3 3akona PP «O6 yecTaHoaneHnn
oBasarensHoi hOpME AOKYMEHTALMW» HOTAPUYC 3aAaN NUUAM, OCPETUBLLWMCA K HeMY 3a
coBeplueHKeM HoTapManbibiX 26ACTBUA, BONPOC O TOM, HE BRICTYNAN NK OH B OTHOWEHWUIA
CAGNKM, ABNAICILOHCSH NPEAMETOM HOTAPHANBHOMD ABHCTBUNA, B KANECTBE, OTIIMMHOM OT
HoTapuyca. Ha aanHbiil sonpoc rocnoxa LiiraliMany oTeeTUNa OTPULATeNbHO.

A npouHdOopMHPOBANa HIKENOANUCABLISSCH NULIC B COOTBBTCTBWW C NyHxTamn 1 n 2
crateh 13 OGwero psrnaMeHTa No 3aumTe AaHHbix. OHa gana cornacue Ha XpaHeHwne
CBOMX AGHHBIX.

BexcxaiiM, 27 uapta 2024 .

Moanuce/
Mapuan KyuBupa (Marian Kuzbida)
Hotapuyc

Meuars: Mapuax KyuSuaa, Hotapuyc B Bercxaiim /

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MepeBof fAaHHOrO TEeKCTa BbIMO/HEH MHOW, NepeBogYMKOM VicHranvmeso JuHapoilt ApKagbeBHOI.

Poccuiickan Pepepaums
"opog MockBa

BocbMoro anpens e Tbica4n ABafLaTb YETBEPTOro roja

A, KButko ®efop AnekcaHaposuy, HoTapuyc roposa MOCKBbI, CBUAETENLCTBYIO
NOA/IMHHOCTbL NOANMCK NepeBoavrKa VicuHranmesoin AuHapbl ApKagbeBHbI.

Mognuce cienaHa B MOEM MPUCYTCTBUN.
JInyHoCTb NognucasLLEro JOKYMEHT YCTaHOB/IEHA.
3apeructpuposaHo B peectpe: Ne 62/137-H/77-2024- N ~
YnnayeHo 3a coBepLleHne HoTapuanbHoro geinctans: 400 py6. 00 kon.

®-A. KBUTKO

Bcero npowH”0oBaHO, NPOHYMEPOBaHO U CKpPenieHo ne

HoTapuycl "< AbAn
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