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To Whom It may concern

Ref. Russian label on products to be distributed in Russia Federation

We, DENTSPLY Implants Manufacturing GmbH, hereby declare that products intended for distribution
in the Russian Federation will be accompanied by an additional label available in Russian, as shown

below

Please note that following global product labels contain all product relevant information and standardized
symbols according to 1ISO 15223, which are described in the Instructions for Use, This additional label
in Russian was designed to do not duplicate information due to space restriction considering the size of
label, and to indicate main and specific information for the country as the Authorized Representative

and others shown in the Appendix.

Additionally, we would like to clarify that process of Country Specific Labeling is currently in
implementation phase, thus the final labeling solution might slightly differ from the pictures submitted

We emphasize that in case of any change, itwill not be content related.

The overview of final product to be delivered to the customer is the product in its sealed carton box
provided ina sealed plastic bag, bearing the Instructions for Use and the Russian label that will be either
printed on a paper placed in the plastic bag or affixed to the plastic bag as sticker. The global product

label will not be overlapped.

Sincerely,
A Dent’sly
-
Dent4>fy In"plants
Manufacturing QrnbH
fioderbachar Chausse* 4
Regulatory Affairs Manager 634S7 Hanau, Germarty

May 27" 2020

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM
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Sterile example
NmnnaHTaTt neHTansHb|ii Astra Tech Imptanl EVA 8 Sanuna - 15 MMOsseoSpeed®

Astra Tech Implant EV4 8 S- IS mm OsseoSpeed'
py N9 P3M 2019/8216 ot
|REF[ 26345 CM HaynakoBke

TonbKo [/ ucnonbaoaaHus BpaHamu CToMaTtonoramu VHgopmauus o 6elonacHocT.
nokasaHusix U NPOTUBONOKA3AHMSX, CM. B UHCTPYKLUN COXpaHsfiTE ynakosky 1
VIHCTPYKLMIO 10 OKOHHAHWSI MCMONb30BAHNS NPOAYKTa

HeToKCUUHO, anuporeHHo

YnonHoMoueHHsI noeacraen” ens a PO

000 ofleHTcnnaii CupeHa o, 115432, r Mocksa,
Dentsply Implants Manjfactunng GmbH, np-T AHgponosa, g 13. kopn.6

Rodenbacier Chaus$e< 4, 63457 Hdndu,  Ten, *7(495)725-10-87

FepmaHuii

m | Mpounssogutene

CrpaHe npoucxoxaennii Lseyus ifu.d«rit«piy»irofu com

Non-sterile example

AbaTMeH'TUTaHOBbI EV 4.8, BbicoTa 1 MM

TitaniumBase EV4 8- 1 mm

PY Ne P3H 2019/8216

[AEP| 2S930 ' CM Ha ynakoske

TONbKO A4S UCMO/NL30BAHNS epauBMu cToMaTonoreMu. Hhopmauus o 6e3onacHocTy,
nokasaHusx 1 NPOTUBOMNOKA3AHUAX CM B MHCTPYKUuM. CoxpaHsiiTe ynakosky n
MMUCTPYHLMIO 10 OKOHYAHUS UCMONb30BaH VA npoaykTa

YNoNHOMOYEHHbI NpeAcTaBuTens B PO,

000 kfeHTcnnaii CupoHa», 115432, r Mocksa,
Dentsply Implants Manufacturing GmbH, np*r Augponosa, 4. 18. Hopn.6

Rodenbacher Chaussee 4, 63457 Harau, Ten *7(495)725-10-87

Fepmanus

u 1l Mpoussogutens'

CtpaHa npoucxoxaeHus Lseuyns | C 7
ifu.d*nHply>rcna.com
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DiewCrtliche Ubereinstimmung vorstehender
Abschrift mit der mir vorliegenden Urschrift

wirdhiermit beglaubigt

Bensheim, den 27. Mai 2020

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



Tema: 3TUKETKM Ha PYCCKOM fi3blke ANS U3AENUi, KOTopble 6yayT peann3oBbiBaTbCs B Poccuiickoi
depepaunmn

Mbl, AEHTCM/IAM Wmnnaute MaHydhakuypuHr TM6X, HACTOALMM 3asBfisieM, YTO MpOAyKUMA,
npegHasHayeHHas Ana  peasmsaumm B Poccuiickoin  depepaupun,  GyAeT  COMPOBOXAATHCA
[IONONMHUTENBbHOI 3TUKETKOWM Ha PYCCKOM f3blKe, Kak NMoKas3aHo Aasnee.

O6paTuTe BHUMAHVE, YTO MEX[yHapoaHas STUKETKA W3AENVsi COAEPXKMT BCHO COOTBETCTBYHOLLYHO
MHCOPMALIIO O NPO/YH-€ U CTaHAAPTHLIE CUMBOJIbI B COOTBETCTBUN C I1SO 15223, KOTOpblE OMMUCaHbI
B VIHCTPYKUMM MO MPUMEHEHU0. HacToslas AOoMoNHUTE/NbHAA 3TUMKETKA Ha PYCCKOM si3blke 6blna
pa3paboTaHa C Le/blo UCKMIUNTL Ay6NMPOBaHMe MHGOPMaLMK U3-3a OrPaHUYEHHOTO NPOCTPAHCTBA C
YUETOM pa3mMepa TUKETKM, a TakKe A1 YKa3aHWsi OCHOBHOM 1 KOHKPETHOW MHpOpMaLMn A1t CTPaHb,

TaKOW KaK YMOMHOMOYEHHbI NpeacTaBUTesb U ApYrve Nua, Kak yKasaHo B [pnIoKeHnn.

Kpome Toro, Mbl XOTeNn Gbl YTOUHUTbL, YTO MPOLECC MApPKMPOBKU STUKETKAMU AJ151 KOHKPETHOW CTpaHb!
B HaCcToslLlee BpeMsl HaxOAWTCS Ha CTaauu peanuzauuy, MO3TOMY OKOHYaTeflbHOe pelleHve Mo
MapKMPOBKE MOXET HEMHOrO OT/MYaThCs OT NpeACTaBNeHHbIX W306pakeHuii. Mbl o6pallaem

BHVYMaHWe, YTO B C/ly4ae KakUx-M6o M3MEHEHUIA, OHM He ByayT CBS3aHbl C COAEPXKaHUEM.

0630p KOHEYHOro NPO/YKTa, NOCTaB/SEMOrO NOKYNaTelo, - 3T0 NPO/AYKT B repMETUYHOM M/IACTUKOBOM
MakeTe C WHCTPYKUME Mo MPUMEHEHMI0 U STUKETKOM Ha PYCCKOM si3blke, KoTopas 6GyaeT nm6o
HaneuaTtaHa Ha Gymare, MOMELLEHHON B M/1IaCTUKOBbLIA MaKeT, G0 MPUKPEr/ieHa Ha NIacTUKOBbIN

NMakeT B Ka4ecTBe HaK/MelKu. MexxayHapoaHas 3TUKETKa NpoayKTa He 6y,qu nepeKpbIBaTbCA.

C yBadkeHuemMm,
/MNoannce/

[-p AnnHa ®painp Mokpyxa (Aline Frare Mocruha)
MeHemkep oTAena HOpMaTUBHO-MPABOBOr0 pPerympoBaHns
27 mas 2020 roga

/Lramvn:

[Jentcnnain Imnnante MaHydakuypuHr Tm6X (Dentsply Implants Manufacturing GmbH)
PogeHbaxep Llocce 4

63457 XaHay, 'epmaHus

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



MpunoxeHwne

Fno6GasibHasi aTUKeTKa NpoayKTa

Mpumep ona cTepusibHOrO

Astra Tech Implant EV [ref]26345
4.8 S+ 15 mm OsseoSpeed® I10¢]999999
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STuKeTKa AN KOHKPETHOW CTpaHbl

Mpumep oNa CTepunbHOro
MmMnnaHTart geHTanbHblil Astra Tech Implant EV4.8 SaxuHa- 15 MMOsseoSpeed*

Astra Tech Implant EV48 S -1S mm OsseoSpeed*
Py Ne P3H 2019/8216 ar

Il £l 26345 CM. Ha ynakoBke

Tonbko AN UCNO0Nb30BaHMA Bpayamu ctomartosioraMmu. MH(bOpMaLWIH o SQSOHSCHOCTM,
nokasaHusiX ¥ NPOTUBONOKA3AHMAX: CM. @ UHCTPYKLMN. CoxpaHsiiTe ynakoBKy u
VHCTPYKLMIO 10 OKOHYaHWUS! UCMO/Nb30BAHMS NPOAYKTa.

HeTokcnyHo, anuporeHHo

YNOSHOMOYEHHBIW NpejcTaBuTens B PP:

00O kfeHTcnnait Cupona», 115432, r. Mocksa,
Dentsply Implants Manufacturing GmbH, np-t Augponosa, 4. 18, kopn.6

Rodenbacher Chaussee 4, 63457 Hanau, Ten.*7 (495) 725-10-87

FepmaHms

CrpaHa npoucxoxaenus: Lseuns i1v,d»m<gllfésle.oe<N ©

m | TponssoguTens:

Mpumep 418 HE CTEPUIBHOTO

ABaTMeHT TuTaxoBblii EV4 8, BbicoTa 1 MM

TltanlumBase EV4.8 - 1 mm
PY NS P3H 2019/8216

laEF 25920 d] CM. Hd ynakoske

TonNbKO AN1st UCMONB30E3HNA Bpauamu cTomatonoramu. MHgopmauus o 6e30nacHocTy,
NOHAa33HMUAXU NPOTUBONOKA3AHUAX: CM. B UHCTPYKL UK. COXpaHHﬁTe ynakoBKy u
VHCTPYKLIO 0 OKOHYAHWUSA UCMONb30BaHNs NPOAYKTa.

mJ  TpoussoauTess: YNonHoMOoYeHHbIil npeacTasuTens B PP:
000 «[lenTcnnaii CupoHa», 115432, T. Mockea,
Dentsply ImplanU Manufacturing GmbH, AHnpponosa, g. 18, kopn.6
Rodenbacher Chaussee 4, 63457 Hanau, Ten, +7 (495) 725-10-87
FepmaHus

CrpaHa npoucxoxaerus: LWseuus C 7
%Anw
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HacToAawmMm | NOATBEPKAAI0 AOCNOBHOE COOTBETCTBME NPUAAraemMoin KONUK AOKYMEHTA OPUrUHANY.

BeHcxanum, 27 man 2020 .

