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PrimeTaper EV

Description of the System

The DS Implants system assortment comprises dental implants, cover screws,
transmucosal abutments, other prosthetic components, as well as surgical and
prosthetic instruments.

Intended Users
Users must be licensed dentlsts/physldans, be trained in implant dentistry, and
should be familiar with the OS impiants system.

Clinical Benefit and Patient Target Group

The DS implants assortment is designed for replacing one or more missing
teeth in patierrts 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 implant is compatible with the restorative assortment of DS system
products end the Astra Tech Implant System with the EV connection. The
components may only be used together with original products and instruments.

Purpose

The DS Implants assortment is designed for replacing one or more missing
teeth in patients to restore chewing function.

Description of the Products

PrimeTaper EV

The PrimeTeper EV Implant Is a screw-shaped dental implant with a defined
surface achieved through grit blasting, followed by a process involving
treatment in diluted hydrofluoric acid. There is a conical connection between the
implants and the abutmentsfor a tight end stable connection.

The PrimeTaper 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 ofthe bone.

Implants with a diameter of 3.0 mm, are not indicated for the replacement of a
central incisor, a canine, a pmmclar, or a molar in the maxilla as wdl as for
replacement of a canine, a premolar, or a molar in the mandible.

PrimeTaper Drills

The PrimeTaper Drills are used during imfrfant 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.

PrimeTeper Taps
The PrimeTaper Taps are used for widening the osteotomy in very dense bone.

PrimeTaper Radiographic Templates

PrimeTaper Radiographic Templates are transparent plaatic sheets with printed
contours representing PrimeTeper EV implants in different magnifications. The
magnificatiofis range is from 1.0to 1.S. The templetes are used as planning
aids.

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 applicalions in the
mandible or maxilia.

« immediate placementin extraction sites and in situations with a partially or
completely healed alveolar ridge.

« Especially indicated for use in soft bone applicalions where implants with
other Implant surface treatments may be less effective.

« Immediate and early loading for all indications, except in single tooth
situations on implant shorter than 8 mm or in soft bone (type 4]' iMiere
Implant stability may be difficult to obtain and immediate loading may not be
appropriate.

* PrimeTaper EV implants 0 3.0 are only Indicated for the replacement of
lateral incisors in the maxilla and the replacement of incisors in the
mandible.

PrimeTaper Diilla and PrimeTaper Taps

The PrimeTaper Drills and PrimeTaper Taps are used for the preparation of an
appropriate osteotomy for the implant and provide preparation variations to
meet different bone conditions at the individual Implant site.
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PrimeTaper Radiographic Templates

The PrimeTaper Radiographic Templates are planning tools used prior to
implant surgery. The templates are intended to be used together with the X-ray
ofthe patient'sjaw and helps the clinician in (banning 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 facilitates
parallelization of osteotomies.

Indications
Partial and total edentulism

Contraindications

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

* 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 illness

* Intravenous bisphosphonate use

« Implants wHh a diameter of 3.0 mm, are not indicated for the replacement of
a central incisor, a canine, a premolar, or a molarin the maxilla as well as
for replacement of a canine, a premdar, or a molar in the mandible.

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 suffocation or physical injury.
Cere must be taken to have control over small devices.

« Alergy or hypersensitivity to chemical ingredients of material used. Patient
health history must be carefully assessed.

« 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 8tron("y recommended that cliniciens always undergo special training
before starling up new treatment methods.

* Highly angled abutments on small diameter implants are not recommended
for use in the posterior region.

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.

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

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

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

* During preparation with drills the recommended speed must be used.

* Replece reusable drills and taps after a maximum of 10 reprocessing
c’es/patients or if they are damaged or dull.

« Fracture of mandible may occur in a very atrophic martdible. during surgery
or during routine oral function after surgery

« Fracture or damage of implants, headng components, prosthetic
componertts 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 treelment planning for implants shorter than 8 mm in length consider
the widest possible implant, atwo-stage surgicd approach and splinting of
implants. Closely monitor the patient for pert-implant bone loss or change in
the knplants' response to percussion. Ifthe 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 jaw-bone
growth and for pregnant women.
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cBobog, incOfTBU implant site preparelion. incorred metrument
ineiallalion torquo can reeuH tn failed implant.
«fll1lS o c» miendod for single use must not be re-used. Failure lo observe
tiu/ere”~ieo may prevent ossewolegration of an implarH or cause local or
infertion,

Quahly and quantity, local infectionB, disturbed initial haaUng or
1"msKire loading are aii factors, u”lch may influence implant survival.
lyyoMShi healing and oeseointegration may be negatniely Reeled by the
followingfactora:

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
m  Bone and wound healing disorders |e.g. uncontrolled diabetes)
« Autoimmune diseases
- Uncontrolled para-functional habits (e.g. bruxiam)
* Inadequate oral hygiene
* Alcohol abuse
*  Smoking

Adverse Reactions

Adverse reactions during or after implant treatment can be

« Allergic or hypersensitivity reactions to materials used (see section
'Uaterlal’)

« 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 arteria lingualis)

+ Postoperative discomfort such as:
= Edema
*« Hematoma
« Temporary local swelling
« Temporary anesthesia or paresthesia and masticatory impediment
« Pain

« Implant loss

* Peri-implanlitis =

* Local or systemic infection

« Bone loss as a result of peri-implanlilis or mechanical overload

« Fracture or damage of implants, healing componenls, prosthetic
componenta or prosthesis

+ Removal ar>d replacement of an implant

m  Esthetic or functional complications

MRI Safety Information

All DS ImplBrHs products which remain in (ha patient's body have not been
evitualed for safety and compatibility in the MR environment. They have not
been tested for heabng. mig/ation. or image artifact m the MR environment The
safely of the DS Implants in the MR environment is unknown. Scanning a
patient who has such a product may result in patient injury.

Step-by>Step Instructions

Preoperative planning

Each ptflanl must be carefufly evaluated from a general medical and from a
dentaVoral point o( vww. Before any treatment procedure begins, aH pathology
in the jaws and fameirrirg teeeh muil be resolved or be in the process of
hertng.

Clinical, radiographic as well es model analysis, are aH essential prerequisites
for the successful implant treatment. Pre-operalive planning should be based on
the expected rastoraUve treatment outcome.

PrimeTeper Radiographic Templates can be used as a planning aid in
conjunchon vAth an X-ray. The X-ray ii placed on a light box and the
appropnatetemrMe is placed over the X-ray. The clinician can then select the
most suitable implant position, direction and size.

NOTE:

Double lines under the images of implants
mean the maximum additional drilling depth
due to Drill Tap (1 mm).

Preparation of the implant site

Prepare the implant site according lo chosen surgical procedure and implant
size.
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Removal ofthe sterile drills and taps from the blister
1. Open the outer blister packaging.

2. Pour outthe inner blister onto a sterile area.

3. Secure the drill ortap by squeezing the blister.

4. Expose (he shaft by bending the top of the blister.

5. Engage the drill or tap with the contra angle.

6. Follow the recommended drilling protocol below.

Recommended drilling protocol

NOTE; [ ]

« Drill at a maximum speed of 1500 rpm under profuse irhgation with
physiological saline solution.

* Usethe taps at a maximum speed of 25 rpm.

« The appropriate implant site preparation requires sharp drills and taps.

* The 2 mm mark on the drill indicates the height of the micro-threaded
portion of the implant.

m & v, s A
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« Figures 1-7 referto dnll numbers

« ‘j 1" refers to cortical preparation only (mandatory)

« +Very dense bone (t"e 1)' - screw tap available, used after cotlicel
preparation

* Verytoft bone (type 4)' - Incase of very soft trabecular bone, as final full
dep” drill, use one size smaller drill than in the recommended protoool, and
finalize with cortical preparation

Considerations for special clinical situations

o]
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5 additional drill diameters (0 2.65, 0 3.25,0 3.S5, 0 4.45, 0 5.05] are
available for (inetuning the osteotomy diameters compared to the recommended
protocol, if required

« aslight under-preparation

« a slight widening ofthe osteotomy

Finalize the osteotomy with cortical preparation ] [

Extraction sockets

Use drltling sequence for very soft bone (final full depth drill one size smaller
than in the recormnended protocol), or aKernalively, one half size smaller than
the recommended protoeti

Narrow crest

Atap may be used in case of contact with lingual/buccal cortical bone during
osteotomy preparation.

Short implants

For 6.5 mm implants consider using, as final fuli depth drill, a drill that Is one
aze or half a size smaller than in the recommended protocol

In dense trabecular bone

Use atap or afinal full depth drill one half size larger than in the recommended
protocol.

Subject to change without pnor notice.
Other languages are available upon reiiuesi

Dentsply
Sirona

Not all products are available In all countries.

Status 0/ inlormatlon.
IFU 7002-EN_RU Rev 002 P 2023-07

2(4)



for Use

Indicator
**"*eLmeTspef Oirectw" Indicator Inthe osteotomy after preparation,
= in* t and 3 respectively, to check direction and Wfacilitate

"“Jiiwee" osteotomiea

oeteowmy depth u»ne the Depth Gauge.

OP*h the packaging including the blister.

Drop the stente inner contaner onto a sterile area.

2 Remove the cap from the contamer using a twisting motion to expose the
(Op of the impiani.

4 Attach the appropriate Implant Driver EV to a contra-angle or a surgical
driver handle.

5. When picking up the Implant, make sure the implant driver 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 at low speed (2S rpm) under profuse
irrigation with physiological saline solution.

7. Allow the Implant to work Its way Into the osteotomy until the top of the micro
threaded part is flush with the bone level.

N

NOTE: Avoid applying unnecessary pressure.

8. For the final seating, use the Torque Wrench EVwith the Torque Wrench
EV Surgical Driver Handle and the appropriate Implant Driver EV.

NOTE; Do not exceed 45 Ncm when installing the implant. If not completely
seated before reaching 45 Ncm, reverse/remove the Imi*ant and widen the
osteotomy appropriately. Mis recommended to have a titanium forceps available
in case the implant driver does not provide sufficient carrying function during the
removal procedure.

PosNoperative care

Instruct the patient regarding the need for regular oral hygiene. For the first
7-10 days post-op, oral hygiene car be supplemented by a suitable enti-
microbial rinse. Mechanical loading of the implant site should be avoided In the
post-operative period, A rained provisional restoration can be worn lor esthetic
purposes.

Follow-up
After treatment is completed, regular foliow-up examinations are Important to
maintain health.

