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ANKYLOS® Prosthetics devices
for Intraoral or Extraoral Welding

For the list of products covered by this IFU please refer to the ANKYLOS®
WeldOne Concept brochure, catalogue or contact your local dealer. For
representative product design please refer to the brochure ANKYLOS*
WeldOne Concept.

Intended use

ANKYLOS® Prosthetics devices for intraoral or extraoral welding are designed
to provide the framework for a prosthetic restauration, in order to restore the
chewing function of the patient. Prosthetics devices are intended to produce an
intraoral or extraoral-welded titanium frame for immediate and delayed loading
treatment.

Indications

ANKYLOS® Welding Sleeve for Balance Base Abutment narrow

Fabrication of an intraorally or extraorally welded titanium framework for
immediate and late restorations on ANKYLOS® Balance Base Abutments
narrow exclusively by use of the WeldOne welding unit and the titanium wires
designed for that purpose

ANKYLOS® Temporary Welding Abutment

Fabrication of an intraorally or extraorally welded titanium framework for
immediate temporary restorations on ANKYLOS® Implants exclusively by use of
the WeldOne welding unit and the titanium wires designed for that purpose

ANKYLOS® Retaining Screw for Temporary Welding Abutment

Fixation of the ANKYLOS® Temporary Welding Abutments on the ANKYLOS®
implants

ANKYLOS® Welding Cap for Standard Abutments a or b and ANKYLOS®
Welding Cap for Standard Abutments a or b lateral screw

Fabrication of an intraorally or extraorally welded titanium framework for
immediate and late restorations on ANKYLOS® Standard C/ Abutments
exclusively by use of the WeldOne welding unit and the titanium wires designed
for that purpose

ANKYLOS® Parallel Gauge for Standard Abutment a or b

Alignment aid to verify the insertion direction of Standard abutments during
abutment placement

ANKYLOS® Welding Cap for SynCone 5°

Fabrication of an intraorally or extraorally welded titanium framework for
immediate and late restorations on ANKYLOS® SynCone Abutments 5°
exclusively by use of the WeldOne welding unit and the titanium wires designed
for that purpose

FRIADENT® Titanium Wires

Fabrication of an intraorally or extraorally welded titanium framework for
prosthetic restorations on implants from Dentsply Implants exclusively by use of
the WeldOne welding unit and in conjunction with the abutments designed for
that purpose

Contraindications

« Inthe case of patients with pacemakers or other active implantable devices,
intraoral welding is not indicated and must not be performed under any
circumstances.

* Wearers of pacemakers or other active implantable devices must not
perform intraorat and extraoral welding.

* The devices are not suitable for single-tooth restorations.

Warnings

¢ These instructions for use must be read prior to using ANKYLOS® devices
for intraoral or extraorai welding.

*« ANKYLOS® devices for intraoral or extraoral welding may only be used for
their intended purpose according to the general rules for dental/surgical
treatment, occupational safety and accident prevention.

*« ANKYLOS® devices for intraoral or extraoral welding must only be used
together with the ANKYLOS® implant system and the WeldOne welding unit.

* The welding of these devices intraorally may only be performed by the
dentist; dental technicians may also perform welding extraorally.

« The user must be familiar with dental surgery and prosthetics, including
diagnostics and preoperative planning and/or laboratory procedures.

« Dentsply Implants Manufacturing GmbH is not liable for damage resulting
from use outside the intended use of the product.

« Ifthe indication and use are unclear, treatment should be suspended until
these points have been clarified. The following instructions are not adequate
to allow inexperienced clinicians to administer professional implant dentistry.

Manufacturer:
Dentsply Implants Manufacturing GmbH
RodenbacherChaussee 4, 63457 Hanau, Germany
www.dentsplvimplants.com
www.dent8Plvstrona.com
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« Intraoral and extraoral welding may only be performed subject to relevant
training in order to ensure that the treatment procedure runs smoothly!

CAUTION: ANKYLOS® Balance Base Abutments and ANKYLOS® Standard C/
Abutments are generally not allowed to be ground.

CAUTION: The system has not been evaluated for safety and compatibility in
the Magnetic Resonance (MR) environment. The system has not been tested
for heating or migration in the MR environment.

When using prosthetic devices, general complications related to prosthetic

restoration could arise, such as:

« Devices used in the patient’'s mouth have been aspirated or swallowed.

* The screw of the abutment has fractured for example due to excessive
torque.

« Loosening of the abutments/ superstructure for example as a consequence
of inadequate torque being applied on the screw '

+ Deformation of parts when using non-system devices as well as devices
which are not indicated for the intrao@l and extraoral welding concept,

Precautions

CAUTION: Wearers of pacemakers or other active implantable devices must
not perform intraoral and extraoral welding.

CAUTION: Using flammable anaesthetic gases, nitrous oxide or oxygen, as

well as alcohol in the oral cavity of the patient before and during the welding

procedure is prohibited.

The following precautions are to be met prior to or during treatment:

« Prior to each procedure it must be ensured that all necessary devices,
instruments and materials are complete, available in the required quantities
and fully operational.

« All products intended for single use must not be reused. Failure to observe
this precaution leads to a risk of infections and misfitting devices. The
associated complications can cause fractures through to implant loss!

« Position the patient such that the danger of aspiration of devices is
minimised.

« All devices used in the patient's mouth must be secured to prevent
aspiration and swallowing.

« Always wear protective clothing for your own safety.

« Make sure that the patient and user are wearing eye protection during the
welding procedure.

« Ensure that all the devices used during welding are free of grease and other
residue.

« Itis imperative to follow the welding parameter settings according to the
table in the instructions for use and in the user manual.

« Before the application of resins with suitable tools, like polymerisation
sleeves, make sure that no plastic gets between the implant, abutment or
welding abutment.

« If, due to unfavourable 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.

« Ensure that no threads are trapped when placing the SynCone Cap.

« Observe specified torques.

« Ensure adequate extraction when grinding devices.

Adverse Reactions
No adverse reactions are known

Application

NOTE: Detailed instructions on surgery, prosthetics and laboratory methods
can be found in the respective ANKYLOS® manuals.

Follow the instructions supplied when using the ANKYLOS® Balance Base
Abutment System, the ANKYLOS® Standard Abutment System and the
ANKYLOS® SynCone 5“ devices.

FRIADENT® Titanium wires

Select the thickness of the FRIADENT® titanium wire according to the
application:

0 1.2 mm for additional retention

0 1.5 mm for inter-implant distances of up to 8 mm

0 2.0 mm for inter-implant distances of between 8 mm and 15 mm
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Instructions for Use

Shorten the titanium wire to the required length. The titanium wires should be
bent using standard dental bending instruments so that these lie against the
welding sleeves without tension or gaps. Afterwards, the welding procedure is
carried out.

Welding procedure

In order to obtain an appropriate welding joint with the welding unit provided by
Dentsply Implants. ANKYLOS® devices for intraoral or extraoral welding have to
be used.

Observe the following instructions before starting the welding procedure:
Shorten the titanium wire for intraoral or extraoral welding accordingly and place
on the ANKYLOS® welding devices to be welded without tension or gaps.

Align the titanium wire in a vestibular-oral direction and adjust to the prosthetic
conditions.

IMPORTANT: Follow the correct welding sequence!

Start welding the ANKYLOS® welding devices with the titanium wire at the most
accessible position.
Continue welding on the adjacent abutment.

IMPORTANT: It is imperative to follow the welding parameter settings
according to the table in the instructions for use and in the user manual.

The welding parameters of the welding unit are to be set as follows based on
the diameter of the titanium wire used:

FRtWENT Titanium wire Welding parameter setting

Diameter on welding unit

1.2 mm Low = 60 %, single pulse

1.5 mm Medium = 75 %. double pulse
2.0 mm Hiah = 100 %, double pulse

Follow these important instructions during the welding procedure:

After welding, hold the welding damp in position for about 3 seconds or,
optionally, spray the welding area with water during welding. Carry out a visual
inspection ofthe weld seam after each welding procedure.

IMPORTANT: Should the titanium wire separate from the adjacent welding
abutments during welding and no longer sit without tension or gaps remove the
previously welded framework and bend the titanium wire so that it is joined
again.

NOTE: Parallel Gauges are not suitable for welding.

Follow these important instructions after completion of the titanium

framework:

« Check the titanium framework in the patient’'s mouth again to make sure that
it is free of tension (e.g. Sheffield test) before incorporating it into a plastic
prosthesis. If the titanium framework does not sit without tension or gaps, it
must be detached and prepared again.

« The manufactured titanium framework can be furnished with other retention
elements if necessary. Shorten the titanium wire accordingly and weld
extraorally with the titanium framework.

« Further processing of the titanium framework is carried out according to the
generally accepted dental regulations.

IMPORTANT: Before the application of resins with suitable tools, like
polymerisation sleeves, make sure that no plastic gets between the implant,
abutment or welding abutment. This prevents the ingress of resin at the
sulcus/gingiva and the soft tissue is protected.

ANKYLOS® Welding Sleeve for Balance Base Abutment narrow

CAUTION: ANKYLOS® Balance Base Abutments and ANKYLOS® Standard”~c7
Abutments are generally not allowed to be ground.

Insert and screw the ANKYLOS® Balance Base Abutments narrow or the
ANKYLOS® Balance Base Abutments angled into the implant according to the
instructions. Position the ANKYLOS® Welding Sleeve for Balance Base
Abutment narrow and screw it hand-tight \with the Fixation Screw, occlusal
M1.6 mm Hex, extra long provided. The Insert for Prosthetic Ratchet
Screwdriver 1.0 mm Hex 15 Ncm is used for screw retention.

Shorten the titanium wire accordingly and place on the ANKYLOS® Welding
Sleeves to be welded so as to be free of tension and gaps. Position the titanium
wire and the ANKYLOS® Welding Sleeve centrally between the two electrodes
of the welding unit's welding clamp. The clamping force of the welding clamp
secures the devices in position. Support the welding clamp with the palm of
your hand during welding and do not open it under any circumstances.

After welding all ANKYLOS® Welding Sleeves with the titanium wire, loosen the
Fixation Screw, occlusal M1.6 mm Hex, extra long and remove the framework
from the ANKYLOS® Balance Base Abutments. The ANKYLOS® Welding
Sleeve can be shortened if necessary. If the Fixation Screw, occlusal M .6 mm
Hex, extra long is too long, either the long or short (blue anodised) Fixation
Screw, occlusal M1.6 mm Hex can be used.

= = Manufacturer:
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Use polymerisation sleeves if necessary. Place the titanium framework in the
patient's mouth on the ANKYLOS® Balance Base Abutments and screw hand-
tight using the ANKYLOS® Fixation Screws, occlusal M1.6 mm Hex provided at
the most accessible points. Furnish the finished plastic prosthesis with cold- or
light-cured resin and place on the framework. After the plastic has hardened,
undo the fixation screws and remove the prosthesis, then prepare according to
the generally accepted dental regulations.

Insertion of the prosthetic restoration using the ANKYLOS® Welding
Sleeve for Balance Base Abutment narrow

Check the secure fit of the ANKYLOS® Balance Base Abutments narrow or
angled. Then place the prosthetic restoration on the ANKYLOS® Balance Base
Abutments narrow or angled. Check the passive fit of the prosthetic restoration
again (e.g. Sheffield test) and screw onto the Balance Base Abutments using
the Insert for Prosthetic Ratchet Screwdriver 1.0 mm Hex 15 Ncm applying a
torque of 15 Ncm and check the occlusion.

ANKYLOS® Temporary Welding Abutment and ANKYLOS®
Retaining Screw for Temporary Welding Abutment

Insert the ANKYLOS® Implants as parallel as possible and remove the
premounted Placement Head from the implant with the Insert for Prosthetic
Ratchet Screwdriver 1.0 mm Hex 15 Ncm. Insert the ANKYLOS® Temporary
Welding Abutment in the implant and screw hand-tight with the ANKYLOS®
Retaining Screw for Temporary Welding Abutments provided. Insert the
polymerisation sleeves. Position the titanium wire and the ANKYLOS®
Temporary Welding Abutments centrally between the two electrodes of the
welding unit's welding damp. The damping force of the welding damp secures
the devices in position. Support the welding damp with the palm of your hand
during welding and do not open it under any drcumstances.

Weld all ANKYLOS® Temporary Welding Abutments with the titanium wire,
loosen the retaining screws and remove the framework from the implants. The
ANKYLOS® Temporary Welding Abutment can be shortened ocdusally only up
to the height of the screw head.

Insert the prepared titanium framework in the patient's mouth in the implants
and screw hand-tight with the retaining screw provided at the most accessible
location. Furnish the finished plastic prosthesis with cold- or light-cured resin
and place on the framework. After the plastic has hardened, undo the retaining
screw and remove the prosthesis from the patient's mouth, then prepare
according to the generally accepted dental regulations.

Insertion of the prosthetic restoration using the ANKYLOS® Temporary
Welding Abutment

Insert the prosthetic restoration in the implants. Check the passive fit of the
prosthetic restoration again (e g. Sheffield test) and screw into the implant using
the Insert for Prosthetic Ratchet Screwdriver 1.0 mm Hex 15 Ncm and check
the occlusion.

ANKYLOS® Welding Cap for Standard Abutments a or b and ANKYLOS®
Welding Cap for Standard Abutments a or b lateral screw

Inserting Standard Abutment a or b, straight

Select the abutment according to the prosthetic situation. Pick up the abutment
with the Insert for Prosthetic Ratchet for a- or b-Abutments key and screw it in
the implant with a torque of 25 Ncm. Check the joint angle of insertion for the
abutments with the ANKYLOS® Parallel Gauge for Standard Abutment a or b.
Following insertion, seal the inner thread of the abutment with a Headless
Screw.

Inserting Standard Abutment a or b, angled

Select the abutment according to the prosthetic situation. Position the angled
abutment in the implant. Adjust the joint angle of insertion for the abutments
with the ANKYLOA” Parallel Gauge for Standard Abutment a or b. Tighten the
central clamping screw using the Insert for Prosthetic Ratchet Screwdriver

1.0 mm Hex 15 Ncm.

NOTE: Excessive torque may loosen the threaded sleeve.

Place the ANKYLOS® Welding Cap for Standard Abutment a or b on the
respective abutments, make sure it is securely fitted (friction fit) and when using
the Welding Cap for lateral connection, screw tight using a lateral screw and a
torque of 10 Ncm. Position the titanium wire and only the pin of the ANKYLOS®
Welding Cap for Standard Abutment a or b centrally between the two electrodes
ofthe welding unit's welding clamp. The clamping force of the welding clamp
secures the devices in position. Support the welding clamp with the palm of
your hand during welding and do not open it under any circumstances.

Weld all ANKYLOS® Welding Caps for Standard Abutments a or b with the
titanium wire and remove the framework from the Standard Abutments. The pin
of the ANKYLOS® Welding Cap for Standard Abutment a or b can be
shortened.

Place the finished titanium framework in the patient's mouth on the Standard
Abutments and check the passive fit (e.g. Sheffield test).

NOTE: When using the ANKYLOS® Welding Cap for Standard Abutment a or b,
insert the corresponding ANKYLOS® Retaining Screw laterally and use the
Hexagon Screwdriver 1.0 mm to screw it hand-tight to the ANKYLOS® Standard
Abutment. Furnish the finished plastic prosthesis with cold- or light-cured resin
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and place on the framework. For lateral screw connections, make absolutely
sure that adequate access is ground free in the plastic prosthesis. After the
plastic has hardened, loosen the lateral screw and remove the plastic
prosthesis along with the polymerised titanium framework. Then prepare
according to the generally accepted dental regulations.

Insertion of the prosthetic restoration using the ANKYLOS** Welding Cap
for Standard Abutment aor b

Make sure the ANKYLOS® Standard Abutments are securely fitted and place
the prosthetic restoration on the ANKYLOS® Standard Abutments. When
cementing the prosthetic restoration, seal the screw access above the central
clamping screw of the ANKYLOS® Standard Abutments with gutta percha,
cement, cotton pellets, etc. Check to ensure the prosthesis is free of tension.
Follow the manufacturer’s instructions. Remove all cement residue. Retain
laterally using the Insert for Prosthetic Ratchet Screwdriver 1.0 mm Hex. short
10 Ncm, applying the recommended torque of 10 Ncm. After final insertion of
the prosthetic restoration, adjust the occlusion.

ANKYLOS® Welding Cap for SynCone 5*

IMPORTANT: Ensure that no threads are trapped when placing the SynCone
Cap in the case of immediate loading.

Position the ANKYLOS® Welding Cap for SynCone 5" on the corresponding
parallelly aligned SynCone 5"Abutments and check that it is securely fitted
(friction fit). Make sure that the SynCone Caps are correctly fitted, otherwise the
prosthesis can either be too loose or too tight.

Position the titanium wire and only the pin of the ANKYLOS® Welding Cap for
SynCone 5* centrally between the two electrodes of the welding unit's welding
clamp. The clamping force of the welding clamp secures the devices in position.
Support the welding clamp with the palm of your hand during welding and do
not open it under any circumstances. After welding, hold the welding clamp in
position for about 3 seconds or, optionally, spray the welding area with water
during welding.

Weld all the ANKYLOS® Welding Caps for SynCone 5* with the titanium wire
and remove the framework from the ANKYLOS® SynCone 5° Abutments. The
pin of the ANKYLOS® Welding Cap for SynCone 5* can be shortened.

Place the SynCone Polymerisation Sleeves on the SynCone Abutment up to
below the abutment equator. This prevents the ingress of resin at the
sulcus/gingiva and the soft tissue is protected.

Place the finished titanium framework in the patient's mouth securely on the
ANKYLOS® SynCone S"Abutments. Furnish the finished plastic prosthesis with
cold- or light-cured resin and place on the framework. Check the passive fit (e.g.
Sheffield test). After the plastic has hardened, remove the prosthesis from the
patient’s mouth. Then prepare according to the generally accepted dental
regulations.

Insertion of the prosthetic restoration using the ANKYLOS® Welding Caps
for SynCone 5°

Check that the ANKYLOS® SynCone 5RAbutments are fitted securely.

Use the Hexagon Screwdriver 1.0 mm applying the recommended torque of

15 Nem.

Finally, place the prosthetic restoration on the ANKYLOS® SynCone 5*
Abutments.

After final insertion of the prosthetic restoration, adjust the occlusion.

Delivety - Storage - Sterilisation

ANKYLOS® devices for intraoral or extraoral welding are supplied non-sterile
and, with the exception of the Parallel Gauge, are intended for single use only.
Do not use ANKYLOS® devices for intraoral or extraoral welding after the
expiration date or if the blister is damaged. Store the devices at room
temperature in the original packaging under conditions normal for dental
practices. Do not expose to direct sunlight. For type, size and, if applicable,
angulation see product label.

IMPORTANT: Prior to clinical use, all devices and instruments delivered non-
sterile must be cleaned, disinfected and sterilized according to a validated
method. Instruments that can be disassembled must be disassembled for
cleaning and may be assembled again for sterilization only in a dry condition,

Description Sterilisation/Oisinfection  Material Torque
Reuse

ANKYLOS* Welding Sleeve for Sterilisation Sl Ti Grade 4 n/a

Balance Base Abutment narrow

ANKYLOS* Temporary Welding Sterilisation S Ti Grade 4 nl/a

Abutment

ANKYLOS® Retaining Screw for Sterilisation S Ti6AI4V-ELI 15 Ncm

Temporarv Welding Abutment

ANKYLOS® Welding Cap for Sterilisation Ti Grade 4 n/a
Standard Abutments a or b S

ANKYLOS® Parallel Gauge for Sterilisation Yes Ti6AI4V-ELI n/a
Standard Abutments a or b

ANKYLOS® Welding Cap for Sterilisation , TiGrade 2 n/a
SynCone 5° S

Manufacturer:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimplants.com
www.dent8Plvsirona.com
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FRIADENT® Titanium Wires Sterilisation S) Ti Grade 2

Ti Grade 4

VS- = do not reuse

Manual pre-cleaning

Coarse soiling must be removed immediately after use (soft nylon brush until
visibly dean).

Ultrasonic cleaning (optional for very heavy soiling)

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

Mechanical processing
Manual pre-cleaning 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 neutralization agents are to
be dosed and used in accordance with the manufacturer’s instructions. A
deaning program with thermal disinfection (Aoi 3000) is recommended.
Either demineralized water or water which satisfies this level of purity is
recommended for deaning.
The mechanical processing method was validated with the following materials
and devices:
« 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 rinsing with cold water 3 min

Thermal disinfection 5 min at 90“C (Ao~ 3000)

Drying 30 min at 105 "C
« Cleaning agent neodishei® MediClean (0.5 %)/neutralization agent

neodisher® Z (0.1 %), Dr. Weigert, Hamburg.
For detailed information on manual and mechanical processing, please refer to
the Dentsply Implants Instructions for Sterilization - Instrument Care.

Sterilization

Sterilization is to be performed corresponding to the following scheme

1. Preparation for sterilization: Place devices in a sterilization pouch which is
legally marketed for use with the recommended sterilization parameters.
Every sterilization package must have a sterilization indicator and
sterilization date.
Sterilization:

Method  Cycle Temperature Exposure Time*  Dry Time

Steam Dynamic air removal 132 X 4 Min. 20 Mm.
(orevacuum) 135 X 3 Min.

Steam Gravity displacement 121 X 30 Min. 20 Min.

« Minimum exposure times the operating times are longer and may vary depending on the device.
3. Storage: Store the sterilized devices dry and dust-free at room temperature.

Transportation, Storage and Operating Conditions

Products should be transported and carried carefully in a manner that
corresponds to the special transport precautions for each medical device’s
nature.

Store the devices in their original packaging in a dry place at room temperature.
Do not expose to direct sunlight.

The permissible conditions are:

« Transportation: T -35 “C .. +60 “C. Humidity 10-80 %

e Storage: T +18 “C ,,,+25 “C, Humidity 30-60 %

e Operating: T +32 "C .. +42 “C, Humidity 30-80 %

Terms of Use
Dental clinics and laboratories.

May only be used by dentists/ physicians who have had the appropriate
education and training.

Influence on the Environment
The product does not affect the environment during operation.

Disposal of Products

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

Unused products and packaging material are medical waste hazard class A.
Used products are medical waste hazard class 6.

Shelf Life

Devices shelf life is 10 years in their respective original packaging.
Expiration date indicated on the labeling.
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Implant System Warranty

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

Authorised Representative in Russian Federation
Dentsply Sirona LLC

115432, Moscow, Andropov av., 18, bid. 6. officesi, 39, 40, Russia
Tel. +7 (495) 725 10 87

Copyright and Trademarks

All rights reserved. No part of these instructions may be reproduced, processed
with electronic systems, duplicated or distributed in any other manner without
the express written permission of the manufacturer.

ANKYLOS®, FRIADENT® are registered trademarks of Dentsply Implants
Manufacturing GmbH.

Explanation of Symbols
Symbol Title

Manufacturer

|I'II'V|'| Date of manufacture

Use-by date
2
LOT Batch Code
REF Catalog Number
Non-Sterile

Keep away from sunlight

T Keep dry

Do not reuse

Consult Instructions for Use

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

jre Prescription only:
K x . U.S. Federal law restricts this device to sale by or on
the order of a licensed dentist or physician.

Russian certification symbol according to GOST

Manufacturer:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentSDIvimplants.com
www.dentsplv8irona.com
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Die wortliche Obereinstimmung vorstehender
hrift mit der mir vorliegenden Urschrift

hiermit beglaubigt.

Bensheim, den 23. September 2019
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LA 1Mo NPUMEHEHNIO

H#/ opTOneguyeckne Ana ctomartosiormyec
B3MPOBaHNsi MO KOHLUENLUN NHTpaopasibHOM’

D1 ona cuctembl geHTalbHbIX uMnaaHtatoB ANKYLOS®

t C aHIIMIACKOro M HEMELKOTO S3bIKOB Ha PYCCKUI A3blIk/
(KOM UM3[ENWIA Ha KOTOpble PacnpoCTpaHseTCs fAaHHas WHCTPYKLUMA MO 3KCnayartauum
03HaKOMMUTLCS B MH(hOpMaLoHHoii 6poLutope «ANKYLOS* Metog WeldOne», B Katanore
1 ANKYLOS* unu o6patusLumnck K Batwemy aunepy. CBefeHUs 0 KOHCTPYKLUN U3aenuii
toHaiTK B 6poLutope «KANKYLOS* MeTtog WeldOne».

[3zaqere
/i3perva opTonefuyeckMe AN CTOMATONMOrMYECKOro  MpOTE3NPOBaHUS MO KOHLENuuu
' AHTPAOPA/TbHON W 3KCTPAOPaNbHON CBApKW AN CUCTEMbI eHTalbHbIX UMnnaHTatos ANKYLOS*
npefHasHadeHbl ANA  oGecriedeHWs CPefCcTB  MPOTE3MPOBaHUS, C  LieNbl0  BOCCTAHOBMEHUS
KeBaTeNbHOM (DYHKUMM nauueHTa. MCnonb3yloTca AnA  M3rOTOBMEHWS WHTpaopasibHO-  Wm
9KCTpaopasibHO-  CBapvMBaeMOro TWTAHOBOrO Kapkaca Ana  Hemed/ieHHbIX U OT/IOKEHHbIX
pecTaBpaLiuii.

MokazaHVst K MpYVEHEHVIO

CBapoyHas BTy/nKa Ans yskoro a6atmeHTa Balance Base ANKYLOS* c¢ dukcupytowmum
BUHTOM

M3roToBnieHne NpoTe3oB HemedseHHOW M OTCPOYEHHOW WMMMaHTaUMKM Ha Y3KUX aBaTMeHTax
Balance Base ANKYLOS* ¢ MOMOLLbIO UHTpa- 1 3KCTPaopaibHO CBApPEHHOrO TUTAHOBOMO Kapkaca
UCK/OUMTENBHO C MCMOMb30BaHMEM cBapoyHOro annapara WeldOne v npegHasHayqeHHoM Ans 3Toro
TUTaHOBOV NPOBOMOKY.

BpeMeHHbIii cBapouHblii abatMeHT ANKYLOS*

M3roToBneHre BPEMeHHbIX MPOTE30B [N HEMEA/IEHHON MMMMaHTaLMM Ha  MMMaHTaTax
ANKYLOS* c MOMOWBI0 WHTPa- UM 3KCTpaopaibHO CBapeHHOro TWUTAHOBOIO — Kapkaca
UCK/IOUNTENBHO C UCMONb30BaHNEM CBapoyHoro annapara WeldOne v npegHa3HaueHHO Ans aToro
TUTaHOBOI NPOBOMOKM.

