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Instructions for Use

Astra Tech Implant System
Implant Drivers EV

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

OMcription of th« System

The system comprises dent” implants, cover screws, transmucosal abutments
other prosthetic components, as well as surgical and prosthetic instruments.
Astra Tech Implant System EV components may only be used together with
original 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 geometncai
design.

Description of the Product

The implant drivers EV are one piece components used for Implarrt Installation.
The drivers are color coded according to Implant diameter sizes.

Order Information and Dimensions

See current Astra Tech Implant System EV product catalog for updated and
detailed order information of the specific implant drivers.

Material

Stainless steel. Implants drivers (XS, S, M. L, XL] - Stainless steel (body).
Polyetereterketon (Tip).

Indications of Use

Astra Tech Implant System EV implant drivers are intended to be used In
conjunction with Astra Tech Implant System EV in fully edentulous or partially
edentulous maxillary and/or mandibular arches.

Contraindications

There are no other absolute contraindications for use with Astra Tech Implant
System EV Implant drivers besides the ones for Implant treatment.in general.

Clinical Application

The implant drivers are intended to be used at implant installations.

Warnlngs

Surgery in the oral cavity and oral rehabilitation indude general risks for

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

limited to, the following:

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

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

« Failure to plan and prepare implant site position-and depth correctly can
result in harm to nerves, blood vessels, teeth or.other sensitive structures. It
is strongly recommended that dinidans always\undergo spedal training
before starting up new treatment methods:

Precautions

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

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

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

When treatment planning for implant with 6 mm length consider the vmdesl|
possible implani, a two-stage surgical approach and splinting of implants.
Closely monitor the patient for peh-implant bone loss or change in the implants'
response to percussion. Ifthe implant shows greaterthan 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, Incorrectimplant site preparation, incorrect instrument
settings or excessive installation torque can result in failed implant.

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

CCi

Manufacturtr:
Dentsply Implants Msmifacturing GmbH
Rpaenbacfier Chaussee 4. 63457 Hanau. Germany
wnvw.dentsplvimDUnts.com
wivw.dentsplvsirona,com

Peructpanus MU e PocagpaBranzope
www.nevacert.ru | info@nevacert.ru

Or. Aline Frare Mocruha 63457 Hanau, Germany
Regulatory Affairs Manager

4~ Dentspl
to Sirooe Dentsply
Denbpiv trrtpiifrts Slrlona
Mamifacturinc Gn"\bH Implants
Bo(MftbMtWChau*»w 4

For Insinjcbons for Use
m and symbols glossary refer to
rfu.dentsDlvsirona.cotii

= 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
N/A

Adverse Reactions

During implant treatmerrt, possible adverse reactions may‘indude but are not
limited to:

« “Allergy (e.g. anaphylactic shock)

=7 Uncontrolled post-operative bleeding (e.g. damage to artena lingualis)
' Aspirated or swallowed components

= Permanent nerve injury

« Fractured mandible

« Implant loss

* PerHmplantitis

= Component or prosthesis failure/fracture

Step”y<Step Instructions
Connect the implant driver to the contra:angle or dnver handle.
Pick up the implant from the Inner packaging and perform the installation.

NOTE; Pay attention to spedfic markings on the dnvers for an easy and safe
installation.

For detailed information see latest.version of appropnate manuals.

Cleaning and Sterilization

The components are delivered-non:sterile. Before use. the components must be
deaned and sterilized.

Manual Procedure

Apply detergent, neodisher” MediClean forte (Dr Weigert, Hamburg) or similar
solution to all surfaces.

Scrub the outer and, ifapplicable, the inner side of the product with a soft
bristled nylon brush until-all visible soil and/or debris is removed.

Flush the inner channels/lumen with deaning solution using an irngation needle
connected to a syringe. Check channels/lumen for residual soil and/or debns.
Run the products in an) ultra-sonic bath with deaning solution for minimum¢ten
minutes. Drills and.trays exduded. Rinse under dean running water until-all
trace of deaning'sdution is removed.