Delivery - Storage - Disposal
NOTE; Inspect stenle 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

The PrimeTaper EV Implants are delivered sterile and are intended for single
use. The PrimeTsper EV Drills and Taps are delivered sterile. The products
are sterilized by e-beam irredistion.

The Depth Gauge Is delivered non-sterile.

The Depth Gauge, the PrimeTaper Direction Indicator and the PrimeTaper
Radiographic Templates are delivered non-sterile.

Packaging

PrimeTaper EV Implant

The PrimeTaper EV Implants package comprises of a cardboard outer box
containing a plastic blister which Is sealed by afoil. The foil of the blister serves
as a sterile barrier and the content of the blister Is sterile (single sterile-barrier
system). Inside the blister there is an inner package containing the PrimeTaper
EV Implant.

Do not use the PrimeTaper EV Implants after expiry date or if the blister is
damaged. Do not use PrimeTaper EV Implants if the blister was unintentionally
opened before use.

PrimeTaper Drills and Taps

The PrimeTaper Drills and Taps package comprises of an inner blister that
serves as a holder for the drill or tap and an outer sealing blister. The foil ol the
outer blister serves as a sterile barrier and the content of the blister Is sterile
(single stenle-barrier system).

The drills and taps can be used beyond the expiry date or in case the bllater
was unintentionally opened if the cleaning and sterilizab'on instructions are
followed. However, do not use tne drills and laps if the blister Is damaged.

Storage

Store the products at room temperature m the original packaging under
conditions normal for dental practices (from *18 to +25 *C and relative humidity

CEICE
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from 10 % to 90 %). PrimeTaper Drills should be stored at temperature from
+10 'C to +46 "C and relative humidity from 10 % to90 %.

Disposal

For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations In your country. Instruirients 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.
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 laps after a maximum of 10 reprocessing
cydes/palients or If they are damaged or dull.

Material

Product
PrimeTaper EV Implants

Material

Titanium Grade 4 acc. to ASTM-F87

PrimeTaper Drills Stainless Steel acc. to ASTM-F899 with TIN Coating
PrimeTaper Taps Stainless Steel acc. to ASTM-Fssg

PrimeTaper Radiographic Templates  Polycarbonate Foil

PrimeTaper Direction Indicator THanium Alloy (TI6AI4V-EU) acc. to ASTM-F136

Cleaning and Sterilization

PrimeTaper EV Implant

Not applicable.

The product is sterile.

The product is for single use only.

PrimeTaper Drills and Taps
All drills and the taps can be used tor a maximum of 10 cases.

PrimeTaper Radiographic Templates
The templales can be cleaned with common cleaning liquids.

Automated Procedure

IMPORTANT:

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

a Do not use ultrasonic cleaning tor the Implant Driver EV.

« Dnlls must be kept separated from each criher 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 tor mechanical cleaning. The instructions from the manufacturer of the
washer disinfedor must be followed. Cleaning and neutrelization agents are to
be dosed and used in accordance with the manufacturer's instructions. A
cleaning program with thermal disinfection (Ao i 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 malerlMs
and devices (acc. to ISO 15883 and AAMI TIR 30):
* Washer disinfector, type G 7836 CO, Miele & Cie, KG, GiJtersloh
m  Cleaning program VARIO TD

Pre-finsing 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 2 3000)

Drying 30 min at t05°C
« Clearring agent neodlsher* MediClean forte (C.5 %)/neutralizetion agent

rwodisher® 2 (0.1 %), Dr. Weigen, Hamburg,

Maintenance

Before tterillzeuon, "1 products should be inspected with the naked eye for
visible soil, irr*aiiments and/or corrosion. Parlicuiar aHention should be paid to
de«gn toatures su” as channeis, blind holes, threads, undercuts and mating
surfaces.

Check all markings on (TOducts for visibility and readabikty by Inspection with
the naked eye. Check mtfching oomponerris for propw assembly and
functionality Check products with movable parts for correct opwation. Check
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Instructions for Use

pre-mounleci components for completeness end integrity.
Dispose of effective products.

Sterilization

Stefilizatton is to be performed corresponding to the following scheme

1 Preparation for starllization: Place components ma sterilization pouch
which is legally marketed for use with the recommended stenlization
parameters. Packaging must comply wrth the requiremente according to £N
ISO 11607. ANSI/AAMI ST79 andAAMI T1R12.
Every sterilizelion package must have a sierifizallon indicator and
stenlizabon date.

Method  Cycle Temporetuia Sxpoeuro Time* ~ Dry Time

Steam Oynemicar removal 134'C 3mm 20min

fEir-1 rorevacuuml )

Sletm Dynamic air removal 132'C 4 mw 20min
loraveaiuml 135*C 3mm

Stean Gravity dttolicamem  121'C 30 mai 20 mai

* Wrvntiffl avpceu®i *T 1 mt oo>Ming t *n««are long*'ano may 3">NoeCHie«

**EU ewTBTBY arc requiradtd um tnese ettamvet”~zsVo” pvameteii

3. storage; Store the slenlized componems dry and dust-free at room
temperature.

Transportation Conditions

Products must be transported and carried with care in accordance with the
special precaution measures applyingto each type of a medical product, at
temperatures ranging from -SOto +50 *C and a relevant humidity from 10 % to
95 %.

Operating Conditions

Dental practices and laboralones

Can only be used by dentists | physicians who have been trained accordingly.
For medical produds which remain in the mouth (for example, implants,
abutments):

Products may be operated 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.
Sheif irfe ISindicated on the labeKng.

Implant System Warranty

For firf imfriant systems warranty information, refer to the detailed terms and
conditions.

Product Availability

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

Documentation

To ensure traceability, we rocomrrrend thatthe removable label on the blisteris
attached to the patient record.

Trademailfs

All trademarks and company names are the property of (heir respective owners.

To improve readability for our customers DS Implants does not use mor  in

.iunelmu ZarBG PiDenielectienandpicDaret: m | iKM™'legrked nosPwn ae**93-JQ3 Chcag:
Cjncnsrce”util 1865 LekIMHM'Ztrti 1Ne
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body copy. However. Dentsply Sirona Implants does not waive any right to the
trademark and nothing herein shall be interpreted to the contrary.

Authorized Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC
11503S, Moscow, Ovchinnikovskaya embankment. 18/1. bid. 2. premises 3N
Tel. +7 (495) 725 10 87

Valid for registration (Russia)
Dental implants PrimeTaperEV
Dental drills, sterile, multiple use, for dental implant systems with accessones

Explanation of Symbols

Symbol Title

Manufacturer and Dale of manufacture

Use”by date

ILOT Batch Code
REF Catalog Number
""_"'I"D Sterilized using irradiation

Do not restenlize

Do not n-MseJ Single use/ Use only once

Do not use if package is damaged

Consult Instructions for Use

European conformity (CE) mark

Presenption only
U.S. Federd law restnets this device to sale by or on
the order of a licensed dentist or physician.

Medical Device

Single sterile bamer system
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rpykuma no npuMeHeHuo

(Cuctema geHTanbHaa PrimeTaper

OnuncaHne cUCTeMbI

ACCOPTUMEHT CUCTEMbI UMNNAUTBTM DS BMI0YBET AEHTabHbIE UMNAHTATbI,
BIHTbI-earnyLK1, TpaHCMyKoaasibHble abaTMEHTBI U ApYrue opToneAnyeckue
KOMMOHEHTbI, @ TaKKe XUPYPrUYECKUE U OPTONEAUYECKUNE UHCTPYMEHTBI.

MNpegnonaraemble NONbLIOBBTENN

MonbaoaatensiMu AaHHbIX U3AENUA AOMKHBI BbITb TMLEN3UPOMHUbIE
Bpauu/cTomartosior, o6naganLume HaBbikamu paboTsl a AeHTaNIbHOM
MMMNIAHTONOMMU U 3apaHee 03HAKOMJ/IEHHbIE C CUCTEMOI UMNNaHTaTos DS,

KnuHunyeckasi nonb3a v Lenesas rpynna nayMeHTos

AcCcOpPTUMEHT MMNIaHTBTOB DS pa3paboTaH A5 3aMeHbl 0AHOTO Un
HECKOJIbKNX OTCYTCTBYHOLNX 3y603 Yy nauneHToB C Lue/ble BOCCTaHOBNEHNA
xeBaTenbHOl yHKUMK. Lieneaoii rpynnoii nauneHToB ABASIOTCA NnLa C
NOMHOCTHIO CCHOPMMPOBABLLEICA YENOCTbLIO, He UMEILLME HW OHOTO U3
NPOTUBONOKB3aHUA, CBS3aHHbIX CAEHTANbHON UMNNaHTaLMeR.

CoBMeCTUMOCTb

VIMnnaHTaT cCoBMECTUM C acCCOPTUMEHTOM OpTONeANYecknx u3genuii cuctembl
DS. a Takxe Cc cucTemoli uMnnaHTatoB Astra Tech Implant System ¢
coepvHeHveM EV. KOMNOHEHTbI MOTYT MCMO/b30BaTLCA TO/IbKO BMECTE C
OpUTMHATbHBIMU U3AENVUAMU U NHCTPYMEHTaMU.

Ha3HaueHue

Cwuctema nmnnaHtatos PrimeTaper EV paspa6oTaHa ANns 3aMeHbl O4HOro U
HECKOMNbKMX OTCYTCTBYIOLLMX 3y6OB Y NaLWEHTOB C Lienblo BOCCTAHOB/IEHUS
XeBaTesIbHON dhyHKLMN.

OnwuncaHvie nsgenvi

MmnnaHTat geHTanbHbll PrimeTaper EV

PrimeTaper EV — ato ieHTanbHblii UMNnaHTaT B hopme pe3b60BOro ankra,
BbIPQKEHHAS LIAPOX0eaToCTb NOBEPXHOCTU KOTOPOro AocTuraetca 6narogaps
TBXHOITOMMM NecKoCTpyiiHOV 06paboTku 1 nocneaytoLLeii NoAroToBKe a
pacTeope hTOPUCTOBOAOPOAHON KUCMOTbI, MNAaHTaTbl COEANHATCS
abaTMeHTamu NOCPeSCTBOM KOHUYECKOW KOHCTPYKLMM, o6ecneunBatoLeit
npoYyHoe 1 Ha,CI,E)KHOE'erﬂ}'IeHVIe.