DUKCUPYIOLWMIA BUHT ANS BPEMEHHOTO CBapo4HOro abatmeHta ANKYLOS*

duKcaLya BpeMeHHbIX CBapoyHbIX abaTMeHToB ANKYLOS* Ha nMnnaHTatax ANKYLOS*

CBapoYHblii Konnayok ans abatmeHTos Standard a u b n

CBapoYHblii Konnayok ans abatmeHTos Standard a v b Ans natepanbHOro BUHTa
W3roToBneHve r"oTe3oB ANs HeMeA/IEHHOM 1 OTCPOYEHHOM MMNNaHTaumMmn Ha abatmMeHTax Standard
C/ ANKYLOS* ¢ nOMOLbO WHTPa- UM 3KCTPaopasnbHO CBApeHHOro TWTAHOBOTO Kapkaca
UCKIOUNTENBHO C UCNONb30BaHNEM CBapo4Horo annapata WeldOne v npeaHa3HaueHHO Ans aToro
TWUTaHOBOIA MPOBONOKM

MapannenbHas HanpasnatoLwas Ana abatmeHTa Standard a uam b ANKYLOS*

MpoBepKa Harnpas/ieHVst THe3/ja Npy YCTaHOBKe aBaTMeHTa

CBapouHsblii konnayok Ans SynCone 5®ANKYLOS*

M3roToBneHne NpoTe3oB A1 HeMeA/IeHHOM W OTCPOYEHHOV MMNNaHTaumun Ha abatMeHTax SynCone
50 ANKYLOS* c nOMOLbIO WHTPa- M 3KCTpaopanbHO CBapeHHOro TUTAHOBOTO KapKaca
UCKNIOYUTENBHO C MCMO/Mb30BaHWeM CBapouHOro annapata WeldOne 1 npegHasHaueHHoi Ans atoro
TUTaHOBOW NPOBOMOKU

TutaHoBas npososioka FRIADENT*

M3roToBneHne NpoTe3oB Ha MMNAaHTaTax npoussoAcTea DENTSPLY Implants ¢ noMoLLblo UHTpa-
11 3KCTPaopasibHO CBAPEHHOr0 TUTAHOBOTO KapKaca UCK/IOUNTENbHO C UCMO/b30BaHMEM CBAPOYHOTO
annapata WeldOne B KoMGWHaLyM € NpefHa3HaYeHHbIMY ANs 3TOro abaTMeHTaMu

MpoTvBONoOKasaHus
* [InA nauneHTOB C KapAMOCTUMY/IATOPOM W APYrMMWU aKTVBHbIMU UMMIAHTUPOBAHHBIMU
yCcTpoiicTBaMM npoLieaypa NHTPaopaibHOI CBapKW NPOTMBOMOKa3aHa.
« OnepatopaM C KapAvOCTUMY/IAITOPOM W APYTUMW  aKTUBHbIMW  UMMJIAHTUPOBAHHBIMU
yCTpoiicTBaMU NpoLeAypbl UHTPa- W 3KCTPaopasibHOM CBapKM 3anpeLLaeTcs BbIMOAHATb.
* W3genva He npefHasHaueHbl 418 pecTaBpaLim 0fHOro 3y6a,

MpenynpexxaeHns

« [laHHOe PYKOBOACTBO HEOBXOAMMO 0653aTenbHO MPOYECTb Mepes UCMOoNb30BaHWEM W3aennii
OpTOMNeANYECKIX /1A CTOMATONONMYECKOr0 NPOTE3MPOBAHNS MO KOHLENLN UHTPaopaibHOM 1
IKcTpaopansHoii ceapkn ANKYLOS*.
Msgenns  opTonepuyeckse [Ans  CTOMATOMOTMYECKOTO MPOTE3VPOBAHMS MO KOHLeNLmun
MHTpaopasnbHON CBapku AN cUCTeMbl AeHTanbHbIX umnnaHTatos ANKYLOS® paspeluaeTcs
1CMONb30BaTh TOMbKO COFMIACHO MOKa3aHUSM K MPUMEHEHWo, B COOTBETCTBUM C OBLMM
npaBunaM1 CTOMaToNOrMU/XUPYPIiK, ¢ COGNIOAEHNEM MONOXEHWIA OXPaHbl TPYAA W TEXHUKM
6e3onacHocTu.
Mspennst  opToneamyeckue [ CTOMATONMOTMYECKOTO MPOTE3NPOBAHNA MO KOHLENLuM
VHTpaopa/bHOW 1 3KcTpaopanbHoi  ceapkn ANKYLOS*  npefHasHadeHbl TONMbKO Ans
1CMOMb30BaHNs COBMECTHO C cucTemoii umnnanTatos ANKYLOS* 1 cBapouHbIM annaparom
WeldOne,
IMpoLiefypa MHTPaoPabHOV CBapKM NPOBOAUTCS UCK/IOUMTENBHO CTOMATON0raMu1, npoLiesypa
9KCTPaopaibHO CBAPKY Takke MOXET NPOBOAMTCS 3yGHBLIM TEXHUKOM.
Onepatop [0/MKeH GbITb KOMMETEHTEH B BOMPOCAX XMPYPrUYeckoil CTOMaTonornm u

.

MpoTe3NPOBaHMA, BK/KOYas  AMArHOCTUKY, MpefonepauMoHHOe  MiaHWpoBaHue  1/mnm
nabopaTtopHble NpoLeaypbI.
+ [ponsBogunTenb He HeCeT OTBETCTBEHHOCTb 3a  Yilepb, BO3HWKWWIA  BCNEACTBUE

HeHaZNexalllero 1Crnosb3oBaHns NpoayKTa.
IMpy BO3HMKHOBEHUM BOMPOCOB OTHOCUTENLHO MOKa3aHWiA MK crnocoGa NPUMEHeHNs crefyeT
0TKa3aTbCs OT NMPUMEHEHMS 10 BbIICHEHWS JaHHBIX BOMPOCOB.

MpvBeaeHHOE HIDKe OMMCaHMe HefoCTaTouYHO ANnA obecreyeHUst MOMHOCTBIO Ge30mnacHoro
Jle4eHVst B Cyyae NPOBEAEHNS ero HeOMbITHLIMU UMM/AHTONOraMU-NPOTE3NCTaMMU.

[nA rapaHTUPOBaHWA Hajfexallero npoTesMpoBaHUs, WCNONb30BaTh MHTPa- WAn
9KCTPaopasbHylo CBapKy paspeLaeTcs TONbKO Mocne NPOXOX/AEHWs COOTBETCTBYIOLLErO
06yueHms!

MpownssoguTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dent8DIlvimDlant8.com
www.dent8Dlvsirona.com
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N 3KCTpaopasibHOM

[la

BHUMAHMUE: A6atmenTbl Balance Base ANKYLOS* u Standard C/ ANKYLOS* He
npefHasHaueHbl A5 LUAMGOBKA.

BHUMAHWE: [aHHaa cucTeMa UMNAAHTATOB He Npoxoguna NpoBepky Ha 6e3onacHocTb u
COBMECTUMOCTb € 06¢cnefoBaHmamMm MPT. CucTeMa He MPOXoAwna NPoBepKy Ha HarpesaHwe unm
murpaLyio npu o6enegoBaHmnax MPT.

Mpy NCMONb30BaHUM JAHHBMNC OPTOMEANYECKUX U3AeMMA MOTYT BO3HUKATb OBLLME OCNIOXKHEHMS,
KaK Harpumep:

. BpbIxaH1e Wv NpornarbiBaHie UCMONb3yeMblX BO PTY MaLyeHTa feTaneit
. MonomMKa 3aTsHKHOTO BUHTa abaTMeHTa BCMEACTBIE UPE3MEPHOrO KPYTALLEro MOMeHTa
. OcnabneHve  dukcaunm  abaTMeHTa/CynpacTpyKTypbl, — Hampumep, B  pe3ynbTarte

HECOOTBETCTBYIOLLETO KPYTALLEro MOMEHTA, MPUKIa/JbIBAEMOr0 K BUHTY
. [edopmaLyst U3fenuii B pesynbTaTe NPYMEHEHs 3N1EMEHTOB ApYriX U3rOTOBUTENeN 1 He
OTHOCALLMXCS K CUCTEME MUHTPa- 11 IKCTPAOpasbHOM CBAPKM 371EMEHTOB.

MepbI MPeoCToPoKHOCTM

BHVMAHWE: [nia nauyueHToB 1 onepatopam C KapAyoCTUMYNATOPOM WK APYTUMU aKTUBHBIMU
VMMNaHTMPOBaHHLIMU YCTPOWCTBaMW MPOLeAypbl NHTPa- 1 3KCTPaopasbHOM CBapKM 3arpeLlaeTcs
Mpo3BOAUT.

BHUMAHWE: Wcnonb3oBaHue 1erkoBOCMIAMEHSIIOLLMXCA aHECTE3NPYIOLLMX ra30B, OKCWA a3oTa
M KMCNOpoda, a TaKkke CMuMpTa B MOJOCTM pTa MauMeHTa [0 M BO Bpems Mnpolecca CBapku
3anpeLLeHo.

Mepes HayanoM MM BO BPeMs MPOBEAEHWS leYeHUst HEOBXOAMMO COBMoAaTb CrefytoLLye Mepbl
NPEAOCTOPOXKHOCTH;

Mepen KaxabiM XUPYPruyeckum BMeLLaTeNbCTBOM CriefyeT Y6eduTbCst B TOM, 4YTO BCe
HeoGXOAMMbIe ieTaM, NHCTPYMEHTbI 1 OPTOMeANYECKMe CPeACTBa MMEIOTCS MOMHOCTLIO B
HamMumK, B TpeGyeMOM KONMYECTBE 1 HAXOAATCS B paboueM COCTOSHUM;

Bce npogyKTbl, MpefHasHaueHHble /718 OAHOPA30BOTO MPUMEHEHWs, He  JOMKHbI
1CMoNb30BaTbCA MOBTOPHO. HecobntofeHne MpaBui 6e30MacHOCTU MOXET MPUBECTU K
PUCKY WH(DULMPOBAHMA, a TakXke HETOYHOW ycTaHOBKe w3fenwid. CBR3aHHble C 3TUM
OC/OXXHEHWS MOTYT MPUBECTU K Pa3pyLLEHNIO 1 OTTOPXKEHNIO NMMNaHTaTa!

MaumneHT fomkeH GbiTb YNOXeEH TakuM 06pasoM, YTOGbl OMACHOCTb BABMCAHMA AeTaneit
Gblna cefieHa K MAHUMYMY;

CnepyeT NpuHATL Mepbl BO N3GeXaHWe BAbIXaHWs W NPOrNaTbiBaHUS PACMONOXEHHbMC BO
pTY nauueHTa Aetaneid;

[ina co6CTBEHHON 6e30MacHOCTV MepcoHan AOMKEH BCErfa HOCUTb COOTBETCTBYHOLLYHO
3aLUMTHYIO OfEXAY;

Bo Bpems npoLecca CBapku MauyeHT W Bpady AO/MKHbI MCMO/b30BaTb OYKM A5 3aLUUTHI
rnas.

Heobxoanmo y6eanTbCs B TOM, YTO BCE M3JENMsA, UCMOMb3yeMble B MPOLIECCE CBapKW, He
COfiePXAT CMa3sKy 1 Kakue-nuGo ocTaTKu BeLLECTB.

O6s3aTensHO cobntogalite napamMeTpbl CBapKY B COOTBETCTBUM C TabnuLeli npunaraemMoro K
CBapOYHOMY arnmnapary pyKoBOACTBa N0 KCTTyaTaLum.

Mepes npvMeHeHWeM NoOMMMepK3aTa HEOGXOAMMO C MOMOLLbIO  COOTBETCTBYHOLLETO
OPTOMeAMYECKOro CpeacTBa, HampyuMep, MakXeTbl A1 NOAMMepU3aLnn, YoeanTsCs B TOM,
UTO MeX[y MMnnaHTaTamy, aGaTMeHTaMW WM CBAPOUHBLIMKM aGaTMEHTaMW HeT OCTAaTKOB
MNacTMacchl.

Ecnn B CBA3M C HEGNAronpuATHbIMM aHATOMUYECKUMW YCMOBUSMI MHCTPYMEHTbI He
NOAXOAAT WM He MOTYT ObiTb MPUMEHUMbI MO APYTUM MPUYMHAM, TO HEoGX0AUMO
0TKasaTbCA OT fa/bHEiLNX 3arnaHMpOBaHHbIX OMepauuii MPOTe3MpOBaHUA C 3TUMM
VHCTPYMEHTaMM 1 HaliTV anbTepHaTUBY.

Mpu ycTaHoBKe Konnayka SynCone cneauTe 3a TeM, YTOGbI He 6bIN0 3alleMNeHNs LLIBOB.
CobniofaiiTe yKasaHHble KPYTALLYE MOMEHTBI.

Mpw WwandoBke M3[eNnii He06X0AUMO 06eCNeUNTL AOCTATOUHYHO BbITKKY.

.

Mo6ouHbIe adxheKTbI

B03MOXHble NOGOUHbIE 3EKTLI OTCYTCTBYHOT.
MpuveHeHve

npumeyanue: MoapobHbIE yKasaHUs, KacaroLMecs Xvpypruv, NpoTe3vpoBaHWs ¥ NnabopaTopHOi
TEXHWKV CM. B COOTBETCTBYHOLLMX NpoTokonax K cucteme ANKYLOS*.

Mpy nposegeHnn cBapkn Ha abaTMeHTax Balance Base ANKYLOS®, Standard u SynCone 5®
Heo6X0AMMO COBMoAATb MHCTPYKLMM MO MPUMEHEHIO Npu/araemble yKasaHHbIM aGaTMeHTaM.

TuTaHosas nposonoka "?/14/>E7Y 7 *Bbibupaiite
FRIADENT® B COOTBETCTBUM C NPUMEHEHWEM:

0 1,2 MM NS AONONHATENLHON PeTeHL N

0 15 MM ans pacCTosHUA MeXzy UMMaHTaTamMu 4o 8 MM

0 2,0 MM A1 pacCTOAHUA MeXy UMMAaHTaTaMu oT 8 Mm 4o 15 Mm
OTpe3aTb HEO6XOAVUMYIO A/IMHY TUTAHOBOV MPOBOMOKM. C MOMOLLBIO 06bIYHBIX 3YBOTEXHNHECKUX
MHCTPYMEHTOB A1 TMGKW TUTaHOBas NPOBO/IOKa CrmbaeTcs Takum 06pa3om, YTOGbI OHa npunerana
K CBAapO4HOI BTy/Ke 6e3 HanpskeHWs 1 3a30pa. 3aTem BbINOMHAETCS CBapKa.
MocnegoBaTenbHOCTb NpoLEcca CBapKu
[ina obecneyeHns 3theKTUBHOTO CBApHOTO COEAMHEHUS C MOMOLLBKO CBApPOYHOrO annapara
WeldOne, Heob6xoanmo ucnonb3osatb u3genns ANKYLOS* ans WHTpa- W 3KCTpaopanbHoi
CBapK.
[lo Hauana npouecca CBapk1 Heo6xoAUMO caenaTb CneaytoLLiee:

TONLWHY — TUTaHOBOW  MPOBOMOKM

I'IpaBa Ha N3MEeHEeHUA COXpaHeHbl.

B TOM WM MIHOM PETMOHe MUpa MOryT 6biTb [OCTYMHbI HE
BCE n3genws.

CoCTOosiHMe MHchopmayuu:
IFU 2024-ru_RU Mocnepa, pea. 003 A 2019-09



[l no npnmeHeHuto
/HY>XHO [NWHBI NPOBOMOKY, NPeAHA3HaYeHHYI NS WHTPa- UMW 3KCTpaopanbHoi
VToMuTL K cBapuBaeMbiM u3genuam optoneguyeckum ANKYLOS* 6e3 HanpskeHus 1

~\MPOBO/IOKY B BECTUGY/IAPHO-0PaNbHOM HanpaseHi 1 NOAOTHaTb C Y4YETOM CUTYaLmm
MK,

| Heob6xoanmo cobntogaTb NpaBubHbIA NOPAJOK cBapKu!

! nepByto cBapKy cBapuBaemoro optoneauueckoro usgenns ANKYLOS* ¢ TutaHoBOW
|bkoi B Havbonee gocTynHom MecTe. MocnefytoLas cBapka NPOU3BOANTCS Kaxabli pa3 Ha
K/BbaTmeHTe.

Ne 0: O6s3aTenbHO cobnoaaTh NapameTpbl CBapkW B COOTBETCTBUM C TabnuLien HacToALLel
(hyKLMM N0 NPUMEHEHMIO 1 PYKOBOZCTBA MO 3KCMyaTaLym cBapoyHoro annapara WeldOne.

/MapameTpbl CBapKy CBApOYHOTrO arrnapata Heo6XOAUMO YCTaHOBUTb B 3aBUCHUMOCTU OT AnMameTpa
j NNaHoBOIi NPOBO/MOKM CreAYHOLLMIM 06Ppa3oM;

[inameTtp TUTaHOBOIA MPOBONOKU
FRIADENT*

HacTpoiika napameTpa cBapkus
CBapOYHOM annapare

1,2 Mmm HU3KNIA = 60% , OAUHAPHbLIA uMmnynsc
15 mm cpefgHnii =75%, nBoWHOW nmMnynsc
2,0 MM BbICOKNUA = 100%, ABOHON MMNynbe

Bo Bpems cBapKW Heo6xoauMo cobniofath cnegytoLuee:
« [ocne npuvBapuBaHWs CriefyeT YAepXKMBaTb CBApOUHbIA 3aKMM OKOMO 3 CeKyHA WM
aNnbTepHaTUBHO 06pbI3rMBaTL BOAOK 06/1acTb CBapky BO BpeMms CBapku. locne Kaxaoro
npouecca cBapky HEOGXOAMMO OCMATPKBATL CBAPHOI LLOB.

BAXHO: Ecnm npu cBapke TuTaHOBas MPOBO/IOKA MOJHMMAETCS OTHOCUTE/IbHO COCEAHMX
cBapuBaeMbIx abaTMEHTOB W GOMbLUe He npuneraeT Ge3 HampsXeHUs U 3a30pa, TO HeOBXOAMMO
CHAATb MPUBapPEHHbI 10 CUX MOP KapKac W COrHYTb TUTAHOBYHO MPOBOMOKY TaK, YTOGbI OHa CHOBA
npunerana Kak cnegyer,

MPUMEYAHWE; MapannenbHble HanpasnstoLLye He NPUrofHbI 415 CBapKu.

Mocre N3roTOBNEHWs TUTAHOBOTO KapKaca Heo6X0AMMO Co6MioAaTh CneaytoLlve npasmna:

« [lepes YCTaHOBKOM B MNacTMaccoBblii NMpOTe3 NPOBepbTe TUTAHOBbLIA Kapkac ele pas B
nonocT pra nauueHTa Ha cBO6OAHOE npuneraHue (Hanpumep, TecT Lleddunga). Ecnm
TUTaHOBbIN KapKac He cMAMT 6e3 3a30pa U A 3 HanpsXKEHUs, TO ero HeOBXOANMO OTCOEANHUTL
11 U3rOTOBUTh 33HOBO.

MA3roTOBMEHHbI  TUTAHOBbLIA  Kapkac MNpM  HEOBXOAMMOCTM  MOXeT OblTb  CHabGXeH
[IONONHUTENbHBIMA PETEHLWMOHHBIMU 3M1eMEHTaMU. Y KOPOTUTE COOTBETCTBEHHO TWUTAHOBYHO
NPOBO/IOKY M NPUBapUTE e K TUTaHOBOMY KapKacy SKCTpaopasbHo.
[JanbHeiiwas  o06paboTka TWTAHOBOrO — KapKaca —OCYLUEeCTBAseTCS
3y6OTEXHUYECKVM MpaBuiaM.

cornacHo

obLmm

BAXHO: [lepes npvmeHeHWeM MOAMMEPU3ATOB C COOTBETCTBYIOLMMU OPTOMEANYECKMMN
CpeAcTBaMM, HarpuMep, MaHXeTbl /1 NONMMePU3aLMK, HeOBXOANMO YGeAUTLCS B TOM, YTO MEXAY
/MnnaHTaTaM1, abaTMeHTaMW WK CBApOYHbIMW abaTMeHTaMW HeT nnacTMacchl. TakuM 06pa3om
NpefoTBpaLLaeTCs MPOHWKHOBEHWE MonuMepu3aTa B 06M1acTb AeCHeBON GOPO3AKW/AECHBI U
obecneynBaeTCs 3allmTa MArkux TKaHeii.

CBapouHasi BTyNKa [Ans y3koro abarveHta Balance Base ANKYLOS”™ ¢
CPMKCHPYHOLLYIM BUHTOM

BHUMAHWE: A6atmeHTsl Balance Base ANKYLOS*
npeaHasHayeHb! 415 WANAGOBKK.

n Standard C/ ANKYLOS* He

Y3kue wn yrnosble aGaTmeHTbl Balance Base ANKYLOS® BCTaBMSlOTCA B WUMMMaHTaT u
MPUKPYUMBAIOTCS K HEMY B COOTBETCTBUM C MHCTPYKLIMEN.

YCcTaHoBUTE CBapOuHYtO BTY/KY Ans abaTMeHTOB Balance Base, yskyto ANKYLOS®, npukpytvs
BPYUHYIO BXOAALLMM B KOMM/EKT CBEPX//IMHHBIM OKK/HO3MOHHBIM (DMKCUPYIOLWWM BUHTOM M1,6
MM C LLECTUIPaHHUKOM. [INst 3aBMHUMBAHWS UCTONb3YIATe HacafKy-OTBEPTKY /N1 OPTOMEANYECKOrO
KNtoYa-TPeLoTkN 1,0 MM C LUECTUTPaHHUKOM, KPYTALLMIA MOMEHT 15 Hem.

O6pexbTe TUTAHOBYHO NPOBOIOKY 40 HYXKHOU A/IMHBI 1 MPUNOXKNTE ee Ge3 HanpshkeHWs 1 3a30pa K
CBapyBaeMbIM W3e/MAM A/ CUCTEMbI AeHTasbHbIX UMnaHTatoB ANKYLOS*.

YCTaHOBMTE TUTAHOBYIO MPOBO/OKY W CBapOuHYto BTyKy ANKYLOS® nocpeanHe mexay o6oMmm
3/1EKTPOAAMM CBAPOYHOTO 3aKMMa CBApOYHOrO anmnapata. YCcuve CBapouHOro 3axuma (ukcupyeT
U3[ENUA B HYXKHOM MOMOXeHUN. Bo Bpemst CBapKU CBapOUHbI 3a0KMM HEOBXOAMMO MOAAEPXKUBATL
NafioHbIo, 1 OH HU B KOEM CNyyae He [JO/KEH OTKPbIBATLCS.

Mocne cBapuBaHWA Bcex cBapoyHbIX BTYNOK ANKYLOS® ¢ TUTaHOBOI MPOBOMOKONA, OTKPYTUTE
CBEPXA/MHHbIA OKKMHO3VOHHBIA (UKCUPYOWMIA BUHT M1.6 MM C LUECTUrPaHHUKOM W CHUMUTE
Kapkac ¢ abatmeHToB Balance Base ANKYLOS®.

Mpyn HeobxogumocTn cBapouHble BTYNKM ANKYLOS® MOXHO YKOPOTUTb, B cnydae upe3mepHoii
[/IMHBI  CBEPX//IMHHOTO OKK/IO3MOHHOMO (DMKCUPYIOLLEro BuHTa MI.6 MM C LIECTUrPaHHUKOM
MOXHO WCMONb30BaTb [IMHHBIA WA KOPOTKWIA (aHOAMPOBAHHbIA CUHWM LIBETOM) OKK/HO3MOHHBIA
(hVKCMpYHOLLWIA BUHT M 1.6 MM C LIECTUTPAHHWKOM.

Mpy HeOBXOANMOCTU MNCMONb3YeTCA MaHXeTa A5 NoNMMepU3aLmu. TUTaHOBbI Kapkac BpYUHyto
(hKcvpyeTca B MONMOCTW pTa MauueHTa Ha abaTMmeHTbl Balance Base ANKYLOS® B Hav6onee
[I0CTYMHOM MeCTe OKK/HO3VOHHBIM (DKCUPYHOLLWM BUHTOM M 1.6 MM C LLIECTUIPaHHUKOM.
M3roToBMEHHbIA paHee MNacTMaccoBblii NpOTe3 (IMKCUMPYETCA Ha KapKace XOnoAHbIM  Wm
(hoTOOTBEPXKAAIOWMMCS  NONMMepOM.  ocne OTBEPXKAEHWSI MNACcTMacChl (MKCUPYHOLWMNIA  BUHT
OTKPY4MBAETCH 1 MpOTE3 CHUMAETCs, a 3aTeM MpOXOAUT 06paboTKy B COOTBETCTBUW C OGLLMMM
3y60TeXHNYECKUMI MpaBiiaMU.

MpoTe3npoBaHune ¢ UCNONb30BaHWEM CBapOYHON BTyNKa ANs y3koro abatmeHTa Balance Base
ANKYLOS® ¢ h1KCUPYIOLWMM BUHTOM

MpoBepbTe MPOYHOCTL MOCAAKM Y3KUX WK YrnoBbix abatmeHToB Balance Base ANKYLOS®.
3aTem ycTaHOBMTE MPOTe3 Ha y3kue unu yrnoeble abaTmeHTbl Balance Base ANKYLOS®. CHosa

MponssoanTenb:
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npoBepbTe NaccuBHYKO MocafKy npoTesa (Hanpumep, Tectom Llleddunga) n sadmkcupyiite ero
OpPTOMEAMYECKUM K/HOUOM-TPELLOTKOM C LLeCTUrpaHHoiA ronoskoii 1,0 Mm Ha abaTmeHTax Balance
Base ¢ KpyTALMM MOMeHTOM 15 Hem 1 cHOBa npoBepbTe OKK/IHO3MH0.

BpenmenHbIi cBapouHbiii siéatvieHT ANKYLOS” ¢ qKCUpYHOLLIM BUHTOM 1
DUKCHPYHOLLNIF BUHT A/151 BPEMEHHOTO CBapoqHOro abarvieHta ANKYLOS™*
YcraHosute umnnaHTatel ANKYLOS* kak MOXHO 6onee napannensHo 1 yganurte U3 uMnnaHTata
YCTaHOB/EHHbI paHee afanTep UMMIaHTaTa ¢ MOMOLLBIO HaCaKWU-0TBEPTKY [/ OPTOMEANYECKOr0
KNtoYa-TPeLoTKN 1,0 MM C LIECTUIPAHHUKOM, rayTALLWiA MOMeHT 15 Hem.

BpemeHHbIli cBapouHblii abaTmeHT ANKYLOS* ycTaHaBNMBaeTCA B UMMNNAHTaT W 3aTArnBaeTca ot
PYKU BXOASLMM B KOMMNEKT hmkevpyrowmm BuHTOM ANKYLOS* fns BpeMeHHbIX CBapOYHbIX
abaTMeHTOB.

YCTaHOBUTE MaHXeTY ANs MonumMeprsaLmm.

YCTaHOBUTE TUTAHOBYHO NPOBO/OKY U BPeMeHHble cBapoyHble abaTmeHTbl ANKYLOS* nocpeauHe
Mex/y 060MMM 3M1eKTpoJamMn CBapOYHOIO 3aXMMa CBapOYHOro annapara. YCunue CBapo4HOro
3aKUMa  (UKCUPYET W3eNNs B HYXXHOM TMOMOXeEHWM. Bo Bpems CBapKu CBApOYHBIA 3aXUM
Heo6X0AMMO NOAAEPXKMBATb N1afiOHbI0, 1 OH HU B KOEM Cllyyae He [JO/KeH OTKPbIBATLCA.

MpvBapuTe BCE BpEMeHHble CBapoyHble abaTMeHTbl ANKYLOS® K TWUTaHOBOW NpOBO/MOKe,
OTKPYTUTE (PMKCUPYIOLLME BUHTBI 1 CHUMUTE KapKac C MMMNaHTaToB.

BpeMeHHbI/i cBapoyHblii abaTMeHT ANKYLOS® MOXeET 6GbITb YKOPOUEH OKK/HO3MOHHO TOMBKO A0
BbICOTbI FO/I0BKM BUHTA.