Moanuco/

O-p Nena Kyubupa (Lena Kuzbida)
HoTapuyc

/MevaTsb:

O-p NeHa Kyubuaa (Lena Kuzbida)
Hotapuyc 8 Bercxaime/

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




[MepeBof fLaHHOTO TEKCTA BbIMOJIHEH NMepeBOAYNKOM BylieHKoBbIM BaHOM Butanbesnyem

Poccuiickas depaepauyms

"opog MockBa
BocbMoro voHs fBe ThiCcAYM ABafLATOro roja

A, MwuneBckaas AHHa AHBApOBHA, BPEMEHHO MCMONHAOWAA 0043aHHOCTM HOTapuyca ropoja
Mocksbl [lyfapeBa AnekcaHapa BnagumupoBuya, CBUAETENLCTBYHO MNOA/MHHOCTL MOAMNUCU
nepesoguynka byweHkosa iBaHa Butanoesmnya.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCcTb MognucasLIEero JOKYMEHT YCTaHOB/EHaA.

3apeructpupoBaHo B peectpe: Ne 77/178-H/77-2020- n

B3biCckaHO rocyaapCTBeHHOM nownuHbl (No Tapudy): 100 py6. 00 kon.

YnnayeHo 3a 0KasaHue yCayr NpaBoBOro M TexHM4eckoro xapakrtepa: 300 py6. 00 kon.

A. A. Munnesckas
/r

Bcero npoLwHypoBaHo, NPOHYMEpPOBaHO M CKPEN/eHo neyatblo ~  MCT(-a,-0B).

BPWNO HoTapuyca:

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



B >duLL1/£ AbsGhrift

Instructions for Use

Astra Tech Implant System® EV,
Astra Tech Implant EV

CAUTION: US federal law restncts this product to sale by or on order of a
dentist or a physician

Astra lech Implant System EV may only be used by dentists/physioans who
have had the appropnate education and training.

Description ofthe System

The Astra Tech Implant System EV is designed for replacng one or more
missing teeth in patients to restore chewing function The system compnses
dental implants, cover screws trsnsmucosal abutments, other prosthetic
components as well as surgical and prosthetic instruments

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

The Astra Tech Implant System EV assortment is designed to simplify the use
of correct components by means of markings color coding and/or geometncal
design.

Description of the Product

Astra Tech Implant EV is a screw-shaped dental implant with a defined surface
roughness, achieved through a patented grit blasting technique followed by a
process involving a treatment in diluted hydrofluonc aod The external coronal
portion has minute threading - MicroThread

There is a conical cor*nection between the implants and the abutments giving a
light and stable connection - Conical Seal Design

Astra Tech Implarrt EV has an inner geometry with a conical and indexing
configuration.

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

Order Information and Dimensions

See current Astra Tech Implani System EV product catalog for updated and
detailed order information of the various implant products.

Material
Titanium - Grade 4

indications for Use

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

the following situations and with the follovring clinical protocols

* Replaong missing teeth m single or multiple unit applications in the
mandible or maxilla.

* Immediate placement in extraction sites and in situations with a partially or
completely healed alveolar hdge.

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

* Immediate and early loading for all indications, except in single tooth
situations on implant shorter than 8 mm or in soft bone (type 1V) where
implant stability may be difficult to obtain and immediate loading may not be
appropnate.

The intended use for Astra Tech Implant EV 3.0 S is limited to placement of

maxillary lateral inasors and mandibular incisors.

Contraindications

Diameter 3.0 implants are not indicated to replace a central incisor a canine, a
premolar or a molar in the maxilla, nor to replace a canine a premolaror a
molar in the mandible.

Allergy or hypersensitivity to commercially pure titanium.

Clinical Application
See above - Indications for use

Warnings

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

complications which should be known by the dinician. To be mentioned, but not

limited to. the following

« Components that accidently are dropped mthe patient's mouth may be
swallowed or aspirated which can result in suffocation or physical injury.
Care must be taken to have control over small devices.

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

CE€i

Utnufaclurer:
Dentsply Implants Menuficturing GmbH
Rodenbacher Cnaussee 4. 634S7 Hsnau. Germany
wawdentsDivirDlams.com
wawvdentsDivslrona-com

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

Bensheim. March 30*

Or Aline Frare Mocruha
Regulatory Affairs Manager

~  Dentsply

to Sirena D_entsp|y
Oentsply Irr>planto Sirono
Manufaourinc QirbH Implants

RocerbacFer Cbauisea 4
Hanau, Germany
For Initruction» for Use
a *no symbolt giosseiy refer lo

Ifu.dentSDIv3Irone.com

@ Failure to plan and prepare implant site position and depth correctly can
result in harm to nerves, blood vessels, teeth or other sensitive structures.
It ISstrongly recommended that dinidans always undergo speaaf training
before starting up new treatment methods,

inform us and your competent authonty in the case of notice of life-lhreatemng

inadents or a severe detenoration in health status related to one bl our

products.

Precautions

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

» Fracture of mandible may occur in a very atrophic mandible, dunrtg surgery
or during routine oral function after surgery.

* Highly angled abutments on small diameter implants are not recommended
for use m the molar regior®

* When treatment planning for implant with 6 mm length consider the widest
possible implant a two-stage surgical approach and splinting of implants.
Closely monrtor the patient for pernmplant bone loss or change in the
implants’ response to percussion. If the implant shows greater than 50 %
bone loss or mobility consider possible removal of implant.

* Routine implant treatment is not recommended until the end of the jaw bone
growth

* Implant, prosthetic component or prosthesis fracture may occur due to
unfavorable loading conditions Mastication forces and restoration design
have to be evaluated carefully

* Inadequate cooling, incorrect implant site preparation, incorrect instrument
settings or excessive installation torque can result in failed implant

« All products intended for single use must not be re-used. Failure to observe
this precaution may prevent osseointegration of an implant or cause
infection

« Bone quality and quantity local infections or disturbed initial healing are all
factors, which may influence implant survival. Successful healing and
osseointegration may be negatively affected by the following factors
m  Compromised general health status
« Compromised local health status in the jaws
« History of therapeutic radiation in the area
« Alcohol or drug abuse
* Smoking

MRI Safety Information

Astra Tech Implant EV has not been evaluated for safety and compatibility m
the MR environment. It has not been tested for healing, migration, or image
artifact in the MR environment. The safety of Astra Tech Implant EV in the MR
environment is unknown. Scanning a patient who has this device may result in
patient injury.

Adverse Reactions

Ounng implant treatment, possible adverse reactions may include but are not
limited to

« Allergy (e g. anaphylactic shock)

« Uncontrolled post-operative bleeding (e g damage to artena lingualis)
« Aspirated or swallowed components

* Permanent nerve injury

m  Fractured mandible

¢ Implant loss

« Peri-implantitis

« Component or prosthesis failure/fracture

Step*by*Step instructions
Clinical, radiographic as well as model analysis, are all essential prerequisites
for the successful implant treatment. Pre-operative planning should be based on
the expected restorative treatment outcome.
Each patient must be carefully evaluated from a general medical and from a
dental/oral point of view.
Before any treatment procedure begins all pathology m the jaws and remaining
teeth must be resolved or be in the process of healing
* Prepare the implant site according lo chosen surgical procedure and type of
implant.
Follow the recommended dniling and installation protocol.
* Open the blister package.
« Pour the stenle inner container onto a sterile area.

Subject to change without poor notice
Other languages are available upon request

Dentsply
Sirono

Implants

Not all products are available m all countnes

Status of information
IFU5699-en RU Rev 002 A 2019-09



Instructions for Use

* Remove the cap from the container using a twisting motion to expose the
top of the implant.

« Attach the appropnate Implant Driver EV to the contra angle

* Make sure that the implant dnver is fully seated into the implant. *

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

Install the implant with a contra angle at low speed 2S rpm under profuse
irrigation. Set the maximum torque to 4S Ncm.

« Allow the implant to work its way into the osteotomy. Avoid applying
unnecessary pressure

« Forthe final seating use Torque Wrench EV with the Torque Wrench EV
Surgical Dnver Handle

NOTE: Do not exceed 45 Ncm when installing the implant
If not completely seated before reaching 45 Ncm, reverse/ remove the
implant and widen the osteotomy appropnately.

* Itis recommended to have a trtanium forceps available in case the implant
dnver does not provide sufficient carrying function dunng the remove
procedure.

For detailed information see latest version of appropnate procedure manuals.

Cleaning and Sterilization
Not applicable

The product is stenle.

The product is for single use only.

Delivery - Storage « Disposal

The package composes of a cardboard outer box contanmg a plastic blister
which IS sealed by a kd. Inside the blister there is an inner package containing
the implant. The lid of the blister serves as a stenle barrier and the content of
the blister is stenle The product is stenlized by irradiation

The components must not be used beyond the expiry date

The components must be stored in lhar sealed package, in a dry place, at
normal room temperature, i.e. 18-25 *C.

Do not use the product if the stenle package is broken or damaged
For disposal of the packaging and components comply with the currently
applicable national waste disposal regulations in your country.

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

Transportation Condition

Products should be transporled and earned carefully in a manner that
corresponds to the special transport precautions for each medical device's
nature. Transpori and store the components in their ongmal packaging in a dry
place at room temperature. Do not expose to direct sunlight

Terms of Use

Dental dimes and laboratones.

Application area and operating conditions
Stomatology Dental implantdogy.

Shelf life

The shelf life Is set up as 5 years

Implant System warranty

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

Trademarks

AH trademarks and company names are the property of their respective owners.

To improve readability for our customers Dentsply Sirona Implants does not
usee orin bodycopy

However. Dentsply Sirona Implants does not waive any right to the trademark
and nothing herein shall be interpreted to the contrary.

[Recommended maximum installation torque for Astra Tech Implant EV is
45 Ncm.

C€i

Manuticlurer:
Oentaply Implants Manufacturing GmbH
Rodenbacner Chaussee 4. 63457 Haraun Germany
i«nwv.dentaptvtmplanta.com
www.dentsolvslrona.com

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

Authorized Representative on the Territory of the Russian
Federatiorr

Dentsply Sirona LLC

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

os”dentsplysirona.com

Valid for Registration (Russia)

Astra Tech Implant System* OsseoSpeed EV, OsseoSpeed Profile EV. Astra
Tech Implant EV OsseoSpeed* Astra Tech Implant EV Profile OsseoSpeed'

Explanation of Symbols

Symbol Title
i J Manufacturer

Date of manufacture

Use-by date
ILOT Batch Code
REF Catalog Number

TR

Stenlized using irradiation
Do n(" resterilize
Do not use if package is damaged

Do not reuse

Consult Instructions for Use

European conformity <CE) mark

Prescription only
U.S Federal law restneis this device to sale by or on
the order of a licensed dentist or physioan.