MmMnnaHTat geHTanbHbIli PrimeTaper EV o6nagaet BHyTpeHHeli reomeTpueii ¢
KOHWNYeCKO N NHAEKCMPOBaHHOM KOHUrypalmeli 30Hbl CoeNHEHMS,
€03MOXHOCTb NoAbopa MMNNAHTaTOB B 3aBUCUMOCTW OT TO/LLMHBI U (DOPMbI
KoCcTn focturaella 6narogapa pasHoobpasuio ux AnamMeTpos W A/INHBI.
MmnnaHTaThl guameTpom 3,0 He npefHa3HayeHbl 415 3aMeHbl LLeHTpasibHOro
pesua, Kblka, Npeblonspa uan Monspa Ha BepXHeli YencTu, a Takke Ans
3aMeHbl Knblka, npemMonspa nan monspa Ha HWXKHE YenocTu.

Csepna PrimeTaper

Csepna PrimeTaper ncnosib3yloTcs B X0fe onepawiu no ycTaHoBke
MMnaHTaTa cornacso NPoToKoy ceepneHns. Ceepria CHaBXeHbl lasepHoit
MapKuUpOBKOiA, ykasbiBaroLLeil Ha rMyGuHY caepnBHUB. 1 NOMETKamMu
COOTBETCTBYILETND ANAMETPA, a TakKe UMEKT coeAnHeHne RA ans
BCTaB/IEHUA B KOHTPYI/10BO HAKOHEYHWK.

MeTunkun pe3bbbl PrimeTaper

MeTunku pesbbbl PrimeTaper Mcnonb3yTca ANs paclimpeHns
0CTa0TOMMNYECKOTo OTBEPCTUA B OYEHb NAIOTHOM KOCTW.

LLla610Hbl MMNAaHTaToOB PEHTreHonornyeckne PrimeTaper
(PrimeTaper Radiographic Template)

LLla6noHbl MMNNaHTaToB peHTreHonornyeckne PrimeTaper (PrimeTaper
Radiographic Template} — 370 npo3payHble MCTbl NOTU3ITUNEHOBOI NIIEHKN C
oTnayeTaHHbIMW Ha HAX KOHTYpamu, KOTOPbIE MPEACTABNAIOT UMNIAHTATbI
PrimeTaper EV B pa3nuyHbix MacwTtabax. CTeneHb yBennyeHus sapbupyetca
B AnanasoHa ot 1,0 go 1,5, Takne WwWabnoHbl BbINOMHAT (PYHKLWIO
BCMOMOraTe bHbIX NPUCNOCOGNEHUI ANA NAaHUPOBaHNA.

CE/CEL

W I NpensaoanTens:
Otntsply Implants Uanuractvilng OmPH
Rodwbatiw Chwasae 4. B3a&7 Hanau. Garmeny
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Dentspiy
Sirona

[nsi 03HaKoMNeHus ¢
VHCTPYKUMSIMU MO
MCNOL3I0MHNIO U FrioccapremM
CUMMJI0B NepeiauTe Ha caifT

Moka3aHus K NPUMEHEHUIO

MmnnaHTaTtbl geHTanbHble PrimeTaper EV

MMnnaHTaTthl NpeHasHayeHbl Kak Ans 0HOSTaNHbIX, Tak U AN ABYX3TanHbIX

XUPYPrMYecknx BMELIATENbCTB B CAEAYIOLNX CyYasX U CO CeayoLumm

K/IMHUYECKMMU NPOTOKONaMu:

¢ 3ameHa OTCYTCTBYIOLIMX 3y60B NpoTe3amu O4HOr0 UAN HECKONbKNX 3y60B

He HWXHel unu BepxHei yenoctu;

HEMe/IeHHas yCTaHOBKa a NyHKW Noc/e yaaneHns 3y6oB v B cnyvasx

4acTUYHOTO UMM NOJTHOTO 3aXUBNEHUSA aNbBEOIAPHOTO OTPOCTKA.

0cob6eHHO pPeKoMeHAYyTCA ANA NPUMEHEHUA a KOCTn HU3KOM N/IOTHOCTH,

KOrga UMnaaHTaThbl ¢ Apyroii 06paboTKoi NOBEPXHOCTW MOTYT 6bITh MEHEE

3hPeKTUBHBI;

HeMeA/IeHHas U paHHAS Harpyska npu no6bix nokasaHusax, Kpome

O/IMHOYHbIX pecTaBpauuii Ha UMnNAaHTaTax kopoye 8 MM UK B KOCTU

HW3KOI NNOTHOCTM (Twn 4)', Korga cTabunbHOCTb UMNIAHTaTa MOXeT

AocTuratbCsa € TPYAOM N HEMeA/IeHHaA Harpyska MoxeTt 6bITb HE

pekomeHaoBaHa.

* HasHauyeHue umnnaHTaToB PrimeTaper EV 0 3,0 orpaHuunBaeTcs
YCTaHOBKOV GOKOBbIX Pe3L0B BEPXHENW YENHOCTU W Pe3L0B HUXHEN YentcTn

Ceepna PrimeTaper n metunkn pe3bbbl PrimeTaper

Csepna PrimeTaper n metunku pesbbbl PrimeTaper ncnonb3yTcs gns
npenapupoBaHsi COOTBETCTBYIOLLLETO OCTEOTOMUYECKOrO OTBEPCTUS AN
VMMNaHTaTa 1 BbINOJIHEHUS! Pa3/IMYHbIX BAPUAHTOB MpenapupoaBHus ¢ y4eToMm
KayecTBa KOCTU a KOHKPETHOM MecTe UMNIaHTaLuu.

Lla6noHbl MMNNaHTaTOB peHTreHonorudeckne PrimeTaper
(PrimeTaper Radiographic Template)

Lla6noHbl MNNaHTaToOB peHTreHonornyeckne PrimeTaper (PrimeTaper
Radiographic Template) ssBNs0TCA MHCTPYMEHTaMu ANSi NNaHNPOBaHWSA,
1cnonb3yembiMu repes, NpoBeAeHneM onepaLun no ycTaHoBKe MMMaHTarta.
371 WabnoHbI NpeAHasHaueHbl ANA NPUMEHEHUA B CoYeTaHum ¢
PEHTFeHOBCKAM CHUMKOM Ye/IlCTU nauneHTa. OHU NomoraoT spady
CNNaHNpoBaTh ONTUMasIbHOE PacnonoXeHue, HanpasfieHne 1 pasmep
umnnaHTara.

MHavkaTop HanpaeneHus nmnnaHtTatos PrimeTaper (PrimeTaper
Direction Indicator)

MHpavkaTop HanpaBnexwus umnnaHtaTos PrimeTaper (PrimeTaper Direction
Indicator) cnyXuT 4Ns n3mMepeHns paccTosHUs Mexay 0CTe0TOMUYECKUMU
OTBEPCTUAMU, NPOBEPKN HanpaB/1€HUA OCTEOTOMUN N obneryenuns
nepasnnenusauny npoueayp ocTeoToMUu.

Noka3zaHusa
YacTnmyHoe unam nosHoe oTCcyTCTane 3y60a

MpoTrBonNokasaHnA

Annepruyeckue peakuun uam rmnepyyscTanTenbmMocTb K MCMOSb3yeMbIM
matepvanam (cm. pasgen “Marepuan”)

*  VHdapkT Muokapaa B HefjaBHeM aHamHese (< 3 mecsua)

L] |/|HCyJ'IbT B HeJlaBHEM aHaMHe3e

Onepauusa No NpoTe3npoBaHNI0 CEPAEYHOro KnanaHa B HefaBHem
aHamHese

« [emopparnyeckuii gnates

* WmmyHocynpeccusa

AKTUBHOE /leYeHe 3MnoKayBeTBEHHOMN orryxonu

m  CepbesHoe HapyLlleHne PYHKLMN neyeHu

« T[lporpeccupytoLias nHpekums

. HapKOTMHECKaﬂ 3aBMCUMOCTb

. I'Icmxmanmuecxoe 3aborreBaHune

* BHyTpuBeHHOe BBeaeHue GuctocdoHaTos

MmnnaHTtaTebl AgnameTpom 3,0 He npefHasHayeHbl 415 3aMeHbl
LeHTpasibHOro pesua, Kblka, NpemMosisipa Wan Monsipa Ha BepxHei

MpaBa Ha U3MEHEeHs CoxpaHeHb!
Mo 3anpocy MOXHO MOMYU1Tb HCTPYLLMK Ha APYTAX
A3blkax

9 TOM WM UHOM PETVIOHE MUPA MOTYT BbITb JOCTYMHbI
He eca nagenus

Dentspiy
Sirona

CocTosiHMe MHChopuaLmm:
IFU 7002-RU Mocnep pes 001 A 2023-07
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YAYKUMS 10 MPUMEHEHMIO

a Takke 419 3aMeHbl Kblka, NPeMOoiApa UM Moisapa Ha HUXKHel

AAMOTPM«MLW A

' MpoBEAEHNE XUPYPTUYECKUX ONepaLuii B pOTOBOIA NONOCTU U
CTOMATO/I0rMYEeCcKoe NPOTE3MPOBAHNE CBSA3AHbBI C PUCKAMMU 06LLUX OCIOKHEHUI-

MaumeHT MOXeT NPOroTUTL UK BAOXHYThL CyvaiiHo ynaslune
KOMMNOHEHTbI, YTO MOXET NpuBecTn KaCde/IKCI/IVI nnun TenecHomy
nospexzenunto. C MenkuMn npeameTami Heo6xo41MMo obpalaTses
OCTOPOXHO

BO3MOXHa anneprus unm runepuyBCTBUTENLHOCTL K XUMUYECKUM
MHIpeANEHTaM 1CMosb3yemMoro matepuana. Heo6xoAMMO BHUMATENLHO
N3y4nTb UCTOPULO 60ne3Hun nauveHTa,

HenpaBunbHble NnaHMpoBaHue, NOAroToBKa yvacTka v Bbl6op rny6uHbl
YCTaHOBKM MMMNIaHTaTa MoryT NpMBECTU K MOBPEXAEeHNI0 HEPBOB,
KPOBEHOCHbIX COCY/10B, 3y60B, YEIOCTHOW KOCTW U/IU raiiMOpOoBOiA Nasyxu.
HacTosTenbHO pekoMeHAyeTCs NPOXOANTL CneunanbHoe obyyeHue nepeq,
NpYMEeHeHNeM HOBbIX METOL0B NevYeHuA.