YCTaHOBUTE OTPEry/NMpOBaHHbIA TUTAHOBbIA Kapkac B MOMOCTU pTa NalyeHTa Ha WMMNaHTaTbl B
HanGonee [OCTYMHOM MOMOXEHUN 1 3aKpenuTe OT PyKW (UKCUPYIOLMM BUHTOM, BXOAALMM B
KOMM/EKT NOCTaBKM.

W3roToBNEHHbIE  paHee MNacTMaccoBblii MpPoTe3 (MKCUPYeTCH Ha Kapkace XOnofHbIM  Win
(hOTOOTBEPXAAIOLMMCA  MONMMEPOM. ocne  OTBEPXKAEHWS MaTepuana (MKCUPYHOLWMWIA  BUHT
0CnaGnseTcsl U MpoTe3 CHAMAeTCs, a 3aTeM MpOXOAUT OGPaGOTKy B COOTBETCTBUM C OGLLMMM
3y60TEXHUUECKVMM NpaBNaMu.

MpoTe3npoBaHme € NCNONb30BaHNEM BPEMEHHOr0 cBapoyHOro abarmeHta ANKYLOS®
YCTaHOBUTE NPOTe3 Ha UMMaHTaThl. CHOBa MpoBepbTe MaccyBHYKO MOCaAKy NpoTesa (Harpumep,
Tectom LLledhpunga), 3acmkcupyiite ero Ha WMMNaHTaTe OPTOMEAWNHECKUM KIHOHOM-TPELLOTKON ¢
LLIECTUIPaHHUKOM 1,0 MM ¢ MOMeHTOM 15 Hem 1 onsiTb NpoBepbTe OKK/IHO3MI0.

CBapouHbIii Konnadvok anst abarveHtos Standard an bANKYLOS™ u
CBapouHbI Konnavok 4nst abarmeHToB Standard a v bns narepanibHoro BHHTa

YcTaHoBka npamoro a6atmeHTa Standard a vnu b

BbibepuTte abaTMEHT B COOTBETCTBUM C CUTYaLelt NpoTe3npoBaHms,

ABaTMEHT 3axBaTblBaeTCA HacafKol fANs OPTOMEAUYECKOrO K/oYa-TPELOTKN Ans abaTMeHToB a
nn b v KeMpyeTcs B UMNNaHTate ¢ ycunuem 25 Hem.

C nomowbto napannensHoii Hanpasnswoweii ANKYLOS* pgna abatmenTos Standard a wnm b
nposepbTe 06LLee HanpasneHye abaTMeHTa.

Mocne ycTaHOBKM 3aKpoiiTe BHYTPEHHIOKO pe3bby abaTmMeHTa BUHTOM Ge3 ronoBKu.

YcTaHoBKa yrnosoro abatmeHTa Standard a uam b

BblibepuTe abaTMEHT B COOTBETCTBIM C CUTYarLLei NpoTe3npoBaHus.

YCTaHoBUTE Yr10BO abaTMEHT B MMMNaHTaT.

C nomoLplo napannenbHoli Hanpasnswoweid ans abatmeHtoB Standard a wam b ANKYLOS®
oTperynupyiite obluee HanpaeneHue abaTMeHTa. 3aTAHWUTE LEHTPa/bHbIA 3aTHKHOW BUHT C
MOMOLLbIO HaCaAKN-0TBEPTKM /151 OPTOMNEANYECKOrO K/toYa-TPELLOTK 1,0 MM C LLECTUTPaHHUKOM,
KpYTALWMA MOMEHT 15 Hem.

MPUMEYAHWE: MpeBblLLeHe KPYTALLEro MOMEHTa MOXET MPUBECTU K ocnabneHnto pe3b60Boii
BTY/KW.

YCTaHOBUTE CBapOUYHbIA Konna4ok Ans abatMeHTa a unm b ANKYLOS* Ha cOOTBETCTBYHOLLMIA
abaTMeHT, npoBepbTe MIOTHOCTb NOcaakn ((hPUKLMOHHAR (hKCaLys) W, C MOMOLLbIO CBAPOYHOTO
KOMnayka /19 NatepasbHOro BUHTOBOTO COEAVNHEHUS, 3alMKCUPyiiTe ero natepaibHbIM BUHTOM C
KPYTALLWM MOMeHTOM 10 Hem.

YcTaHOBUTE TUTaHOBYKO MPOBOMIOKY W TOMbKO LITU(T CBAPOYHOrO KoAnauka Ans abaTMeHTa
Standard a unm b ANKYLOS* nocpeguHe Mexpy 0GOMMM 3N1eKTPOJaMM CBApOYHOrO 3aXuma
CBAPOYHOrO annapara. YCunme CBapoYHOro 3axuma (DUKCUPYET M3LENA B HYXKHOM MOMOXEHUN.
Bo Bpems CBapKu CBapOYHbIii 3aKM HEO6X0AMMO NOAAEPXKMBATL Nafj0HbI0, U OH HU B KOEM Clyyae
He JO/DKEH OTKPbIBATLCA.

MpviBapuTe TUTAHOBOW MPOBONOKON BCe Konmauku Ans abatmeHToB Standard ANKYLOS* u
CHUMWTe Kapkac ¢ abaTMeHTOB Standard. LLITUT cBapouHOro Konnauka Ans abarmeHtos Standard a
i b ANKYLOS* MOXHO YKOPOTUTb.

YCTaHOBMTE TOTOBbIA TUTAHOBLI Kapkac B MOMOCTb pTa NauueHTa Ha abaTmeHTbl Standard u
npoBepbTe NaccuBHyto nocagaky (Tect Leddunaa).

MPUMEYAHWE: Mpy 1cnonb3oBaHMM CBapOYHOrO Konnadka Ans abatmeHTa Standard a wam b
ANKYLOS* pana natepanbHOr0 BWHTAyCTaHOBWTE COOTBETCTBYIOLMIA naTepanbHblii  BUHT
ANKYLOS* v NpyBMHTUTE €ro OT PyKW LLECTUrpaHHOIi oTBepTKoi 1,0 MM K abaTmMeHTy Standard.
W3roToBMEHHbIA paHee NacTMaccoBblii NpOTe3 (MKCUPYETCH Ha Kapkace XONMoAHbIM  wn
(hOTOOTBEPXKAAIOLLMMCA  NONMMepoM. [y natepanbHOM BWUHTOBOM COEAMHEHWNN HeoGX0AUMO
CneauTh 3a TeM, YTOBbI B NPOTe3e GbiN BbILLNMGOBAH COOTBETCTBYHOLLMIA 4OCTYM.

Mocne oTBepXAEHNA NnacTMacchl OTKPYTUTE naTepasibHblii BUHT M CHUMWTE NpoTe3 BMecTe C
KapKacoM.

Mocnepytolwan 06paboTka OCYLLECTBNAETCA B COOTBETCTBAM C OBLWMMM  3y6OTEXHUYECKUMU
npasunaMm.

MpoTe3npoBaHue ¢ UCNONL30BaHWEM CBapPOYHOro Konnayka Ans abatmeHTos Standard a wnu
b ANKYLOS*

MpoBepbTe NpoYHOCTL KpenneHus abatmeHToB Standard ANKYLOS* u yctaHoBuTe npoTe3 Ha
abatMeHTbl Standard ANKYLOS®. Mpu LeMeHTUpOBaHUM NpoTe3a 3aKpoiiTe KaHal pe3bObl BbilLe
LIeHTpanbHOro 3aTHKHOro BMHTa abatMeHTa Standard ANKYLOS® ryTanepueid, LieMEHTOM, BaTHbIM
TaMroHOM 1 T.1

MpoBepbTe MocazKy NpoTesa - AO/MKHO GbiTb Ge3 HanpsmkeHNs. Heo6Xo4MMO yUnTbIBATL YKasaHUs
npovssoauTeneit.

MONHOCTBIO YAjaNNTe OCTATKY LieMeHTa.

MpaBa Ha U3MEHEHUS COXPaHEHI.

BTOM WM MHOM pervoHe Mupa MoryT 6biTb OCTYMHbI HE
BCE M3aenvs.

CocTosiHe uHthopmaLum: | ro n
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NA No NPUMEHEHUIO

A Ha natepanbHO CTOPOHE C KPYTALMM MOMeHTOM 10 Hem C MOMOLLUbHO Hacagku™
\OpTONEeANYECKOro KNYa-TPELWOTKM 1,0 MM C LLECTUrPaHHUKOM, KOpOTKOK 10 Hem.
AW A YCTaHOBKW NPOTe3a NpoBepbTe OKK/O3YHO.

1 bikonnauok anst SynCone 5° ANKYLOS*

Heobxogumo u3beraTb nonagaHws pes3bObl Mpu ycTaHoBke Konnadka SynCone npu
1O Harpy3ke.

KTe CBapouHblii konnmayok ans SynCone 5° ANKYLOS* Ha COOTBETCTBYHOLLME,
KIWbHO BbICTaBNEHHble abaTMeHTbl SynCone 5° W nposepbTe MAOTHOCTb  MOCAAKW
AluHOHHas dmkcauus). ObecneubTe MpaBUbHYKO MoOcagKy Konnadkos SynCone, Tak Kak B

ABHOM Cnly4ae NpoTe3 6yeT CUAeTb CALLKOM CBOGOAHO UM CAMNLLIKOM TYrO.

J10BUTE TWUTaHOBYIO MPOBOMOKY M TOMbKO LUTU(T CBapoYHOro Konmauka ans SynCone 5°
AKXYLOS* nocpeauHe Mexzy 060MMW 3N1eKTPOAAMM CBApPOYHOTO 3aXWMa. YCunne CBapouHOro
BIMB (DMKCUPYET M3[eNnA B HY)XXHOM MONOXeHWU. BO BpemA CBapKu CBAapOUHbIA 3aKuM
BeOOXOMMO MOAAEPXMBATbL NAfiOHbIO, N OH HW B KOEM Cfyuyae He AO/MKeH OTKpbiBaTbes, Mocne

/npuBapuBaHNA CreflyeT YAepXuBaTb CBApOYHbIA 3aXVUM OKOMO 3 CeKyHf WM anbTepHaTUBHO

j 0Bpbi3rviBaTL BOAOI 06N1aCTb CBApPKU BO BPeMs CBapKU.

' TMocre ceapuBaHus Bcex konnaukoB SynCone 5° gna abatmenToB Standard ANKYLOS* c
TWUTaHOBOIA NPOBO/IOKOM, CHUMUTE Kapkac ¢ abaTMeHTOB SynCone 5° ANKYLOS*.
LLiITndhT cBapouHoro konnayka ans SynCone SR ANKYLOS* MOXHO YKOPOTUTb.
YcTaHOBUTE MaHXeTy Ans nonumepusauun SynCone HKe cepefuHbl abatmeHTa SynCone. Takum
06pa3oM NpefoTBpaLLAETCA NPOHNKHOBEHWE NONMMepu3aTa B 061acTb JeCHeBO 60po3aKu/AecHbl N
3aLLMLLALOTCA MATKME TKaHW.
MN0THO yCTaHOBMTE FOTOBIA TUTAHOBbIN Kapkac B MONOCTW pTa NaumveHTa Ha abatMeHTbl SynCone
5° ANKYLOS*.
W3roToBNeHHbI paHee MNacTMAaccoBblii NpOTe3 (MKCUMPYETCA Ha Kapkace XONofHbIM win
thoTooTBEpXKAAIOWMMES nonvMepoM. MpoBepbTe naccuBHyto nocagky (Tect Lledihmnga). Mocne
OTBEPXKAEHUA MNacTMacChl NaTepasbHblii BUHT OTKPYyUMBAIOT W MPOTE3 BbIHUMAOT M30 pTa
natvieHTa.
Mocnepytowas 06paboTka OCYLECTBNAETCA B COOTBETCTBUM C  OOLWMMK  3yGOTEXHUYECKMMM
npasunam.
MpoTe3npoBaHue ¢ UCNO/b30BaHMEM CBApPOYHbIX Konnaykos Ansa SynCone 5° ANKYLOS*
MpoBepbTe NPOYHOCTL Nocagku abatMeHToB SynCone SRANKYLOS®.
Mcnonb3yiiTe WecTUrpaHHyo 0TBepTKy 1,0 MM C peKOMeHAyeMbIM KpyTALLMM MOMeHTOM 15 Hem.
3aTem ycTaHOBWTE NpoTe3 Ha abaTmMeHTbl SynCone 5° ANKYLOS*.
Mocne OKOHYaHWsA YCTaHOBKM NPOTe3a OTPErynupyinTe OKKNIO3NH0.

$opMbI MOCTABKU - YCOBYISI XpaHeHUs >CTepuin3aums

W3genusa ana uHTpa- unn akcTpaopanbHoii capkn ANKYLOS® noctaBnatoTcs HeCTEPUNLHBIMU U
npefHasHayeHbl 1A OfHOPAa3OBOTO  MCMO/Mb30BAHWA 32  WCK/KOYEHMEM  MapaiienbHoi
HanpasnstoLei. MapannenbHas Hanpaensowan ans abatmeHTa Standard MOXeT GbiTb MOBTOPHO
1CMoNb30BaHA MoC/ie CTEPUIMZALIAN.

Mpu NoBpeXeHNM GNUCTEPHO YMaKOBKWA WM MO MCTEYEHUM CPOKa FOAHOCTU UX MPUMEHeHMe
HeaonyCTUMO. XpaHUTb MpU 06bIYHBIX /11 CTOMATONOTMYeCKUX KabuHeToB ycnosusix. ObeperaTb
OT BO3AEVCTBIS NPAMOr0 CONHEUHOTO CBETa.

Bup, pasMep 1 yron Hak/oHa, eciii NpYMeHUMO, yKa3aHbl Ha 3TUKETKe MpogyKTa.

BAXHO: Bce HecTepu/bHble W3[eNA U UHCTPYMEHTbI, MOCTaB/IsieMble B HECTEPWUSILHOM BUfe,
nepef  KIMHUYECKUM  WCMOMb30BAHMEM  OUWCTUTb, 06s3aTeNbHO  MPOAE3NHULMPOBATL 1
MPOCTEPUNIN30BaTL N0 YTBEPXKAEHHOMY WWCprMGHTbI [eMOHTMPOBATL A1

ns/ c Mareovan KpyTawwii
DEVHIEI MAVEHEH P MOMEHT
e

CBsapoyHas BTy/Ka fjis y3koro abatmenta CTepuimsay @
Balance Base ANKYLOS* ¢ %3]
(HMKCVPYHOLLMM BUHTOM

HassaHue n3genus

[vtaH Grade 4 He
NPUMEHUMO

BpemeHHbIii CBapoUHbIi a6aTMeHT Crepunmsay, [vtaH Grade 4 He
ANKYLOS® %3] NpYMeHUMO
DUKCUPYIOLMIA BUHT ANA BPEMEHHOTO  CTepunm3al @ [ntaH 15Hem
cBapouHoro abarmeHTa ANKYLOS® A Ti6AL4V ELI
CBapHOit KoNMNa4oK f/1s1 abaTMeHToB Crepumsay  ® I'vtan Grade 4 He
Standard a n b ANKYLOS* n NpUMEHNMO
MapannensHas HanpasnatoLwas A Crrepwinzal,  fa [ntaH He
abatmenTa Standard a nm b ANKYLOS® Ha ri6AL4V ELI  npumeHvmo
CBapouHbIii Konnayok 4ns SynCone 58 CTepmnmsau, ® [vtaH Grade 2 He
ANKYLOS* NpUMEHNMO
TuTtaHoBas NPOBO/IOKA CTepmnmsau [utaH Grade 2 He

%] [vtaH Grade 4 npumeHUMO

3anpeT Ha NOBTOPHOE MPUMeHeHVe

MpefcTepUNM3aLMOHHas PyYHas 04YMCTKa

3HauuTeNbHbIe 3arpsA3HEHNs YAaNUTb Cpasy Mocne WCMob30BaHUS (MATKOW HENOHOBON LUETKOMN
10 NOJIHOTO OTCYTCTBUS BHELLIHUX MPU3HAKOB 3arpsi3HeHst).

Y nbTpasByKoBasi 04MCTKa (ONLNOHANbHbIA MeTOf, B Cly4ae CUbHOTO 3arps3HeHus)

Cnepyet cTporo cobniofaTb Bpems BO3AEWCTBMA W KOHLEHTPaUMio, YyKasaHHble (hpMOii-
3rOTOBMUTE/NEM YMCTALLEro CPe/acTBa.

MalmnHHas nogroToBka

[ins 3ththeKTUBHON MaLLIMHHOW NOArOTOBKY TPebyeTca NpeAcTepun3aLMOHHas pyyHas 04mCcTKa.
[NA MalMHHOW OYMCTKW CrnedyeT WCMONb30BaTb MpefHasHauyeHHble [/ 3TOrO annapaTbl Ans
OUMCTKM U Ie3MHGEKLMM, a Takke CPEACTBA ANA OUMCTKM W HeliTpanusaummn. Co6nogaTh ykasaHus
(DMPMbI-M3rOTOBITENS annapara AN OYUCTKM 1 e3nH(eKLN. [L031MpoBaTb 1 NMPUMEHSTL CPeaCcTBa
[151 OUMCTKM U HeliTpann3aLmm CornacHo yKasaHnam (upMbl-u3roToBUTENS.
PekomeHayeTcs nporpaMma 04MCTKM C TepMoge3nHekLmeli (Ao > 3000).

[NA  OuACTKW  peKOMeHAyeTcs — UCMonb3oBaTb — BOZY  OMPefenéHHoro
[leM/HePan30BaHHyO BOZY W/ BOAY, COOTBETCTBYIOLLYHO STOV CTENEHN YMCTOTbI.
MeToZ, MalUMHHOW MOATOTOBKW Gbln  YTBEPXKAEH ANA  CNyyaeB MPUMEHEHUS  CrieaytoLLmx
MaTepuasioB 1 annapaTos:

KayecTtBa

wlll npousBoguTens:

Dentspiy Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimplant8.com
v>fww.dentsplv8irona.com

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

* ABTOMaTUYeCKWIA annapar 418 04nNCTKW U feanHdekummn Tuna G 7836 CD, Miele & Cie.
KG, GUftersloh
« [porpamma ounctkn VARIO-TD
MpepBapuTenbHas NPOMbIBKA XONOAHOM BOAO 4 MUH.
Oumnctka 10 MuH. npu Temneparype 45 - 558C
Helitpanusaums 6 MyH.
MpomexyTo4Has NpoMbIBKa XONOAHOM BOAON 3 MUH.
TepmogesnHdekuma 5 MuH. npu Temnepatype 90°C (Ao > 3000)
Cyuuka 30 MyH. npu Temnepatype 105°C
¢ Uuctawee cpeactso Neodisher MediClean (0,5%) / HeliTpanusytoLee CpeacTso
NeodisherZ (0,1%), Dr. Weigert, Hamburg
MogpoGHble yKasaHMst MO Py4YHOW M MALUMHHOM MOATOTOBKE MNPUBEAEHbI B  UHCTPYKLMN
DENTSPLY Implants «CTepunnsauns 1 yxog 3a UHCTPYMeHTaMmy.

Crepunusauus

CTepunusaumio crefyeT NPOBOANTL MO CiefytoLLelt cxeme:

/. TMogroToBka K CcTepummsaumn: W3fenus noMecTUTb B MpefHasHauyeHHble Ans  3TOro
CTEPUNM3ALMOHHbIE MaKeTbl. Ha KaXAoM CTepuUM3aLMOHHOM MakeTe AOMKHbI GbiTb YKasaHbl
VIHIMKATOP CTEPUAM3aLMN 1 jaTa CTEPUAN3ALIUN.

Cnocob Mertog Temnepatypa  MuHumanbHoe  Bpems
Bpems CYLLKM
BbIlAePXKU*
MeperpeTbiii  BakyyMHbIii MeTOg, 132@C 4 MUH. 20 MUH.
nap (thpaKLMOHMPOBaHHIV 135C 3 MUH.
thopBakyym)
MeperpeTbiii  [paBUTALMOHHBIA MeTOZ, 121RC 30 MUH. 20 MVH.

nap

* MUHUMaIbHOE BPeMS BbIAEPXKY, Neproz paboyero pexima AMHHee 1 3aB1CKT OT annapara.
3. XpaneHue: CTepunn3oBaHHble [eTan XPaHWUTb B CYXOM, HerblIbHOM MecTe Mpy KOMHATHOV
Temneparype.

YCnoBusl TPAHCMOPTYPOBKM, XPaHEHWS U SKCTyaTaLm

M3pgenns cneflyeT TpaHCMOPTWMPOBATb M MepeBO3NTb TakMM 06pasoM, KOTOPbIi COOTBETCTBYeT
Mepam NpeAoCTOPOXHOCTY MPKU TPAHCTIOPTUPOBKE A1t KaXK/A0T0 BUAA MEANLIMHCKIX N3aeNMiA.
XpaHWUTb U3feNNs B OPUTUHAIBHOM yNakoBKe B CYXOM MecTe Mpu KOMHATHOM TeMnepaType. bepeub
OT BO3/EACTBUIO NPAMbIX COMHEUHBNC NyYeit.

[onycTumble ycnosus:

« TpaHcnopTuposka: T -35...+60 ®C, BnaxHocTb 10-80%

* XpaHeHue: T +18...+25 ®C BnaxHocTb 30-60%

o akcnnyataums: T +32...+42 ®C, BnaxHocTb 30-80%

Ycnosus NnpUVIEHEHNA
Cromaronoruyeckue JINY v nabopatopun. MoxeT UCMONb30BATLCS TOMLKO KBAIM(MLMPOBAHHBLIM
CTOMATO/N0roM/BpayoM, KOTOpbIA MMEeT COOTBETCTBYHOLLee 06pasoBaHue 1 npoLuen obyyeHue Ana
paboTbl ¢ 3TUMM U3ENMAMN.

BmsiH/E HA OKPY>KAtOLLYIO cpey

Mpy sKcnyaTaLmMm U3aeNnus He 0Ka3biBatOT HEraTUBHOMO BO3AEHCTBUS Ha OKPYXKAIOLLYIO Cpeay.

YTunmsaumsi NpoLyKToB

[na yTunvsaumm ynakoBku U u3genuii  cobniogaiite AeiicTBylOLMe B HacTosliee Bpems
HaLMOHa/bHbIe NPaBKa YTUAU3ALMM 0TXOA0B B Balueii cTpaHe.

Hewcronb3oBaHHble M3enns W ynakoBKa OTHOCATCA K A KacCy OMacHOCTW MeAMLMHCKUX
0TXO0f0B.

Mcnosib3oBaHHbIe M3LenNs OTHOCATCS K B Kaccy onacHOCTU MeAWLIMHCKMX OTXO0B.

CpoK rogHoctn

Cpok rogHocT 10 neT c faTbl MPOM3BOACTBA NP YCMOBWUWM XPaHEHWS B COOTBETCTBYHOLLEN
OPUTrMHABLHON YNakoBKe.

CpOK rofiHOCTW YKa3aH Ha 3TUKeTKe NpOoAyKTa.

rapaHTvm Ha CUCTEMY UMIN/IaHTaToB
[ina nonydeHns NOMHON MHpOPMaLMM O rapaHTUM U3LAENUIA cucTeMbl CM. AndneT MapaHTus Ha
CUCTEMbI MM/IAHTATOB.

YNONHOMOUEHHbI npeacraBmUTeNlb NPOU3BOAUTENA Ha TeppUTopun Poccuiickoii
Pegepauyn:

00O ,JlenTcnnaii CupoHa“

115432, r. Mocksa, np-T AHgponoBa, 4. 18, kopn. 6, oduck! 1, 39, 40, Poccus

Ten. +7(495) 725 10 87

ABTOpCKVE MpaBa 1 TOBapHbIA 3HaK

Bce mpaBa coxpaHeHbl. Hit 0fHa 13 YacTeil JaHHOW WHCTPYKLUM MO NMPUMEHEHUIO He MOXET GbITb
BOCMpOM3BeJeHa B Kakoi-nmbo (opme unu nepepaboTaHa C MOMOLLBIO 3MEKTPOHHBIX CUCTEM,
pasMHOXeHa 160 pacnpocTpaHeHa KakuM-MGo ApYruM Crocobom 6e3 fCHO BbIPaXeHHOro
MUCbMEHHOTO COrNackst NPOU3BOAUTENS.

ANKYLOS* u FRIADENT* sBnsioTca ToBapHbIMW 3Hakamu ¢upmbl DENTSPLY Implants
Manufacturing GmbH.

|/|CI'IO/1b3yeMble CUMBO/bI
Cumson Onucaxune
M3roTtoButesb
w/l

Jara nsrotosneHns

d

Mcnonb3oBarts fo...

MpaBa Ha U3MEHEHUS] COXPaHEHI.

B TOM WM MHOM PErvoHe MUpa MOTYT GbITb JOCTYMHbI He
BCE M3aenvs.

oY
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NIy N0 NPYMEHEeHUIo

/51-1 Kog naptum
/;En Homep no kaTanory

He ctepunbHO

He gonyckaTb Bo3feiicTBUS CONHEYHOTO cBETa

X
Bepeub OT Bnaru
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5 O6paTuTeCh K MHCTPYKLMM MO NpUMEHEHNIO
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B cootBeTCTBUM C 3akoHogatenscTBoM CLUA npogaxa
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ocyLLeCTBNEHNe MeULIMHCKON AesiTeNbHOCTH, NGO Mo 1X

npeAnMcaHito

3Hak COOTBETCTBMA NPOoAYyKLUmMM Poccuiickomy FOCTy

MpaBa Ha U3MEHEHUS COXPaHEHbI.

. B TOM WM MHOM perMoHe Mypa MoryT GbiTb AOCTYMHbI He ents |
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(LI,I/IM 3aBepdr A0C/I0OBHOE COOTBETCTBUE NnpuaaraemMomMm Konunnm npenoctaB/iEHHOMY MHE opurnHany,

naiim, 23 ceHts16psa 2019 roga

L

[?oanuck/
XenbmyT Kyubuga (Helmut Kuzbida)

HoTtapuyc

/Mevatb: XenbmyT Kyubnga (Helmut Kuzbida)
HoTtapwnyc B BeHcxaime/
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TeKCT faHHOr0 JOKYMeHTa nepesén nepesogunk YepHocuToB Cepreii ropbeBny. 3HaHue
MHOCT PAHHOIO0 f13b*a NOA T BEPXKAaK. BbiNONHEHMNbIA NepeBo ABAAET CA MPaBUbHLIM, TOUYHbIM U

MONTHbIM.

Poccuinckaa degepauns
Mopog Mocksa
Bocbmoro oKkTA6GpPA [fBe ThHiCAYM AeBATHaALLATOroO roga
O ToukuH ImuT puii Banepbesny, HoTapuyc ropoa MockBbl, CBUAETENbCTBYIO NOAIMHHOCTb NOANUCH
nepesogunka YepHocuTosa Cepresa Mropbesnya.
Mognuce caenada B MOEM MPUCYTCTBUM.
JINYHOCTKMBA T LA NUEro JOKYMEHT yCTaHoBNeHa.

inpe: Ne 77/2079-H/77-2019-
nownuHel(no Tapugy): 100py6.
npaBoOBOro M TexHuyeckoro xapakrepa: 200 py6.