Russian certification symbol according to GOST

Subject to cnange without prior noUce
Other languages are available upon request

Dentsply

Sirona
volants

Not al products are available m all countries

Status of informalion
FUS698-en RU Rev 002 A 201909



Astra Tech Implant System® EV*
Astra Tech Implant EV

CucTema Astra Tech Implant System EV mMoxeT ucnonb30BaTbCa TOMbKO
cTomaTonoramv Unm Bpavamu, NpoLlesumMy obyyeHne B cooTaeTcraytoLleit
obnacTu.

OnucaHue cucTembl

Cuctema umnnaHtatos Astra Tech Implant System EV paspa6otaHa gns
3aMeHbl OZHOTO UM HECKOMBKNX OTCYTCTBYIOLMX 3yGOB Y NaLMEHTOB C LE/bio
BOCCTaHOB/IEHWSI XeBaTeslbHoW thyHKumKn. Cuctema Astra Tech Implant System
BK/tOYAET AieHTasIbHbIE MMNIAHTaTbl, BUHTbI-3ar/yLWK1, TPAHCAECHEBbIE
abaTMeHTb! 1 Apyrue opToneAnyeckne KOMMOHEHTbI a Takke Habopbl
XUPYPruYecknx 1 opToneanyecknx UHCTPYMEHTOB.

KomnoHeHTbI cuctembl Astra Tech Implant System EV MOXHO ncnonb3oBaTb
TONbKO BMECTE C OPUMMHA/TbHBIMU U3AENNAMW U UHCTPYMEHTaMM.
AccopTuMeHT cuctemsl Astra Tech Implant System EV paspa6otaH gns
YNPOLLEHWS1 UCMOJIb30BaHNS NPaBU/IbHBIX KOMMOHEHTOB NPU MOMOLLM
MapK/pOBKY, LIBETOBOI MapkMpOBKM U (Mn) reomeTpuyeckoii hopMbi.

OnwucaHne nsgenunsa

Astra Tech Implant EV — 3T0 BUHTOO6pa3HblIii feHTabHbIA UMNIaHTaT,
BbIPaXKEHHas LlepoxoBaTas NoBepXHOCTb KOTOPOro JocTuraeTcs 6narogaps
NPVYIMEHEHWIO 3anaTeHTOBaHHO TEXHOMOMMM NEeCKOCTPYHON 06paboTku 1
nocnepytoueii 06paboTke e pacTBope (hTOPUCTOBOAOPOAHO KUCNOThI
BHeLLHAA KOpoHapHas YacTb UMMJIaHTaTa NokpbiTa MUKPOpe3b6oi —
MicroThread.

MMnnaHTaTbl COeAVHSAIOTCS ¢ abaTMeHTamm NoCpPeACTBOM KOHUYECKO
KOHCTpyKuum Contcal Seal Design, 6naroaaps 4emy AoCTUraeTcsa npoyHoe u
Ha/leXHoe KpenneHue.

MmnnaHTar Astra Tech Implant EV o6nagaet BHyTpeHHeli reomeTpueli ¢
KOHUYECKOW 1 MHAEKCUPOBAHHOM KOHhurypauyeli 30HbI COeAVHEHNS.
B03MOXHOCTb Nog6opa VMNIaHTaToB B 3aBUCUMOCTY OT TO/LLMHBI U (hOpMbl
KOCTW flocTuraeTcsa 6narogaps pasHoo6pasuto nx hopm, AMaMeTpoB 1 ASINHbI.

MHopmauna o 3akase 1 paamepax

AKTYas1bHYH0 NOAPOGHYH MHDOPMALWMIO O 3aKa3e Pas/IMyHbIX UMMIAHTATOB CM
B nocnegHeM katasiore npoaykuum Astra Tech Implant System EV.

Matepuan
TutaH ~ knacc 4

MokasaHusA

MMnnaHTaThl NpefHasHaueHbl Kak A8 OAHO3TANHbIX Tak U AAA AayXaranHbix

XUPYPruyecknx BMeLlaTesibCTB a Cnefytolmx caydasx v co cnefyowmmm

K/IMHAYECKMMU NPOTOKO1aMK

¢ 3amMeHa OTCYTCTBYILLMX 3y6OB NpOTE3aMM OLHOTO MU HECKO/bKUX 3y6oe
Ha HWKHE nnn BepxHeii YemocTu:

* HeMme[/leHHas YCTaHOBKa B /IyHKU NOC/e yAaneHns 3y6oB 1 B Ciydasx
YaCTMUYHOTO W/ MOJHOTO 32XVMB/IEHUS a/IbBEOJIIPHOIO OTPOCTKA.

e 0COGEHHO PEKOMEHZYOTCA A1t NPUMEHEHUSI B KOCTU HU3KOW NIOTHOCTU
Kora UMnAaHTaTbl ¢ ApYroii 06paboTkoii NOBEPXHOCTW MOTYT GbITb MeHee
3hheKTUBHBI.

e HemeA/ieHHasi 1 paHHss Harpyska npu No6bIX NokasaHusx, Kpome
OZIMHOYHbIX pecTaBpauuii Ha UMMNaHTaTax kopoye 8 MM UK a KocTu
HUW3KOIA NNOTHOCTYK (TUN IV). Koraa cTabunbHOCTbL MMMNAaHTaTa MOXeT
[OCTUraTbCsi C TPYAOM W HEMe/1eHHast Harpyska MOXeT GbITb He
pekoMeHaoBaHa

MmnnaHTtatkl Astra Tech Implant EV 3.0 S npegHa3sHayeHbl gns

MCNo/b30BaHNs a 061acTV PE3LOB HIDKHEN YeNtoCcTy U natepasibHbIX PesLoB

BepXHeil yenocTu

npOTI/IBOI'IOKa3aHI/IH

MmnnaHTathl AnameTpom 3.0 He npefHasHaueHb! A5 3aMeHbl LeHTPasTbHbIX
pes3LoB, KbIKOB NMPEMOssipoa U MOMSIPOB BEPXHEN YeNtocTy, a Takke KIbIKOB
NPEMOSIPOB 1 MOJISIPOB HWKHE YestocTu.

ANNIepryis UV rmnepyyBCTBUTENILHOCT K KOMMEPUECKU UACTOMY TUTaHY.

KnuHnyeckoe npnmeHeHune
CM Bblwe «lokasaHus»

cd

MpounssoanTens:
Oenisply Implints Manufacturing GmbH
RoflenbacHer CHaussee 4 63457 Henau. Germany
wwv».d«nt»plvimDlanti,com
www.d«nt»DIv»irona-com
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Sirona
Implants

[ns o3gagoMneHus c

“cnonb3oaanuio u rnoccapuem
I CUMBO/IOB NepeiiagnTe Ha cait
Ifu.defitsplvBirona.com

MpegynpexaeHuns

CTaHAapTHbIE PUCKM OCNOXHEHUIE B XOAE XMPYPrdeckux MaHunynauui B

POTOBOIA MONOCTY 1 peabunnTauun poToBOi NOMOCTY JO/MKHbI GbITb U3BECTHbI

Bpauvy. I'Iepeqvlcnmm MW b HEKOTOPbIE U3 HUX!

¢ [laumeHT MOXeT NPOrnoTUTL UM BAOXHYTb C/yyaliHO ynasime
KOMMOHEHTbI, YTO MOXET NPUBECTU K aCCUKCUN UMW TeNTeCHOMY
nospexgeHuio. C Menkumun npegmMeTamym Heo6xoAMMo obpalLaTbes ¢
OCTOPOXHOCTbIO.

m  Bo3moxHa anneprna nnn rmnepyyBCcTBUTEIbHOCTb K XUMUYECKUM
MHrpeAneHTaM Mcnonb3yemoro Mmatepmana. Heo6xoaMmo BHUMATEIbHO
13y4nTb UCTOPMIO 6ONE3HN NauyeHTa.

* B pesynbrate HENPaBW/ILHOTO MIAHNPOBAHUS W BbIGOpPa MECTa U ry6uHb!
YCTaHOBKM MMMaHTaTa MoryT ObITb MOBPEXAEHbI HEPBbI, KPOBEHOCHbIE
cocygpl, 3y6bl 1 ipyrvie YyBCTBUTEIbHbIE CTPYKTYPbI.

HacToATenbHO pekoMeHayeTcs NpoxoAnTb cneunanbHoe obyueHve nepeq
npyuMeHeHneM HOBbIX METOLOB 1e4eHus

Ecnu Bbl BnageeTe nHchopmaLmein 06 onacHbIX AN XU3HW UHLMAEHTaX unm

Cepbe3HOM yXyALIEeHUN COCTOAHMA 340P0BbsA NauMeHTa, CBA3aHHOIo C

NPUMEHEHNeM 106Oro N3 HaLLMX U3AeNniA, NPOCUM COOBLLUTL 06 3TOM Ham U

COTpYyAHMKaM KOMMNEeTEeHTHOro opraHa B Baweii CTpaHe.

M epbl NPeAOCTOPOXHOCTH

e KOMMOHEHTbI U MHCTPYMEHTbI cucTeMbl Astra Tech Implant System
HecoBMeCcTUMbI ¢ cuctemoii Astra Tech Implant System EV.

e [Ipu 3HauNTENbHOI aTPOON HUKHEN YENIOCTM CYLLECTBYeT pUCK ee
nepenoma BO BpeMsi XMpYpriyeckoii onepauun uam nocne Hee

* YrnoBble abaTMEHTbl Ha MMMAAHTaTaX MasleHbKoro anameTpa He
PEKOMEH/YIOTCS K MPUMEHEHMI0 & GOKOBbIX OTAeNax 3y6GHOro psja.