ABGATMBHTbI C 60N1bWINM YIrNoM Hak/ioHa Ha uMmnaaHTarax Masioro gnameTtpa
HEe peKoOMeHAYTCA K NPUMEHEHNIO B 60KOBOM oTaene 4yencTn

Mepbl NpeaoCTOPOXHOCTU

¢

Mepes, BbINOSHEHNEM KaX 0 Npoueaypbl cresyeT yb6eauTbes, 4To BCe
HEo6X0AMMble KOMMNOHEHTbI, UHCTPYMEHTbI U MaTepuasibl AOCTYMHbI B
TpeGyeMOoM KONIMYecTBE U NOSTHOCTLI0 NPUTOAHbI K MPUMEHEHWIO,
Pacnonoxure nayneHTa Takum 06pasom, 4To6bl 0NaokCTh BAbIXaHNS
KOMMOHEHTOB Obl1a cBeAeHa K MUHUMYMY,

Bce KOMMOHEeHTbI, UCMO/b3yeMble BHYTPWU POTOBOI NOIOCTY, AOKHbI BbiTh
3agmKcMpoBaHbl BO N36exaHune Ux BAbIXaHWs UW NpornaTbiBaHns,
HenpaBunbHblii 0T60p/aHanva nauveHToB, a Takke HecobnogeHne
noLIaroBbIX MHCTPYKLMUIA MOTYT NPUMBECTU K HEYAAYHOMY pe3y/ibTaTy unm
noTepe OCTEOUHTErpaLum.

Bo Bpems npenapupoBaHns ¢ NpUMeHeHneM CBEP/T HEO6X0ANMO
npuaepXnBaTbCs peKoMeHayeMoii CKOPpOCTN BpaLeHus

3ameHsiiTe cBep/ia U METUMKN pPe3b6bl MHOTOPa30BOro NPUMEHEHUs nocrne
makcumym 10 umknos 06paboTku/nauneHToB, a Takke B Cryvae nx
NOBPeXJeHNa UK 3aTynneHuns.

Mpy 3HaUNTENbHOR aTPothK HUKHE YeniocTu cyllecTByeT puck ee
nepesioMa BO BPEMSI XMPYPruyeckoii onepauum uam nocne Hee.
Heb6naronpuaTHble yCIOBUS Harpy3kin MOTyT NPUBECTM K NOSIOMKE AN
NOBPeXAeHUI0 UMMIaHTATOB, KOMMOHEHTOB NPOLLecca 3aXWB/IeHNS,
opToneAnyecknx KOMMNOHEHTOB WK NpoTe3a, B pesysibTaTe Yero
noTtpe6”ca yganeHue n3amMeHa nmnnaHtata. Heo6xoanmo TujaTeslbHo
OLIEHUTb XeBaTe/lbHble Harpy3ku v AusaiiH pectaspauuu,

Mpu nrax¥osannu neveHus 4na uMnnaHTaTa AnnHoM 6 MM paccmMoTpute
BO3MOXHOCTb NPUMEHeHUs Hanbosnee LWKMPOKOro UMMIaHTara,
[IBYX3TarMHOIO XNPypruiyeckoro BMellaTebcTsa 1 WUHUPOBaHNS
uMnnanTaTos. TuWlaTeslbHO CneaunTe 3a nauueHToM Ha npeameT yTpaTbl
KOCTHOI4 TKaHW BOKPYr UMMaHTaTa Win U3SMEHeHNA peakuun nmnnaHtara
Ha nepkyccuto. Ecnv nmnnaHTat gemoHcTpupyeT 6onee 50 % yTtpatbl
KOCTHOIA TKaHU UM NOABMXHOCTb, PACCMOTPUTE BO3MOXHOCTb YAa/IEHUs
uMmnnaHTara.

CTaHAapTHOEe UMMIaHTOOrNYeCckoe NleveHrne He pekoMeHyeTcst
NpOBOAUTH 0 3aBEPLUEHNSI POCTA YE/IIOCTHO KOCTU, a Takxke y
6epeMeHHbIX XEHLLMH.

Henagnexalyee oxnaxgeHune, HenpasuibHas NoAroToBka Mecta
MMMAaHTauun, HenpasubHble HACTPOWKM MHCTPYMEHTa 1 Ype3mepHoe
ycunue cukcalum npu ycTaHoBke MOTyT MPUBECTU K NOBPEXAEHUI0
uMnnaHTara.

Bce n3genua, npegHasHauyeHHble ANA 04HOPA30BOro NPUMEHEHUS, He
[0/DKHbI UCNI0Mb30BBTLCSI NOBTOPHO. HecobnogeHne aToi Mepbl
NpefoCTOPOXHOCTY MOXET NPenaTCTBOBaTb OCTEOMHTErpaLuy UMnaaHTaTa
nM60 NpUBECTU K PasBUTMIO JTIOKANIbHO UK CUCTEMHOI MHCheKL,

Ha npuxuneaemocTb uMNiaHTaTa MoryT NoBAMATL Takne hakTopbl, Kak
KONNYECTBO U Ka4ecTBO KOCTW, SIOKaslbHble UHAEKLNN, HLgylieHne
Haya/bHOTO 3aXMBIIEHUS!, aTakKxKe npexaeBpeMeHHast Harpyska.
YcneLwHomy 3aX1BNEHNIO U OCTEOMHTErpaLuy MoryT NpensiTcCTBoBaTh
cnepyouime hakTopbl;

* BOCMaNeHusi, onyxanu, abcLecchbl Uan KNCTbl B 061aCTU YencTy;

* HefoCTaTO4YHAs BbICOTA U/W/N LUIMPWHA KOCTU;

* HEe[oCTaTOYHOE NOKPbITUE MArKUX TKaHein;

CC/CE

H

i MpousBoguTenb:
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npeALwecTBylollee TepaneBTUYeckoe o6yueHne B o6nactn

pectaBpayuu;

*  HapyLleHWs B 3aXMBNEHUN KOCTE 1 paH (HBAP., Npn
HEKOHTpONMpyemMoMm anabeTte),

e ayTOMMMyHHble 3a60NeBaHNs;

*  HEKOHTpo/AVpyeMmble napadyHKUMOHabHbIe NPUBbLIYKK (Hanp.,
6pyKcU3m);

. HeAocTaTo4yHasa rurmeHa noaocTu pra;

e uype3MepHoe ynoTpe6neHne ankorons;

*  KypeHue.

Mo6ouHble peakLmu

K NOGOYHbIM ABNEHUAM, BO3HMKaKOLWMM BO BpeEMS Unuv nocrne
WUMMNNAHTO/IOTNYECKOro nevYeHns, MoryT OTHOCUTbCA:

®

8 88 B88e8

688

©

®
)

anneprnyeckne peakymm nam rmunepyyBCTBUTE/NIbHOCTb K UCNOJIb3yEMbIM

matepuanam (cm. pasgen “Martepuan®);

BAbIXaHWe nnu npornaTtbiBaHne KOMMNOHEHTOB:

Heob6paTMoe noBpexaeHne Hepea wnn 3yba;

noex/eHune YentCTHON KOCTU UK raiiMopoBoili Nasyxu;

HeKpO3, BbI3BaHHbI HEA0CTATOUYHBIM OX/TXAEHUEM WU Ype3MEPHO

CKOPOCTbIO BpaLLeHus,

TPELLMHA B HUXKHEN YentocTy;

HEyCcTpaHUMOoe KpOBOTEUEHWE Noc/e onepauun (Hanpumep, B pesynbtarte

NOBPEXAEHNA A3bIYHONK apTepun);

nocsieonepaymoHHbIi ANCKOMOPT, B TOM Yucne:

m oTek;

e rematoma;

* BpeMeHHas MecTHas MpunyxnocThb;

e BPTKEHHas aHecTesWs WK napecTesns ¢ 3aTpyAHEHUAMMN Npn
XXeBaHuu;

* 6onb

yTpaTta umnnaHTara;

NePUUMNNAHTUT;

nokanbHaa UWan cuctemHas I/IHq)eKLU/Iﬂ;

yTpaTta KOCTU B pe3y/nibTaTte nepuuMmniaHTutTa naun MexaHun4eckKoii

neperpysku:

NoNoMKa UK NOBPEXAEHWEe UMMIAHTATOB, KOMMOHEHTOB npoLecca

3aXMB/EHNs, OPTONEANYECKUX KOMMOHEHTOB UN NPOTe3a,;

H906X0,CI,VIMOCTb yaaneHua n 3ameHbl uMmnnaHTara;

3CTETUYECKNE NN (DYHKLMOHANbHbIE OCIOXKHEHNS.

MHdopmaunsa o 6eaonacHocTy B ycnosusax MPT

Bce umnnaHTtathl DS, ocTaiowmecs B Tene nayneHTa, He NpoOBEPSINCH Ha
6e30MacHOCTb U COBMECTUMOCTb B YC/I0BUAIX MPOBEAEHNSA MarHUTHO-
pe3oHaHcHoit Tomorpacun (MPT). OHM He NPOXOAUNUN MPOBEPKY Ha
HarpeBaHve, murpauuio unm aptedakTsl BU3yanusauum s61msm o6opyaoBaHusa
ans MPT. CteneHb 6e3onacHocTv nmnnaHtatos DS B6113m o6opyfoBaHus
ans MPT HensBecTHa. CkaHMpOBaHWe nauuneHTa, HOCsLLero Takoe nsaenve,
MOXET NPUBECTU K Er0 TPaBMUPOBAHUIO.

MpymeHeHne

I‘Ipe,u,onepauMOHHoe nnaHnpoesaHue

Kaxablii naumeHT 4O/MKEH NPOATH TWaTe bHbIA 06LMIA 1 cTOMaToNorMYeckuii
ocMOTp. [lo Hayana neyeHnst Bce BUAbl NATOMOMiA YenocTeii n Bce 3y6bl
[0/KHBI 6bITb BblIEYEHbI NN HAXOAUTLCS B NPOLECCE 3aKMBIIEHMS.
YcnelwHoe UMNAaHTOI0rMYeckoe SieYeHne HeBO3MOXHO 63 K/TMHNYEeCKOoro 1
PEHTIeHOI0TMYEeCKOro aHannsa, a Takke aHanusa Mogeneii.
MpegonepalyoHHOe NNaHNpoBaHne JO/MKHO GbiTb OCHOBAHO Ha OXMAaeMOM
pesysibTaTe BOCCTAHOBUTE/ILHOTO IeYEeHUS.

LLla6noHbI MNaHTaTOB peHTreHonornyeckne PrimeTaper (PrimeTaper
Radiographic Template) moryT cnyxuTtb BcnomoraTenbHbIM1
npucnoco61eHnaMmn AN NNaHNPOBaHUSA B COYETAHUN C PEHTTEHOBCKUM
CHUMKOM. PeHTreHOBCKMA CHUMOK MOMELLLaeTCs Ha HeraTocxon, a 3aTeM CBepxy
VB Hero yknafblBaeTcst NoAXoAALWMiA WwabnoH 3To no3sonsieT Bpayy BbIGpaTh
HanGonee noAxofsiliee pacrnosoXxeHne, HanpasaeHue N pasmep UMNIaHTaTa.