A.B. To

Bcero MPOHYMEpPOBaHO
u ckpenneHo neyaToio /O nucT(a)(oB)

HoTapuyc
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BSQlau™iy (c AUTiChrift

Instructions for Use

XiVE® Prosthetics devices
for Intraoral or Extraoral Welding

For the list of products covered by this IFU please refer to the XiVE® WeldOne
Concept brochure, catalogue or contact your local dealer. For representative
product photo please refer to the brochure XiVE® WeldOne Concept.

intended use

XiVE® Prosthetics devices for intraoral or extraoral welding are designed to
provide prosthetic devices, in order to restore the chewing function of the
patient. Prosthetics devices are intended to produce an intraoral or extraoral-
welded titanium frame for immediate and delayed loading treatment.

Indications

XIVE® MP Welding Sleeve

Fabrication of an intraorally or extraorally welded titanium framework for
immediate and late restorations on MP Abutments exclusively by use of the
WeldOne welding unit and the titanium wires designed for that purpose

XiVE® Retaining Screw for Welding Sleeve
Fixation of the XiVE® MP Welding Sleeve on MP Abutments

XiVE® Temporary Welding Abutment

Fabrication of an intraorally or extraorally welded titanium framework for
immediate temporary restorations on XiVE® implants exclusively by use of the
WeldOne welding unit and the titanium wires designed for that purpose

FRIADENT® Titanium Wires

Fabrication of an intraorally or extraorally welded titanium framework for
prosthetic restorations on implants from Dentspiy Implants exclusively by use of
the WeldOne welding unit and in conjunction with the abutments designed for
that purpose

Contraindications

« Inthe case of patients with pacemakers or other active implantable devices,
intraoral welding is not indicated and must not be performed under any
circumstances.

« Wearers of pacemakers or other active implantable devices must not
perform intraora) and extraoral welding.

« The devices are not suitable for single-tooth restorations.

Warnings

* These instructions for use must be read prior to using XiVE® devices for
intraoral or extraoral welding.

« XiVE® devices for intraoral or extraoral welding may only be used for their
intended purpose according to the general rules for dental/surgical
treatment, occupational safety and accident prevention.

* XiVE® devices for intraoral or extraoral welding must only be used together
with the XiVE® implant system and the WeldOne welding unit.

« The welding of these devices intraorally may only be performed by the
dentist; dental technicians may also perform welding extraorally.

* The user must be familiar with dental surgery and prosthetics, including
diagnostics and preoperative planning and/or laboratory procedures.

« Dentspiy Implants Manufacturing GmbH is not liable for damage resulting
from use outside the intended use of the product.

« If the indication and use are unclear, treatment should be suspended until
these points have been clarified.

« The following instructions are not adequate to allow inexperienced clinicians
to administer professional implant dentistry.

« Intraoral and extraoral welding may only be performed subject to
relevant training in order to ensure that the treatment procedure runs
smoothly!

CAUTION: Compatibility of the XiVE® MP Abutments angled

The abutment D3.8-D5.5, anodised in yellow, is compatible with XiVE® S
Implants with a diameter of D3.8, D4.5 and D5.5, The use of incompatible
devices may cause fitting problems, reduction of fatigue strength or damage to
the implant.

CAUTION: MP Abutments are generally not allowed to be ground.

CAUTION: The system has not been evaluated for safety and compatibility in
the Magnetic Resonance (MR) environment. The system has not been tested
for heating or migration in the MR environment.

When using prosthetic devices, general complications related to prosthetic

restoration could arise, such as;

« Components used in the patient's mouth have been aspirated or swallowed.

* The screw of the abutment has fractured, for example, due to excessive
torque.

W Manufacturer;

Dentspiy Implants Manufacturing GmbH
RodenbacherChaussee 4, 63457 Hanau, Germany
www.dentsplvimplants.com
www.dent8PIvsirona.com
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« Loosening of the abutments/ superstructure for example as a consequence
of inadequate torque being applied on the screw.

« Deformation of parts when using non-system devices as well as devices
which are not indicated for the intraoral and extraoral welding concept

Precautions

CAUTION: Wearers of pacemakers or other active implantable devices must
not perform intraoral and extraoral welding.

CAUTION: Using AaTtTable anaesthetic gases, nitrous oxide or oxygen, as
well as alcohol in the oral cavity of the patient before and during the welding
procedure is prohibited.

The folloNwing precautions are to be met prior to or during-treatment:

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

« All products intended for single use must not be reused. Failure to observe
this precaution leads to a risk of infertions and misfitting devidfes. The
associated complications can cause fractures through to implbnt lossi

« Position the patient such that the danger of aspiration of devices is
minimised.

« All devices used in the patient’s mouth must be secured to prevent
aspiration and swallowing.

« Always wear protective clothing for your own safety.

« Make sure that the patient and user are wearing eye protection during the
welding procedure.

« Ensure that all the devices used during welding are free of grease and other
residue.

- Itis imperative to follow the welding parameter settings according to the
table in the instructions for use and in the user manual.

« Before the application of resins with suitable tools, like polymerisation
sleeves, make sure that no plastic gets between the implant, abutment or
welding abutment.

« If, due to unfavourable 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.

« Observe specified torques.

« Ensure adequate extraction when grinding devices.

Adverse Reactions
No adverse reactions are known

Application

NOTE: Detailed instructions on surgery, prosthetics and laboratory methods
using can be found in the respective XiVE® manuals.

FRIADENT® Titanium wires

Select the thickness of the FRIADENT® titanium wire according to the
application:

0 1.2 mm for additional retention

0 1.5 mm for inter-implant distances of up to 8 mm

0 2.0 mm for inter-implant distances of between 8 mm and 15 mm

Shorten the titanium wire to the required length with cutting pliers. The titanium
wires should be bent using standard dental bending instruments so that these
lie against the welding sleeves without tension or gaps. Afterwards, the welding
procedure is carried out.

Welding procedure
In order to obtain an appropriate welding joint with the WeldOne welding unit,
the XiVE® devices for intraoral or extraoral welding have to be used.

Observe the following instructions before starting the welding procedure:
Shorten the titanium wire for intraoral or extraoral welding accordingly and place
on the XiVE® welding devices to be welded without tension or gaps.

Align the titanium wire in a vestibular-oral direction and adjust to the prosthetic
conditions.

IMPORTANT: Follow the correct welding sequence!
Start welding the XiVE® Welding Sleeve devices with the titanium wire at the
most accessible position. Continue welding on the adjacent abutment.

Subject to change without prior notice.
Dentspiy

Sirona
Implants

Not all products are available in ail countries.

Status of information
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Instructions for Use

IMPORTANT: It is imperative to follow the welding parameter settings
according to the table in the instructions for use and in the user manual.

The welding parameters of the welding unit are to be set as follows based on
the diameter of the titanium wire used:

FRIADENT* Titanium wire Welding parameter setting

Diameter on welding unit

1.2 mm Low = 60 %, singie pulse

1.5 mm Medium = 75 %, double pulse
2.0 mm High = 100 %. double pulse

Follow these important instructions during the welding procedure;

After welding, hold the welding clamp in position for about 3 seconds or,
optionally, spray the welding area with water during welding. Carry out a visual
inspection of the weld seam after each welding procedure.

IMPORTANT: Should the titanium wire separate from the adjacent welding
abutments during welding and no longer sit vwthout tension or gaps remove the
previously welded framework and bend the titanium wire so that it is joined
a g ain

Follow these important instructions after completion of the titanium
framework:

Check the titanium framework in the patient’s mouth again to make sure that it
is free of tension (e.g. Sheffield test) before incorporating it into a plastic
prosthesis. If the titanium framework does not sit without tension or gaps, it
must be detached and prepared again.

The manufactured titanium framework can be furnished with other retention
elements. Shorten the titanium wire and weld extraorally with the titanium
framework. Further processing of the titanium framework is carried out
according to the generally accepted dental regulations.

IMPORTANT; Before the application of resins with suitable tools, like
polymerisation sleeves, make sure that no plastic gets between the implant,
abutment or welding abutment. This prevents the ingress of resin at the
sulcus/gingiva and the soft tissue is protected.

XiVE® MP Welding Sleeve and XiVE® Retaining Screw for
Welding Sleeve

NOTE: The XiVE® MP Welding Sleeve and the respective XiVE® MP Retaining
Screw for Welding Sleeve can only be used on MP Abutments of the right
diameter,

Following the instructions for MP Abutments straight and angled, insert the
XiVE® and FRIADENT® MP Abutments in the implant and tighten to a torque of
24 Ncm. Place the XiVE® MP Welding Sleeve onto the MP Abutment and screw
hand-tight with the XiVE® MP Retaining Screw for Welding Sleeve. Use the
Ratchet Hex Driver 1.22 mm to secure the screw. Shorten the titanium wire
accordingly and place on the XiVE® MP Welding Sleeves to be welded so as to
be free of tension and gaps. Position the titanium wire and the XiVE® MP
Welding Sleeve centrally between the two electrodes of the welding unit's
welding clamp. The clamping force of the welding clamp secures the devices in
position. Support the welding clamp with the palm of your hand during welding
and do not open it under any circumstances. After welding, hold the welding
damp in position for about 3 seconds or, optionally, spray the welding area with
water during welding. Carry out a visual inspection of the weld seam after each
welding procedure.

Weld all XiVE® MP Welding Sleeves with the titanium wire, release the XiVE®
MP Retaining Screws for Welding Sleeves and remove the framework from the
MP Abutments. The XiVE® MP Welding Sleeve can be shortened. If, in such
cases, the XiVE® MP Retaining Screw for Welding Sleeve is too long, the
FRIADENT® MP Screw for castable sleeve can be used.

Before incorporating the titanium framework into a plastic prosthesis, place it in
the patient's mouth again to ensure that it is free of tension {e.g. Sheffield test).
If the titanium framework does not sit without tension or gaps, it must be
detached and prepared again.

Insert the polymerisation sleeves. Place the finished titanium framework in the
patient’s mouth on the MP Abutments and screw hand-tight at the most easily
accessible point using a FRIADENT® MP Screw for castable sleeve. Furnish the
finished plastic prosthesis with cold- or light-cured resin and place on the
titanium framework. After the plastic has hardened, undo the retaining screw
and remove the prosthesis, then prepare according to the generally accepted
dental regulations.

Insertion of the prosthetic restoration using the XiVE® MP Welding Sleeve
Recheck the secure seating of the MP Insert Screw or, with angled MP
Abutments, the insert head with a torque of 24 Ncm, then place the prosthetic
restoration on the MP Abutments. Check the passive seating of the prosthetic
restoration (e.g. Sheffield Test), tighten the prosthetic screws with the Ratchet
Hex Dnver 1.22 mm and a torque of 24 Ncm and check the occlusion.

Manufacturer:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau. Gennany
www.dentsplvimplant5.com
www.dent8PIvsirona.com
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XIVE® Temporary Welding Abutment

After inserting the XiVE® S Implants as parallel as possible, remove the
premounted TempBase abutment from the implant with a Hex Driver 0.9 mm.
Place the XiVE® Temporary Welding Abutment in the implant and screw hand-
tight using the retaining screw supplied and the Hex Driver 1.22 mm.

Position the titanium wire and the XiVE® Temporary Welding Abutments
centrally between the two electrodes of the welding unit's welding damp. The
spring of the welding clamp secures the devices in position. Support the welding
damp with the palm of your hand during welding and do not open it under any
drcumstances. After welding, hold the welding damp in position for about

3 seconds or, optionally, spray the welding area with water during welding.
Carry out a visual inspection of the weld seam after each welding procedure.
The XiVE® Temporary Welding Abutment can be shortened occlusally only up
to the height of the screw head.

Before incorporating the titanium framework into a plastic prosthesis, place it in
the patient’'s mouth again to ensure that it is free of tension (e.g. Sheffield test).
If the titanium framework does not sit without tension or gaps, it must be
detached and prepared again.

Insert the polymerisation sleeves. Insert the finished titanium framework in the
patient's mouth in the implants and screw hand-tight with the retaining screw
provided at the most accessible location. Furnish the finished plastic prosthesis
with cold- or light-cured resin and place on the framework. After the plastic has
hardened, undo the retaining screw and prepare the plastic prosthesis
according to the generally accepted dental regulations.

insertion of the prosthetic restoration using the XiVE® Temporary Welding
Abutment

Insert the prosthetic restoration in the implants. Make sure that the abutment is
correctly inserted in the implant and that no soft tissue is wedged between the
abutment and implant. Check the passive seating of the prosthetic restoration,
tighten the prosthetic screws with the Ratchet Hex Driver 1.22 mm and torque
of 24 Ncm and check the occlusion.

Delivery - Storage - Sterilisation

XiVE® devices for intraoral or extraoral welding are supplied non-sterile and
are intended for single use only. Do not use XiVE* devices for intraoral or
extraoral welding after the expiration date or if the blister is damaged. Store the
devices at room temperature in the original packaging under conditions normal
for dental practices. Do not expose to direct sunlight. For type, size and, if
applicable, angulation see product label.

IMPORTANT; Prior to clinical use, all devices and instruments delivered non-
sterile must be cleaned, disinfected and sterilized according to a validated
method. Instruments that can be disassembled must be disassembled for
cleaning and may be assembled again for sterilization only in a dry condition.

Description Sterilisation/Disinfection  Material Torque
Reuse

XiVE® MP Welding Sleeve Sterilisation Ti Grade 4 24 Ncm

XiVE® Temporary Welding Sterilisation Ti Grade 4 24 Ncm

Abutment

XiVE® Retaining Screw for Sterilisation Ti6AI4V-ELI 24 Ncm

Weldina Sleeve

Titanium Wires Stehlisation Ti Grade 2 n/a

Ti Grade 4

= do not reuse

Manual pre-cleaning
Coarse soiling must be removed immediately after use (soft nylon brush until
visibly clean).
Ultrasonic cleaning (optional for very heavy soiling)
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 s 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:
* 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 rinsing with cold water 3 min

Subject to change without prior notice.

Dentsply

Sirono
Implants

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

Thermal disinfection 5 min at 90 "C (Aot 3000)

Drying 30 min at 105 °C Use-by date
« Cleaning agent neodisher* MediClean (0.5 %) / neutralization agent 2

neodisher”Z {0.1 %), Dr. Weigert, Hamburg.
For detailed information on manual and mechanical processing, please refer to
the Dentsply Implants Instructions for Sterilization - Instrument Care. LOT Batch Code
Sterilization
Sterilization is to be performed corresponding to the following scheme: REF Catalog Number

1. Preparation for sterilization: Place devices in a sterilization pouch which is
legally marketed for use with the recommended sterilization parameters.

Every sterilization package must have a sterilization indicator and .

sterilization date. / na Non-Sterile

Sterilization:

Method  Cycle Temperature Exposure Time*  Dry Time .

Steam Dynamic air removal 132 X 4 Min. 20 Mm. Keep away from sunlight
(prevacuum) 135 *C 3 Min.

Steam Gravity displacement 121 *C 30 Min. 20 Min.

* Minirmim exposure times, the operatir‘g times are longer and may vary depending on the device Keep dry

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

Transportation, Storage and Operating Conditions

Products should be transported and carried carefully in a manner that
corresponds to the special transport precautions for each medical device's

Do not reuse

nature.
Store the devices in their original packaging in a dry place at room temperature. Consult Instructions for Use
Do not expose to direct sunlight. m
The permissible conditions are: C € / C € i European conformity (CE) mark
« Transportation: T -35 ®C ...+60 "C, Humidity 10-80 %
« Storage : T +18 “C ...+25 C. Humidity 30-60 % Prescription only:
U.S. Federal law restricts this device to sale by or on

¢ Operating: T +32 “C ...+42 “C, Humidity 30-80 %
the order of a licensed dentist or physician.

Terms of Use

Dental clinics and laboratories

May only be used by dentists/ physicians who have had the appropriate
education and training.

7 q) Russian certification symbol according to GOST

Influence on the Environment
The product does not affect the environment during operation.

Disposal of Products

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

Unused products and packaging material are medical waste hazard class A.
Used products are medical waste hazard class 6.

Shelf Life
Devices shelf life is 10 years in their respective original packaging.
Expiration date indicated on the labeling.

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

Authorised Representative in Russian Federation
Dentsply Sirona LLC

115432, Moscow, Andropov av., 18, bid. 6, officesl, 39, 40, Russia
Tel. +7 (495) 725 10 87

Copyright and Trademarks

All rights reserved. No part of these instructions may be reproduced, processed
with electronic systems, duplicated or distributed in any other manner without
the express written permission of the manufacturer.

XiVE® and FRIADENT® are registered trademarks of Dentsply Implants
Manufacturing GmbH.

Explanation of Symbols

Symbol Title
Manufacturer

Date of manufacture

Subject to change without prior notice.

Dentsply

Not all products are available in all countnes. S | ro n a

Manufacturer;
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany Im p Ia nts
Status of information

www.dentsDIlvimplants.com
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Die wortliche Obereinstimmung vorstehender
hrift mit der mir vorliegenden Urschrift

d hiermit beglaubigt.

ensheim, den 23. September 2019

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



9/kuuna MO NnpuMeHeHno

3aBepeHHas Konus
BeHcxaiim, 19 ceHTA6ps 2019 r.

/Moanuck/
A-p naiin ®paiip Mokpyxa (Aline Frare Mocruha) e n S
MeHe/)Xep N0 HOPMATUBHO-NPABOBOMY PEryNNPOBAHUID n

/wTamn: flenTcnnait UMnnaHte MaHydakuypuHr MMEX | ro

IEJ'II/IFI opTtonean4yeckmne anAa CtomMaTtosiorm4eckoro
3Te3MpOBaHMﬂ rlo KOHL"erIL"V“/I MHTpaOpaanOl}’l VI 3KCTpaOpaanOVI MCNosib30BaHNMKO U rnoccapuemM CUMBO/I0B

Popenb6axep LLocce 4, 63457 XaHay, Mepmanus/
NS 03HAKOM/IEHUSI C MHCTPYKLUUAMY MO

nepeiiguTe Ha caiit

dapkn ANs cucTeMbl AeHTallbHbIX nMmnnaHtatoB XiVE® T ifu.dentsplvsirona.com

| /MepeBof, C aHINIACKOTO N HEMELLKOTO A3bIKOB Ha PYCCKUI A3bIK/

/Co crvckoM M3fe/Mid Ha KOTOpble PacnpoCTPaHsieTCst fJaHHas MHCTPYKLWS MO 3KCh/yaTaum
’ MOXHO O3HaKOMMTBLCS B MH(DOPMaLMOHHO GpoLutope «XiVE® MeTog WeldOne», B Katanore
npogykumm XiVE* nan obpatvelunch K Bawemy aunepy. CBefieHUS 0 KOHCTPYKLMM w3fennii
MOXHO HaliTn B 6poLutope «XiVE® MeTog WeldOne».

HasHaveHve

W3pgenna  oproneguueckue 1 CTOMATOMIOMMYECKOTO  MPOTE3NpOBaHUA MO KOHLenuuu
VHTPaopa/lbHOW 1 9KCTpaopanbHOA CBapKu AR CUCTeMbl AeHTaNbHbIX WMMnaHTatoB XiVE*
npegHasHayeHbl  Ana obecrneyeHus CpeacTs npoTesuMpoBaHnA, C  LEMbKD  BOCCTaHOB/EHUA
)KeBaTeNbHOW (YHKUWMM nauueHTa. VCnonb3yloTca NS M3rOTOBMEHUS MHTPAopalibHO- WM
IKCTpaopaibHO' CBapMBaEeMOro TUTAHOBOIO KapKaca [l HeMe/IEHHbIX W OT/IOKEHHbIX
pecTaBpaLyii.

MokazaHus K npuMeHeHnro

CgapoyHas BTynka MP XiVE® ¢ (huKcupyoLwmm BUHTOM

M3roToBneHne nNpoTe3oB Ansi HEME/IEHHOTO 1 OTCPOYEHHOrO MPOTE3NPOBaHMS Ha aGaTMeHTax
MP C nomoOWpio TWUTAHOBOTO Kapkaca, CBapuWBAaeMOro WHTpa- WM  3KCTPaopasbHO,
VICK/IOUNTENBHO C MCMO/b30BaHNEM CBapo4HOro anmapata WeldOne 1 npegycMOTpeHHoi ans
9TOr0 TUTAHOBOW MPOBOMOKM,

DUKCUPYIOLWNIA BUHT AN CBAPOYHON BTYNKN XiVE®

[ins dmkcaumm ceapouHoii BTynku MP XiVE® Ha abaTmeHTax MP

BpeMmeHHbI cBapoUHblil a6aTMeHT XiVE® ¢ MKCUPYIOLLUM BUHTOM

M3roToBneHne BpeMeHHbIX MPOTE30B /18 HEMe/IeHHOro MPOTe3MPOBaHUA Ha MMMnaHTaTax
XiVE* ¢ nomoLiblo TUTAHOBOTO Kapkaca, CBapyBaemMoro WHTpa- WM 3KCTPaopasbHo,
UCK/IOYUNTENBHO C UCMONb30BaHNWeM CBapouHoro annaparta WeldOne u npefycMOTpeHHo ans
9TOr0 TUTAHOBOW MPOBOMOKM.

TutaHoBas npososioka FRIADENT®

W3rotoBneHne npote3oB Ha wumnnaHtatax DENTSPLY Implants ¢ nomowbio uHTpa- 1
9KCTPaopa/lbHO  CBApPEHHOTO TWTAHOBOTO —KapKaca WCK/IOUMTENbHO MpW  UCMONMb30BAHUM
cBapouHoro annapara WeldOne B KOMGMHaLMKM C NpeAHA3HAYEHHBIMY /15 3TOr0 abaTMeHTamu

npOTI/IBOI'IOKa3aHI/IF|
e [N nauueHToB C KapAVOCTUMYNSTOPOM W APYrMMW aKTUBHBIMW MMMAQHTUPOBaHHLIMM
yCTpOiicTBaMM NpoLiefypa MHTPaopaibHOI CBapKM MPOTMBOMOKA3aHa.
+ OnepatopaMm C KapavOCTUMY/NSTOPOM U [PYTUMU  aKTUBHBIMI WUMMNAHTUPOBAHHBIMM
YCTPOVCTBaMM NpoLieaypbl MHTPa- 1 SKCTPaopasIbHOI CBApKM 3ampeLLiaeTcs BbINOMHSATS.
* i3gens He npefHasHaueHbl Ans pecTaBpaL O4HOro 3y6a.

MpenynpexxaeHns
* [laHHOe PYKOBOACTBO HEOGXOAWUMO 06s3aTeNlbHO MPOYeCTb Meped  WCMo/b3oBaHyeM
U3geMmMidi opTonesadeckux [N CTOMATONOTMYECKOro MpOTe3VNPOBaHUA MO KOHLENLum
VIHTpaopanbHO 1 9KCTPaopasbHO CBapKU [/11 CUCTEMbI [ieHTa/lbHbIX WMMNAHTATOB,
BapuaHT ucnonHeHns XivVE*.
M3genns opToneauueckue ANS CTOMATONOTMYECKOrO MPOTe3NPOBaHUS MO KOHLENLumM
VHTPaoOpabHOM M 9KCTpaopasbHO CBapku [ CUCTEMbl [ieHTa/lbHbIX WMMIaHTaToB,
BapuaHT ucnonHeHns XiVE® paspeLuaeTcs UCMOb30BaTb TOMbKO COMMAcHO NoKasaHWsM K
NPUMEHEHNIO, B COOTBETCTBMW C OGLMMM MpaBunamu CTOMATONOrMM/XUpyprim, ¢
Co6/0fEHNEM NOMOXEHWIE OXPaHbl TPyAa W TEXHWUKW 6e30MacHoCTU.
Msgenus opToneauueckie ANs CTOMATONOTMYECKOro MPOTe3NpoBaHUs MO KOHLEMLuM
VHTPaopa/ibHO 1 3KCTPaopasbHOM CBapKW ANA CUCTEMbl [ieHTa/lbHbIX MMMNAHTATOoB,
BapuaHT mcnonHeHus XiVE® npefHasHaueHbl TOMbKO ANA MCMOMb30BaHUA COBMECTHO C
cucTemoii nmnnanTaTos XiVE® un ceapouHbiM annapatom WeldOne,
Mpouefypa WMHTpaopaibHOW CBapKW MPOBOAMTCS  UCK/IOUMTENBHO — CTOMATOMOramu,
npoLelypa 3KCTPaopasbHOM CBapKM Takoke MOXET NPOBOANTCS 3YGHBIM TEXHUKOM.
Onepatop AomkeH GbITb KOMMETEHTEH B BOMpocax Xupyprioleckoil ctomatonorum wn
NpOTe3NPOBaHMA, BK/IOYAs [JMAarHOCTUKY, MpefonepaUoHHOe MnaHupoBaHne  n/um
NabopaTopHble NpoLeypbl.
MponsBoanTenb He HeceT OTBETCTBEHHOCTb 3a YLepb, BO3HUKLLMIA BCNEACTBUE
HeHaZNexalLlero 1cnosb3oBaHUA NPOZyKTa.
Mpy BOSHWMKHOBEHWM BOMPOCOB OTHOCUTEILHO MOKa3aHWi WM CcrocoGa MpUMeHeHMs
CrleflyeT 0TKa3aTbCA OT NPUMEHEHNS 10 BbIACHEHUS aHHbIX BOMPOCOB,
MprBeaeHHOE HIKe OMKCaHWe HefoCTaTOUHO A1 0GecreyeHnst NOMHOCTLIO Ge30MacHoro
JIe4eHVs B Cyyae NPOBe/EHNs ero HeombITHIMU UMMNAHTONOraMU-MpoTe3NCTaMU.
[N rapaHTUPOBaHWA HaAnexallero npoTe3npoBaHKs, MCMONb30BATb WHTPa- WK
9KCTpaopasbHyld ~ CBapKy  paspellaeTcs  TONbKO — MOCne  MPOXOXAEHWs
COOTBETCTBYIOLLEr0 0GyUeHNs!

.

*  TlonomKa 3aTSXHOTO BUHTa abaTMeHTa BCMEACTBE UPe3MEPHOro KpyTALLEro MOMeHTa

e OcnabneHve ukcaumy  abaTMeHTa/CynpacTpyKTypbl,  Hanmpumep, B  pesynbTate
HECOOTBETCTBYIOLLETO KPYTALLErO MOMEHTa, MPUK/IaJbIBaEMOr0 K BUHTY

o [ethopmaums usfemvii B pesynbTate NpUMeHeHWs 3NEMEHTOB PYriX U3roTOBUTENeli 1 He
OTHOCSLLMXCSA K CUCTEME MHTPa- 11 9KCTPaopaslbHOVE CBapKM 3N1EMEHTOB.

MepbI NPesocTopOXHOCTU

BHVMAHWE: [na nauyveHToB M onepatopaMm C KapAvoCTUMY/IATOPOM WM ApYruMn
aKTMBHBIMW UMMIAHTUPOBAHHBIMM YCTPOCTBAMM NpoLieayPbl UHTPa- 1 SKCTPaopasibHOl CBapKM
3anpeLyaeTcs NPoV3BOANT.

BHUMAHWE: Wcnonb3oBaHne ferkoBOCM/IAMEHSAIOLMXCA aHeCTe3NPYIOLMX ra3os, OKCWA
a30Ta M KMCNOpoZa, @ Takke CNupTa B MOMOCTM PTa NalyeHTa 0 1 BO BPeMs MpoLiecca CBapku
3arpeLLieHo.