» [Mpv nNaHMpoBaHWUK NeYeHnst 4NA UMNaHTaTa A/IMHoi 6 MM o6aymaiite
BO3MOXHOCTb NPUMEHEHUSI HanGosIee LWMPOKOTO BOSMOXHOTO UMMaHTaTa,
[IBYX3TarnHOro XMpypruyeckoro BMellaTenbCTsa W LUMHUPOBaHUS
uMnnaHTatos TliaTesIbHO CrieuTe 3a NauMeHTOM Ha npeaMeT yTparbl
KOCTHOVA TKaH1 BOKPYT MMMaHTaTa U N3MEHeHNs peakun uMniaHTarta
Ha nepkyccuto. Ecnn umnnantat geMoHcTpupyeT 6onee 50 % yTpaTtbl
KOCTHOW TKaHW U NOABUXHOCTL 064yMaiiTe BO3MOXHOE yaaneHne
umnnaHTaTa

* B noBcegHEBHOI NpaKTUKe UMMNIAHTOIOTNYECKOE NleYeHne He
peKoMeH/yeTCs 10 3aBepLUEH st POCTa YenocTu

e [pu HEGNAroNpUATHBIX YCOBUSX HArpy3ku UMMNIAHTAT OpTOneanyeckuii
KOMMOHEHT WM NPoTe3 MOXET TPeCHYTb Heo6XxoAMMO TLlaTeslbHO OLEHUTL
XeBaTeslbHble Harpy3ki v gusaitH pectaspaum

* HeHagnexallee oxnaxaeHue HenpasuibHas MOAroToBKa Mecta
VIMMMIaHTaLMn Henpasu/ibHbIE HACTPOIKM UHCTPYMEHTa U Ype3MepHoe
ycunmve cprkcauny npu yCTaHOBKE MOTYT NPUBECTY K NOBPEXAEHMIO
“mnnaHTaTa

* Bce npogykTbl, NpefHa3Ha4YeHHble 419 0AHOPa30BOro NPYMEHeHNs, He
[LO/XHBI NCMNO/NbB30BaTLCA NOBTOPHO HecobsofeHne 3Toii Mepbl
npeAoCTOPOXHOCTU MOXET NPensTCTBOBaTb OCTEOMHTErpaLyy UMNIaHTaTa
WM NPUBECTYU K PasBUTUIO MHADEKLWN

¢ Ha npwxmBaeMoCTb MMNIaHTaTa MOTYT NOBMNATH KOSIMYECTBO W KA4eCTBO
KOCTW, SIOKa/IbHble UH(PEKLMM 1 HapyLLIEHUE HaYasIbHOTO 3aXVBIEeHNA
YCneLwHoMy 3aXVB/IEHWIO U OCTEOMHTErpaLMm MOryT NpensTcTBOBaTh
cnepytolime akTopbl
*  HapylleHus 06LLEro CoCTOSAHNS 3[0POBbS.

*  HapylUeHWsi COCTOSHUS 3[,0POBbA YestocTell.

* npejlecTByloliee TepaneBTuyeckoe 061y4eHne B 0651acTu
pecTtaspauum,

* ypesmMepHoe ynoTpeb6ieHne ankorons unn ynotpe6ieHne HapkoT1koB

*  KypeHve.

WHpopmayns o 6esonacHocTn B ycnosunax MPT
MmnnanTtatsl Astra Tech Implant EV He npoxoannum oueHky Ha 6e30nacHoCcTb 1
COBMEeCTUMOCTb B61131 060pYA0BaHUS /1 MarHUTHO-PE30HAHCHOM
Tomorpacmn (UPT). OHM He NPOXOAWAN NPOBEPKY Ha HarpeBaHue Murpauyio
nnn apTedakTbl BU3yanusauum B6amsn o6opygosaHus gna MPT. CteneHb
6e30nacHOCTU cucTembl MMnNaHTatoB Astra Tech Implant EV B6au13u
o6opyaoBaHus ansa MPT HemsBecTHa CkaHMpOBaHWeE NauyeHTa C AaHHbIM
n3genMemM MoXeT NnpuBecTu K ero TpaBMMpoBaHunto

HexenartenbHble peakyun

Bo BpemA MMNIaHTONOrMYECKOro SIEYEHUSA MOTYT BO3HUKHYTb T€ U UHblE
HexenartesibHble peakuun, B TOM Yucne cregyooume

I'IpaBa He M3MEHEeHNA COKPBHEHbI
o 3anNpocy MOXHO NONY4YUTb UHCTPYKLMIO Ha APYTUX

Dentsply

B TOM UM MHOM PErNOHE MUPA MOTYT GbITh AOCTYMHbI S H
e Bce usaenus irona

Implants

13



e anneprusa (Hanpumep, aHaNaKTUYECKUii LLOK)

* HeycTpaHUMOe KpOBOTEUeHe Noce onepauun (Hanpumep a pesynbtare
NOBPeXAeHNs A3bI4HON apTepum). n

*  B[bIXaH1e WM NpornaTbiBaHNe KOMNOHEHTOB

* MnepmaHeHTHoe NoBpexX/eHne HepBa.

¢ TpeLyyHa e HWKHel YenocTn

e yTpaTa umnnaHrara

*  MepUUMNNAHTMT.

*  MOBpexAeHVe UM TpelmHa KOMMOHeHTa U npoTesa.

MpumeHeHne

YcnelwHoe MMNNaHTON0rMYecKoe nedeHne HeBO3MOXHO 6e3 KITMHUYECKOro 1

PEHTIeHOI0rMYeCcKoro aHasin3a, a Takke aHasimsa Mogaeneii.

MpeponepauyoHHoe niaHMpoBaHve A0/HKHO GblTe OCHOBAHO Ha OXMAAeMOM

pesynbTate BOCCTAHOBUTE/TbHOTO SIeHEHUs!

Kaxaplii naumeHT Ao/KeH NpoiTH TaTeNbHbIi 06LUMIA M CTOMATONOrMYeCKNii

ocMoTp

[lo Havana neyeHnsa Bce BUAbI NATONOMNIA YentocTelt n Bee 3y6bl AO/MKHBI GbITh

BbI/IEYEHbI UM HAXOANTLCA B NpoLecce 3aXMBEHNA

» [logroToBbTe MECTO UMMMIAHTALMW B COOTBETCTBUN C BbIGPaHHOM
XVMPYPruyeckoii npoLeaypoi n TMNoOM UMnaaHTara.

CnepyiiTe pekoMeHA0BaHHO! Npoueaype npenapupoBaHns 1oXa u
YCTaHOBKM MMNiaHTarta

B BckpoiiTe 62MCTEPHYIO YNakoBKy

* [lepeHecuTe CTEPUSIbHbIV BHYTPEHHWIA KOHTEHEP B CTEPU/IbHYIO 30HY

¢ OTKPYTUTE KPbILLKY KOHTeliHepa, YToObl OGHaXUTL BEPXHUIA Kpaii
nMnnaHTara.

« TpucoeanHuTe noaxoaswmii umnaaHTosog Implant Driver EV k
KOHTPYrMOBOMY HaKOHEUHUKY.

¢ Y6eauTecb UYTO UMNNAHTOBOJ BCTaB/IEH B UMMNNAHTAT [0 KOHLA.

« Hapasute uTO6bI aKTMBMPOBATL (PYHKLMIO NepeHoca, nepes Tem Kak
noAxBaTUTbL UMNAAHTAT YCTAHOBUTE MMMIAHTAT C NOMOLLbIO
KOHTPYr/10a0r0 HaKOHEYHMKa NPY HI3KOM CKOpOCTH BpaLLeHus (25 06/MuH) 1
06MIbHOM NMPOMbIBAHUN YCTaHOBUTE MakcMmasibHoe ycunve domkcaumm
45 Hcm

* BBepHWUTe UMMNIAHTAT a ocTeoTOMUYECKoe oTBepcTHe. V36eraiite
4Ype3MepHOro AasneHus

« [ins okoHuaTenbHOW Nocaaky UCNoNb3yiiTe AMHAMOMETPUYECKUI KoY
TorQue Wrench EV ¢ pykosiTkoit Torgue Wrench EV Surgical Dnver Handle

NPUMEYAHME: Mpu ycTaHOBKE MMNNaHTaTa ycunme gukcauum He
[0/KHO npesbiwarth 45 H cw.

Ecnu no goctxeHnn 45 H cM nMniaHTar He yCTaHOB/IEH MOJSTHOCTbIO,
BbIKPYTUTE/M3BEKNTE UMNNAHTAT W pacluMpbTe 0CTEOTOMUYECKOe
0TBEPCTNE, HACKO/IbKO HEO6X0AMMO.

* PekomeHgyeTcsi iepxaTb Mog, PyKOi TUTaHOBbIE LLMMLbI, HA Cryyail ecnu
VMMNaHTOBO/, He 06ecneynT AoCTaToUHYI0 (hUKCaLmio BO Bpemst
npouezypbl N3BNeYEHUS.

Bonee nogpo6Has nHchopmaums npusefeHa a nocnegHen sepcum

COOTBETCTBYIOLLEr0 METOANYECKOTO PYKOBOACTBA.

OuuncTka n ctepunnsaums

Henpumenumo.
M3penve ctepunbHO
[laHHOoe n3genue npeHasHauYeHo TO/bKO 151 OAHOPA30BOr0 MUCMOMb30BaHMS.

MoctaBka - XpaHeHue - YTununsauyusa

YnakoBka COCTOWUT U3 KaPTOHHOI BHELLHE Kopo6kw, cofepxalLieit
NNacTVKOBbIV GNMCTep, 3aneyaTaHHbIi KpbILLKOW. BHYTpy 6amcTepa HaxoauTcst
BHYTPEHHSIS1 yNakoBKa C MMN/IaHTaToM. Kpblllka 61McTepa ciyXuT CTepUIbHbIM
6apbepom, 1 cogepxumoe 6ancTepa CTepusbHO. i3genve cTepunmn3oBaHo
N3/yYEHNEM.

3anpeLlaeTcsi UCNO/b30BaTh KOMMOHEHTbI NOC/E UCTEYEHWst CPOKA FO4HOCTU.
KOMNOHeHTbI fO/MKHbI XPaHWUTLCA B 3anevaTaHHbIX OPUMHasIbHBIX YNakoBKax a
CYXOM MecCTe Npv KOMHATHOI Temnepatype, To ecTb 18-25 *C.

He ncnonb3yiite naaenne crepusibHas ynakoBka KOTOPOro noBpexaeHa.

[N yTvavsaumm ynakoBku v nsgenvii cobnogaiite gelictytolime B
HacTosiLee BpemMsi HauyoHasbHble NpaBWIa yTuaM3aLnmm oTxo408 B Baweit
cTpaHe.

JokymeHTauusa

B Liensx 06eCneyeHnst KOHTPOS PEKOMEHAYETCS MPUKPEN/IATb CbEMHYIO
3TUKETKY C YNakoBKU K MeAULIMHCKOW JOKYMEHTaLMN nauyeHTa.

YcnoBus TpaHCNopTUPOBKY

M3penvsi cneflyeT TpaHCMopTMPOBaTb U NEPEBO3NTL TakuM 06pasoM, KOTOpbIi
COOTBETCTBYET MEpam MpejoCTOPOXHOCTU NPU TPAHCTIOPTUPOBKE AJ151 KXKAO0rO
BUAA MEAMLMHCKUX U3AENnN.

oo

MpoussoanTens:
Oenteply Implants Manufacturing GmbH
Podenbacher Cbaussee 4 63457 Hanau Germany
www.dantaplvimplinta.com
www.darrtaDlvairor3a.com
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TpaHCNopTMPOBATb. N XPaHUTb U3AE/US & NX OPUTMHANBHOM YNAaKOBKE B CYXOM
MecTe npu KOMHATHOVi TemnepaType. Bepeyb OT BO3AeNCTBUIO NPSIMbIX
COJMTHEYHBIX flyyeit.