MpaBa Ha U3MEHEHWS COXPaHEHbI.
Mo 3anpocy MOXHO MOMY4UTb UHCTPYLLMIO Ha APYTiX

A3blKax

6 TOM WN MHOM PETMOHE MUPa MOTYT BbiTb AOCTYMHbI
He BCe usgenus

Dentsply
Slrona

CocTosHne UHopmaLmn
IFU 7002-RU Mocnep, pes 0CL A 2023-07
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no NpMMeHeHun

~AHUW Noj pUCYHKamu MMrnaHTaroa
MaKkCUManbHYy AONO/THUTENbHYO
CBEep/IeHns 3a CHET HaKOHeYHMKa

p’\FOFOBKﬂ MecTe nmnnaHtayunm

AMIBTOabTe MECTO UMMaHTaLMN B COOTBETCTBUMN C BbiGPaHHON
|*ypruusc*oit npoueaypoii 1 pasmepom UMnIaHTara.

Vi3BneyeHne cTepunbHbIX CBEP/T 1 METYMKOB pe3bbbl U3 6INCTEPHO
ynakoBKu

1 BCKpOIiTe BHELIHIOW GSIMCTEPHYIO YNaKoBKY.

BbITPAXHUTE BHYTPEHHWIE 6/IMCTep Ha CTEPUAN30BaHHYO NOBEPXHOCTb.
3ahukcnpyiiTe NoOXEHNE CBEPA UM METYMKA pe3b6bl, 3aXaB 6ucTep.
BbicBO6OAUTE CTEPXEHb, OTOTHYB BEPXHIOK YacTb 6ancTtepa.

BcTaBbTe CBEP/IO WU METUUK PE3bObl B KOHTPYI/IOBOW HAKOHEYHUK.
CnepyiiTe pekoMeHAyeMoMy NPOTOKO/Y CBEP/IEHUS, NTPUBEAEHHOMY HUXE

oo hwN

PekomeHAyeMblli MPOTOKO/ CBEP/IEHNS

NMPUMEYAHUE:

«  BbINonHaAliTe CBEp/IEHNE Ha CKOPOCTK He 60onee 1S00 06/MUH COBUNLHBIM
opolleHnem o6praTbleaemMoro yuyacTka ou3nonornyecknm pactaopom.

*  MeTumnku pesbbbl crefyeT UCMO/b30BaTh C MaKCUMasibHOV CKOPOCTbio
25 06/MUH.

« Yro6bl NOArOTOBKA MECTa UMMIAHTaLUM NpoLLIa YCneLwHo, ceepaa n
MEeTUMKN Pe3bbbl JO/MKHbI GbITb OCTPbLIMU.

« OTMeTKa 2 MM Ha CBepJie yka3bliBaeT Ha BbICOTY NpULLEEYHOI YacTu
VMMAaHTaTa ¢ MUKpopesb6oit.

AS Nm
PexomeHayem bl « " 1
b NPOTOKON  (a 9 s s Q o I I I I
1
Marty
HimiuiHT K
BT 1 2 9 4 6 B " pmbs
b
030 xs 1 2 p( t st
036 s 1 31 ¢ 124
043 ct 3 4 g1 T 198
046 1 3 tor e 1o
0S4 1 3 S 6 171 135171

¢ Uundpbl 1—7 o603HavaloT HOMep cBepna

¢ '] 03HauaeT «TO/bKO KOPTUKa/IbHOE NpenapupoBaHne» (06s3aTe/bHO)

e + 0uYeHb NN0THaA KOCTb (TN 1)' - JOCTyNeH BUHTOBON METHUK,
MCMOoNb3yeMblii NoCe KOPTUKaIbHOTo NpenapupoBaHus

e 0YeHb Msrkast KocTb (Tun 4)' - npu paboTe ¢ OYEHb MSTKol TpabekynsapHoi
KOCTbIO 1151 OKOHYATe/IbHOTO CBEP/IEHNS HA NOJHYIO TNYGUHY cnegyeT
1Cnosnb3oBaTh CBEP/IO HA OWH pa3Mep MeHbLUe, YeM yKasaHo B
pekomeHlyeMOM NpOoToKosie, a B 3aBepLUEHNEe NPOBECTU KOPTUKA/IbHOE
npenapupoBaHue

MpumeyvaHusa ans 0CO6bIX KNMHUYECKNX cnyyaeB

TouHas HacTpoiika

10 : |
PexomeHayem " o pe v A b 12
bHA MPOTOKON b4 o a Q o ilf d.
HMRINITI 1 2 3 4 1 8 7 Mem

nK
(L]

CE/CE!

« 11,NponssoanTens;

Dtntiply Implinls Manufaeturtng GmbH
RodenbecherChausMeK, B3K57 Hanau, Gecmany
Mvsie.dalllaa<ybrie>anl».6un
*HMM>.daiiiMtvtao<ta.coiii
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030 xs 1 2 1 1w
03 s 1 3 M o 1234
042 3 4 g 13]8£
048 .I_ 31 S !y ¢ 12416
064 3 6 6 J7l 13617

Mpn HeoBXOANMOCTH OCTYNMHBI 5 A0NONHUTENBHBLIX ANaMeTPOB cBepna

(0 2,65; 0 3.25; 0 3,85; 0 4,45, 0 5,05) AnsA TOUHOI perynMpoBku gnameTpa
OCTEOTOMWM B CPABHEHWUN C PEKOMEH/YEMbIM NPOTOKOIOM:

A Nerkoe BHeZonpenapupoBaHne»;

*  Nerkoe paclmpeHne ocTeoTOMUYECKOro OTBEPCTUA.

B 3aBeplueHne 0CTeOTOMUN NPOBEAUTE KOPTUKANbHOE npenapupoBaHue) [

MOCTIKCTPaKLMOHHbIE NYHKU

Mpn pa6oTe ¢ O4eHb MATKOM KOCTbIO UCMO/b3YIiTE BbilleyKasaHHbIV Pexum
cBepneHus (T. e. NP OKOHYATENIbHOM CBEP/IEHUMN Ha NOMHYLO [1y6uHY
BO3bMUTE CBEP/O HA OAWH Pa3Mep MEHbLUE, YeM B PEKOMEHAYEMOM
NPOTOKO/IE) NGO, B KAYECTBE aflbTEPHATHBLI, HA SI0/IPBIMEPA MEHbLLE, YEM B
pekoMeH/yeMoM MpoToKose.

Y3kunii rpebeHb
B cnyyae CONpUKOCHOBEHWS C NOAbA3bIYHON/LLEYHOW KOPTUKA/IbHOW KOCTbIO BO
BPeMs NOArOTOBKA K OCTEOTOMUN MOXHO UCMO/Ib30BaTb METUMK Pe3bObl.

KopoTkne uMmnnaHTathbl

Mpu pa6oTe ¢ nMnNnaHTaTamu AnMHON 6,5 MM paccMoTpuTe Lesecoo6pasHocTb
NpUMEHeHNA CBepNa Ha OAWNH WK Ha Nonpa3Mep3 MeHblle, YeM e
pekomeHayeMOoM NPOTOKOsE, A1 OKOHYATeIbHOTO CBEePJIEHNsI Ha MOJIHYI0
rny6uHy.

B nnoTHoI TpabekynapHoi kocTn

[Insi oKoHYaTesIbHOTO CBEP/IEHUS Ha MOJHYI TNy6UHY UCNONb3YiTe MeTUMNK
pe3bb6bl UK CBEPO Ha Nlonpaamepa 6onblue, YeM B peKOMeHAYEMOM
npoTokone.

MnavkaTop HanpasneHus nmnnanTaros PrimeTaper (PrimeTaper
Direction Indicator)

Pa3mecTuTe MHAVKaTOP HanpasieHus nmnnadTatoB PrimeTaper (PrimeTaper
Direction Indicator) B 0cTEOTOMWYECKOM OTBEPCTUM MOC/E NPenaprpoBaHns ¢
HOMepamu ceepn in 3, COOTBETCTBEHHO, 4YTOOLI npoBepuTb UX Hanpas/eHue, a
TaKke 06nerynTb napannenbHOCTb NPOBEAEHNS NpoLeAyp OCTEOTOMUN.

rnyéuHomep
MpoBepbTe rNy6UHY OCTEOTOMUM C MOMOLLbIO FNy6UHOMepa.

YcTaHOBKa umniaHTaTa

T. BckpoiiTe ynakoBsky, Bk/ouas 6auctep.

2. TMepeHecnTe CTePWU/bHbI BHYTPEHHWI KOHTEHEP B CTEPU/IbHYIO 30HY.

3. CHUMWTE KpbILLKY KOHTeliHepa nyTemM noBOpoTa, YTO6bl 0GHaXNUTL BEPXHWIA
Kpaii »mnnaHTaTa.

4. TMpucoeauHnTe noaxoAsawmii umnnavTosos EV (Implant Driver EV) k
KOHTPYI/1020MYy HaKOHEYHUKY UK PYKOSITKE XMPYPruyeckoil oTBepTku.

5. Mpu usBneyeHnn uMnnaHTara ybegntecb a ToM, YTO MMM/IAHTOBO/,
NOJTHOCTbIO NOCaXeH B UMNaHTaT. HagasuTe, 4To6bl aKTUBMPOBATbL
(hYHKUMIO NepeHoca, nepej TeM Kak U3Bfeyb UMMIaHTaT.

6. YcTaHOBWTe UMMNIAHTAT C NOMOLLbI0 KOHTPYI/I0BOTO HAKOHEYHMKa Nnpn
HU3KOIi CKOPOCTK BpaLleHuns (25 06/MUH) 1 06MILHOM NPOMbIBAHWN
hM3NOIOTMYECKUM PaCTBOPOM.

7. BBopauuBaiiTe UMMNAaHTaT B OCTEOTOMUYECKOE OTBEPCTUE 10 TeX Nop. noka
BepXyLUKa NPULLIEEYHO YacTu UMNaHTaTe C MUKPOPeab6oii He okaxeTcst
Ha 0/JHOM YPOBHE C KOCTbH0.

NMPUMEYAHUE: U36eraiiTe Ype3mMepHOro AaBNeHNS.