Mepep Ha4anoM UM BO BPeMsi NPOBE/EHNS Nle4eHUs Heo6X0AMMO COBNI0AATL CleAyHoLLMe Mepbl
NPEAOCTOPOXKHOCTU:

Mepes KaxabiM XVUPYPrudeckM BMeLLaTeNbCTBOM CriefyeT YGeAuTbCs B TOM, 4YTO BCe
Heo6XoAMMble [eTanu, NHCTPYMEHTbI 1 OpTOMeANyeckue CpeAcTBa MMEOTCS MONHOCTHIO B
Hanmumy, B TpeGyemMoM KOMMYECTBE 1 HaXOAATCA B paboyem COCTOSHNM;

Bce npogyKThl, MpeAHasHayeHHble [ANA  OAHOPA30BOTO MPUMEHEHWs, He [O/MKHbI
1CMONb30BaTbC MOBTOPHO. HecobntofieHne npasin Ge3onacHOCTU MOXeT MPUBECTU K
PUCKY WH(ULMPOBAHUA, a TaKKe HETOYHOW YCTaHOBKe u3ge/uii. CBs3aHHble C 3TUM
OCMOXHEHUS MOTYT MPUBECTY K PaspyLLEHUIO M OTTOPXKEHMIO UMMIaHTaTa!

MauneHT fomKeH BbiTb YNOXeH TakuM 06pa3oM, YTOGbl OMACHOCTb BAbIXaHWA feTaneit
6blna cBefieHa K MAHIMYMY;

CriexlyeT NpUHATbL Mepbl BO M36eXaHe BAbIXaHUS M MPOrnaTbiBaHNs PacroNoXeHHbIX BO
PTY NauueHTa feTanei;

[ina cobCTBeHHON 6e30MacHOCTV NepcoHan fO/MKeH BCerfa HOCWUTb COOTBETCTBYIOLLYIO
3aLUMTHYIO OfeXAY;

Bo Bpems mpolecca CBapki NauMeHT W Bpady [OMKHbI UCMOMb30BATb OYKW ANS 3alLUThI
r/1a3.

Heobxoanmo yGeauThest B TOM, YTO BCE W3fENS, UCMO/b3yeMble B MPOLIECCe CBapKW, He
COfiepXKaT CMasky 1 Kakue-nn6o ocTaTku BeLLecTs.

O6s3aTensHO cobntofalite napameTpsbl CBapKy B COOTBETCTBUW C Tabnuuell npunaraemoro
K CBapOYHOMY arnnapary pyKOBOACTBA MO 3KCTyaTaLui.

Mepes npvMeHeHWeM MonMMepu3aTa HEOGXOAMMO C  MOMOLLbIO COOTBETCTBYHOLLETO
OPTOMEeANYECKOro CPeaCcTBa, HampuMep, MaHXeTbl 41 NOMMePU3aLmMY, y6eauTses B TOM,
UTO MeXAy WMMnaHTaTamu, abaTMeHTaMU MM CBapOUHbIMM aGaTMEHTaMM HeT OCTaTKOB
nnacTMacchl.

Ecnn B CBA3M C HeBGNaronpusTHbIMU aHaTOMUYECKUMM YCNOBUSMW WHCTPYMEHTbI He
NOAXOAAT WM He MOTyT GbiTb MPUMEHUMbI MO APYTUM MPUUYMHAM, TO HEOBXOoAMMO
0TKasaTbCl OT [JalbHeMLLMX 3arnaHNpOBaHHbIX Ofepauuidi MPOTesMpoBaHUA C STUMK
VHCTPYMEHTaMU1 1 HaliTV anbTepHaTuBY.

CobniofaiiTe yKasaHHble KpPyTALLME MOMEHTbI.

Mpu wnndoske n3gennii HEO6XOANMO 06eCNeUNTb JOCTATOHHYH BbITSHKKY.

Mo60ouHbIe athdeKTbl
B03MOXHble NOGOYHBIE IDEKTHI OTCYTCTBYHOT.

MprMeHeHne

npumeyaHve: [ofpo6Hble yKasaHWs,  KacalOLiMecs — XUPYpriM, —MpoTe3npoBaHUs U
NabopaToOpHOIi TEXHWUKM CM. B COOTBETCTBYHOLLMX NPOTOKONax K cucteme XiVE*.

TuTaHosas nposonoka FRIADENT#
Bbi6upaiite TONLWMHY TUTaHOBOI NPoBONOKM FRIADENT® B COOTBETCTBUM C NPUMEHEHWEM:

0 1,2 Mm 418 [ONONHUTENLHOMN peTeHLMn

0 1,5 MM 17 pacCTOSHUA MeXZy UMMnaHTaTamMu o 8 MM

0 2,0 MM ans pacCTosHUA MeXy UMMnaaHTaTamMn oT 8 Mm o 15 MM
OTpesaTb  HeoGXOAUMYIO — ANMHY — TWUTaHOBOW  MpoBOnOKM. C  MOMOLLBIO  0BbIYHbIX
3y6OTEXHUYECKWUX MHCTPYMEHTOB /18 TMOKN TUTaHOBasA NPOBO/IOKA CrbaeTcs TakMm 06pasom,
4TOGbl OHA Npunerana K CBapo4HOW BTyNke Ge3 HanpshkeHWs W 3a3opa. 3aTeM BbIMOMHSETCH
cBapKa.
MocnegoBaTenbHOCTL NpoLecca CBapKu
[ins obecneyeHns 3(heKTMBHOTO CBApPHOTO COEAWHEHWS C MOMOLLBKO CBApOYHOrO annapara
WeldOne, gns vHTpa- WM 3KCTPaopanbHOM CBapK1 HEOBXOAMMO MCMONb30BaTh U3genus XiVE*.
[lo Hauana npouecca cBapkKn HeobxoAnMo caenatb cneaytoLLee:

BHVUMAHWE: CoBMeCTUMOCTb C yrnoBbIMu abatmeHTamn MP XiVE*
XKentblii aHoauMpoBaHHbI abaTMeHT D3.8-D5.5 ABNAETCA COBMECTUMbIM C MMMNAaHTaTamu
XiVE® S gnavetpom D3.8, D4.5 n D5.5. lMpuMeHeHne HECOBMECTUMbIX OPTOMEAUYECKUX
U3ENMIA MOXET NPUBECTU K Npo6neMam C MOCafKoMN, CHWKEHWUIO YCTaNoOCTHOW MPOYHOCTM
/I NOBPEXAEHMIO MMMNaHTaTa.
BHUMAHWE: A6aTmeHTbl MP He paspeluaeTcs Lwnngosarb.
BHUMAHME: [laHHas cucTeMa MMMNIaHTaToB He MPOXOAWNa NpoBepKy Ha 6e30macHoOCTb 1
COBMECTUMOCTb ¢ o6cnefoBaHmamMu MPT. CucTema He MPOXOAMNa NPOBEPKY Ha HarpeBaHvie
11 MUrpaumio npu o6enegosannsx MPT.
Mpu  MCMONMb30BaHWMM [JaHHbIX OPTOMEAMYECKUX W3[ENUIA  MOTryT BO3HMKATb  OGLUME
OCOXHEHNS, KaK Hanpumep:

*  BppbixaHve UM NpornatbiBaHe UCMOMb3yeMbIX BO PTY MaLmeHTa feTaneit

MponssoguTens:
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsolvimDlants.com
www.dentSDlvslrona.com
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O6pe3aTb 0 HYXXHOI 4/MHBI NPOBO/OKY, MPefHA3HaueHHYIO ANA UHTPa- UMW 3KCTpaopanbHoi
CBapKN U NMPUNOXWTb K CBapUBaeMbIM M3fennamM opTtoneandeckum XiVE* 6e3 HanpshkeHws 1
3a30pa.

BbICTaBUTb MPOBOMOKY B BECTUGYNAPHO-OPANbHOM HanpaBeHn M MOAOrHaTh € Y4yeToM
CUTyaLV NPOTE3NPOBAHMA.
BAXHO: Heo6xoaumo cobntofat npaBuabHbIA NOPAAOK CBapKM!

HauHnTe nepByto CBapKy CO CBapO4HOI BTynKW XiVE® ¢ TUTaHOBOI MPOBO/MOKOI B HanGonee
[0CTyNHOM MecTe. [MocneaytoLLan cBapka NPON3BOANTCA KaXK/AbIA pas Ha CMeXHOM abaTMeHTe.
BAXHO: O6s3aTenbHo cobnoatb napameTpbl CBapku B COOTBETCTBAM C Tabnuuei
HacTOsILLEl WHCTPYKUMW MO MPUMEHEHMIO M PYKOBOACTBA MO 3KCM/yaTalyu CBapoO4HOro
annapara WeldOne.

I'IpaBa Ha N3MEeHeHA COXpaHeHbI.

B TOM WM MIHOM PErvoHe MUpa MOryT 6biTb [OCTYMHbI e ntS |
He BCe n3aenws. | rO n

CoCTOosiHMe MHchopmayuu:
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)9yKuma MO NPUMEHEH U IO

(bl CBApKM CBapoO4HOrO annapata HeoB6XOAMMO YCTaHOBUTb
iPa TUTAHOBOI NPOBO/IOKY CMeAyHOLLMM 06pasoM:

3aBMCMMOCTN OT

/OyameTp TUTaHOBOV NPOBOMOKM HacTpoiika napameTpa cBapkm

/fRIADENT* B CBapPOYHOM annapare

}12mm HU3KMI = 60%, OAMHAPHBIA MMNYNLC
115mm cpefHunii = 75%, ABOVHOI MMMY/bC
T20mMm BbICOKWIA = 100%, ABOMHOIA MMNyNbC

LU Bpems CBapKM Heo6xoaumo cobniogaTb cneaytoLlee:
. Mocne npuBapuBaHUs criefyeT yAepKUBaTb CBapOYHbIA 3aXKUM OKONMO 3 CeKyHp
1NN anbTepHaTUBHO 06PbI3rMBaTh BOAOK 0611acTb CBapKU BO Bpems cBapku. Mocne
KabKOro npoLiecca cBapku HeO6XOAMMO OCMaTpUBaTb CBAPHOA LLIOB.

BAXXHO: Ecnm npu cBapke TUTaHOBas MPOBO/IOKA MOAHUMAETCS OTHOCUTENIbHO COCEAHUX
CBapyBaeMblX abaTMEHTOB W 6OMbLLUE He NpuneraeT 6e3 HanpsXXeHUs 1 3a30pa, TO HeOBXOANMO
CHSATb NPUBaPEHHBIN 10 CX MO KapKac 1 COrHyTb TUTAHOBYHO MPOBO/IOKY TaK, U4TOBbI OHa CHOBa
npunerana Kak cresyer,

Mocre N3roTOBNEHWA TUTAHOBOTO Kapkaca Heo6xoauMo co6niofaTh cneaytollne npasuna:

. Mepey, yCTaHOBKO B NNacTMaccoBblii NPOTe3 NpoBepbTe TUTAHOBbIA Kapkac elue pa3s B
nonocTV pTa nauueHTa Ha cBo6oAHOe npuneraHue (Hanpumep, TecT Lleddunga). Ecnn
TUTaHOBbIN Kapkac He cuauT Ge3 3asopa M 6e3 HanpsxeHus, TO ero HeobXxoAuMo
OTCOEAVHUTB M M3TOTOBMUTh 32HOBO.

. W3roTOBNEHHDbIi TUTAHOBbLIA Kapkac NpW HEOGXOAMMOCTU MOXET ObiTb CHabXeH
[OMONMHUTENbHBIMA  PETEHLMOHHBIMI  3N1EMEHTaMU.  YKOPOTWUTE  COOTBETCTBEHHO
TWUTaHOBYIO NMPOBOJIOKY 1 MPUBapUTE €e K TUTaHOBOMY KapKacy 3KCTpaopasibHO.

. [JanbHeliwas 06paboTka TWUTAHOBOrO Kapkaca OCYLLECTB/ISIETCA COrMacHo 06LLMM
3y6OTEXHUYECKIM MpaBiiaM.

BAXHO: [Mepes npuvMeHeHWeM MOMMEPU3ATOB C COOTBETCTBYIOLMMU OPTOMEANYECKUMU
CpeACTBaMW, HampuMep, MaHXeTbl /8 MONMMepU3aLuu, Heob6XOAUMO Y6eANTbCA B TOM, YTO
MeXZy MMMnaHTaTaM1, abaTMeHTaMu WK CBapOUHbIMU abaTMeHTaMU HeT MiacTMacchl, Takum
06pa3omM  npefoTBpalaeTCs  MPOHWKHOBEHWE — Mo/mMmepusata B 061acTb  fleCHeBOW
60po3aKM/aecHbI 1 06ecneymnBaeTcs 3almTa MArKUX TKaHei.

CsapouHas BTynka MPXIVEf* n
DUKCUPYIOLUIA BUHT ANS CBApOYHON BTYNKN ATKE*

YKA3AHWE: cBapouHyto BTynKy MP XiVE® 1 COOTBETCTBYIOLMIA (MKCUPYIOLMIA BUHT s
CBapOYHOI BTYNKM XiVE* MOXHO 1CNONb30BaTh TONLKO Ha abaTMeHTax MP COOTBETCTBYHOLLETO
[AvameTpa.

YcraHoBuTe abatmeHTbl MP XiVE® n FRIADENT* B uMnnaHTaT B COOTBETCTBUAM C
VIHCTPYKLMel Ans NpsMbIX U YTNoBbIX a6aTMeHTOB MP 1 3aTAHWUTE UX C MOMEHTOM 24 Hem.
YCTaHoBUTE CBapouHyl0 BTyNKY MP XiIVE® Ha abaTMeHT MP U 3aTAHUTE Bpy4HytO
(hMKCUPYIOLLWM BUHTOM 19 CBApOYHON BTYNKM MP XiVE*. [Ins 3aBUHUMBaHUA (DUKCUPYIOLLErO
BWHTa UCMOMb3YWiTe LWECTUTPaHHYH OTBEPTKY ANA KNKOYa-TPELOTK 1,22 MM,

YKOPOTUTE Ha HYXHYI0 ANNHY TUTaHOBYIO MPOBONMOKY W YCTaHOBWTE ee Ge3 HanpsXeHuid n
3a30pa Ha cBapuBaeMble CBapOYHble BTYKN MP XiVE*.

MomecTUTe TUTAHOBYIO MPOBO/OKY W CBapoYHyHO BTYNKY MP XiVE* nocpegvHe mexay AByms
9M1EKTPOJaMM  CBAPOYHOrO 3aXKMa CBApPOYHOrO anmnapara. YCuaMe CBapoOuHOro  3axuma
(MKCUPYET M3[eNNs B HYXHOM NONOXeHUN. Bo Bpems CBapKuM CBapOYHbI/ 3aKMM HeO6X0aMMO
noAAePX1BaTb NaJIOHbI0, 1 OH HW B KOEM C/ly4ae He JO/DKEH OTKPbIBATLCA.

Mocne npvBapuBaHWsa cneayeT yAepK1BaTb CBAPOUHbI/ 3aXVM OKONO 3 CeKyH/ WK B KauecTse
anbTepHaTMBbI 06pPbI3r1BaTh BOAOM 0611aCTh CBapKU BO BPEMSA CBApKY.

Mocne Kaxaoro NpoLecca CBapky HEO6X0AMMO OCMaTpUBaTh CBAPHOA LLIOB.

MpuBapute BCe CBapouHble BTYNKM MP XiVE* K TWUTaHOBOW MpOBO/OKE, OTKPyTUTE
(hVKCUpYIOLLME BUHTbI ANS CBapOUHbIX BTYN0K MP XiVE* 1 cHUMUTE Kapkac ¢ abatmeHToB MP.
CgapouHyto BTYNKy MP XiVE* MOXHO yKOpoTUTb. B cnyuae CAMWKOM GOMBLUOA [INHBI
(hMKCVPYIOLLLEr0 BWHTA AN CBapouHol BTynkM MP XiVE®, MOXHO WCMOMb30BaTb BUHT
FRIADENT® MP ans 0T1BaeMoii BTY/KM.

Mepes ycTaHOBKOW TWTAHOBOrO KapKaca B MacTMacCOBbIi NpOTe3 CHOBa MPOBEPbTE ero
MHTPaopaibHO Ha npuneraHne 6e3 HanpsxeHus (Hanpumep, LLedduna-tect). Ecnm TUTaHOBBbINA
KapKkac He cuauT Ge3 3a3opa W 6e3 HanpskeHWs, TO ero HeO6XOAMMO OTCOEANHNUTL W U3rOTOBUTHL
3aHOBO.

YcTaHOBUTE MaHXeTbl ANA NONMEPU3aLN.

YCTaHOBUTE TOTOBbIA TUTAHOBbIA Kapkac WMHTpaopasbHO Ha abaTMeHTbl MP 1 B HavGonee
YA06GHOM MecTe Tyro 3aTaHuTe OT pyku BuHTOM FRIADENT* MP ans oTanBaemoii BTY/KW.
HaHecuTe Ha W3roTOBNEHHbIA paHee MM1acTMacCOBbIi NPOTE3 NOAMMEPW3AT XONOAHOTO WN
CBETOBOrO OTBEPXJEHNA 1 YCTAHOBUTE NPOTE3 Ha TUTAHOBIN Kapkac.

Mocne oTBePXAEHNA NNACTMacChl OTKPYTUTE (UKCUPYIOWMIA BWHT, CHUMWUTE MPOTE3 WU
06paboTaiiTe ero B COOTBETCTBUW C O6LLENPUHATLIMU 3y60TEXHUYECKUMM NpaBUiamu.
YcTaHoBKa npoTesa npy UCMob30BaHUM CBapOUHOl BTynkun MP XiVE*

MoBTOPHO NpoBepbTe HaAeXHOCTb 3akpeneHns BuHTa MP 1nm, B Cnyyae YrnoBblx abaTMeHTOB
MP - BCTaBHO rONOBKW C MOMEHTOM 3aTsXKKM 24 Hem, 1 3aTeM ycTaHOBMTE NpoTe3 Ha
abaTmeHTbl MP.

MpoBepbTe NPOTe3 Ha NaccyBHyto nocaaky (Hanpumep, TecT LLledidmnga), Tyro 3aTsaHUTE BUHTBI
npoTesa C MOMOLUbIO LUECTUrPaHHOW OTBEPTKMU ANA KMIOYa-TPELWoTKN 1,22 MM C MOMEHTOM
3aTSOKKM 24 Hem 1 3aTeM npoBepbTe OKK/IHO3UIO.

MpounssoguTens;
Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimplants.com
www.dentspivsirona.com
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BpeMeHHbIl cBapoUHbIi abaTMeHT XiVE*’

Mocne, MO BO3MOXHOCTY, MaKCUManbHO MapannenbHoOi YCTaHOBKW umnnaHTatoB XiVE* S
YAMTe 13 UMMNaHTaTa NpeaBapuUTesbHO CMOHTMPOBAHHBIA abaTMeHT TempBase ¢ NOMOLLb0
LLIeCTUrpaHHOli 0TBEpTKM 0,9 MM.

YCTaHOBUTE B MMMNAHTAT BPeMeHHbIN CBapOUHbIi abaTMeHT XiIVE® n 3atmkcupyiite ero, Tyro
3aTAHYB OT PYKU (DMKCUPYIOLMM BUHTOM W3 KOMM/EKTa, UCMob3ys AN 3TOTO LIECTUrPaHHYHO
0TBepTKy 1,22 Mm.

MomecTuTe TUTAHOBYIO MPOBO/OKY U BPeMeHHble CBapoYHble abaTmMeHTbl MP XiVE® nocpeanHe
MeXzy ABYMS 3MeKTpoJami CBapO4HOrO 3aKmMa CBAapO4HOro annapara. [py>uHa cBapoyHoro
3KMMa (PUKCUPYET W3AENNS B HY)XXHOM MOMOXeHWM. Bo Bpems CBapku CBApOuHbIA 3axum
HEo6XOAMMO NOAZEPXMBATb NafjoHbI0, 1 OH HU B KOEM Cllyyae He [OMKeH OTKPbIBATLCS.

Mocne cBapku yaepxuBaiiTe CBapPOUHbINA 32XKMM NPUMEPHO 3 CeKyHAb! UK XKe 06pbI3ruBaiite BO
BpeMsi CBapKN MeCTO CBapki1 BOJOM.

Mocne Kaxgoro npoiecca cBapkn He0GX0AMMO OCMATPUBATbL CBAPHOI LLIOB.

BpeMeHHbI/i cBapoUHbIi a6aTMeHT XiVE® MOXHO YKOPOTUTb OKKIKO3MOHHO TO/MbKO [0 BbICOTbI
rO/IOBKM BUHTA.

Mepes yCTaHOBKOW TUTaHOBOTO Kapkaca B MNacTMacCOBbIi MpOTe3 CHOBa MPOBEPbTE €ro
MHTpaopasibHO Ha nmpuneraHve Ge3 HanpsxeHus (Hanpumep, Llleddung-tect). Ecnm TUTaHOBbIN
Kapkac He cuauT 6e3 3a30pa W 6e3 HanpsxxeHus, TO ero He06X0AUMO OTCOEANHUTL U U3rOTOBUTL
3aHOBO.

YCTaHOBIUTE MaHXeTY ANs NonumMepusaLmm.

YCTaHOBWTE FOTOBbIA TUTAHOBBIN KapKac MHTPaopaibHO Ha UMMMaHTaTbl U B Hanbonee yao06HOM
MecTe Tyro 3aTsHWUTe OT PyKW (DMKCUPYHOLLM BUHTOM 13 KOMM/IEKTa.

HaHecuTe Ha M3roTOBMEHHbIVi paHee NNacTMacCoBblii MPOTe3 MOMMMEPW3AT XOMOAHOMO Wn
CBETOBOrO OTBEPXK/EHNS U YCTAHOBUTE €ro Ha Kapkac.

Mocne OTBepXAEHMA NnacTMacCbl OTKPYTUTE  (DUKCMPYIOWMIA  BUHT W oBpaboTaiite
MNacTMaccoBblii NPOTe3 B COOTBETCTBIAN C OGLUEMNPUHATLIMU 3yBOTEXHUUECKVMI NPaBUNaMi.
YcTaHoBKa NpoTesa npy UCNOb30BaHUN BPEMEHHOrO CBapOYHOro abatmeHTa XiVE*
YCTaHOBUTE MpOTe3 Ha MMMnaHTathl. Cnefnte 3a TeM, 4TOGbl aGaTMeHT Gbln MPaBUIbHO
YCTaHOB/EH B MMNAHTAT, 1 MeXZy MMMIaHTaTOM 1 abaTMEHTOM He Gblia 3axaTa MArkas Tkatb.
MpoBepbTe MPOTe3 Ha MAacCMBHYIO MOCafKy, TYro 3aTsHWTE BUHTbI MpOTe3a C MOMOLLbIO
LIECTUIPaHHO OTBEPTKW 4191 KNHOYa-TPELLOTKM 1,22 MM C MOMEHTOM 3aTshkku 24 Hem 1 3aTem
MnpoBepbTe OKK/HO3MIO.

qJOprI NOCTaBKU - YCNOBUA XpaHEHUA - CTepuUnn3aums

W3genvs Ans MHTpa- WAM SKCTpaopasibHOW cBapku XiVE* NocTaBnAtoTCcs HeCTEePUbHLIMU 1
npefHasHa4eHb! 4151 OHOPA30BOrO NCMO/b30BAHUS.

Mpn noBpexaeHNN GACTEPHON YMaKoBKU MM MO UCTEUEHUU CPOKA FOAHOCTU UX MPUMeHeHMe
HeZonycTUMO.  XpaHUTb MpW OBbIYHBIX /11 CTOMATONOTMYECKUX KAGWUHETOB YCMOBUSIX.
O6eperaTb OT BO3AE/CTBUA NPAMOTO CONHEYHOIO CBETa.

Bug, pasmep 1 yron Hak/oHa ykasaHbl Ha 3TUKeTKe 13genus.

BAXHO: Bce HecTepuibHble U3[eNMS U MHCTPYMEHTBI, MOCTaB/IsSeMble B HECTEPUIbHOM BULE,
nepes  KIMHWYECKUM  WCMOMb30BAHMEM OYUCTWTb, 06S13aTeNlbHO  MPOAE3MH(ULMPOBaTL 1
NpOCTepUN30BaTh N0 YTBEPXKAEHHOMY MeTody. Pa3GopHble NHCTPYMEHTbI JeMOHTMPOBATb A1
OUMCTKU. VX paspeLLaeTcs COBMpaTh A5t CTEPUAM3ALIUM TONbKO B CYXOM COCTOSHUN.

Ctepunusauyns MosTopHoe
' [e3NHMEKLNA TPUMEHEHNE
CsapouHas BTynKa MP XiVE* ¢ Ctepunusauus
(DMKCUPYIOLLMM BUHTOM

BpemeHHbIl cBapouHbIii abaTMeH CTepunmsaums

XiVE* ¢ MKCUpytoLWmM BUHTOM

KpyTawwnii
nomenTt
MntaH Grade 4 M H-cm

HassaHue ugenus 1Hatepuan

[utaH Grade 4 24 Hem

DUKCUPYIOLWIA BUHT Anst Crepunusaums FutaH TiIBAUV 24 H-cm
CBapouHoI BTYNKN XiVE* ELI

TuTtaHoBasA NPOBO/IOKA Crepunusauus [vtaH Grade 2 He
FRIADENT* lvtan Grade 4 mpumeHUMo

3anpeT Ha NOBTOPHOE NpUMeHeHe
MpefcTepHNN3ALMOHHAA PyYHas OuMCTKa
3HauuTeNbHble 3arpA3HEHNs yAanuTb Cpasy nocne UCNoNb30BaHNA (MArKol HelinoHOBOM LLETKOI
10 MONIHOTO OTCYTCTBUS BHELLHWX NPU3HAKOB 3arpsi3HEHMS).
Y nbTpasByKoBas 0unCTKa (ONLMOHabHbIA MeTOf, B Cly4ae CUNbHOTO 3arpsisHeHNs)
CneplyeT CTporo cobniofatb BpeMs BO3AEWCTBMA W KOHLEHTPALMIO, YKasaHHble (1pMoii-
3roTOBUTE/NIEM YNCTALLIErO CPEACTBA.
MalmnHHas noarotToBka
[ins 3thheKTUBHO MaLLMHHOM NOATrOTOBKM TPebyeTcs NpeACTePHAN3ALIMOHHAS PyUHas OunCTKa.
[NA MalMHHOW OYMCTKW CrieflyeT MCMonb3oBaTb MpefHasHauYeHHble ANA 3TOro annapatbl s
OUMCTKN W Ae3MH(eKLuMM, a Takke CPefcTBa A8 OUMCTKM U HeliTpanusaumu. Cobniogath
yKasaH1s (UPMbI-M3rOTOBUTENS annapaTa ANA O4YMCTKW M fAesuHdekuwn. [osnposaTb 1
NPUMEHATb  CPEACTBA /18 OYMCTKM UM HeTpaiM3aLuM COrNMacHo  yKasaHUsM  (UpMbl-
M3roTOBUTENS.
PekomMeHfyeTcs nporpaMma 04nCTKY C TepMoaesunHdekumeit (Ao > 3000).
[na ouMCTKM  peKOMeHfyeTcsi — WUCronb3oBaTb — BOAY — OMpefenéHHoro
[eMVHepann30BaHHYI0 BOZY UMM BOAY, COOTBETCTBYIOLLYIO 3TOM CTeMeHM UMCTOTI,
MeToz, MalUMHHOW MOATOTOBKW Gbin YTBEPXAEH ANA Cy4aeB MPUMEHEHWS CrieaytoLmx
MaTepyasnos 1 annaparos:
. ABTOMATUYECKMIA annapar Ans O4nCTKU 1 AesnHdekumn Tuna G 7836 CD. Miele & Cie.
KG, Gutersloh
. Mporpamma ounctkn VARIO-TD

MpepBapuTenbHas NPOMbIBKA XONOAHOV BOAON 4 MUH.