YcnoBus akcnayataymm
CTomaTtonornyeckme KNNHUKN n naﬁopaToleVl

O651acTb MPUMEHEHUsI U yCNoBUA aKcnayaTayum
Ctomarosnorus 3y6Haﬂ NMNNaHTOo1I0rTnA.

Cpok rogHocTH
cpok rogHocTn 5 ner

[apaHTUa Ha cuctemMy MMNAaHTaToB

[7151 nonlyYeHrst NOSIHOM MHAOPMaLMK O rapaHTUN MMMAHTATOB CM.
NOAPO6HbIE rapaHTUiiHble YC/I0BUS HA CUCTEMY MMM/IAHTATOB.

TOBaprIe 3HaKun

Bce ToBapHble 3HaKM 1 Ha3BaHUA KOMMaHU SBSOTCA COGCTBEHHOCTbIO
COOTBETCTBYIOLLMX BNafesbLes

[insa ynyyweHns yutaemocTu AokymeHTa komnanusa Oenisply Sirona Implants
He UCMoNb3yeT CUMBOSbI * 1 A B OCHOBHOM TEKCTe

Tem He mMeHee komnaHua Oentsply Sirona Implants He oTkasblBAETCA OT CBOMX
npas Ha ToBapHble 3HakV 1 [aHHbIil JOKYMEHT He MOXET OblTb UCTONKOBAH
VHaue.

PekomeHayemoe MakcumarnbHoe ycunve thukcaunm Ans UMnaaHTaTos
Astra Tech Implant EV coctaBnsiet 45 Hem.

MpaBa He N3MEHEHUS COXPaHEHbI
Mo 3anpocy MOXHO MONYYUTL UHCTPYKLMIO HA APYTUX

Asbiax Dentsp|y
B TOM UM MHOM pEruoHe Mupa MoryT 6biTb 4OCTYMHbI S I ron a

He ace nsgenua
Implants



OduumnanbHbll NpegcTaBUTENb NPOU3BOANTENSA HA
Tepputopumn Poccuiickoin degepauyumn

00O afleHTcnnait CvpoHa»

11S432, Poccua. Mocksa, npocnekt AHgponosa.. 18. kopn. 6

Tel *7 (495) 725 tO 87
oa@dentsplysirona.com

[elicTBUTENLHO ANA CNefyoWwnx MeguLMHCKUX U3fenuni

a Poccunm

Astra Tech Implant System" OsseoSpeed EV. OsseoSpeed Profile EV. Astra
Tech Implant EV OsseoSpeed*. Astra Tech Implant EV Profile OsseoSpeed"

O6bsACHEHUE CMMBO0OB

Cumson

LOT

REF

CE/CEs

aik

CE

MpoussoanTens;

HaunmeHoBaHve cumBona

W3roTtoButeNb

[ara n3rotoBneHus

Vcnonb3osarb A0

Kog, naptum

Homep no karasory

PaguaumoHHas ctepunusaums

He cTepununsosaTb NOBTOPHO

He ncnons3osartb Npy NOBpeXaeHnn ynakoskn

3anpeT Ha NOBTOPHOE NMpUMeHeHne

O6paTUTECh k MHCTPYKLMM MO NMPUMEHEHMIO

MapkupoBka esponelickoro cootseTcTeus (CE)

Tonbko No peLenTy Bpadva

B cootseTcTBUM C 3akoHodaTennbcTeoM CLUA
npofaxa AaHHOro U3Aenusi MoXeT NPoM3BOAUTLCS
TO/IKO CTOMATO/I0ramn UK Bpadyamu, VMEeLLMm
NLEH3MI0 Ha OCYLLLECTB/IEHWNE MEAVLIMHCKOM
[eATenbHOCTH, NIMGO Mo UX NPeAnMcaHuio.

3HaK COOTBETCTBUS Npoaykummn Poccuiickomy FOCTy

Oentsply Impbnts Manufacturing GmbH
RodenbacharChauasee 4. 63457 Hanau. Germany

www.danttplvimDlania.com

www.dantaclvtirona.com
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MpaBa Ha U3MeHeHNs coxpaHeHb!

Mo 3anpocy MOXHO MOAYYUTb MHAPYKLMIO HA APYTUX
A3bIKaX

0 TOM WM NHOM pPervoHe Mupa MoryT GbiTb [JOCTYMHbI
He BCe ugenus

Dentsply
Sirona

implants



Die wOrtliche Obeteinstimmung vorstehender

Abschrift mit der mir vorliegenden Urschrift

wird hiermit beglaubigt.

Bensheim, den 30. Marz 2020

Dr. U Ne Kuzbida
[Otarin
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3aBepeHHas
BeHcxaiim. 30 mapta 2020 .

Miochikb)

['P AnvHe ®paiip Mokpyxa (Aline
Frare Mocruha)

MeHemkep oT/Aena MOPMBTKSHO-
NpaBOBOro Pery/iMpoBaHmnii

1ucTpyKUuMM MO NPUMEHEHUIO
*
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KonuAa

~  Dentsoly
. ISlro

[Oentcnnan UmnnaHte
MaHydhakuypuHr MmMeX
Pogerbaxep Llocce 4
63457 XaHay
'epmaHus

Denlsply
Slrona

Implants



~CTOALLYM 3aBepAEeTCA [OC/I0BHOE COOTBETCTBME BbileyKa3aHHOW KOMUM NpesocTaB/ieHHOMY MHe
' TvHasy.

‘"beHcxarim. 30 mapTa 2020 T.

/Moanwnck/

O-p Nena Kyubuaa (Lena Kuzbida)
Hotapuyc

/0-p NeHa Kyubupa (Lena Kuzbida) HoTapuyc B BeHcxaime/
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Poccuiickas depepaumns
Fopog MockBa
TpuHapLuaTOro anpens ABe ThicAYM ABajLATOr0 roga

A, Akumos Ine6 bopucosuy, HOoTapuyc ropofa MOCKBbI, CBUAETENbCTBYKW MNOLNUHHON
nognucu nepesofuyuka byweHkosa MiBaHa BuTanbesunya.
Mojnuck caenaHa B MoeM MPUCYTCTBUN,

JInyHOCT b MOANMCABLWETO JOKYMEHT YyCTaHOBNEHA,
Japfucmpu”*”*no BpeecTpe: JIb 77/09-1/77-2020-
\"cya<d wBeHHOI nownuHbl (no Tapudgy): 100 pyo.

oi"aaamie ycnyr npaBoBOro u TexHuyeckoro xapakrepa: 200 py6.

6. AKumos

MpOWHYpOBAHO, MPOHYMEPOBAHO M CKPENNEHO NevaTbio "  aucT(-u Mr  wm  m

HoTapuyc: K B
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y™oschrift

Bensheim, March

Astra Tech Implant System® EV
Astra Tech Implant EV Profile

CAUTION: US federal law restricts this product to sale by or on order of a
dentist or a physician.#

Astra Tech Implant System EV may only be used by dentisis/physioans who
have had the appropriate education and training.

Description of the System

The Astra Tech Implant System EV is designed for replaong one or more
missing teeth in patients to restore chewing function. The system compnses
dental implants, cover screws trarsmucosal abutments other prosthetic
components, as well as surgical and prosthetic instruments.

Astra Tech Implant System EV components may only be used together with
onginal products and instruments.

The Astra Tech Implant System EV assortment is designed to simplify the use
of correct components by means of markings, color coding and/or geometncal
design.

Description of the Product

Astra Tech Implant EV Profile is a screw-shaped dental implant with a defined
surface roughness, achieved through a patented gnt blasting technique,
followed by a process involving a treatment in diluted hydrofluoric acid.

The external coronal portion has minute threading - MicroThread

There is a conical connection between the implants and the abutments giving a
tight and stable connection - Conical Seal Design.

The implants have an inner geometry with a conical and indexing configuration
and One-position-only placement of all Indexed restorative components

Astra Tech Implant EV Profile has a sloped design to match a sloped bone
ndge.

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

The package for Astra Tech Implant EV Profile is marked with 'P*

Order Information and Dimensions

See current Astra Tech Implant System EV Profile produa catalog for updated
and detailed order information of the vanous implant products.

Material
Titanium - Grade 4

Indications for Use

Astra Tech Implant EV Profile is intended for both one- and two-stage surgical

procedures in the following situations and with the following dinical protocols

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

« Immediate placement in extraction sites and in situations with a partially or
completely healed alveolar ndge.

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

« Immediate and early loading for all indications except in single tooth
situations in soft bone (type 1V) where implant stability may be difficult to
obtain and immediate loading may not be appropriate

« Only together with Profile EV restorative components. Implant Driver Profile
EV, Radiographic Implant Guides Profile EV and non-indexed prosthetic
components within Astra Tech Implant System EV.

Contraindications
Allergy or hypersensitivity to commercially pure titanium.

Clinical Application
See above - Indications for use.

Warnings

Surgery in the oral cavity and oral rehabilitation mdude general nsks for

complications which should be known by the dmician. To be mentioned, but not

limited to. the following

+ Components that acodently are dropped in the patient's mouth may be
swallowed or aspirated which can result in suffccation or physical injury.
Care must be taken to have control over small devices.

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

« Failure to plan arid prepare implant site position and depth correctly can
result in harm to nerves, blood vessels, teeth or other sensitive structures.
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It ISstrongly recommended that dinioans always undergo speaal training
before starting up new treatment methods.
Inform us and your competent authority m the case of notice of life-threatemng
modems or a severe deterioration in health status related to one of our
products.

Precautions

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

« Fradure of mandible may occur m a very atrophic mandible, during surgery
or during routine oral fundion after surgery

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

* Routine implant treatment is not recommended until the end of the jaw bone
growth.

« Implant, prosthetic component or prosthesis fradure may occur due to
unfavorable loading conditions. Mastication forces and restoration design
have to be evaluated carefully.

« Inadequate cooling, incorrect implant site preparation incorred instrument
settings or excessive installation torque can result in failed implant

« All produds intended for single use must not be re-used. Failure to observe
this precaution may prevent osseointegration of an implant or cause
infedion.