8. [lns oKoHYaTesIbHOI Nocajku MMNIaHTaTa ucnosb3yiite
AvHamomeTpuyeckuii kntoy Torque Wrench EV BMecTe ¢ pyKosaTKoi
Xupypruyeckoii otBepTku Torque Wrench EV v nogxogaawum
MMMIaHTO0a0A0M.

MPUMEYAHMWE: MNpu ycTaHOBKe MMNiaHTata ycuame ukcaunm He 4OKHO
npesbiwaTk 45 H cMm. Ecnun no goctmxenun 45 H cm nmnnaHTar He

MpaBa Ha N3MEeHeHUs CoOXpaHeHsbI.
Mo 3anpocy MOXHO NOMYMUTL MHCTPYKLMIO Ha AAPYTUX
A3bIKaX

Dentsply
Sirono

B TOM W11 MHOM PErvoHe M1pa MOTyT GbITb JOCTYMHbI
He ace usgenus

CocTosHu1e uHbopmaumn
IFU 7002-RU Mocnep peg. GO1L A 2023-07
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AMTPYKUMH MO NPUMEHEHNIO

1,«HOBSIBH NOJHOCTBI0, BbILpyTT*/M>BNBKUTB MMNNAKTBT U paclunpbTe
ABOTB««4YBOIB OTBEPCTUE, HACKOMbI(0 HEO6X0AMMO. PekomeHayeTcs nMeTb
‘NAYN N TUTaHOBbIE LWMNUBl, UB Cyyall ecnv umnaamToBog He oOBCNBUNAT
[0CTAaTOYHYI0 (PUKCaLMIo BO Bpaku npoueAypbl MBNeYaHHs UMMiaHTaTa.

HOCﬂeoﬂepauMOHHbIVI yxon

NPOVHCTPYKTUPY/iTe NBanaHTa 0 HBOGXB(|F*MBCTU perynsipHoi rurneHbi
oonocTtu pTa, B TeueHne napebn 7 -1 0 gHeli nocsie onepBLun K 06blYHbIA
CpeAcTBam rurneHbl pTa MoXHo fo6eamTb noskeAIIHA aHTUMKIhO6MbIM
000NaCK1BBTB/Ib. Ha NPOTSHKEHNM Beero nocs1e01BPBLMOMHOIO nepuoja
cnepyet HaGeraTb MeKaHHUYBOXX HArPyMK UB JI0Xe uMnnaHTata. B
3CTETUHECKUX LLeNAX MOXHO HOCUTb N6a3MpPOBaHHbIi BDEMEHHbIV NpoTes.

Mocnepywuwee HabnwaeHne

Mo 3aBepLUEHUN Kypca NIeYEHNs BaXHO NMPOBOAUTL PEry/SiPHbIE KOHTPOIbHbIE
06CnefoBaHns ¢ Lenbio NoaaepXaHus 340p0Bbs.

MocTaBka - XpaHeHue YTunmsauums

M PUMEYAHME: V3aenns B CTEPUIbHBIX YNIAKOBKaX Nepeg UCMosib30BaHNeM
cnegyeT BU3YBMbHO NPOBEPUTL HA NPeAMET Lie/I0CTHOCTU YNBKOBKU. He
ncnonb3yitTe U3fenusi a ciyyae obmapyLleHnst Kaknx-nmbo HapyLueHui
Lie/IOCTHOCTU yNnaKoBKA.

MocTaBka

MMnnaHTaTtbl AeHTanbHble PrimeTaper 6V nocTaBnslnTCs CTEPUNbHBIMU 1
npeAHa3HBYEHbI /151 0AHOPA30BOr0 UCMOb30BaHUs. CBepaa n METYMKN
pe3b6bl PrimeTeper EV nocteBnuioTcA cTepunbHbiMu. U3genve
CTepunn3oBaHo pafuaLoHHbIM METO0M.

FnybruHomep nocTeBnseTcs a HeCTePUIbHOM COCTO(bINN.

Fny6uHomep uHAMKaTOp HaNpBBNEHUA umnnautatos PnTeTapto (PrimeTaper
Cerex/Tk3n Inbicawr) v Wa6N0H UMNNAHTATOB PeHTreHoiornyecxuii PnteTaper
(PnnlsTaper Radiographic Templaie) noctaBnsTCA HECTEPUIILHBLIMU.

YnakoBka

VMNMKHTBT feHTanbHblil PrimeTaper 6V

YnnoexB umnnaHtatoB PrimeTaper EV cOCTOUT U3 KAPTOHHOI BHeLUHe
X0pOo6LL, B KOTOPOI CaAepXUTCS NIAcTUKOBLI 61CTep, 3aneyaraHHbIii
donbroit bructepnas conbra o6pasyeT cTepunbHbIi 6apbep, 6narogapa
KOTOPOMY CoAepXumMoe 6amcTepe ocTaeTcst CTEPUIbHBIM (eANHAs CTepuibHas
6apbepHas cuctema), JH/Tpu 6anctepa HaxXo4UTCA BHYTPEHHAN ynakoBka C
uMmnnaHTatom PrimeTaper EV.

He ncnone3yiite umnnantatel PrimeTaper EV nocne ucteuexns ux cpota
roflHOCTW NN B CNyyae NoBpexaeHus 6auctepa. OTKaxuTech ot
ncnonb3aoaamm uMmnnaHTatos PrimeTaper EV. ecnu ux 6nuctagHamn ynakoaxa
6bl1a HenpeAHaMepPEHHO OTKPbITa A0 UCMO/b30BaHUS.

Ceepna n MeTunku pesbbbl PrimeTaper

YnakoBka cBepn M MeTYuKoB pe3bbbl PrimeTaper EV cocTout us
BHYTPBHMEro 6511cTepa, Kopblil CyXWT AepxaTenemM ansa caepna unm
mMaTumxa pe3b6Obl, a TakKe BHELIHErOo ryKeTu3npyowsro 6amcrepa. donbra
BHELLHero 6/1cTepa obpasyeT CTepusbHbIi 6apbep, 6naragaps KOTOpoMy
cofiepxumMoe 61mMcTepa ocTaeTcst CTepusibHbIM (OAMHAPHAs CTepuibHas
bapbepHasa cucremal.

CBepna u MeT4ukn pe3bObl pa3peLlaeTcsl HCMoMNbloBaTh NOC/e UCTeYEHUS UX
cpoKa rofIHOCTW 1 B C/lyyae HenpajnamMepeHHoro packpbiTus GUCTEpHO
ynakoBKW rdpm cobnoaHnm MHCTPYKLMIA No o4ncTKa u cTepunnsauyun. Ogaako
cBep/aia u MeTUYMKu penbbl Hesb3s UCMO/b30BaTh, €C/IM GMUCTEPHBS ynakoBka
6bln1a noBpexaeHa.

XpaHeHve

N3genusa cnepyeT XpaHuTb B OPUTMHANBLHON yNakoBKe Npu KOMHaTHOM
Temnepartype (0T +1* o +25 *C 1 OTMOCHTE/bUOI BNaxkHOCTM oT 104 Ao
90 %) a 06bIYHbIX YCNIOBUAX CTOMATONOIMYECKOV NpakTuku. Ans ceepn
PrimeTaper ycnosus kpaHeHns: ot +10 *C go +45*C n

OTHOCUTENbHOW BnaxHocT oT 10 % Ao 90 %

Ytmnnusauus

Ansa yTunusauum ynagosku n nsgenuii cobniogaiite geiicTeytowme B
HacTosilLee BPEMS HaLMOHabHbIe NpaBuaa yTHToaLUN 0TX040B B Baleii
cTpaHa. MIHCTPYMEHTbI N KOMMOHEHTbI, KOTOPbIE UC/0/b30aasTIOb BO PTY
nauueHTa, MoryT 6bITb MOTBHLMANBHO UHMLMPOBaHbI 1 Nognexcar
6e30nacHoOi yTUAN3aumnmn B KOHTEHepax, NpeAycMOTPEHHbIX /19 3TOM Lenu.
OcTpbla NpegMeTbl NOC/e NCNOb30BaHUs He06X0ANMO cpa3y nomellaTtb B

C€/CC1

M  npowusBoauTenb:

Pobnblplylnio<»nl* Manutichirlng GmbH
RodenbacherCnauKsee 4.634S7 Hanau, Germany
bI»*1.abHaBM1ublbib,«OrO

Lo Vibivkb > blrbna.<oLw

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

cneuvanbHO NpeAHasHavyeHHble ANS HUX HENPOKasibiIBBEMbIE KOHTENHEPbI
cornacHo 1SO 23907-1 Bo usbexaHue 3apaxeHus v TPaBMUPOBaHUS.

MpumeyaHne: YTUNn3upyiite cBepna n MeTYNKN pe3bbl MHOTOPa3oBoro
npumererns nocne makcumym 10 uuknos 06paboTkn/NauneHToB, a Takke B
Crlyyae ux NOBPeXAEeHNs UK 3aTynNeHns.

Matepuan

W3panus MsTapuan

MMnnaHTaThl ABHTaNbHb1B PoTBTaper TutaH — knacc 4 no ctaHaapty ASTM-FB7
EV . s

Csepna PrimeTaper HepxasetoLas ctanb no ctaHgapty ASTM-F899 ¢
O/0BSHHBIM NOKPbITYEM

HepxsBetowwas ctanb no craHgapty ASTM-F899
Monukap6oHaTHBS hosbra

MeTunku pe3bbbl PrimeTaper
La610HbI MNNaHTaToB
peHTreHonornuacxm PnteTaper
(PnTeTaper HaOwogrepble Tamplele)

VHAMKaTop HaNpaBne»«s TutaH — knacc 5(T1BA14\M no eTBHAApTY ASTM-
nmMnnaHTaTos PrbirsTapsr (PrimeTaper F138
Olracbon Indicator]

Ouncrtka n crepunnsauyms

MmMnnaHTat geHTanbHblili PrimeTaper EV

HenpumeHumo

|d3aenve cTepubHO.

[llaHHoe u3genne npefHa3HauyeHoO TOJLKO /1S OHOPA30BOro UCMO/Ib30BaHUS,

CeBpna n meTuynkn pes3bbbl PrimeTaper
Bce cBepna 1 MeTuunkn pe3b6bl paspellaeTcs ucnosib3osaTth He Gonee 10 pas.

LWa6noHbl MMNNaHTaToOB paHTIrBHONOrMYBCKMB PrimeTaper (PrimeTaper
Radiographic Template)

[N 0UMCTKN NNCTM Wa6MOHOB MOTYT UCMO/b30BaTLCS 06bIUHbIE XUAKME
Maiolme cpeacTsa.