Oumnctka 10 MuH. npu Temneparype 45 - 55°C

Heiitpanusaums 6 MUH.

MpoMexyTo4Has NPOMbIBKa XONOAHON BOAOH 3 MUH.

TepmogesunHdekums 5 MuH. npy Temnepatype 90°C (Ao > 3000)

CyLuka 30 MUH. npu Temneparype

KayecTBa

105°C

I'IpaBa Ha U3MEeHeHUA COXpaHeHbl.

B TOM WM MHOM PErvoHe Mupa MoryT GbITb JOCTYMHbI
He BCe u3genvs.

APy

COCTOsiHME MHChopmaunun:
IFU 2614-ru_RU Mocnep, pea. 003 A 2019-09
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APYKLUSA MO NPUMEHEHUIO

Yuctsawee cpeactso Neodisher MediClean (0,5%) / HeliTpanusyiollee CpeAcTBO
NeodisherZ (0,1%), Dr. Weigert, Hamburg
/poBHble yKa3aHWs MO PYYHON W MalUMHHOW MOATOTOBKE MpMBEAEHbI B MHCTPYKLMW
INTSPLY Implants «CTepunusaumns 1 yxog 3a MHCTPYMEHTaMn»,

unusauua
JIpunH3auuio credyeT NPOBOAUTL MO CeayHoLLei cxeme:
jl MogroToeka K cTepuwmsaumm: M3genus NOMeCTUTb B NpeAHasHaueHHble ANs 3TOro
CTEpPUNM3ALMOHHbIE NaKeTbl. Ha KaXAOM CTEPUNW3ALMOHHOM NakeTe [O/KHbI ObiTb YKasaHbl
VHAVKATOP CTEPUNN3aLMW 1 faTa CTEpUAn3aLN.

MwuHumansHoe Bpemst

Cnoco6 Mertog, Temnepatypa kpems . CywwKy
BblEepPXKN
MeperpeTblii  BakyyMHbIii MeTOZ, 132“C 4 MUAH. 20 MUH.
nap (ppaKLMOHNPOBaAHHDI 135°C 3 MUH.
thopBakyym)
MeperpeTbiii  [paBUTALMOHHbIA METOZ 12rc 30 MUH. 20 MUH.
nap

* MunmManbHoe Bpemsi BbIAEPXKKY, Neproz pabouero pexima AnnHHee 1 3aBUCUT OT annapara.
3. XpaHeHue: CTepun13oBaHHbre feTal XpaHUTb B CYXOM, HEMbIIbHOM MecTe Mpi KOMHaTHOM
Temneparype.

YcnoBuvsi TpaHCNOPTUPOBKN, XpaHeHVst 1 aKCnyaTaumm

M3pennst cneflyeT TpaHCMOpTMPOBaTb M MepeBO3UTL TakiM 0GpasoM, KOTOPbIi COOTBETCTBYET
Mepam NPefoCTOPOXHOCTY MPU TPAHCMIOPTUPOBKE 151 K&XKAO0T0 BUAA MeANLIMHCKIX U3AENNiA.
XpaHUTb M3[eNMs B OPUTMHAILHON YMakoBKe B CyXOM MeCTe Mpy KOMHATHOW Temneparype.
Bepeyb OT BO3AEICTBIIO NPAMbIX COMHEYHbIX Ny4ei.

[lonycTuMble ycnoBus:

. TpaHcnopTtuposka: T “35...+60 °C, BnaxHocTb 10-80%
. xpaHeHue : T+18...+25 °C, BnaxHocTb 30-60%
. akcnnyatauma: T +32...+42 °C, BnaxHocTb 30-80%

Ycnosus npuMeHeHna

Cromatonornyeckne  JINY  n  na6opatopuu. MoXeT  1CMoNb30BaTbCd  TOMLKO
KBa/M(MLMPOBaHHbLIM CTOMATONI0rOM/BpavoM, KOTOPbIA MMEET COOTBETCTBYOLLEee 06pa3oBaHe
1 npoLuen obyyeHve Ans paboTbl C STUMU U3LENNAMM.

BAusiHVE Ha OKpY>KatoLLYyIO cpesy

Mpy sKcnyaTaun U3KeN s He OKasbIBatOT HEraTWBHOIO BO3AEICTBIA Ha OKPY>KAOLLYHO Cpefy.

YTunnsaums npoaykTos

[ina yTunusaumm ynakoBkW W W3fenwii cobniofaiite [eicTBYIOLIME B HacTosllee Bpems
HaLWOHa/bHble NpaBuAa YTUAN3aLMM 0TX0A0B B Balueii cTpaHe.

Hewncnonb3oBaHHble W34eMs W ynakoBKa OTHOCATCA K A K/JacCy OMacHOCTM MeULMHCKMX
0TXO0f0B.

Mcnonb3oBaHHble U3aenns OTHOCATCA K B Knaccy onacHOCTW MeAULMHCKUX OTXOA0B.

CpoK rogHocTtu

Cpok rogHocT 10 neT € faTbl NPOW3BOACTBA NPW YCNOBUM XpaHeHUs B COOTBETCTBYOLLE
OpUrMHabHOM YNaKoBKe.

CpOK rofiHOCTM yKa3aH Ha 3TUKETKe NpoayKTa.

rapaHTvm Ha cuctemMy nMnnaHtaros
[N nonyyeHns NONMHON WHAOPMALMW O FrapaHTUM WU3LEeNUIA cucTeMbl CM. NUBNeT MapaHTua Ha
CcMCTEMbI MMMNAHTATOB.

YNOMHOMOYEHHbI  MpeLcTaBUTENb
Poccuiickoin denepaLyin:

000 ,,[leHTcnnaii CupoHa“

115432, r. Mocksa, np-T AHgponosa, 4. 18, kopn. 6, oduck 1, 39, 40, Poccus
Ten. +7(495) 725 10 87

cis@dentsplysirona.com

npov3BoauTENsl  HA  Tepputopun

ABTOpCKYE NpaBa 1 TOBapHbIiA 3HaK

Bce npaBa coxpaHeHbl. Hu ofHa W3 yacTeil JaHHOW MHCTPYKLMW MO MPUMEHEHMIO He MOXeT
6bITb BOCMpOM3BEAEHa B Kakoi-nmbo hopme wnm nepepabotaHa C MOMOLLBKO 3MEKTPOHHbIX
cucTeM, pasMHOXeHa /M0  pacmpocTpaHeHa KakuM-nn6o Apyrum  crnocoGom 6e3  ficHO
BbIDOKEHHOTO MUCbMEHHOIO COT/Iacsl MPON3BOANTENS.

XiVE* n FRIADENT® sBnsioTCA TOBapHbIMM 3Hakamu upmbl DENTSPLY  Implants
Manufacturing GmbH.

|/|CI'IOI1b3yeMbIe CMBO/bI
Cumson Onucaxune
W3rotoButenb

Jara n3rotosneHms

2 Vcnonb3osarb fo...
lotl Kog naptumn
Homep no katasnory
L
MpounssoguTens:

Dentsply Implants Manufacturing GmbH
Rodenbacher Chaussee 4, 63457 Hanau, Germany
www.dentsplvimDlants.com
www.dentsplvsirona.com
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He cTepunbHo

He ponyckaTb BO3AeCTBUS COMHEUHOTO CBETa

Bepeub 0T Bnarn

3aripeT Ha NMOBTOPHOE MPUMeHeHNe
O6paTUTECh K MHCTPYKLMN MO NPUMEHEHWIO

MapkupoBka esponeiickoro cooteetcTaus (CE

C€/C6
TonbKO Mo peLenTy Bpaya:

B cootBeTcTBMM C 3aKkoHogatenbcTBoM CLLA npogaka AaHHOro
M3[e/Ms  MOXET —MPON3BOAUTLCSA TOMbKO — CTOMATONoraMu  Wm
BpayaMi, MMEOLLMMM JIMLEH3NIO Ha OCYLUECTBIIEHME MeAULIMHCKON
[eATeNbHOCTI, NGO MO WX MPEANMCaHNIO

r q) 3Hak COOTBETCTBMA NPoAyKumumn Poccuiickomy FTOCTyY

UCsony

MpaBa Ha U3MEHEHUS] COXPaHEHI.

B TOM WM MHOM PET1OHE MUpa MOTYT GbITb [OCTYMHbI e nts |
He BCe U3penus. |ro n

CocTosiHne uHchopmaLum:
IFU 2614-ru_RU Mocnepa, pea, 003 A 2019-09
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CTOAWNMM 3aBepAro A0C/TI0OBHOE COOTBETCTBME rlpvmaraeM0|7| KOonnn npeanoctaB/IEHHOMY MHE OpUrnHasny.

L

BeHcxaiim, 23 ceHTsa6pa 2019 roga

/Mopnuce/

XenbmyT Kyubuga (Helmut Kuzbida)

HoTapuyc

/MeyaTb: XenbMyT Kyubuga (Helmut Kuzbida)
HoTtapwnyc B BeHcxaime/
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TeKkCT [JaHHOro fOKyMeHTa nepesén nepesofumk YepHocnTos Cepreii ropbesny. 3HaHue
WHOCTPaHHOIO A3by™a NOATBEP>KAA0. BbINONHEHHbIV NepeBos ABNSET CA NPaBUIbHbIM, TOYHbIM U
MOJIHbLIM.

Poccuiickaa depepayuns
fopos Mocksa
BocbMoro okTA6pA fBe ThiCAYM AeBATHAALATONO roga
L Toukun AmuTpuii Banepbesny, HoTapuyc ropoga MockBbl, CBUAETENLCTBY NOAANHHOCTb NOANNCH
nepesofynka YepHocuTosa Cepres Nropbesunya.
Mognuce caenaHa B MOEM NMPUCYTCTBUM.
NnyHocTb oodKuiiu®meeo JOKYMEHT yCTaHOBNEHA.

Ypuw)Tab(*s8 " pe: Ne 77/2079-u/77-2019-~ A
nownuHel(no Tapugy): 100py6.
{npaBoBOro u TexHuyeckoro xapakTepa- 200

0.B§ToT">

Bcero npoaTypTwWto, NPOHYMepPOBaHO
u cKkpenneHo neyaToo J[ nucT(a)(0B)

HoTapuyc
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Facilitating
stable and
durable
chairside
solutions

Ankylos®
The WeldOne® concept

Dentsply
Sirona

Innplants
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m

With the help of WeldOne Immediate reinforcement of the temporary Specially designed Ankylos
Welding Unit and special by atitanium framework. welding components.
welding components, a titanium

wire is permanently connected

onto the abutment.

#m
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WeldOne® -

What makes
WeldOne®
for Ankylos™"
so special:

worldwide unique

The first connplete evidence based welding concept

The WeldOne concept is worldwide unique as Dentsply
Sirona Implants offers the first complete, proven and
sophisticated concept for intraoral welding based on
resistance spot welding principle.

With the help of the WeldOne Welding Unit and
special welding components, a titanium wire is
permanently connected to the abutment with precisely
the correct force to achieve an optimum weidh An
electric current leads to fusion of the titanium material
in the contact points between the titanium wire and
the abutment in milliseconds.

The permanent joint between the titanium wire and the
abutment enables an immediate and stable titanium
framework to be made which will provide the optimum
support for temporary or durable restorations.

This concept is exclusively designed for dental
implants made by Dentsply Sirona Implants.

Different procedures of fabrication can be selected for
this unique concept of prosthetic restoration:

« Temporary restorations on implant level

« Temporary or durable restorations on abutment level

The WeldOne concept provides a stable, passively
fitting framework for temporary or durable prostheses
for iramediate restorations on tfie same day of surgery.

It ISa fast and economical solution to deliver partial-
and full-arch restorations - suitable for immediate or
late loading.

« Meets the patients' demand for immediate
restorations™
Surgical procedure and prosthetic delivery on the
same day of surgery.

« Significant time and cost reduction’
Standardized protocol with specially designed
components for a reduction of appointments to
a minimum and the opportunity to reduce total
treatment costs.

.

Less risks of fractures on temporaries"'”
Immediate reinforcement of the temporary by a
titanium framework.

Safely and predictably for immediate loading treatment'-
As a consequence of reduced mobility of implants
due to immediate rigid splinting a risk of implant
failures during healing phases can be minimized.

No additional impression-taking of implants necessary
Simultaneous delivery of a titanium framework on
implant abutments at one time. Advantage of the
one abutment at one time philosophy in case of
abutment level restorations.

7/ Degidi, M.. D. Nardi, and A. Piattel/i. Inmediate rehabilitation of the edentulous mandible with a definitive prosthesis supported by an intraoraily wel-
ded titanium bar. in Int J Ora! MaxiHofac Implants, Yes. Editor. 2009. 01 until 03 years, p. 342-7 2 / Awanio. P, etal. Use ofintraoral welding to stabilize
dental implants in augmented sites for inmediate provisionalization: a case report. J Oral Implantol, 2012. 380X P- 33-41. 3! Degidi, M, G. Daprile, and
A. Piattelli, Implants inserted with low insertion torque values for intraoral welded full-arch prosthesis: I-year follow-up, in Clin Implant Dent Relat Res,
Yes. Editor. 2012, 00 until Olyear. p. €39-40. 4 / Degidi, M.. et al.. Syncrystallization: a technique for temporization ofimmediately loaded implants with
metal-reinforced acrylic resin restorations, in Clin Implant Dent Relat Res, Xes, Editor. 2006, 00 until Olyear. p. 123-34. 5/ DENTSPLY Implants internal

fatigue, strain and welding tests on file
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Le. e .'«
| e “Vision
beconnes
reality”

Dr. Marco Degidi
Bologna, Italy
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Placement of the Ankylos temporary welding tntraorally welded titanium framework

abutments

Intra-oral welding

Known for decades -

now brought to perfection

The inventors of this concept are Dr. Marco Degidi
and his dental technician Gianluca Sighinolfi both
from Bologna, Italy. Their excellent knowledge,
craftsmanship and teamwork are the basis for the
successful creation of tfns unique stable and durable
chairside concept. The teamwork of the surgeon and
the dental technican is key for success.

Although the WeldOne concept is cutting-new, an
impressive amount of publications in peer reviewed
journals is already available (see below).

The WeldOne concept is an advanced protocol
addressed to surgeons and prosthodontists that
already have experience with immediate loading
treatment.

Special training courses tailored to meet the indication
requirements and the experience level are highly
recommended. Please see last page of this brochure
for course offers or contact your local representative.

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

Completed restoration

Dr. Marco Degidi Bologna, Italy
Active member of the Academy of
Osseointegration. Diplomate of International
College of Oral Implantology. Private
Practice in Bologna, restricted to implant
surgery & prosthetics. Adjunct Professor,
Postgraduate Program in Clinic Implantology
and Biomaterials, University of Chieti.
Adjunct Professor, Postgraduate Master in
Clinic Implantology. University of Bologna.
Speaker in many national and international
seminars, congresses and courses: many
national and international publications.

Gianluca Sighinolfi, Bologna, Italy
In 1989 he was awarded his diploma from
the Villaggio del Fanciullo in Bologna, Italy.
He immediately began work in an important
dental lab in Bologna, later to become a
partner. He has had extensive specialist
training and conducted courses both in Italy
and internationally. Since 1996. Gianluca

has collaborated with Dr Marco Degidi and
Prof Piattelli on immediate loading research,
contributing to the development of new
surgery protocols and numerous articles

on this subject that have been published in
leading international reviews and journals.



Step-by-step

The WeldOne® concept for Ankylos

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

Specially designed Ankylos
Temporary Welding
Abutments

m |

Ankylos
Welding Cap
for Standard
Abutments

Ankylos
Welding
Sleeve for
Balance Base
Abutment
narrow

Ankylos
Welding
Cap for
SynCone 5°



Bending, alignment Extraorally welded

and intraoral welding of retentions are added
titanium wire to the framework
&- !
W.V.
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Finalized and
opaque coated titanium
framework

Completed
restoration



The WeldOne® concept

Specially created WeldOne
Welding Unit with touch screen
and easy menu guidance
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The WeldOne*
S USTOMED® concept for

JNSTRUMENTE
_ _ Ankylos® -
It Isrecommended to use the following custom-built tools _ .
manufactured by USTOMED. This handful of simple tools d esli g ne d fu nction
allows you to create atitanium framework with a few
simple steps. To get detailed information, please contact
N USTOMED directly:
www.ustomed.de

Sharp Curver Soft Curver Holder Cutter with
bends the bar into bends the titanium grasps and holds tungsten carbide
more acute angles bar along the the titanium inserts

for single abutments. curve of the arch.

Specially designed Ankylos
welding components

Three sizes of titanium wires to en-
sure the stability of the framework
according to the right application
and respective indication.
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Products

WeldOne Welding Unit

Reduced
scale

Order no. 47 - 4710

Titanium Wire

Titanium Wire

Titanium Wire

D 1.2/L 100 D 1.5/L 150 D2.0/L 150
Grade 2 Grade 2 Grade 2
(10 pcs) (10 pcs) n (10 pcs)

/
47 - 3012 47 - 3013 47 - 3014

Ankylos Welding Cap for Standard Abutment

iti

Scale 1.21

al4.0
Order no. 3105 6091
Scale 1.21

b/ 4.0
Order no. 3105 6095

il
a/ 4.0 lateral screw

3105 6092

Ankylos Parallel Gauge for Standard Abutment

Scale 1.21

al4.0

Order no. 3103 3605

Ankylos Welding Sleeve

for BalanceBase
Abutment narrow

Scale 1.21

Order no. 3105 6219*

“incl. retaining screw

10
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3105 6093

al 6.0 a/ 6.0 lateral screw

3105 6094

b/ 4.0 lateral screw b/ 6.0 b/ 6.0 lateral screw
3105 6096 3105 6097 3105 6098
a/6.0 b/4.0 b/6.0
3103 3606 3103 3607 3103 3608

Ankylos Ankylos
Temporary Welding Abutment  Welding Cap for
SynCone 5*
6H 15 GH 3.0 GH 4.5
3102 2661* 3102 2662* 3102 2663* 3105 6085



Expert training

The WeldOne® concept for Ankylos®

s e o Pracical and
| | theoretical approach
» Hands-on supported

To gain the nnaximum

benefit from the course, it is

recommended that your lab

technician attends the course

as well.
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About Dentsply Sirona Implants

Dentspiy Sirona Implants offers comprehensive solutions

for all phases of implant therapy, including Ankylos",

Astra Tech Implant System' and Xive' implant lines, digital
technologies, such as Atlantis patient-specific solutions and
Simplanf guided surgery, Symbios' regenerative solutions,
and professional and business development programs, such as
STEPPS"™. Dentsply Sirona Implants creates value for dental
professionals and allows for predictable and lasting implant
treatment outcomes, resulting in enhanced quality of life

for patients.

THE DENTAL
SOLUTIONS
COMPANY""

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

Bensheim, September 09* 2019

Dr Aline Frare Mocruha
Manager Regulatory Affairs

DENTSPLY Implants
Manufacturing GrioH

Rodenbacher Chaussee 4
63457 Hanau
Germany

About Dentsply Sirona

Dentsply Sirona is the world's largest manufacturer of
professional dental products and technologies, with a 130-year
history of innovation and service to the dental industry and
patients worldwide. Dentsply Sirona develops, manufactures,
and markets a comprehensive solutions offering including
dental and oral health products as well as other consumable
medical devices under a strong portfolio of world class brands.
As The Dental Solutions Company” Dentsply Sirona’s products
provide innovative, high-quality and effective solutions to
advance patient care and deliver better, safer and faster
dentistry. Dentsply Sirona’s global headquarters is located in
York, Pennsylvania, and the international headquarters is based
in Salzburg, Austria. The company’s shares are listed in the
United States on NASDAQ under the symbol XRAY.

Visit www.dentsplysirona.com for more information
about Dentsply Sirona and its products.

Dentsply
Sirona
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UrMIIe Nr. 703/2019 LK

VorsteheF” vor mir volizogene Namensunterschrift der

Frau Dr. AliiT~rare Mocruha, geboren am 23.08.1987,
geschaftsansal®**g in 64625 Bensheim, FabrikstraBe 31;
-ausgewiesen d u  ihren Aufenthaltstitel-

handelnd fur die Firrf*ADENTSPLY Implants Manufacturing GmbH
mit dem Sitz in Hanau,

wird hiermit beglaubigt.

Die Frage des Notars nach e ii® Vorbefassung i.S. von § 3 Abs. 1 Nr. 7 BeurkG wurde
von Frau Dr. Aline Frare Mocrur®verneint.

Frau Dr. Aline Frare Mocruha habe”™ gemaB Art. 13 DSGVO Abs. 1 und 2 informiert.
Sie hat sich mit der Einspeicherung ir*r Daten einverstanden erklart.

Bensheim, den 09. September 2019

Rechtsanwalt Marian Kuzbida
als amtiich bestellter Vertreter der
Notarin Dr. Lena Kuzbida in Bensheim
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/nepeBof C aHINIACKOTO N HEMELKOIO S13bIKOB Ha PYCCKUI A3bIK/

ANKYLOS'

Ob6nervaer
AOCTUXeHNe
CTabuUnbHbIX

N 4ONTOCPOYHBIX
pe3ynbTaToB

B KabuHeTe
cTtoMmaTtonora

Ankylos®
Metog WeldOne®

Dentsply
Sirona

Implants
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C nomouplo cBapoyHoro annapata WeldOne HemegneHHoe ycuieHne BPEMEHHOTO NpoTesa C NoMOoLbIo
V cneuvanbHbIX U3genuii opToneanyeckux 4ns TUTAHOBOTO Kapkaca.
MHTpaopasibHOi CBapKu TUTAHOBAs MPOBOJIOKA

V3fenus opToneguyeckue 4is UHTPaopanbHoOW CBapku
ANS AeHTaNbHbIX uMnnaHTaTtoB cuctem ANKYLOS.

MPOYHO coeAnHseTCs C abaTMEHTOM.
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B YEM 3aK/IHoUaeTcst
OCHOBHasi 0CO6EHHOCTb
metoga WeldOne®

NSt CUCTEMbI AEHTA/TbHBIX
nmvnnaHTaroB Ankylos®:

YHuKanbHbli meTtog WeldOne®

MepBast NO/IHOCTbIO HAay4YHO 060CHOBAHHASA KOHLIEMNLUMSA CBAPKU

MeTog WeldOne sBnsieTc yHUKasibHbIM, MOCKO/bKY

komnaHus DENTSPLY Sirono Implants npegnaraeT nepsyto
Lie/IbHYI0, HaZleXHYH0 1 BbICOKOTEXHOMArMYHYIO KOHLENLUIO
MHTPaopasibHOl CBapPKW, OCHOBAHHYIO Ha MPUHLIMME KOHTAKTHOM
TOYEUHOli cBapKu

C nomoLLbto cBapoyHoro annapata WeldOne v cneupyasnibHbIX
M30eNNiA OpTONeANYECKUX A1t MHTPaopasibHOM CBapKn
TUTaHOBAasi NPOBOJIOKA NPOYHO COEAMHSIETCS C aGaTMEHTOM,
TOYHO W C JOCTATOYHbIM YCUIMEM [/151 AOCTUXKEHWUA ONTUMAaSIbHOTO
CBapvBaHUA*. DNEKTPUYECKUIA TOK 38 MUNIUCEKYH b
pacnnaensieT TUTAHOBbI MaTepuasn B abnacTi KOHTaKTa Mexay
TUTaHOBOV MPOBOJIOKON 1 abaTMEHTOM.

MpoyHoe coeayHeHWe TUTaHOBOM NPOBO/IOKN U abaTMeHTa
NO3BO/ISET HEMe//IEHHO CO3/aTb CTAOU/IbHbIV TUTAHOBbI
Kapkac, KoTopblii o6ecneunT onTUMasbHy0 NoaaepXKy
[ BPEMEHHbIX WM NOCTOSHHBIX pecTaBpaLiuii.

3TOT MeTof, paspaboTaH UCKIUNTENBHO 418 3yOHbIX
MMMNNaHTaToB Npomn3BoAcTBa komnaHuy DENTSPLY Sirona
Implants.

[lns 3TOr0 YHMKasIbHOro MeToAa NPOTe3MPOBaHNS MOXHO
BbIGPATL Pa3nnyHble NpoLeAypbl U3roTOB/IEHNA MPOTE30B:

* BpemeHHOe npoTe3npoBaH/e Ha ypoBHE uMniaHTara

* BpemeHHOe w1 NOCTOsIHHOE NPOTe3npoBaHue Ha YPOBHe
abaTtmeHTa

MeTtoa WeldOne obecneuvBaeT CTabubHbIN Kapkac ¢ NaccuBHON
NOZTOHKOW A1 BPEeMEHHbIX W NMOCTOSHHBIX NPOTE30B
[ HEMe//IEHHOro NPOTEe3MPOBaHMSA B ieHb onepaLuu.

370 ABMISETCA BbICTPLIM 1 3KOHOMUYHBLIM PELLEHNEM [/ YaCTUYHOTO
WM NOJIHOTO MPOTEe3UPOBaHUSA, NOAXOAALLMM A/ HeMeAIEHHO
WM OTCPOYEHHOW Harpy3ku.

» OTBeuaeT TPe60BaHNAM MALMEHTOB K HEMEAIEHHO pecTaspaymmn’”
Xupyprudeckas npoueaypa v ycTaHoBKa npotesa B eHb
onepauuu.

3HaunTeNbHOE CoKpallleHne BpemeHu 1 3atpar’
CTaHAapTU3nMpoBaHHbI NPOTOKON CO cneunanbHO
pa3paboTaHHbIMU M3AeNAMA 4719 COKpaLLLeHNs KonnyecTsa
noceLLeHnin 10 MUHUMYMa Y BO3MOXHOCTb CHUXEHUSt 06LLmMX 3aTpar
Ha neveHve.

CHIKEHME PUCKA NEPEIOMOB BPEMEHHBIX pecTaBpaLmii™'*
HemefneHHoe ycuneHue BpeMEHHbIX pecTaBpalii ¢ NoMOLLbH
TUTAHOBOTO Kapkaca.

Be3onocHoab 1 NPOrHO3MpyemMonb NPU HEMEA/IEHHON Harpyske'*'*
BcnepacTsre MeHbLUe NoABMXHOCTM MMMNIAHTATOB 3a CYeT
HemMe/1IEHHOr0 XeCTKOro LWMHUPOBaHNA, PUCK OTTOPXKEHMUSA
MMNAaHTaTa Ha aTane 3aXuBEHNS MOXET ObITb CBEAEH

K MUHUMYMY.