« Bone quality and quantity local infections or disturbed initial healing are all
fadors. which may influence implani survival. Successful healing and
osseointegration may be negatively affected by the following factors
*  Compromised general health status
« Compromised local heaHh status in the jaws
< History of therapeutic radiation In the area
« Alcohol or drug abuse
* Smoking

MRI Safety Information

Astra Tech Implant EV Profile has not been evaluated for safety and
compatibility in the MR environment. They have not been tested for heating
migration, or image artifad in the MR enwronment. The safety of Astra Tech
Implani EV Profile in the MR environment is unknown.

Scanning a patient who has this device may result in patient injury.

Adverse Reactions

During implant treatment possible adverse reactions may mdude but are not
limited to

« Allergy (e.g. anaphyladic shock)

* Uncontrolled post-operative bleeding (e g damage to artena lingualis)
« Aspirated or swallowed components

« Permanent nerve injury

¢ Fradured mandible

« Implant loss

« Peri-implantitis

« Component or prosthesis falure/fradure

Step-by-Step instructions

Clinical, radiographic as well as model analysis are all essential prerequisites

for the successful implant treatment Pre-operative planning should be based on

the expected restorative treatment outcome

Each patient must be carefully evaluated from a general medical and from a

dental/oral point of view.

Before any treatment procedure begins, all pathology in the jaws and remaning

teeth must be resolved or be in the process of healing

» Prepare the implant site according to chosen surgical procedure and type of
implant.
Follow the recommended drilling and mstalletion protocol.

* Open the blister package.

» Pour the sterile inner container onto a stenie area.

* Remove the cap from the container using a twisting motion to expose the
top of the implant.

« Attach the appropriate Implant Driver EV to the contra angle.

« Make sure that the implant driver is fully seated into the implant.
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Instructions for Use

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

Install the implant with a contra angle at low speed. 25 rpm under profuse
irrigation. Set the maximum torque to 45 Ncm.

« Allow the implant to work its way into the osteotomy. Avoid applying
unnecessary pressure.

« For the final seating use Torque Wrench EV with the Torque Wrench EV
Surgical Dnver Handle.

NOTH: Do not exceed 45 Non when installing the implant. If not completely
seated before reaching 45 Ncm. reverse/remove the implant and widen the
osteotomy appropnately

« Positioning align the dimple/flat surface on the implant dnver with the most
apical point of the slope to facilitate optimal placement of the implant.

* ItISrecommended to have atitanium forceps available in case the implant
driver does not provide suffiaent carrying function dunng the removal
procedure.

For detailed information see latest version of appropnate procedure manuals

Cleaning and Sterilization

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

Delivery > Storage Disposal

The package rampnses of a cardboard outer box containing a plastic blister
which is sealed by a lid. Inside the blister there is an inner package containing
the implant. The lid of the blister serves as a stenle bamer and the content of
the blister is sterile. The product is stenhzed by irradiation.

The components must not be used beyond the expiry date

The components must be stored in their sealed package, in a dry place, at
normal room temperature i.e. 1825 °C.

Do not use the product if the stenle package is broken or damaged

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

Documentation

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

Transportation Condition

Products should be transported and carried carefully in a manner that
corresponds to the special transport precautions for each medical device's
nature. Transport and store the components in their onginal packaging in a dry
place at room temperature. Do not expose to direct sunlight.

Terms of Use
Dental clinics and laboratories.

Application area and operating conditions
Stomatology. Dental Implantology.

Shelf life
The shelf life is set up as 5 years

Implant System Vkfarranty

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

Trademarks

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

To improve readability for our customers, Dentsply Sirona Implants does not
use « or ™ in body copy.

However. Dentsply Sirona Implants does not waive any right to the trademark
and nothing herein shall be interpreted to the contrary.

Recommended maximum installation torque for Astra Tech Implant EV
Profile is 45 Ncm.
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Valid for Registration (Russia)

Astra Tech Implant System*: OsseoSpeed EV, OsseoSpeed Profile EV, Astra
Tech Implant EV OsseoSpeed* Astra Tech Implant EV Profile OsseoSpeed*

Explanation of Symbols

Symbol Title

Manufacturer

iJ

d ] Date of manufacture
Use-by date
ILOT Batch Code
REF Catalog Number
|STERIN Stenlized using irradiation

Do not restenhze
Do not use if package is damaged

Do not reuse

Consult Instructions for Use

European conformity (CE) mark
Prescription only

U.S. Federal law restncts this device to sale by or on

oni\ the order of a licensed dentist or physioan.

Russian certification symbol according to GOST

Subject to change without pnor notice
Other ianguages are available upon request
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Astra Tech Implant System® EV
Astra Tech Implant EV Profile

Cuctema Astra Tech Implant System EV MOXeT MCNO/b30BaTLCA TOMbKO
cToMaTosioraMu Uan Bpayam, NpoLueAwMMy o6yyYeHne B COOTBETCTBYIOLLEN
obnactu.

OonucaHue cucTemsl

Cuctema nmnnantatos Astra Tech Implant System EV pa3pa6otaHa ans
3amMeHbl OZIHOTO U/ HECKO/IbKUX OTCYTCTBYHOLLMX 3y6GOB Y NaLWEHTOB C Lie/blo
BOCCTaHOB/IEHUS! KeBaTe IbHOW hyHKLMW. Cuctema Astra Tech Implant System
BK/IOYAET fIeHTa/IbHbIE MMMAHTaTbI, BUHTbI-3ar/yLUKW, TPaHCAECHEBbIe
abaTMmeHTb! 1 [pyrve opToneanyeckne KOMMNOHEeHTbl a Takke HaGopbl
XUPYPrUYECKMX 1 OPTONEANYECKNX MHCTPYMEHTOB.

KomnoHeHTbI cuctemsl Astra Tech Implant System EV MOXHO 1cnonb3oBatb
TO/bKO BMECTE C OPUTMHAIbHLIMU U3AENMSAMUA U MHCTPYMEHTaMM.
AccopTumeHT cuctembl Astra Tech Implant System EV paspa6oTaH gnis
YNPOLLEHNst UCNONb30BaHUSA NPaBUIbHbLIX KOMNOHEHTOB NPU NOMOLLW
MapKVpOBKY, LIBETOBOV MapKMpOBKM U (M) reoMeTpuyeckoii hopmbl

OnucaHune n3genna

Astra Tech Implant EV Profile — 3T0 BUHTOO6pa3HbIii AeHTasbHbIA MMNAaHTaT
BblpaXeHHas! LepoxoBaTasi NoBepPXHOCTb KOTOPOro AocTuraeTcs Gnarogaps
NPUMEHEHMIO 3anaTeHTOBaHHOI TEXHOIOTMM NEeCKOCTPYiHON 06paboTkn 1
nocneaytouieii 06paboTke B pacTBope PTOPUCTOBOAOPOHON KNC/IOTI,
BHEeLLHAS KOPOHapHasi YacTb MMMIaHTaTa NoKpbiTa MUKPOpe3b6oin —
MicroThread.

ViMnnaHTaThl COAVHATCA ¢ abaTMeHTaMn NoCpejCTBOM KOHUYECKO
KoHCTpykuum Conical Seal Design 6narofaps yemy JOCTUraeTcsi NPOYHOE U
Ha/leXHoe KperneHuve.

MmnnaHTaTtbl 061a4al0T BHYTPEHHE reoMeTpueit ¢ KOHUYECKo 1
VH/EKCUPOBaHHOI KOHhUrypaumei 30Hbl COeIMHEHUS U OHO3HAYHOM
YCTaHOBKOIi BCEX WHAEKCUPOBAHHbIX OPTONEANYECKIX KOMMOHEHTOB
MmnnanTtat Astra Tech Implant EV Profile 06nagaet ckoweHHol thopmoii
COOTBETCTBYOLL el (hOpMe CKOLLIEHHOro KOCTHOrO rpeGHs

B0o3MOXHOCTb NoA6Gopa MMNIaHTaTOB B 3aBUCUMOCTU OT TOSILLMHBI U ChOPMbI
KOCTU focTuraetca 6narogaps pasHoo6pasuio nx hopM AUameTpoB U [A/IHbI
Ha ynakoBke umnnaHta Astra Tech Implant EV Profile ctont 6yksa «P».

WHopmauus o 3akase u pasmepax

AKTYasbHYI0 NOAPOGHY MHDOPMALWIO O 3aKa3e Pas/INYHbIX UMMIAHTATOB CM
B nocnefHem katasnore npoaykumn Astra Tech Implant System EV Profile.

Matepuan
TutaH — knacc 4

Moka3aHuA

MmnnanTat Astra Tech Implant EV Profile npegHa3snayeH kak gns
O[IHO3TAMHbIX, TaK U AN ABYX3TarHbIX XMPYPrUyeckux BMeLlaTesbCTe B
cnepyowmx cnyyasx u co cneayrowmmMm KMMHUYeCcKuMy npoTokonamu

¢ 3aMeHa OTCYTCTBYIOLLMX 3y60B NpoTE3amMmn OAHOTO UM HECKOMbKMUX 3y60B
Ha HWXHE Unn BEpPXHE YentocTy.

* Hemej/IeHHas yCTaHOBKa B JIyHKV Noc/e yjaneHus 3y60B v B Criyyasx
4aCTUYHOTO UK NOJSTHOTO 3AXMBMIEHNS a/IbBEOIAPHOTO OTPOCTKA.

* 0COGEHHO PEKOMEHAYITCA A15 NMPUMEHEHWSI B KOCTW HU3KOW NIOTHOCTH,
Korfa umnnaaHTaThbl C Apyroii 06paboTKoi NOBEPXHOCTH MOTYT GbITb MeHee
3ahhekTUBHbI.

* HemeA/IEHHAA W paHHAA Harpyska npy Mo6bIX NOKa3aHUsAX, Kpome
OfMHOYHBIX pecTaBpauuii B KOCTU HU3KOIA NAOTHOCTM (Tun IV). Korga
CTabuNbHOCTL MMNIaHTaTa MOXeT JOCTUraTbCs C TPYAOM W HemefeHHas
Harpyska MOXeT 6bITb He pekoMeHAoBaHa.

¢ AN UCNOMb30BaHWSA TOMbKO C NPOTETUYECKUMI KOMNOHeHTamu Profile EV.
mmnnaHTosogom Implant Dnver Profile EV. peHTreHonornyeckumm
wabnoHamu Ana umnnantTayum Radiographic Implant Guides Profile EV 1
HeVHAEeKCUPOBaHHbLIMI OPTONEeANYECKMI KOMMNOHEHTaMN CcUCTeMbl Astra
Tech Implant System EV.

MpoTnBONOKa3aHuA
Anneprusi un runepyyBCTBUTE/IbHOCTb K KOMMEPUYECKN YUCTOMY TUTaHY.