AllBxaHndyeckasn npoueaypa

BAXHO:

B [epep 1cnonb3oBaHNEM B KIMHUYECKOI NPaKTKe BCE KOMMOHEHTbI 1
MHCTPYMEHTbI, NOCTaBNEHHbIE B HECTEPUIbHOM COCTOAIHMM, criegyeT
0UNCTUTb, NPOAE3NHPULNPOBATL 1 MPOCTEPUIM30BBTL COMMIACHO CTaHAApPTY
ISO 17664 PB360pHbIE MHCTPYMEHTbI Nepef, o4ncTkbl* Heo6xoAMmMo
paso6paTb. CHoBa cobupaTb UX AN5 CTEPUAN3ALMN MOXHO TOSIbKO B CyXOM
COCTOSIHUN.

MmnnaHtoaog EV (Implant Driver EV) Henb3si noABepraTb y/bTpasBykoBoi
oumncTKe.

Bo Bpemsi yNbTpasBykoBOW OUMCTKN CBepAa [O/MKHbI HAXOAUTLCSA OTAe/bHO
ApYr OT Apyra - Hanpumep, 6biTb NOABELLEHHbIMU B iepXaTensx.

MpeaBapuTenbHasa pyyHas ouncTka
Ipy6ble 3arpsA3HeHns Heo6X0ANMO YAanaTh cpasy (He No3jHee [ByX HacoB)
noc/sie UCNob30BaHNS MATKOW HEiIOHOBON LLETKOV [0 BU3yaslbHOW YNCTOTbI

YnbTpasByKoBasi O4MUCTKa .
CnepyeT NpUAEPXKUBaTLCS ANNTENBHOCTY BO3AEHCTBUS U KOHLEHTpaLmuu,
yKa3aHHbIX NPOU3BOAUTENIEM UCMO/b3YEMOr0 YUCTSILLEND CPeaCTBa.

MalwunHHas obpaboTma
YTto6bl 06€cneunTb 3(hEKTUBHOCTL MaLLMHHOV 06paboTku, TpebyeTcs
npeABapuTenbHas py4yHas ouncTka.
[ns mMawwuHHOV 06paboTku criefyeT UCNob30BaTh NoaxoasLlyto MOity-
Ae3nmdeKTop, a Takke CpefcTBa A1 04UCTKN U HeliTpanusauun. Cobnoaaite
VHCTPYKLMW NPOU3BOANTENSA MOVKM-Ae3uHbekTopa. YucTsawme n
HeliTpanuayiole cpecTBa JO/MKHbI A03MPOBATLCA U UCMOb30BATLCS B
COOTBETCTBUM C yKa3aHUAMU NPOU3BOANTENS. PekoMeHAyeTcs NpoBOAUTH
nporpammy O4vCTKM € TepmogesnHdekuueii (Aor 3000).
[N 0uMCTKN XenaTenbHO 1CMoJ/b30BaTh AeMUHepasi3oBaHHy Bogy 60
BOJY C aHA/I0MMYHbIM YPOBHEM YNCTOTbI.
MeTop malnHHo 06paboTku 6bin yTBepxaeH [1"»
cneayoLnx MaTepmanos 1 ycTpoiicTs (cornacHo ISO 15883 n AAMITIR 30).
* Moiika-ge3snHdexTop, Tun G 7836 CO, npoussoacTeo Miele & Cie, KG,

GOtersloh
* [porpamma ounctkm VARIO TD

MpeaBapuTeibHOE NPOMbIBAHNE XONOAHOR BOAOI (4 MUH.)

OuucTka B Teuenune 10 MuH. npu Temnepartype 47-55 C

Helitpanusaums (6 MuH,)

MpomexyTo4HOe NPOMbIBaHNE XO010HOV BOAOI (3 MUH.)

lMpaBe Ha M3MEeHeHWs COXpaHeHbI
Mo 3enpocr MOXHO MOY4NTb MHCTPYKLIMIO Ha APYTiX
A3bIKax

Dentsply
Sirona

B TOM U/ MHOM PervoHe MUpe MOryT GbiTb A0ayNHbI
He Bce usenns

CocTosiHWe UHopmeLm:
IFU 7002-RU Mocnea pes 001 A 2023-07
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NHCTPYKUMsi NO NPUMEHEHNIO

Tepmog«3unl|e*Lina B TeyeHne 5 MuH, npu Temn” ype 90 *C (Asr 3000)
Cywka B TedeHne 30 MuH. npu Temnepatype 105 °C

Yucrswee cpeacteo neodiahei* MediCleeii lorte (O.S %) |
HeliTpanusyiolee cpeacTso neodiaher*Z (0.1 %), Dr. Weigert, Hamburg.

Mepep cTepunuaaumeii Bce n3genus HeobxoauMo OCMOTPETL Ha NpeaveT
BUAMMbIX 3arpPA3HEHWIA, yXyALWeHUst CBOCTB n/unn koppoauun. Oco6oe
BHUMaHVe cnefyeTt yAenATb TakMM 3/1eMeHTam KOHCTPYKLMK, KaK KaHaubl,
HeCKBO3Hbla OTBEPCTUSA, pe3bba, NOAHYTPEHUA U conpukacaLimecs
noaepxHOCTH. ) .
Bun3yenbHO NpoBepbTE BUAMMOCTb Y YNTAEMOCTb BCEX 0603HBUYEHMIA HA
usgenuax. NposopbTe conpsAraemMble KOMMNOHEHTbI HB NMpeAMeT npBanibHON
COOPKM W (hYHKLMOHANBLHOCTU. Y6eAUTECh, HTO U3AENNSA C NOABUMXHBIMU
petanamu pabotatT ncnpasHo. MpoBepbTe KOMMNIEKTHOCTb U LLeNTOCTHOCTb
npeaBapuTesibHO YCTAHOB/1E€HHbIX KOMMOHEHTOB.

YTunusupyiite nsgenus c gedexkramu.

Ctepunusauyunsa

CTepunusaumio cnesyet NnpoBoAUTL B COOTBETCTBUM CO CRefytoLLel cxemoii
1 MopgroToBka K cTepunnsayuu: NomMecTute KOMMOHEHTbI B
CTepUNMN3aLMOHHbIA NakeT, 0406PEHHbIN AN NPOAAXN e Liensax
MCMONb30BXUSI C PEKOMEHYeMbIMU NepaMmeTpamn cTepunnsannm.
YnakoBka j0/1XHa COOTBETCTBOBaTL TpeboBaHuAM ctaHgapTos EN 150
11607, ANSI/AAMI ST79 n AAMI TIR12.
Ha Kaxjom CTaannnaaluoHHOM nakeTe A0/DKHbI NPUCYTCTBOBATL
VHAMKATOP U jaTa cTepunmsaLmum.
NMsansmeTam (corn 1SO 17665, EN 13060, EN 285 n AAMI T R12)

AMrupatypa Bpemsa [vTBNBHOCTD

Meron Hown pamyp BElnBAaOBI' eymu
Meperpetoii  [MHaku4eckee 134'C 3 MH 20 MrH.
nap (EC")  YyAaieHve Bo3dyxa

(npeapipuTe.ToHoe

MaKyyM1OOBaHIE)
Mep6cpBTHIA - AyHaMueckoe 132‘C 4 MUH 20 MvH
nap ynanenve sosayxa  135'C 3 MH

(npepmpuTensHoe

baryM1OOBBHME)
Mapcepetsin  YaeneHve Bosayxa 121'C 30 MvH 20 MuH

Inap rpaBUTaLVIOHHHM
crocobom

* VEBWOMWH@HMapCY' ak/I3omL M-pHETUMOGPbIbIx* BB»H 0 NHVDKAET BBMbI «tOHEI»
««0X»” pilinN*T>C« « UKNeKMOCTM ei inn*»r«

«=1>nb>B11T.1» K C(WN"»* EC 06AMHb. CaeNIBBT. =KMBNPUMAb.-b» MMXK.B*P» -pU CTCPUANCUAN»
NKATMNLL MaoeH

XpaHeHue: CTepunn3oBaHHbIE KOMNOHEHTbI ClIeflyeT XPaHWUTb B CYKOM 1
HB3anbLB(lHaM MecTe Npu KOMHATHON Temneparype.

YcnoBusi TpaHCNOPTUPOBKN

M3penus cnegyeT TpaHCNOPTMPOBATL M NEPEBO3WUTb OCTOPOXHO, B
COOTBETCTBUM CO CreunanbHLIMU Mepamn NpesocTOPOXHOCTY Npu
TPAHCMOPTUPOBKE AMH K&XAO0r0 BUAA MEANLMHCKOTO U3genus, B AuanasoHe
Temnepartyp oT -50 o +50 'C v oTHocuTenbHOM BnaxHocTu ot 10 % po 95 %.

Ycno”™a akcnnyarauum

CTomaronornyeckve KNuHukM n naboparopum.
MoxeT ncnonb3oBaTbCA TO/ILKO CTOMATO/10raMu /Tepal‘leBTaMI/l, nMewwmnmmn
COOTBETCTBYlOLLEE 06pa3oBaHne 1 NOAroTOBKY.

[N5 MeAULMHCKUX U3Aennii, KOTopble OCTalTCS BO PTY (Hanpumep,
UMNNaHTaThbl, abaTMeHTbI).

M3genvsa mMoryT 3kcnnyaTtupoBaTbca npu TemnepaType oT *10 go +45 *C,

O6nacTb NpUMeHeHNs
Crtomatonorus. 3y6Has uMnnaHTonorus.

Cpok rogHocTn

CpOK rOAHOCTM - 5 N1eT B OPUTMHA/IBLHOM ynakoBKe.
CpOK rofjHOCTU yKa3aH Ha MapKupoBKe.

lFapaHTUsi Ha CUCTEMY MMIMAHTaTOB

[N NonyYeHns NonHoM MHGOpMaLMK 0 rapaHTUK Ha U3LENNA CUCTEMBI CM.
NOAPOBHbIE rapaHTUIHbIE YCOBUS HA CUCTEMY UMMNAHTATOB

CE/CE!

w /1 NpoussoauTens:

DantBply Implants Msnulacturing GmbH
RodenbeefterCheuetee 4.63457 Harait Germany
r«Mwiulint«olviniBlanU.earT>
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L[oCTynHOCTb U3genui

BHVIMAHMUE: He Bce usgenus, nucaHHble B AaHHOW UHCTPYKUUW, MOTYT 6bITb
3aperncTpmMpoBaHbl / paspelueHbl K 06paLleHnto / nMueH3npoBaHbl Ha BCex
pbIHKax. [151 03HAKOMJIEHUSI CAOCTYMHbIM acCCOPTUMEHTOM «3A4€NUiA U NX
onucaHneMm CcM. AelCTBYIOLWNIA KaTanor NpoAyKLMU 1 GpOLLIOPbI UK CBAXUTECH
C MeCTHbIM ochmcom npogax Demsply &ronsansa nonyveHus nHcpopmaunm o
[lOCTYNHOCTW M3genus-

JokymeHTaumsa

B LieNsix 06ecneyeHmns KOHTPO/s PEKOMEHAYETCS NPUKPENNsATb CbeMHYI0
3TUKETKY C yNaKoBK/K MEAULMHCKONA AOKYMEHTAUMN NaumeHTa.