OTCyTCTBYET HEOOXOAMMOCTb CO34aHUN AONOMHUTENbHBIX CNENKOB

C UIMNNaHTaToB"*

OfHOBPEeMEHHasi yCTaHOBKa TUTAHOBOTO Kapkaca Ha abaTMeHTbI
MMNNaHTaTa 3a oAuH pas. MNpenMyLLecTBo NpuHUMna
O[JHOMOMEHTHOI YCTaHOBKW abaTMeHTa npu pectaspauun

Ha ypoBHe abaTmeHTa.

| / Oegidi, tA, D. Nordi, n A. Piattelti, Hemea/leHHO» pecTaBpauus NpU afeHTUN HUXKHEI YeNoCTH C NPUMeHeHMeM NMOCTOAHHOMO NpoTesa C ONOPO HO TUTAHOBYIO 6anky

C ncnosb3oBaHneM UHTpaopanbHoii ceapku. XXypHan tntj Oral Maxillofoc Implants, Yes, Pea. 2009, Ot go 03 net. cTp. 342-7. 2 | Awonzo, R, u coasT. cnonb3oBaHne

MHTpaopanbHoii CBOPKU A1 cTabnunnsauun 3y6HbIX NMNNaHTaTOoB B yyacTKax, HYXAaloWMXCA B yCUEHUMN NS HEMEANIEHHOTO BPEMEHHOT0 NPOTe3NPoBaHNs: KIMHUYecKoe

Ha6nogeHue. XypHan] Oral Implanlol, 2012. 3B{1): cTp. 33-41. 3 j Degidi, M., C. Doprile, u A. Piattelli, [loN1HOe NpoTe3upoBaH1e C ONOPOI HA UMNIAHTATbI, YCTAHOB/IEHHbIE

C NMpUMeHeHWeM HU3KWX 3HAYeHW MOMeHTa BpalyeHus C UCMOoNIb30BaHNEM UHT paopanbHOii cBapku: nepuof Ha6bnwogeuna 1 rog. XXypuan Clin Implant Dent Relot Res, Yes, Peg. 2012,

00 go 01 roga. CTp 39-40. 4 | Degidi, M. n coaBT, CUHKPUCT anan3aumus: TEXHNAO U3roTOBNEHUA BPEMEHHbIX pecTaBpaunit U3 akpua0BOro KOMMNO3NTa C MeTaINn4yeckum

apMupoBaHWeM Npu HEMeAIEHHOW Harpy3ske umnaaHTaToB. XXypHan Clin Implant Dent Relot Res, Yes,Peg. 2006, 00 go 01 ropa. crp. 123-34. 5 / KomnaHua DENTSPLY Implants

ApxuB: BHyTpeHHNe UCNbITaHUs Ha YCTanocTh, lechOpMalUio U NPOYHOCTb CBapKM
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lI«I\/IeLlTa
CTaHOBUTCH

peaibHOCTbH»

A-p Marco Degidi,
BonoHbsa, Ntanusa



YCTaHOBKa BPEMEHHOTO CBOPOYHOTO TuTaHOBbIIi KapKac, W3rOTOB/IEHHbIV C NPUMeHeHneM MoCTosHHBIN NpoTes
abatmeHTa ANKYLOS WHTpOOpasbHoli cBapkn

VIHTpaopasibHada cBapkKa

I3BeCcTHa AecATUNEeTUSMU - Tenepb
[0BefeHa 10 CoBepLUeHCTBa

[-p Marco Degidi, BonoHbs, UTanusa
QelicTBUTENbHbIV YneH AKkafieMuy OCTeOUHTEerpayum,
AvnnomMaHT MexayHapoAHOro Konneaxa
CTOMAaTO/I0rMYecKoli uMnaaHTonorun. YactHas npakTnka
B bonoHbe, cneuynannsauus - nMnaaHTounoHHas
XUPYPrusi u npoTesnpoBaHne. AgbIOHKT-Npodeccop,
acnupaHtypa no KNMHUYECKON MMnAaHTonorum

306peTaTensiMm 3TOro MeTofa SBASIOTCA JokTop Marco Degidi 1 GHOMATEPHANOM, YHUBEPCUTET KeTH. AqHIoHKT-

n ero 3y6Hoii TexHuk Gianluca Sighinolfi, BonoHbs, Utanus.
Wx rny6okve 3HaHusi, MacTepcTBO M COBMeCTHas pa6ota

npoceccop, MarucTpaTtypa no KIMHU4Yeckomn
WUMMNNAHTONIOTUKN. YHUBepcuTeT BonoHbn. loknagumk
Ha MHOTUX HaUMOHA/IbHBIX U MEX/AYHaPOAHbIX

ABNSIOTCS OCHOBOIA /19 YCMELHOro Co3/aHns 9T0r0 YHUKaSIbHOTO,
CTaBU/MLHOTO M HAAEXHOTO MeToAa NPOTE3NPOBAHUS B YCIIOBUSIX
CTOMATO/I0NMYECcKoro KabuHeTa. K/ouom K ycnexy sisnsercst
KoMaHaHasi paboTa Xupypra 1 3yGHOro TexHUKa.

Xotsi meTog WeldOne siBnsieTcs HOBbIM, yXXe AOCTYMHO
Breyat/atoLLee KOMYeCcTBO Ny6avKaunii B peLeH3npyemMbix
XypHanax (CM. Huxe).

MeTog WeldOne - 3TO paclUMpeHHbIi NpaTokon,
npeAHasHaueHHbIl [19 XMPYProB 1 OPTOAOHTOB, Y KOTOPbIX YXe
€CTb OfMbIT NPOTE3UPOBAHNSA C HEME[/IEHHOW Harpy3Koi.

HacTosiTensHO pekoMeHayTCs cneLmasibHble y4ebHble Kypchbl,
npegHasHayYeHHble 419 YA0BNETBOPEHUS yKa3aHHbIX Tpe6oBaHui
K YPOBHIO onbiTa. Moxasnyicta, NPoCMOTpUTE NOCNEAHION
CTpaHuLly 3Toi 6poLUopbl A NOyYeHns MHopMalum

0 npegnaraemMom Kypce obydeHns unm obpaTutecb K MECTHOMY
NpesCcTaBuUTEN0 KOMMaHWK.

[ononHutensHa! nHopmouun o npoaykTe:
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CEMUHAPOX, KOHIPECCOX W KypPCOX; aBTOP MHOTNX
ny6nvkayuii B HOLMOHANBLHOW 1 MeXAyHapoAHOW
nuTepatype.

Gianluca Sighinolfi, BonoHbs, UTonna

B 1989 roagy 6b11 HarpoxaeH agunaomom bunbagxuo gensb
®oHbloMN0 B BoNnoHbe, UTtanua. OH cpasy xe Havon
paboTaTb B KpynHOIi cToMaTosiornyeckoit na6oparopuu
B BonoHbe, 0 3aTem ctan napTHepoM. OH npowen
yrny6/eHHY0 NMPOeCCUOHaNbHYIO NOATOTOBKY

v npoBoAun o6yuaiow,ue Kypchl kak B Utanuu,

TakK U Ha MexJyHapoAHOM ypoBHe. C 1996 roaa
coTpyaHuyon c g-pom Marco Degidi n npocgeccopom
Piattelli Bo6nacTu nccnegoBaHus Heme/LlieHHOM
Harpysku, NpuHUMan yyactne B pa3pa6oTke HOBbIX
NPOTOKO/I0B ONepauuit U B CO34aHUN MHOTOUYNC/IEHHBIX
cTaTeil no aToii TemMe, KOTOpbIe GbiK OMY6IMKOBaHbI

B BeAyLLNX MEXAYHAPOAHbIX 0630pax 1 XypHanax.



[TowlaroeBoe onucaHume

MeTtog WeldOne® gnis nmnniaHtartoBs cuctembl Ankylos®

Paspa6oTaH cne

unanbHo

A5 MMNNaHTaTOoB CUCTEMbI Ankylos

BpemMeHHble CBa|

CBapoOYHbIit CBapouHas
oooooooo ans BTy/Ka Anst
aba HTa a6aTmeHTa
Standard Balance
ANKYLOS Base, y3kan
ANKYLOS
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pOYHbIe a6aTMeHTbI



CrubaHue, BbipaBHUBaHMe B kapkac fo6aBnstoTcs FOTOBbI TUTAHOBbIN KOPKOC FoToBasi pecTaBpauyis
U MHTpaopa/ibHas cBapka (PMKCaTOpbI, CBApEHHbIe C HENPO3paYHbIM MOKPLITUEM
TUTaHOBOV NPOBOJIOKM BHE POTOBO MOMOCTH

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



Metoan WeldOne

CneumnansHO CO3/JaHHbI CBAPOUHbIN
annapaT WeldOne c CEHCOpPHbIM

3KpaHOM M NPOCTOii HaBUrayuei nNo MeHio
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S USTOMED®

INSTRUMENTE

PeKoMeH/yeTCsl UCMO/Mb30BaTh CNejyloune cneynanbHble
WHCTPYMeHTbI, pa3paboTaHHble KOMNaHnein USTOMED.
3TOTHE601bWON HA60P NPOCThIX MHCTPYMEHTOB NO3BONAET
BaMm CO3/jaTh TUTaHOBLI KAPKAC C NOMOLLbIO HECKOMBKUX
HECNOXHBIX Waros. 115 Nony4YeHus Noapo6HOI nHcopmaumm,

noxanyicTa, CBAXWUTECb HanpAMyio C komnaHueid USTOMED:

MeTtog Weld One®

NSt CUCTEMbI IEHTa/TbHbIX
nmnnaHTaToB Ankylos® -
pa3zpaboTaHHasa PyHKUMS

www.usfomed.de

OcTpbie Kycauku
nsrunbaoT 6anky

nog 6onee oCTpbIM
YIIOM N1 0T AeNbHbIX

a6aTMeHTOB.

MsArkune Kkycaudku
N3rn6aio T TUTaHOBYIO
6anky cornacHo

KpUBU3HE AYTU.

[Nepxartenb
3axBaTbiBaeT
v yaepxusaeT
TUTaHOBYIO 6anky Ha

MecTe BO BPEMS CBapku

CneynansHo paspa6oTaHHbIe U3aenus
opToneanyeckne ANs NHTPaopanbHoi
CBapKN ANs AeHTa/bHbIX UMMIAHTaTOB
cuctem ANKYLOS

*1
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TuTaHoBas MPOBOJIOKE Tpex pasMepos

Ans o6ecneyeHns cTabuNbHOCTM Kapkaca
MCNoNb3yeTCA B COOTBETCTBUN C HaAnexaumum
NpUMeHeHWEM W NpU COOTBETCTBYIOWMX

nokasaHusXx.

nin

Pe3ak cBKnagbllomMmu
n3 kapbupga sonbpama
Nerko n agphekTMBHO
oTCeKkaeT NUWHUIA

maTepuan.



N3nennsa

CBapouHblii annapat WeldOne

N3o06paxeHne
B YMEHbLIEHHOM MOCLITO6e

Howep am 47-4710 47-3012

3akasa

CBapouHbIii Konnavyok gns abatmeHta Standard ANKYLOS

MacwTo6 1,2;1 I I | II

o/ 4,0 a/ 4,0 natepanbHblii BUHT 0/6,0

Homep ana
3akasa

3105 6091 3105 6092 3105 6093

MacwTab 1,2:1

b /4,0 b/ 4,0 noTepanbHbiii BUHT b/6,0

3105 6095 3105 6096 3105 6097

MapannenbHaa HanpaBnstowas gna abarmeHta Standard ANKYLOS

MacwTo6 1,2.1 I

ala,0 al6,0 b/4,0

Homep gna

sakase 3103 3605 3103 3606 3103 3607

CBapouHas BTynKa Ans abatMmeHTa BpeMeHHbIi CBapoUHblii abaTMeHT

Balance Base, y3kasa ANKYLOS ANKYLOS

Macwrab 1,2:1

GH 15 GH3.0 GH 4,5

HomBpas» 31056219* 31022661* 3102 2662* 3102 2663*

3aKasa

* BKJ1, (OUKCUPYIOLL NI BUHT

10
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47-3014

0/ 6,0 natepanbHblii BUHT

3105 6094

1

b/ 6,0 natepanbHblii BUHT

3105 6098

b/6,0

3103 3608

CBapoOYHbIi KONMavyok
Ana SynCone 5”

1L h

It

3105 6085



ObyyalLWwnm Kypc

MeTtog WeldOne® gna nmnnaHtaroBs cuctembl Ankylos

[N151 NonyyeHNs ONOHUTENIbHOV UHAOPMALIMN O HATNHMK

n3penvnin WeldOne, cneupdmkaumsax, TPeHUHrax v yvactum o
B KOHrpecce, noxasnyicra, obpaturecb K MECTHOMY METOA BK/ItO4aeT B Cebs

TOPFOBOMY MpEACTABUTENO, o6yueHne Teopun 1 NpakTuKke

* [lpakTnyeckue 3aHATUA

UT06bI NONYUYNTb MAKCMMAIIbHYIO
BbIrOAY OT Kypca, peKomeHayeTcs,
4yTOObI Ball TeXHUK-NabopaHT
Takxe NpucyTCcTBOBasl Ha Kypce.

OFKK > KA
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06 nmnnaHtaTtax Dentsply Sirona

KomnaHus Dentsply Sirona Implants npeAnoraeT KOMN/IEKCHbIE PeLleHns Ais

ecex 3TanoBs /IEYEHNs C NMOMOLbKI UMM/IAHTATOB, BK/IOYAsi CUCTEM AEHTasbHbIX
nmMnnaHTatoB Ankylos®, Astra Tech Implant System® u Xive®, uMgpoBbie TeEXHONOrnm,
TOKME KOK NePCOHUULMPOBaHHbIE PELIEHUS 418 NauMeHToB Atlantis® n xupyprvs

c nomMoubto Simplon!®, pereHepaTBHble pelweHna Symbios®, a Takke nporpammbl
npoheccuoHarIbHOro 1 e/10BOro Po3BUTUSA, Takne kak STEPPS'”.

Dentsply Sirona Implants co3gaeT LeHHOCTb A4/19 CneunanucToB B 0o61acTu cToMaTosiorum
1 N03BONISIET NO/NYyYaThb AONTOCPOUHBIE C NPe/AcKasyemble pesy/bTaTbl UMNIaHTauum,
NPUBOASAILNE K NOBbILIEHMIO KAYECTBA XU3HN NALUEHTOB.

THE DENTAL
SOLUTIONS
COMPANYA"
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BeHcxaiim, 9 ceHTsiops 2019 roga

/nognuce/

[-p Snaith ®paiip Mokpyxa (Aline Frare Mocruha)
MeHepxep oTAena HopMaTMBHO-NPaBOBOrO Pery/MpoBaHns

/wTtamn: OJeHtcnnain ImnnaHte MaHydaKuypuHr
rvM6X

PopeHb6axep Locce 4

63457 XaHay, Nepmanus/

O komnaHuu Dentsply Sirona
Dentsply Sirona - kpynHeiwwmnii B M1upe Npov3Bo/yHTeNb NPOeCcCUoOHaIbHbIX
CTOMaTO/IOrMYECKMX NPOAYKTOB U1 TEXHOMOTNiA, UMelownii 130-NeTHIO UCTOPUIO
MHHOBALUI 1 YCNYT /19 CTOMATO/IOMMYECKON UHAYCTPUN U NaLueHTOB BO BCEM MUPE.
Dentsply Sirona paspa6aTtbiBaeT, NPOU3BOANT 1 NPOAAET KOMMIEKCHbIE PelleHNs, BTOM
uncne CTOMaToIoruyeckne NPOAYKThI U MPOAYKTLI [y TUreHb! MOMOCTN PTa, a Takke
APYrue pacxofHble MeJUUNHCKUE U3AeNUs B paMmKax 60/1bWoro nopThens Topro.bIx
Mapok MupoBoro ksocca. Mo mopkoii Dental Solutions Company'*®, npoagykuusi Dentsply
Sirona npegnaraeT UHHOBALMOHHbIE, BbICOKOKAYECTBEHHbIE 1 I(HEKTUBHbIE PeLIeHUs!
NeveHns naunmeHToB u o6ecneveHns nyyllieidl, 6e3o0NacHoi 1 6bICTPOI CTOMaTONOTMK.
rno6anbHas wTa6-kBapTupa Dentsply Sirona Haxoautca B Mopke, wTaT MNeHcunbBaHus,
a mMexayHapoAHas wTa6-kBapTupa HaxoauTcs B 3anbubypre, ABCTpusi. AKLAM KOMNaHU
koTupytotca B CLUA Ha 6upxe NASDAQ nog cumBoniom XRAY.

MoceTute caiT www.dentsplysirona.com Ass nosly4eHns AOMNOMHUTENbHOW UH(OPMOLUN O
Dentsply Sirona un ee npogykrax.

Dentsply
Sirona



PernctpaunoHHblli HOMEpP B peecTpe HOoTapuasbHbiX geiicteuin 703/2019 LK

HacTtodawunm 3aBepAdAr BblIWECTOALWYH NPOCTaB/IEHHYHO B MOeM NMPUCYTCTBUN JTUHHYHO
noanncb

r-xu g-pa dnaiiH ®paiip Mokpyxa (Aline Frare Mocruha), 23.08.1987 r.p., cnyxe06Hblli
agpec; 64625 beHcxalim, ®abpukwTpacce 31,
- NpeAbsABUBLUEN CBOM BPEMEHHbIA BUA HA XUTENbCTBO

peiicTByowelt B nHTepecax komnanuu AEHTCMNNAN VmnnanTe MaHydhakuypuHr Tm6X,
pacnosioXeHHON B I. XaHay.

Ha Bonpoc HoTapuyca B COOTBETCTBMU C NYHKTOM 7 yacTu 1 ctatbn 3 3akoHa ®PI «O6
yCTaHoBNeHUN o6sa3aTeNbHOl (QOPMbl 4OKYMEHTaUNUN», 3afaHHblil r-Xe A-py dnaiiH
®paiip Mokpyxa (Aline Frare Mocruha) o Tom, He BbICTynan /in OH B OTHOWEHUN CLENKW,
ABNALWelca npegMeToM HOTapuanbHOro AelicTBUs, B KayecTBe, OT/IMYHOM OT
HoTapuyca, 6bln1 NoayyYeH oTpuLaTenbHblii OTBET.

A npouHdopmupoBana r-xy g-pa 3naiiH ®paiip Mokpyxa (Aline Frare Mocruha) B
COOTBETCTBMUM CO CT. 13 n. 1 1 2 O6Wero pernameHTa o0 3aWuTe NepcoHas bHbIX AaHHbIX
(DSGVO). OHa 3asaBu/1a 0 CBOEM COr/flacuM Ha COXpaHeHne CBOUX NepcoHasibHbIX
OaHHbIX.

r. beHcxaiim, 9 ceHTA6ps 2019 .

/nognuce/
ApsokaT MapuaH Kyybmnaa (Marian Kuzbida)

BPEMEHHO ucnosHAwLWan 06a3aHHOCTU HOoTapuyca J/leHbl Kyubuga (Lena Kuzbida) B
BeHcxalime

PenbedHana neuvatb: /a-p Nena Kyubuga HoTapuyc r. beHncxaim/
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TekCT JaHHOro JOKyMeHTa nepesén nepeBofumk YepHocuToB Cepreii ropbesny. 3HaHue
WHOCTPAaHHOIO A3blKa NOATBEP>KAAl0. BbINONHEHHbI NepeBos ABNAE T CA NPaBU/ibHbIM, TOYHbIM U
MOJHbLIM.

Poccuinckaa degepaymns
Mopos Mocksa
Bocbmoro oKTA6GpA fBe ThiCAYM LeBATHAaALATOrO0 roga
[ ToukuH AmnTpuit Banepbesuy, HoTapuyc ropoga Mockebl, CBUAeTeNbCTBY NOLAMHHOCTb NOANNCH
nepesoguuka YepHocuTosa Cepres Nropbesuua.
Mognuch caenaHa B MOEM MPUCYTCTBUN.
AW ero AOKYMEHT yCTaHOB/eHA.

cTpe: No 77/2079-H/77-2019-"
tpcrrwet*oU nownuHel(no Tapugy): 100pyo6.
*aHN"YyNyT NPaBoOBOro M TEXHUYECKOTO XapaKkTepa.

Bcero npoLHypoBaHo, NPOHYMEPOBaHO
U CKpenneHo neyaTblo <M nucT(a)(oB)

HoTapuyc
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A-SPLY

Facilitating
stable and
durable
chairside
solutions

Xive®
The WeldOne® concept

Dentsply
Slrona

Innpiants
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wow W]

With the help of WeldOne Immediate reinforcement of the temporary Specially designed Xive
Welding Unit and special by atitanium framework. welding components.
welding components, a titanium

wire is permanently connected

onto the abutment.
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WeldOne® -

What makes

WeldOne®
for Xive" so
special:

worldwide unique

The first connplete evidence based welding concept

The WeldOne concept is worldwide unique as Dentsply
Sirona Implants offers the first complete, proven and
sophisticated concept for intraoral welding based on
resistance spot welding principle.

With the help of the WeldOne Welding Unit and
special welding components, a titanium wire is
permanently connected to the abutment with precisely
the correct force to achieve an optimum weldT An
electric current leads to fusion of the titanium material
in the contact points between the titanium wire and
the abutment in milliseconds.

The permanent joint between the titanium wire and the
abutment enables an immediate and stable titanium
framework to be made which will provide the optimum
support for temporary or durable restorations.

This concept is exclusively designed for dental
implants made by Dentsply Sirona Implants.

Different procedures of fabrication can be selected for
this unigue concept of prosthetic restoration:

« Temporary restorations on implant level

« Temporary or durable restorations on abutment level

The WeldOne concept provides a stable, passively
fitting framework for temporary or durable prostheses
for immediate restorations on the same day of surgery.

It is a fast and economical solution to deliver partial-
and full-arch restorations - suitable for immediate or
late loading.

.

Meets the patients' demand for immediate
restorations’"

Surgical procedure and prosthetic delivery on the
same day of surgery.

Significant time and cost reduction'
Standardized protocol with specially designed
components for a reduction of appointments to
a minimum and the opportunity to reduce total
treatment costs.

Less risks of fractures on temporaries
Immediate reinforcement of the temporary by a
titanium framework.

Safely and predictably for immediate loading treatment’
As a consequence of reduced mobility of Implants
due to immediate rigid splinting a risk of implant
failures during healing phases can be minimized.

" u

No additional impression-taking of implants necessary
Simultaneous delivery of a titanium framework on
implant abutments at one time. Advantage of the
one abutment at one time philosophy in case of
abutment level restorations.

1/ Degidi, M,, D. Nardi, and A. Piattelli, Inmediate rehabilitation of the edentulous mandible with a definitive prosthesis supported by an intraorally wei-
ded titanium bar. in IntJ Oral MaxiHofac Implants. Yes. Editor. 2009. 01 until 03 years, p. 342-7. 2 1Awanzo. R. et at, Use of intraoral welding to stabilize
dental implants in augmented sites for immediate provisionalization: a case report. J Ora! Implantol, 2012. 380): p. 33-41. 5/ Degidi. M,, G. Daprile, and
A. Piattelli, Implants inserted with low insertion torque values for Intraoral welded full-arch prosthesis: 1-year follow-up, in Clin Implant Dent Relat Res,
Yes, Editor 2012, 00 until Olyear. p. €39-40. 4 / Degidi M.. et al.. Syncrystallization: a technique for temporization ofimmediately haded implants with
metal-reinforced acrylic resin restorations, in Clin Implant Dent Relat Res, Yes, Editor. 2006, 00 until Olyear. p. 123-34. 5/ DENTSPLY Implants internal

fatigue, strain and welding tests on file
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Placement of the Xive temporary welding Intraorally welded titanium framework

abutments

Intra-oral welding

Known for decades -

now brought to perfection

The inventors of this concept are Dr. Marco Degidi
and his dental technician Gianluca Sighinolfi both
from Bologna, Italy. Their excellent knowledge,
craftsmanship and teamwork are the basis for the
successful creation of this unigque stable and durable
chairside concept. The teamwork of the surgeon and
the dental technican is key for success.

Although the WeldOne concept Is cutting-new, an
impressive amount of publications in peer reviewed
journals is already available (see below).

The WeldOne concept is an advanced protocol
addressed to surgeons and prosthodontists that
already have experience with immediate loading
treatment.

Special training courses tailored to meet the indication
requirements and the experience level are highly
recommended. Please see last page of this brochure
for course offers or contact your local representative.

Additional product information:
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Completed restoration

Dr. Marco Degidi Bologna, Italy
Active member of the Academy of
Osseointegration. Diplomate of International
College of Oral Implantology. Private
Practice in Bologna, restricted to implant
surgery & prosthetics. Adjunct Professor,
Postgraduate Program in Clinic Implantology
and Biomaterials, University of Chieti.
Adjunct Professor, Postgraduate Master in
Clinic Implantology, University of Bologna.
Speaker in many national and international
seminars, congresses and courses: many
national and international publications.

Gianluca Sighinolfi, Bologna, ltaly
In 1989 he was awarded his diploma from
the Villaggio del Fanciullo in Bologna, Italy.
He immediately began work in an important
dental lab in Bologna, later to become a
partner. He has had extensive specialist
training and conducted courses both in Italy
and internationally. Since 1996, Gianluca

has collaborated with Dr Marco Degidi and
Prof Piattelli on immediate loading research,
contributing to the development of new
surgery protocols and numerous articles

on this subject that have been published in
leading international reviews and journals.



Step-by-step

The WeldOne® concept for Xive®

Specially designed Xive
Temporary Welding
Abutments

W *
Xive Xive
Welding Welding
Sleeve for Sleeve for

D34/ D38 D 45
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. . Completed
Finalized and .
. . Extraorally welded . . restoration
Bending, alignment . opaque coated titanium
i . retentions are added
and intraoral welding of framework
. . . to the framework
titanium wire
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The WeldOne® concept

Specially created WeldOne
Welding Unit with touch screen
and easy menu guidance
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The WeldOne®
S USTOMED® concept for

tNSTRUMENTE )(| i d . d
It is recommended to use the following custom-built tools Ve - €sl g ne

manufactured by USTOMED. This handful of simple tools fu n Ct | on
allows you to create atitanium framework with a few

simple steps. To get detailed information, please contact

USTOMED directly:

www.ustomed.de

Sharp Curver Soft Curver Holder Cutter with
bends the bar into bends the titanium grasps and holds tungsten carbide
more acute angles bar along the the titanium inserts
for single curve of the arch. bar firmly in easily and
abutments. place during the efficiently cuts
I ( welding process. off excess
material.

Specially designed Xive
welding components

n i

Three sizes of titanium wires to en-
sure the stability of the framework
according to the right application
and respective indication.
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Products

The WeldOne® concept for Xive®

WeldOne Welding Unit Titanium Wire  Titanium Wire  Titanium Wire
D12/ L 100 D 1.5/ L 150 D2.0/L 150
Grade 2 Grade 2 Grade 2
(10 pcs)
Reduced
scale
Order no. 47 - 4710 47 - 3012

Xive MP Welding Sleeve

Scale 121

D 3.4/D 38 D 4.5

Order no. 45 - 4741* 45 - 4751*

Xive Temporary Welding Abutment

Scale 1.21 LLI w
D 3.4 D 3.8 D 4.5
Order no. 46 - 1231* 46 - 1241* 46-1251*

‘incl. retaining screw

10
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/ Expert training

The WeldOne® concept for Xive

Please contact your local sales representative to

learn more about WeldOne product availability and ’ P raCtlcal nd
specifications, trainings angl eoijigress presences. th e O retlcaﬂ ap p roaCh

» Hands-on supported

To gain the maximum

benefit from the course, it is

recommended that your lab

technician attends the course

as well.

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



About Dentsply Sirona Implants

Dentsply Sirona Implants offers comprehensive solutions

for all phases of implant therapy, including Ankylos’.

Astra Tech Implant System' and Xive' implant lines, digital
technologies, such as Atlantis patient-specific solutions and
Simplant' guided surgery. Symbios' regenerative solutions,
and professional and business development programs, such as
STEPPS™. Dentsply Sirona Implants creates value for dental
professionals and allows for predictable and lasting implant
treatment outcomes, resulting in enhanced quality of life

for patients.