KnunHnyeckoe nNpuMeHeHune
CM. BbliLe «[Toka3aHus».

CO
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MpepynpexaeHus

CTaHAapTHbIE PUCKM OCMOXHEHWIA B XOAe XUPYPruyecknx MaHunynsauumii B

POTOBOIA MONIOCTN 1 peabunuTayum poToBOM NOMOCTU [O/MKHbI ObITb N3BECTHbI

Bpady. MNepeuncnnm nuiib HeKOTopble U3 HUX'

+  TauneHT MOXeT NpOorNoTUTL WK BAOXHYTb C/ly4aiiHo ynasLume
KOMMOHEHTbI, YTO MOXET NPUBECTU K aCPUKCUN UM TeNecHOMY
nospexgeHuto. C MeskuMn npegmeTamMmn Heo6xoauMo obpaLlartbes ¢
OCTOPOXHOCTBIO.

* Bo3MOXHa anneprvs uv rmnepyyBCTBUTENBHOCTL K XMMUYECKUM
VHIpeaveHTam 1cnonb3yemoro Matepuana. Heo6xoAumo BHAMATENbHO
13y4nTb UCTOPMIO 6ONE3HN NauueHTa.

* 3 pesy/bTare HenpaBUILHOTO NIAHMPOBAHUS U BbIGOPA MECTa U T1yGHHbI
YCTaHOBKM MMMaHTaTa MoryT 6biTb MOBPEX/eHbl HEPBbI, KDOBEHOCHbIE
cocy/ibl, 3y6bl 1 ipyrue YyBCTBUTE bHbIE CTPYKTYPbI.

HacTosTenbHO pekoMeH/yeTcs NPOXoAnTL chelyaibHoe obyyeHne nepeq,
NPUMEHEHNEM HOBbIX METOZOB NeYeHus.

Ecnwn Bbl BNageeTe nHcopmaumeil 06 onacHbIX 4151 XU3HU UHUMAEHTaxX Un

CEepbe3HOM YXYALWEHNW COCTOSIHWAS 340POBbS NaLMEHTa, CBA3AHHOTO C

NpYMeHeHneM No6Oro U3 HalmX U3genuii, NPOCMM coobLLMTL 06 STOM Ham n

COTPYZHMKaM KOMMETEHTHOTO opraHa B Balueii cTpaHe.

Mepbl NPpefoCcTOPOXHOCTH

*  KOMMNOHEHTbI N MHCTPYMEHTbI cuctemsl Astra Tech Implant System
HEeCoBMeCTUMbI ¢ cuctemolt Astra Tech Implant System EV.

e [Mpu 3HAUUTENBHOI aTPOthUN HKHER YeNtCTH CyLLLeCcTBYeT pUCK ee
nepenoma BO Bpemsi XMpYpruyeckom onepauuu nam nocne Hee.

*  YrnoBble abaTMeHTbI Ha MNIaHTaTax MaseHbKoro AnameTpa He
PEKOMEHZYIOTCS K MPUMEHeHMo B GOKOBbIX 0TAenax 3yGHoro psiaa

* B noBceAHEBHOI NpakTKe MMNNAHTONOTMYEeCKoe fleveHne He
peKoMeHZyeTCs [10 3aBepLUEHUA pocTa YentCTu

w Mpy He6NaroNpUATHBIX YCNOBKSX HArPy3K1 MMMAAHTAT, OpToneAuYeckuii
KOMMOHEHT UM NPOTE3 MOXET TPECHYTb Heo6X0oAMMO TLIATENbHO OLEeHNUTh
XeBaTeslbHble Harpy3ku 1 ausaiii pectaspauumv

* HeHagnexallee oxnaxaeHvie, HenpasuibHas NOArOTOBKa MecTa
MMMAaHTaLMNM HenpasW/bHbIE HACTPOKN UHCTPYMEHTA U Ype3MepHoe
ycunve pukcalmm npy ycTaHoBke MOTyT MPUBECTU K NOBPEXAEHUI0
uMniaHTaTa

* Bce npoaykTbl npeAHa3Ha4YeHHble 419 0f4HOPA30BOro NPUMEHEHUS, He
[0/MKHbI UCMOb30BaThCA NOBTOPHO HecobtogeHne 3Toi Mepbl
NpefoCTOPOXHOCTY MOXET NPENATCTBOBaTb OCTEOMHTErpaLuy UMnIaHTara
WM NMPUBECTN K PA3BUTUIO MHCDEKLIUN.

e Ha npwxuBaeMoCTb UMNaHTaTa MOryT NOBMUSITb KONIMYECTBO U Ka4yecTBO
KOCTW, NOKasIbHble MHDEKLMN U HAapYLUEHWEe HAYasIbHOTO 3aXKVBEHUS
YCneLHoMyY 32KVB/IEHWIO 1 OCTEOMHTErpaLMm MOryT NpensiTcTBOBaTb
cnepywowme akTopsbl
e HapylleHus 06LLero CoCTOsIHUS 340POBbS
e HapyLIeHWsl COCTOSIHUA 3[,0POBbs YencTeit
¢ npepLecTByloLlee TepanesTuyeckoe 06yueHve B obnactu

pecTaspauuu
* ype3mepHoe ynoTpebneHne ankorons uam ynotpebieHne HapkoTVKOB.
*  KypeHue.

WNHdopmauusa o 6e3onacHocTn B ycnoBuax MPT
MmnnanTathl Astra Tech Implant EV Profile He npoxoannu ougeHky Ha
6e30MacHOCTb 1 COBMECTUMOCTb B6/M3K 060pyA0BAHNS AN MArHUTHO-
pe3oHaHcHoli Tomorpacumn (MPT).

OHU He npoxoAnsin NPOBEPKY Ha HarpesaHue, Murpauuio nan apTe(baKTbl
BM3yanusauuu B61u3n o6opygosanus ans MPT

CreneHb 6e3onacHocTv umnnaHtaTtos Astra Tech Implant EV Profile B6im3n
ob6opynoBaHus 4nsa MPT Hen3BecTHa.

CKaHI/IpOBaHI/Ie nauueHTa C AaHHbIM U3fenimemM MOXeT NpPUBEeCTU K ero
TpaBMUPOBaHWIO.

HexenatesnbHble peakuumn

Bo BpeMsi UMNIaHTO/IOMMYECKOr0 JIeYeHNst MOTYT BO3HUKHYTb T€ UM UHbB

HexenartesibHble peakLun, B TOM Yucne creayowme

W anneprus (Hanpumep, aHauNaKTUYECKUIA LLIOK).

LI HeycTpaHMMOe KpoBOTEYeHWe Nnoc/e onepauun (HanpuMep, B pesynbTate
NOBPEXAEHUS A3bIYHON apTepum)

*  BfbIXaHVe W NPornaTbiBaHne KOMMOHEHTOB,
B NepMaHeHTHOe NoBpeXJeHne Hepsa.

MpaBa Ha N3MEHEHUs COXPaHeHb
Mo 3anpocy MOXHO NOMYYNTE MHCTPYKLMIO HA APYTUX

A3bIKax Dentsply
B TOM Urn MHOM pernoHe Mupa MoryT 6biTb JOCTYMNHbI S I rona

He BCe nagerua
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¢ TpeLlunHa B HWKHEN YeNnocTn.

* yTpata nMmnnaHtara.

*  NepuUMnNaHTUT.

* noBpexaeHue unn TpewmHa KOMNoHeHTa unn npoTesa.

MpumeHeHne

YcnewHoe MMNIaHToONorNYeckoe iedeHne HeBO3MOXHO 6e3 KIIMHUYECKoro 1

PEHTTeHOI0rMYECKOro aHa/n3a a Takke aHasimsa Moaeneil.

MpegonepayyoHHOe NNaHNPOBaHWE [OKHO 6biTb OCHOBAHO Ha OXMAAEMOM

pesysnibTaTe BOCCTAHOBUTE/TbHOTO SIeYEHMs!.

Kaxaplii naumeHT JOMKeH NpoiTy TwaTeNbHbI 06Luii 1 cToMaTonornyeckuii

ocmoTp.

[lo Hauyana neyeHns BCe BUABI NATONOMIA YentocTeli u Bce 3y6bl 4OMKHBI GbITh

Bbl/IeYeHb! NN HAXOANTLCS B NPOLLECCEe 30KMBEHUS.

« TloArotoBbTe MECTO MMMIAHTALMN B COOTBETCTBUM C BblGpaHHON
XUPYPruyeckoii npoueaypoli 1 TMNOM MMNAaHTaTa.

CnepyiiTe pekoMeH0BaHHOI npoLeype npenapypoBaHns noxa n
YCTaAHOBKW MMMAaHTaTa.

* BckpoiiTe 6/MCTEPHYI0 yNakoBKy

« TlepeHecuTe CTEPU/IbHbI BHYTPEHHUI KOHTEHEP B CTEPU/IbHYIO 30HY.

e OTKPYTUTE KPBbILLKY KOHTeliHepa 4YTOGbl 0GHaXXWUTb BEPXHUIA Kpaii
MMniaHTara.

e TpucoeanHuTe NoaxoAsLwmii umnaaHTosog Implant Onver EV k
KOHTPYT/TI0BOMY HaKOHEUHWKY

e Y6egutech, Y4TO UMMIAHTOBOA BCTAB/IEH B MMM/AHTAT A0 KOHLA.

e HapaBuTe 4TOGbl aKTMBMPOBATL (PYHKLMIO NepeHoca, nepes Tem Kak
noAxXBaTUTb UMMNMIAHTAT YCTaHOBUTE UMMN/IAHTAT C NOMOLLbI0
KOHTPYI/10BOr0 HaKOHEeYHWKa NPy HU3KOI CKOPOCTK BpalleHns (25 06/MuH) n
06UNbHOM NPOMbIBAHUN. YCTAHOBUTE MakKCMMaslbHOE ycunme dorkcaumm
45 Hcm

* BBepHWUTE MMNIaHTaT B OCTEOTOMUYECKOE OTBEPCTUE. U3beraliTe
Upe3MepHOro AaBneHus.

* [1nA oKoHYaTe/bHOI nocafkn NCnosb3yiiTe AMHAMOMETPUYECKMNIA KIToY
Torque Wrench EV ¢ pykoaTkoii Torque Wrench EV Surgical Onver Handle

MPUMEYAHWE; MNpu ycTaHOBKE MMMaHTaTa ycunavne dmkcaumm He
[O/MKHO npesbiwaTb 45 H cm Ecnn no goctwkenun 45 H cm nmnnadTar He
YCTaHOB/IEH MOJIHOCTbIO BbIKPYTUTE/M3BAEKUTE UMMIAHTAT W paclumpbTe
0CTe0TOMUYECKoe 0TBEpPCTUE, HACKO/IbKO Heo6Xo4MMO.