ToBapHble 3HaKun

Bce ToBapHble 3HaKW N Ha3BaHWsi KOMNaHWI SBAAIOTCS COGCTBEHHOCTbIO
COOTBETCTBYIOLMX BNajenbLeB. 111 ynyyleHnst YuTaeMoCcTh JOKyMeHTa
komnaHust OS Implants He UCMONb3yeT CUMBO/Ib! M1 B OCHOBHOM TEKCTE.
Tem He meHee komnaHus Dentsply Sirona Implants He oTka3biBaeTCs OT CBOMX
npaB Ha TOBapHble 3HaKW, U JaHHbI!l OKYMEHT He MOXET GbITb UCTONKOBaH
nHave.

YNO/THOMOUYEHHbI’ npeacrtaBuTelb NpPon3BOANUTENA Ha
TeppuTopun Poccwuiickoii depepaupnn:

00O «[fleHTcnnaii CupeHa»

115035. r. MockBa, Ha6. OBUYMHHMKOBCKaSA, 4. 1B/1, cTp. 2 nomell. 3H.

Ten *7 (495)725 1087

JencTBuTenbLHO ANA cnepyowmx permcTpaunoHHbIX
yAocToBepeHuii B Poccun
mnneHTaThl AeHTanbHble PnrneTaper EV

CBepna CToMaTo/sIornyeckne CTtepusibHble, MHOropasoBble 419 CUCTEM
[eHTasIbHO UMNNAHTOOTUK, C NPUHAANEXHOCTAMU.

O6BbsACHEHWE CMMBOJ/IOB

Cumson HaumeHoBaHue cnmBona
M3rotoBuTens 1 [leta n3rotossieHns
Wcnonb3oBaTk A0
LOT Kog naptum
REF Homep no katanory
[srani PajavaunoHHas cTepunusauyms

He cTepuinsoBaTtb NOBTOPHO

He ncnonb3oBatk Npu NOBPEXAEHUN YNakoBKu

3anpeT Ha NOBTOPHOE NpUMeHeHue

O6paTtutech K MHCTPYKLWW MO NPUMEHEHUIO

HO®®

MapkupoBkaeapoite/cKoro cootseTcTBus (Ne )

n pMa Ha USMeHeHNA CoOXpaHeHbl
I10 3anpocy MOXHO NOMYUUTL MHETOYK(UFO Ha ApYruX
A3bIKax

Dentsply
Sirona

B TOM W/ MHOM PervioHe MIpa KIoryT GbiTb AbeTynMbl
He BCe n3enus

CocTosHYe UHhopmaLmmn
IFU 7002/1n Mocref. peg 001 A 2023-07
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[<CTPYKUUSI MO NPUMEHEHNIO

To/bKO Mo peuenTy Bpava:
S cooTBeTCTBUM C 3aKoHoAaTenscTeom CLUA
npojaxa aHHoro U3fenns MoXeT NPOU3BOANTLCA
L.| c onIy TO/IKO CTOMATO/OTaMY WM BpauaMu, MMeroLLMH
NNUEH3N0 Ha ocyulecTBieHne meaulmHCcKon
[EATENbHOCTH, 6o no ux npeanncaHunio.

'l.«lih(*nu , ZaibO P« kricU«itton«naprepalalon In TiinUB Inlees*led pto»Ih*«M. ps 19P-20 Chwage
QurtBIPBncB Mubl 138S 1cMiopnl2arb, 1335

CE/CEi

Mpan3BoanTBNb:
Dentiply Imprints ManufietuHng GmbH
Rodenbscher Chaussee 4,63457 Heneu. Gemary
nmsy» . llaMum»Bun. P«

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

O3HayaeT, uTo U3genune SBNAETCA MEANLUHCKIM

YKasblBaeT Ha CucTtemy € OANHOYHbLIM CTEPUbHbIM

6apbepom

MpaBa Ha U3MeHeHNsi COXPaHEHbI

[0 3arpocy MOXHO MOSYUNTb MHCTPYKLMIO HA APYTUX
SA3bIKaX

B TOM W/ MIHOM PErVIOHEe MM1pa MOTYT GbiTb JOCTYMHbI
He BCe W3feNusi.

CoCTosiHME MHopMaLyK.
|'n 7W2-RU Mocnep peg 001 A 202M7

Dentsply
Sirona
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UVZ-Nr.  526/2023 M

Vorstehende vor mir volizogene Namensunterschrift der
\ Frau Dr. Aline Frare Mocruha, geboren am 23.08.1987,
\ geschaftsansassig in 64625 Bensheim, Fabrikstralie 31;

-von Person bekannt-

Alijdelnd fur die Firma DENTSPLY implants Manufacturing GmbH

mit Gttm Sltz in Hanau,
wird hkrrfwbeglaubigt.

Die Frage déwtars nach einer Vorbefassung i.S. von 8 3 Abs. 1 Nr. 7
BeurkG wurde voW‘Dr. Aline Frare Mocruha verneint.

Frau Dr. Aline Frare Mo”uha habe ich gemaB Art. 13 DSGVO Abs. 1
und 2 informiert. Sie hat silfe mit der Einspeicherung ihrer Daten

einverstanden erklart.

Bensheim, den 3. August 2023

Marian Kuzbida

Notar

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



/TepeBof, C aHIIMIACKOTO 1 HEMELIKOTO S13bIKOB Ha PYCCKWIA A3bIK/

WHCTpYKUMS N0 NPUMEHEHNIO

Cuctema geHTasibHasa PrimeTaper EV

BeHcxalim, 3 aBrycta 2023 r. /wTamn;

m DenUpt
/Mopnmcs/ n Slrongy

KT-cMrlA
[-p AnnHa ®paiip Mokpyxa (Aline Frare Mocruha) [Jewtcnnaii UmnnanTe

ManydanypHHT FTmM6X
MeHe,u.)Kep oTAena HopMaTnUBHO-NPaBOBOIo perynanpoBaHna Popexbaxep Liocce 4,
634S7 Xanay, lepuavHs/

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



PerncrpanvoHHbIN HOMep B peecTpe HoTapuasbHbIX AelAcTBUiA 526/2023 M

HacToawmm yaocToBepaeTca MYHasa Nognuch, nocTasneHHas B MOEM NPUCYTCTBUM

rocnoxoi A-pom AnuHoii ®paiip Mokpyxa (AWne 'rare Mocruha), gata poxaeHus 23.08.1987, ¢
aflpecoM OCHOBHOI0O MecTa paboTbl: 64625 beHcxaiiv, ®abpukiTpacce 31;

- /INYHO M3BECTHOIA HOTapUyCy-

[eiicTBytoLeii oT umern JEHTCMNANM Umnnante Manyhakuypurr Tm6X (DENTSPLY Implants
Manufacturing GmbH)

C HOpUAMYecKUM aapecom B XaHay.

Ha Bompoc B COOTBETCTBUM C MYHKTOM 7 4acTm 1 ctatbM 3 3akoHa ®PPI o HoTapuasibHOM
3acBMAeTeNbLCTBOBaHUM  rocnoxa AnnHa ®psilp Mokpyxa (Aline Frare Mocruha) oTtseTwna

OTPULIATE/NBHO.

A1 npovHgopmuposan AnnHy ®paiip Mokpyxa (Aline Frare Mocruha) B cooTBeTCTBUM CO CT. 13 O6LLUero

pernameHTa o 3aluTe AaHHbIX a63. 11 2. OHa flana cornacue Ha XpaHeHve CBOMX AaHHbIX.

r. beHcxaim, 3 aBrycTta 2023 T.
/Mopgnucs/

MapuaH Kyubuga (Marian Kuzbida)
Hotapuyc

PenbedHan neyatb: / MapuaH Kyubuaa Hotapuyc r. beHcxainm/

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



[NepeBof fAaHHOTO TeKCTa BbINOAHEH NepeBofyUnkoMm KnHax BaneHTuHOI neTpOBHOﬁ.

Poccuiickas deaepaums
"opog MockBsa
[BajuaTb YeTBepTOro asrycra /ise ThiCAYM [BajLaTb TPETbLero roga
A, KsuTko Pefiop AnekcaHLpoBuy, HoTapuyc ropoga MocKBbl, CBULETENLCTBYIO NMOLANMHHOCTb NOANUCH
nepesofHuka KuHax BaneH TuHbI [MeTpoBHbI.
Mognwuck caenaHa B MOEM NpUCY TCTBUN.
JNInyHoCTb NognucasLUIero JOKYMeHT YCTaHOB/EHA.

3aperncTpuposaHo Bpeea’pe: Ka 62/137~H/77-2023~ N
YnnayeHo 3a CoBepLUeHNe HoOTapuanbHoro gencTaLw: 400py6. 00 kon.
®.A. KBUTKO
if
Bcero npoLUHypoBaHo, NPOHYMepPOBaHo

1 ckpenneHo nevyaTbto U nncT(a)(oB)

HoTapuyc

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



Poccuiickaa ®epepayms
[opos Mocksa
TpuHaaLAaTOro CeHTABPA ABe ThiCAYMN ABAALATL TPETLErO rofa
A, KButko Pepop AsnekcaHApoBWY, HOTapuyc ropofa MOCKBSI,
CBUETENbCTBYIO BEPHOCTL  KOMMM  C  MPEACTaBMIEHHOT0 MHe
[OOKYMeHTa.

3apernctpupoBaHo B peectpe; Ne 62/137-H/77-2023- 2.-/"3
YnnayeHo 3a COBEPLUEHME HOTapuabHOro geinctems: 1400 py6.

d.A. KBUTKO

Bcero npowwmnTo, NpoHyMepoBaHo, CKpPenseHo
nevatbto__ 14 nuct(allos)

HoTtapuyc
®.A. KBUTKO
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