THE DENTAL
SOLUTIONS
COMPANY™
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Bensheim, September 09 2019

Dr Aline Frare Mocruha
Manager Regulatory Affairs

DENTSPLY Implants
Manufacturing GrbH

Rodenbacher Chaussee 4
63457 Hanau
Germany

About Dentsply Sirona

Dentsply Sirona is the world’s largest manufacturer of
professional dental products and technologies, with a 130-year
history of innovation and service to the dental industry and
patients worldwide. Dentsply Sirona develops, manufactures,
and markets a comprehensive solutions offering including
dental and oral health products as well as other consumable
medical devices under a strong portfolio of world class brands.
As The Dental Solutions Company™, Dentsply Sirona’s products
provide innovative, high-quality and effective solutions to
advance patient care and deliver better, safer and faster
dentistry. Dentsply Sirona's global headquarters is located in
York. Pennsylvania, and the international headquarters is based
in Salzburg, Austria. The company’s shares are listed in the
United States on NASDAQ under the symbol XRAY.

Visit www.dentsplysirona.com for more information
about Dentsply Sirona and its products.

UTWTT

Dentsply
Sirona



LLL \e Nr. 704 / 2019 LK
14

Vorsteheb” vor mir volizogene Namensunterschrift der
Frau Dr. AliiT*rare Mocruha, geboren am 23.08.1987,
geschaftsans™w in 64625 Bensheim, FabrikstraBe 31;

-ausgewiesen d u  ihren Aufenthaltstitel-

handeind fOr die Firr>« DENTSPLY Implants Manufacturing GmbH
mit dem Sitz in Hanau,

wird hiermit beglaubigt. V

Die Frage des Notars nach ei%r Vorbefassung i.S. von 8 3 Abs. 1 Nr. 7 BeurkG wurde
von Frau Dr. Aline Frare Mocruwiverneint.

Frau Dr. Aline Frare Mocruha habe\*h gemaB Art. 13 DSGVO Abs. 1 und 2 informiert.
Sie hat sich mit der Einspeicherung Teer Daten einverstanden erklart.

Bensheim, den 09. September 2019

Rechtsanwalt Marian Kuzbida
als amtiich bestellter Vertreter der
Notarin Dr, Lena Kuzbida in Bensheim
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/nepeBof C aHINMNCKOI0O N HEMELKOrO i13blIKOB Ha PYCCKUIA S13bIK/

O6neryaer
OOCTUXEHME
CTabunnbHbIX

N AO/ITOCPOYHbIX
pe3ynbTaTtoB

B KabunHeTte
cTomaTonora

Xive®
MeTtoa WeldOne®

Dentsply
Sirona

Implants
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C nomoubto cBapo4Horo annapata WeldOne Heme//ieHHOE yCuIeHne BPEMEHHOTO NpoTesa C NoMOLbI0 CneuyuansHo paspaGoTaHHble U3eNNs OpToneauyeckue as
v cneyyanbHbIX U3Aenuii opToneanyecknx ans TUTAHOBOTO Kapkaca. CUCTEM [leHTa/lbHbIX UMMNIaHTaTOB XiVE.

MHTpaopasibHOI CBapK1 TUTOHOBAs NPOBO/IOKA

NPOYHO COEAMHSETCS C a6OTMEHTOM.
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YHuKanbHbit metog WeldOne

B YeM 3aKnyaeTcs
OCHOBHasi 0CO6EHHOCTb
metoga WeldOne®

L7191 cUCTeM AeHTasIbHbIX
UMIM/IaHTaToB Xive':

®

MepBasa MoOSIHOCTbIO HAy4YHO 0OOCHOBAHHAA KOHUENLUS CBApPKWU

MeTtoa WeldOne sBnseTcs yHVKanbHbIM, MOCKOIbKY

komnaHuss DENTSPLY Sirono Innplants npegnaraet nepsyto
LiefIbHY10, HaAEeXHYI0 1 BbICOKOTEXHOIOTUYHYIO KOHLIENLIMIO
MHTPOOPO/ILHOM CBapPKM, OCHOBAHHYIO Ha NMPUHLMNE KOHTaKTHOM
TOYeYHOVi cBapku

C nowmolLpto cBapouHoro annapata WeldOne u cneupanbHbIX
M30eNnin opToneAnYECcKUX A8 MHTPOOPO/IbHOW CBapKn
TUTaHOBAasi NPOBOJIOKA MPOYHO COEAMHSIETCSI C a6aTMEHTOM,
TOYHO ¥ C AOCTATOUHbIM YCUAMEM /1 LJOCTMXKEHWSI ONTUMASILHOMO
CBapuBaHWsi  DNEKTPUUYECKUIA TOK 3a MUIUCEKYHAbI
pacnnae/sieT TUTaHOBbI MaTepuan B 06/1aCTU KOHTaKTa Mexay
TUTAHOBOV NPOBOJIOKON 1 abaTMEHTOM.

MpoyHoe coeVHeHVe TUTAHOBOK NPOBOJIOKM 1 abaTMeHTa
No3BONSET HEME/IEHHO CO34aTb CTAGWU/bHbIV TUTAHOBbIN
Kapkac, KoTopblii 06ecneunT onTUMasbHy0 NoAAePXKy AN
BPEMEHHBIX WM NOCTOSHHBLIX pecTaBpaLuii.

3TOT MeToA, paspaboTaH UCKIIOUUTENbHO A1 3YOHbIX
MMNAaHTaToB NpomssoAcTBa komnaHun DENTSPLY Sirona
Implants.

[N151 3TOM0 YHUKa/IbHOTO METoAA NPOTE3NPOBAHUS MOXHO
BbIGPaTh Pa3/MuHble NPoLEeaypbl U3rOTOB/IEHUS NPOTE30B:

* BpemeHHOe NpoTe3nMpoBaHne Ha YpoBHE MMMiaHTara

* BpemeHHOe W NOCTOsIHHOE NPOTE3UPOBAaHNE HA YPOBHE
abatmeHTa

MeTtoa WeldOne o6ecneunBaeT cTabunbHbIli Kapkac ¢ NaccuBHO
NOZATOHKOW A/11 BPEMEHHbIX UM MOCTOSHHBIX NPOTE30B
[ HeMe[/1IEHHOro NPOTe3UpoBaHUsA B ieHb onepaLuu.

370 ABAETCA GbICTPLIM 11 SKOHOMUYHBIM PELLEHNEM A/ HACTUYHOMO
WM NOJTHOTO NPOTE3VNPOBaHNS, NOAXOAALLMM /19 HEME/IEHHOM
WM OTCPOYEHHOMN HarpysKu.

e OtlBuaet Tpe6olaHnlu naymeHTo! K HEMeANleHHOI penaepayHu'”
Xupypruyeckas npoueaypa n yctaHoBka npotesa B eHb
onepaumu.

3HauuTeNbHOE COKpalleHne epeMeHn 1 3aTpar’
CraHfapTu3npoBaHHbI MPOTOKO/ CO cneunanbHo
pa3paboTaHHbIMU M3aeNNAMA 4719 COKpaLLEeHUs KonmyecTsa
noceLLeHnit 0 MUHUMYMa 1N BO3MOXHOCTb CHUDKEHMS 06LumX 3aTpat
Ha neyeHve.

CHUXXEHNE PUCKa NEepesioMOK BPEMEHHbIX pecTaspauuii*”
HemepneHHOEe ycuneHre BpEMEHHbIX pecTaBpaLuii ¢ MOMOLLbLO
TUTAHOBOTO Kapkaca.

BesonacHoCTb M NPOrHO3MPYEMONb NPU HEMEANEHHO Harpyske
Bcnefcrerie MeHblUeli NOABUXHOCTU UMMNAHTATOB 3a cyeT
Heme/IEHHOr0 XXeCTKOro LWMHUPOBAaHWSA, PUCK OTTOPXEHUS
MMMNAaHTaTa Ha aTane 3aXWB/EHNS MOXET OblTb CBEAEH

K MAHUMYMY.

OTCyTCTBYET HEO6XOAMMOCTb CO34aHUS AONOMHUTENbHbIX CEMNKOB

C MNNaHTaToB"*

OfiIHOBpeMeHHas yCTaHOBKa TUTAHOBOrO Kapkaca Ha abaTMeHTbI
MMnaHTaTa 3a oauH pas. MpeumyLLecTBo NpuMHUMNa
0/JHOMOMEHTHOI YCTaHOBKM abaTMeHTa npu pectaspauuu

Ha ypoBHe abaTmeHTa.

11 Degidi, M, D. Nardi, u A. Piattelli, HemeaneHHas pecTaspauus Npu ageHTUN HUXKHENR yenocTu c NnpruMeHeHem MOCTOAHHOTO nNpaTesa c ONOPOI HO TUTaHOBYIO 6anKy

C MCcnonb3oBaHMeM WHTPOOPOJbHONM cBapku. XXypHan Intd Oral Maxillofoc Implants, Yes, Peg. 2009, 01 go 03 neT, cTp. 342-7. 2 / Awanzo, P, n COOBT. Ucnonb3oBaHue

MHTPOOPO/IbHOI CBOPKU A1 CTabunusaunm 3yGHbIX MMIIAHTATOB B y4acTKaX, HYX/AAloUUXCS B YCUEHNN ANS HEME/AIEHHOTO BPEMEHHOTO NPOTe3NPOBaHNsA: KINHUYECKoe
Ha6nopaeHne. XXypHan J Oral Imploftlal, 2012. 3B(J): cTp. 33-41. 3 j Degidi, M, G. Daprile, n A. Piattelli, MonHoe NpoTe3upoBaHue C ONOPO Ha UMNMAHTAThl, YCTaHOB/NEHHbIE
C NpUMeHeHWeM HU3KUX 3HAYeHU’ MOMeHTa BPOLLEHUSI C MCNoNb30BaHneM UHTPOOPOSIbLHONM cBapku: Nepuog HobnwaeHus | roa. XXypran Clin Implant Dent Relat Res, Yes, Pea.

2012, 00 go 01 roga. CTp 39-40. 4 / Degidi, M. u coaBT, CUHKPUCTON/IMIOUNA; TEXHUKA U3FOTOB/NEHNs BPEMEHHbIX pecTaBpalnii 13 akpuioBOro KOMNO3UTa C MeTanInyeckum

apMupoBaHMeM Npu HEMEA/IeHHOI Harpyske uMniaHTaTos. )KypHan Clin Implant Dent Relot Res, Yes,Pea. 2006, 00 go 01 roga. cTp. 123-34. 5 / KomnaHus DENTSPLY Implants.

ApXuB: BHyTpeHHME UCMbITaHUs Ha YyCTanocTh, AepOpMaynio N MPOYHOCTb CBapKN.
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«MeuyTa
CTaHOBUTCHA

pea/ibHOCTbHO»

[-p Marco Degidi,
bonoHba, Utanua



YcTaHOBKa BPEMEHHbIX CBapO4HbiX a60TMeHTOB XiVE TWTaHOBbIN KapKac, W3roTOB/IEHHbIV C MPUMeHeHnem 110CTo AHHbW npoTes
MHTPOOPO/ILHO CBapKu

IHTpaopasibHasa cBapka

M3BecTHa gecaTunetnamMm - Tenepb

[loBe/leHa /10 COBepLUEeHCTBa

MN306peTatensmy aToro Metoga saenstoTcs goktop Marco Degidi
n ero 3y6Hoi TexHuk Gianluca Sighinolfi, BonoHbs, Utanus.

Wx rny6okme 3HaHUs, MacTepcTBO M COBMECTHasi paboTta
ABMAIOTCA OCHOBOA 191 YCNELIHOro CO3AaHns 3TOr0 YHUKa/IbHOTO,
CTabunbHOTO M HaleXHOro MeTofa NPoTe3NPOBaHNSA B YCIOBUSAX
CTOMATO/IONNYECKOro kabuHeTa. Kmouom K ycnexy siBnsercst
KOMaHfAHas paboTa xupypra 1 3y6HOro TexHuka.

Xota meTog WeldOne sBnsieTca HOBbIM, YXe [OCTYMNHO
BreyatsoLLee KonMyecTso nybankaumnii B peLieH3npyembIx
XypHanax |cM. Huxe).

MeTtog WeldOne - 3T0 pacLuMpeHHbIii NPOTOKON,
npefHasHa4eHHbI 19 XMPYPros 1 OPTOAOHTOB, Y KOTOPbIX YXe
€CTb OMbIT MPOTE3XPOBAaHNSA C HEME[/IEHHON Harpy3KOii.

HacTtosTenbHO pekoMeHAylTCa cneLyasbHble yiebHble Kypebl,
npeAHasHadeHHble f/15 YA0BIeTBOPEHUS YKasaHHbIX TpeGoBaHuii
K YPOBHIO orbiTa. Moxasnyiicta, NpocMoTpuTe Noc/ieaHon
CTpaHuLly 3TOi 6poLLopbl 418 NoAyYeHns nHopmaumm

0 npeanaraeMomM Kypce 06y4YeHVs WM 06paTUTeCh K MECTHOMY
npeAcTaBUTESN0 KOMNAaHNM.

[LononHuTensHo! MHGopMoLMA 0 NPoayKTe:
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A-p Marco Degidi/ BonoHbsa, UTtannsa
JefcTBUTE/IbHBIN YneH AKafleMUN 0CTEONHTEerpaLuu,
AVNAOMaHT MeXAyHapogHOTo Kosiegxka
CTOMATOo/I0rMYeCcKoi UMNNaHToNorMK. YacTHas npakTnka
B BO/OHbE, CNeuManu3ouus - UMNIAHTaLUOHHAas
XUPYprus u npoTeanpoBaHue. A4bIOHKT-Npotheccop,
acnupaHTypa no KMHWYECKOW NMMaHTOM0run

1 6uomoTepuanom. YHuBepcuteT KbeTu. AL bIOHKT-
npoceccop, MarucTpaTtypa no KANHUYEeCKo
UMMNAaHTONOrMn, YHnsepcutet bonoHbun. loknagumk
Ha MHOTVX HaLMOHA/bHbIX N MEXAYHaPOAHbLIX
ceMuHapax, KOHrpeccax u Kypcax; OBTOP MHOMUX
ny6nvkayuii B HAUMOHANBHOM U MeXAYyHapoa4HOR
nnTepoType.

Gianluca Sighinolfi, BonoHbs, UTanusa

B 1989 roay 6b11 HarpaxgeH AUnNIoMom Bunbampkmo gensb
®aHblonno B bonoHbe, UTanua. OH cpa3y xe Havan
pa6oTaTh B KPYNHOW cTomMaToNnoruueckoi naéoparopum
B BO/MOHbE, a 3aTeM cTan napTHepom. OH npowen
yrny6eHHy0 NPOodhecCnoHanbHY0 NoAroToBKy

v npoBoAnn obyudatol,ue Kypchl Kak B Utanuu,

Tak U HO MexJyHapoAHOM ypoBHe. C 1996 roga
coTpyaHu4dan c g-pom Marco Degidi n npoceccopom
Piottelli B o6nact nccnegoBaHns HeMea1€HHOM
Harpysku, NpuHUMan yyactve B pa3paboTke HOBbIX
NpOTOKO/I0B ONepauuit U B CO34aHUN MHOTOUYNC/IEHHBIX
cTaTeii no aToi Teme, KoTopble 6bIM ONY6/IMKOBaHbI

B BeAYLMX MEXAYHAPOAHbLIX 0630POX U XypHanax.



[TowaroBoe onuncaHume

MeTtoag WeldOne® pgia mniaHtatoB cCUCTEMBbI Xive®

Paspa6oT u
Ansa cucrtem AEHTaNbHbIX UMNIaHTaTOB Xive
Bpe! p abaTi T

n

|

CBapoyHas CsapouHas
BTynka Ans BTYy/Ka ANs
abaTmeHTa XIVB, abaTmeHTa XiVB,
03,4/03,8 04,5
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CrubaHue, BblpaBHUBaHue B kapkac gob6asnatTtcs [OTOBbII TUTAHOBLIN Kapkac FoToBasa pecrtaspayuns
N MHTpaopasnbHasa cBapka dukcaTopbl, CBapeHHbIe C Henpo3payHbIM NOKPbITUEM

TUTAHOBOI MPOBOIOKK BHE POTOBOW MOM0OCTU
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j

A MeTog WeldOne®

CneunanbHO co3AaHHbIi CBApOYHbIN
annapaT WeldOne c CeEHCOpPHbIM

9KpaHOM W NMPOCTOI HaBuraymnei no MeH
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INSTRUMENTE

S USTOMED®

PeKkoMeHAyeTCs UCMO/b30BaTh CleyolLne CrneunanbHble

WHCTPYMeHTbl, paspaboTaHHble kKoMnaHueit USTOMED.

3ToT He60oNbW O HABOP MPOCTbIX MHCTPYMEHTOB NO3BONAET

y BaM CO3/aTb TUTAHOBbIi KOPKOC C MNOMOLLbI HECKOMbKNX

HECJ/IOXHbIX WOroB. JNna nosly4yeHnss nogpo6Hoit uHGopmauuu,

noxanyiicTa, CBAXMTECb HaNnpaAMylo ¢ KomnaHueit USTOMED:

www.ustomed.de

OcTpble Kycauku
unsrnbaoT 6anky

noa 6osiee oCTPbIM
YINOM ANS OTAENbHbIX
060TMEHTOB.

CneynanbHo paspaboTaHHble nsgenns
opToneanyeckne ANs fieHTanbHbIX

WMNNaHTaTOoB cucTem Xive

©
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MsArkune Kycauku
M3ru6ai T TUTaHOBYIO
6anky cornacHo

KpUBU3HE Ayru.

MeTtopn WeldOne*»
ONs MMnaaHTaToB
cuctembl Xive® -
pa3paboTaHHas

PyHKLMKA

NepxoTenb Pe3ok cBKNnagbliluoMmu
3axBaTblBaeT n3 kapbupga sonbpama
u yaepxuBaeT Nlerko un acbthekTMBHO
TUTaHOBYlO 6anky Ha oTcekaeT NMUWHNGA

- MecTe BO Bpemsi cBapku mMaTepuan.

TuTaHoBas NPOBOJIOKA TPEX Pa3Mepos

Ana obecneyeHns cTabunbHOCTU KOPKOCO
MCMO/b3yeTCA B COOTBETCTBAM C HAA/IeXalL UM
NPUMEHEHWEM U MPU COOTBETCTBYIOLMX

nokasaHusXx.



N3nenna

MeTon WeldOne® pgna cuctemMm geHTaslbHbIX
nMmnsaHTartos Xive®

CBapouHblii annapat WeldOne TutaHosas TutaHoBas TutaHosas
nposonoka nposonoka nposonoka
0 1,2/1100 D 1,5/L 150 02,0/L 150
Grade 2 Grade 2 Grade 2
(10 wr.)
N3o06paxeHne

B YMeHblIeHHOM macwTabe

47-4710 47-3012

CBapoyHas BTynka Xive MP

Macwrab 1,2:1

03,4/03,8 04,5
451 474]* 45-4751*

BpeMeHHbIi cBapoUYHbIii abaTMeHT Xive

Macuwro6 1,2:1 tf W W
D3,4 03,8 D4.5
Howmep gm N
K0 46-123r 46-1241: 46-1251

BK/I. (DUKCUPYIOWUNIA BUHT

1o
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Ob6yyarLmnm Kypc

MeTtoan WeldOne® gnsa cuctem geHTaslbHbIX MMnsiaHTaToB Xive

00151 NoyyeHNst LONONHUTE/BLHONM MHGopMaUMi O HaIMUNN

n3genvin WeldOne, cneuudomkauunax, TPEHUHIaX U yvacTum « MeTog BKAOYaeT B cebs
B KOHrpecce, noxanyicra, obpatutecb Kk MECTHOMY

TOProBOMy MPeACTABUTESItO. o6ydeHVne TEOPUU N NpaKTUKe

. npaKTI/I'-IECKI/Ie 3aHATNA

YTto6bl MOMYYUTb MAKCUMAbHYHO
BbIroAdy OT Kypca, PeKoOMeHOyeTcs,
4TOObI Ball TEXHUK-NAbopaHT
Takke MPUCYTCTBOBa/ Ha Kypce.
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06 nmnnaHtatax Dentsply Sirona

Komnanus Dentsply Sirona Implonts npegnaraet KOMMIEKCHbIE PELIEHUs 415

BCeX 3TAroB /leYeHNs C MOMOLLbIO UMM/IAHTATOB, BK/IIOYAs CUCTEM AEHTa/IbHbIX
umMnnadTaToB Ankylos®, Astra Tech Implant System® u Xive®, yugpoBble TexHonornu,
Takue Kak NepcoHMMUUMPOBaHHbIE PELIEHNA 41A NaLueHToB Atlantis® n xupyprus

c nomouibto Simpianf®, pereHepaTuBHble pelleHUss Symbios®, a Takxe nporpaMmmMbi
NpoheCCUOHONBHOIO U Ae/10BOro pa3BuTUs, Takne kak STEPPS"A.

Dentsply Sirono Implonts co3gaeT LeHHOCTb A/15 cneyMancTos B o61acTM CToMaTonorum
1 NO3BOSIAAET NOJyHaTh [O/ITOCPOUHbIE C NPeAcKa3yeMble pesy/bTaTbl UMMAaHTaLn,
NPUBOASILME K NOBbILIEHUIO KAYeCTBA XM3HW NaLUeHTOB.

THE DENTAL
SOLUTIONS
COMPANY™
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BeHcxaiim, 9 ceHTsabpa 201 9 roga

/nognuce/

[-p Snaiin dpaiip Mokpyxa (Aline Frare Mocruha)
MeHepkep oTAena HOpMaTUBHO-MPaBOBOrO PerysMpoBaHns

/wTtamn: OeHTtcnnain MmnnaHte MaHydaK4ypuHr
Mm6X

Popgenbaxep Locce 4
63457 XaHay, M'epmanus/

O komnaHuu Dentsply Sirona

Dentsply Sirona * kpynHeliwwnii B Mupe nNpousBoguTenb NPogeccuoHanbHbIX
CTOMaTONOrMYECKUX MPOAYKTOB 1 TEXHOOMMIA, UMetowuit 130-1eTHIO UCTOPUIO
VHHOBALUI 1 YCNYT 418 CTOMATO/IOMMYECKON UHAYCTPUN U MaLMEHTOB BO BCEM MUPE.
Dentsply Sirona po3pa6aTbiBaeT, NPOU3BOANT U NPOAAET KOMMIEKCHbIE PeLleHUs, BTOM
4m1c/e CTOMaTo/Ioryeckne NPOAyKTbl U MPOAYKTLI 1S TUTUEHbI NOIOCTU PTa, a Takxke
APYTue pacxofHble MeAUUVNHCKNE U3Lenns B paMmKkax GoJbLIOro NopTdens Topro.bix
Mapok MMpoBoro knacca. Mog mapkoii Dental Solutions Compony™*”~, npoaykuusi Dentsply
Sirona npeanaraeT UHHOBALMOHHBIE, BbICOKOKAYECTBEHHbIE U AD(PEKTUBHBIE PelleHns
[AN5 neYeHUst NauMeHToB U o6ecnevyeHns nyudllein, 6e3onacHoi 1 6bICTPOl cTOMaTonornu.
rno6onbHas wTa6-keapTupa Dentsply Sirona Haxoautca B Mopke, wrat MeHcunbBaHns,
0 MexayHapoAHas wTa6-kBapTupa HaxoauTcs B 30/bLGYpre, ABCTPUA. AKLUM KOMMaHUN
koTupytotcs BCLUA Ha 6upxe NASDAQ nog cumsonom XRAY.

MoceTute caiT www.clentsplysirona.com Assi nosly4eHns AOMNOMHUTENBbHOW UHhOpMaLMn O
Dentsply Sirona n ee npogykrax.

Dentsply
Sirona

Too ¥
N o



PernctpaunoHHbIli HOMEpP B peecTpe HoTapuasbHbix geincteuin 704/2019 LK

HacToswmm 3aBepsito BbILECTOSLL Y0 NPOCTAB/IEHHYI0 B MOEM MPUCYTCTBUU JINYHYIO
noanuch

r-xu g-pa dnaiH dpaiip Mokpyxa (Aline Frare Mocruha), 23.08.1987 r.p., C/y>Xe0OHbIN
agpec: 64625 BeHcxalim, ®abpukwTpacce 31,
- npeabABUBLUEN CBO BPEMEHHbIA BUL HA XUTENbCTBO

peiicTByoweli B MHTepecax komnanun AEHTCMN/IAN VimnnanTe MaHydhakuypuHr Tm6X,
pacnosioxXeHHol B I. XaHay.

Ha Bonpoc HoTapuyca B COOTBETCTBUM C NYHKTOM 7 yacTu 1 ctatbn 3 3akoHa PPl «O6
yCTaHoBNeHUN ob6a3aTenbHOW hOPMbl JOKYMEHTaUUN», 3afaHHblli r-xe a-py dnaliH
®paiip Mokpyxa (Aline Frare Mocruha) o Tom, He BbICTynan fin OH B OTHOWEHUN CLENKMN,
ABNALWelnica npeagMeToM HOTapuanbHOro AelicTBUSA, B KayecTBe, OT/IMYHOM OT
HOoTapuyca, 6bl1 NONy4YeH oTpuuaTenbHbIl OTBET.

A npounHdopmMmupoBana r-xy g-pa dnaiH ®paiip Mokpyxa (Aline Frare Mocruha) B
COOTBETCTBUM €O CT. 13 n. 1 n 2 Obuwero pernameHTa o0 3alWuTe NepcoHaNbHbIX LaHHbIX

(DSGVO). OHa 3aaBUNa 0 CBOEM cOl/lacnun Ha coXpaHeHue CBOUX NepcoHasibHbIX
OaHHbIX.

r. bBeHcxaim, 9 ceHTa6pa 2019 r.

/nognuce/
ApBokat MapuaH Kyubéuga (Marian Kuzbida)

BpeEMEHHO ncnonHsawwan obazaHHOCTU HoTapuyca JleHbl Kyubupa (Lena Kuzbida) B
BeHcxanme

PenvedHada nevatb: /a-p JleHa Kyubuga HoTapuyc r. beHcxainm/
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TekCT AaHHOro fOKymMeHTa nepesén nepesogunk YepHocnTos Cepreii ropbesuy. 3HaHue
WHOCTPAHHOIO A3bIK 04 T BEPXK Aat0. BbINONHEHHbIN NepeBoj ABNSAe T CA NPaBUIbHbIM, TOUYHbIM U

MO/HbIM.

Poccuinckaa degepayuns
fopog Mocksa
BocbmoOro okTA6pA fBe ThicA4YM feBATHaALaTOro roga

[ Toukunii AmnTpuit Banepbesny, HoTapuyc ropoga Mocksbl, CBUAETeNbCTBYIO NOAAMHHOCTb NOANUCH
nepesofynka YepHocuTosa Ceprea Nropbesunya.

Moanuck caenaHa B MOeM NPUCYTCTBUN.
NnyHocaHsLL LU LLITAMwero 4OKYyMeHT yCTaHoBeHa.

Tpe: Ne 77/2079-H/77-2019-
i nownuHbl (o Tapudy): 100 py6.

'T MPaBOBOro MTexl LW LcorxapakTepa

Bcero npowHypoBaHo, NPpOHYMEPOBAHO
u ckpenneHo neyaToio XO nucT(a)(oB)

HoTapuyc
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