* BbIGOpP NONMOXEHWSI BbIPOBHSANTE NYHKY / NNOCKYI0 MOBEPXHOCTb Ha
MMNNaHTOBO/AE C Camoli BepXHel TOUKOW ckoca uMnnaHTaTa ans
06ecneyeHns oNTUMasIbHOTO PACNONOXEHUA MMAHTaTa.

* PekomeHAyeTcs AepXaTb Nof PYKOA TUTAHOBbIE LMMNLbI, HA Clyyail ecnu
VMMNNAHTOBOZ, He 06ecneynT JOCTaTOuHYI hrKkcaLmio BO BpeMs
npoLeaypbl U3BeUEHUs.

Bonee noapo6Hasn nHopmaums npuseaeHa B nocnegHen sepcum

COOTBETCTBYIOLLENO METOANYECKOTO PYKOBOACTBA.

OuyucTtka n ctepunusayns

HenpumeHnmo
M3paenve ctepusisHo.
[aHHoe n3genue npefHasHa4Y€Ho TOMbKO 15 O4HOPA30BOr0 MUCMO/b30BaHMS.

lMoctaBKa - XpaHeHue - YTunusayua

YnakoBka COCTOWUT U3 KapTOHHO BHeLLHeli Kopobky, cogepxallei
NNacTUKoBbI 6McTep, 3aneyataHHbIi KpbILWKOA. BHYTpU 6nncTepa HaxoauTes
BHYTPEHHSAA ynakoBka C uMmnaaHTatom. Kpbilwka 61mctepa CnyxuT CTepunbHbIM
6apbepom, 1 cofepxumoe 6aucTepa cTepubHa. Msgenve ctepunn3oBaHo
N3/lyyeHnem.

3anpemaeTCﬂ MCNOJ/1Ib30BaTb KOMMOHEHTLI NOC/1e€ UCTEYEHNA CpOKa rogHOCTU.
KOMMNOHEHTbI AO0/DKHbI XPaHNTBLCA B 3anedyaTtaHHbIX OpUrnMHasibHbIX ynakoBKax B
CYXOM MecCTe npu KOMHaTHOl Temnepatype, To ecTb 18-25 *C.

He ncnonb3yiite usgenve, ctepunbHas ynakoBka KOTOPOro NoBpex/aeHa.

[ns yTunamsauum ynakoBku U usgenuii cobniogaiite gelicteytowme B
HacToslLee BpeMs HauMoHaslbHbIEe Npasuaa yTunmnsaumm otxoaos B Baweii
cTpaHe.

JokymeHTauunsa

B LieNsiX 06ecneyeHuns KOHTPOSISi PEKOMEHAYETCS NMPUKPENSISTL ChbEMHYIO
3TUKETKY C YNakoBKU K MEAMULMHCKON AOKYMEHTaLMW nalueHTa.

YcnoBusa TpaHCnopTUPOBKY

Msgenus cnefyeT TpaHCNOPTMPOBATb U NePeBO3UTL TakUM 06Pa3oOM  KOTOPbIi
COO0TBETCTBYET Mepam NpeAoCTOPOXHOCTY NPV TPAHCNIOPTUPOBKE A1 KaX/A0ro
BUAA MEAVNLMHCKNX N3eNUid.

TpaHcnopTMpoBaTh N XpaHUTb N3LENUsA B UX OPUTMHANILHON YNakoBKe B CyXOM
MecTe Mpy KOMHAaTHO Temnepatype. bepeub 0T BO3AeiiCTBUI0 MPAMbIX
COJTHEUHbIX Nyyeit

C€i

MpousBoanTENb:
Denisply Implants Manufacturing GmbH
Rodenbacher Chaussee 4 63457 Haneu. Germany
www.bentsDfvimrtants.com
www.bentsplvsifona.com
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Ycnosus akcnayatauuu
CToMaTosIorMyeckve KAMHUKK 1 naéopatopum.

O6nacTtb NPUMEHEHUA N YCNOBUA 3KCNyaTtauun
Cromatonorus. 3ybHas MnNAaHToNorus.

Cpok rogHocTun
Cpok rogHoctu: 5 net

FapaHTMsa Ha CUCTEMY UMNAAHTATOB

15 NOMyYeHNst NONMHON MHCPOPMALN O FapaHTUM UMMIAHTATOB CM. JdINeT
FapaHTst Ha CUCTEMbI UMM/IAHTATOB.

TOBaprIe 3HaKu

Bce ToBapHble 3HaKW N Ha3BaHUA KOMMaHuUii ABNSIOTCA COGCTBEHHOCTbIO
COOTBETCTBYHLLMX BNaAeNbLeB

[nA ynyylweHna untaeMmocTn fokymeHTa komnaHua Oenlsply Sirona Imptanls
He 1CMOoMb3yeT CUMBOJIbI * 1 B OCHOBHOM TeKCTe.

TeMm He meHee komnaHus Oentsply Sirona Implants He oTXr1bleaeTcs OT CBOMX
npaB Ha TOBapHble 3HaKW, U JaHHbI JOKYMEHT He MOXET ObITb UCTOMKOBaH
nHaue

PekomeHAyemMoe MakcumanbHOe ycunve cukcauuy Ans MMnIaHTaTos
Astra Tech Implant EV Profile coctasnset 45 Hem.

I'IpaBa Ha U3MeHeHna coxpaHeHbl
To 3anpocy MOXHO NONYYNTE MHCTPYKLMK Ha APYTAX

Dentsply

B TOH MM UHOM peruoHe mMupa MoryT 6blTb AOCTYTHbI S H
He BCe usgenus Iro na.
Implants



OduuymanbHblil NpegcTaBUTElb MPOM3BOAUTENA HA
TeppuTopumn Poccuiickoin ®egepauymnmn

000 «JleHTcnnaii CupoHa»

115432, Poccusi, Mockea, npocnekT AHgponosa . 18, kopn. 6
Tel: +7 (495) 725 10 87

os@<)entsply8irona.com

LeicTBMTENbHO ANA CNeAYOWUX MeAULNHCKUX n3aenni
B Poccuun

Astra Tech Implani System* OsseoSpeed EV, OsseoSpeed Profile EV, Astra
Tech Implant EV OsseoSpeed® Astra Tech Implant EV Profile OsseoSpeed®

O6bACHEHNE CUMBOIOB

Cumson HaumeHoBaHve cumBona

. W3roTtoButenb

1J

[ara nsrotoBneHunsa

Vcnonb3oBath Ao

ILOT Kog, naptum

REF Howmep no katanory

PafnanmoHHas ctepumsaums
He cTepunn3oBaTb NOBTOPHO
He 1cnonb3oBaTth Npy NOBPEXAEHUM YNAKOBKUA

3anpeT Ha NoBTOPHOE NPUMEHEHWE

O6paTUTeCh K MHCTPYKLMMA MO NPUMEHEHIIO

MapkupoBka esponeiickoro cootsetcTeus (CE)

C€/LCO
UC ak

Tonbko No peuenty Bpaya

B cooTBeTcTBMM C 3akoHOogaTenscTsom CLUA
npoAaxa AaHHOT0 U34S MOXET NPOU3BOANTLCS
TO/bKO CTOMATONOraMy UK Bpayamu, UMetoLMmMn
JIMLLEH3MIO Ha OCYLLIECTB/IEHNE MeAULVHCKO
[eATenbHOCTM, GO No UX NpeanmcaHuio.

3Hak coarseTcTans npogykuum Poccuiickomy FOCTy

CQ

MponssoanTens:
Oenleply Implant* Mer>ulacturing GmbH
Rooenpacber Chaussee 4 634S7 Hanau. Germany
wviM».dant»plvimpUr)U.com
awmf.darrtiplvairona.com
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MpaBa Ha U3MEHeHNA CoxpauneHb”
Mo 3anpocy MOMHO NONYYNTb MHCTPYKLNIO HA APYTUX

A3blKax De ntsply
B TOM UAM MHOM PErnoHe MUpa MoryT 6biTb JOCTYMHbI Sirona

He BCe nsgenuns
Implants



Die wortliche Obereinstimmung vorstehender

Abschrift mit der mir voriiegenden Urschrift

wird hlermit beglaubigt.

Bensheim, den 30. Marz 2020

zbida
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«eBoj C aHrNIACKOro u HEMELUKOro A3blKOB Ha pyCCKI/IVI A3bIK/

3aBepeHHas Konvs

SABCPYYHIMN MO TPUMEHEHNIO BeHcxaiim, 30 mapTa 2020 1.

/Mognuce/

[-p AnvHa ®paiip Mokpyxa (Aline
Frare Mocruha)

MeHempkep OTAesne HOPMaTUBHO-
NPaBOBOrO Pery/iMpoBaHIs
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glgenisply
P

[fevtcnnaii imnnaHte
MaHyhakuypuHr TM6X
Popenbaxep Locce 4
63457 XaHay
F'epmanusa

Dentsply
Slrona

Implants



WHM 32BEPACTCA ACCNOBHOE COOTBETCTBUE BLIWEYKA3AHHON KONUKW NPEAOCTABNEHHOMY MHE
Hany. .

bencxanm, 30 mapra 2020 r.

Modnucs/
A-p Nena Kyubuaa {Lena Kuzbida)
Hotapuyc

/A-p Itexa Kyubuda (Lena Kuzbida) Homapuyc & Bexcxaiime/
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HGDEBOA 0AaHHOI0 TEeKCTa BbIMOJTHEH NEPEBOAYNKOM 5yLIJeHKOBbIM MBaHoM BuTanbesnyem

Poccuiickas depepayus
fopos MockBa
TpuHafuaTOro anpens Ase ThiCAYM ABAALATOrO roja

A, Akmumos ne6 bBopucosBny, HOTapuyc ropoga MOCKBbI, CBULETENbCTBYW MNOLMNHHOEN
nognucu nepesofymka byweHkosa iBaHa BuTanbeBnua.

Mognucb caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NOANMUCABLW Er0 LOKYMEHT yCTaHOBMEHA.

3ape o BpeecTpe: No 77/09-0/77-2020-

w ($10 rabygapcrkuCcHHOM now nuHbl (no Tapugy): 100 py6.
‘H'eHM:A$Ma3akurcnyr npaBoBOro M TexHuyeckoro xapakTepa: 300 py6.

MpoWHYpOBaHO, NPOHYMEPOBAHO W CKpPENNeHo nevyaThbio *

HoTapuyc:
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