Flush the inner channels/lumen with water using an irrigation needle.

Prepare a bath with a disinfection solution. ID 212 instrument disinfedion
(DURR SYSTEM-HYGIENE) or similar according to the detergent
manufacturer's.instrudion. Immerse the produds completely forithe‘lime
speofied by:the manufacturer.

Flush minimum 3 times Internal channels/lumen using an irngation needle.
Rinse underdean running water until all trace of disinfedion/solution is
removed:.Flush the inner channels/lumen with water using an‘irngation needle
Dry the products using medical compressed air and dean Jint-free single-use
wipes

Automated Procedure

Place instruments in a washer-disinfector. Vano TO orsimilar, according to

recommendations from the supplier

Example of Vario TD washing program

= )|Pre-wash, 20 °C

= Cleaning with detergent, neodisher® MediClean forte (Dr. Weigert,
Hamburg) or similar solution 45-55 *C

= Neutralization

< Intermediate nnse

= Disinfection, >90 'C (preferable 93 *C). 5 min
= Drying

Packaging prior to Sterilization

Thoroughly dry everything prior to the stenlizalion process to prevent the nd< of
corrosion. ItIs recommended to place the:abutments, screws, and applicable
products in a stenlization bag
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Instructions for Use

sterilization

Steam stertlization with a pre-vacuum cycle (134 “C for 3 minutes).
Use the sterilized components within stated time period from sterile bag
manufacturer.

Package and Storage

The package comprises of a blister package

Store the components In their original packaging in a dry place at room
temperature, i.e. 18-25 ‘C.

Documentation

Not applicable

Tranepoftation Condition

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

nature at a temperature range from -30 to -r-60 ‘C, vrith a humidity of up to 80 %.

Terms of Use
Dental dinics and laboratories.

Application Area and Operating Conditions
stomatology. Dental implantology.

Disposal of Products

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

Shelf Life

The shelf lifeis set up as 10 years, implants drivers (XS, S. M. L, XL) - 5 years:

Implant System Warranty

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

Product Availability

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

Trademarks

All trademarks and company names are the property of their respective owners.
To improve readability for our customers, Dentsply Sirona:does/inot use* or'" in

body copy.
However, Dentsply Sirona does not waive ary right to the trademark and
nothing herein shall be Interpreted to the contrary.

Recommended Installation torque for implant is-45 Ncm.
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Auttioriaed Representative on the Territory of the Russian
Federation

Dentsply Sirona LLC

115432, Russia, Moscow, Andropov av., 18, bid. 6

Tel. +7 (495) 725 10 87

ds@dentsplysirona.com

Valid for registration (Russia)

Surgical Instruments for dental implant systems, Astra Tech ImplantSystem EV
multiple use

Explanation of Symbols

Symbol Title
Manufacturer
Date of manufacture
Batch Code
Catalog Number
Non-Stehle

Consult Instructions for Use

European-conformity (CE) mark

Prescription only
U.S. Federal law restncts this devce tosale by or on
the order of a licensed dentist or physidan.

Medical device

Subject to cnange withoul pnar notice

Dentsply
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Implants

Nel all products are available all countries.
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PYKOBO/ZICTBO MO NPMMEHEHUNIO

Astra Tech Implant System”
MmnnaHtoBoAbl EV

Cuctema Astra Tech Irnglant System EV MoXeT ncnonb30BaTbCcsa TONbKO
cTomartosioramMmn wnu epadyamu, npowegwnmn oﬁyqume B COOTBeTCTBy}OLIJ'eI‘/'I
obnacTu.

OnucaHue cuctemsl

Cuctema BK/OYaeT AEHTa/lbHble UMNNaHTaTbl, anHTbI-3arnyLwkKun,
TPaHCMYKO3asbHble (YPECccrusncTuie) aGaTMeHThl U pyrue opToneguyeckue
KOMMOHEHTHbI, a TakKXe Xmpyprmyeckme noprtonegnyeckmne MHCTPYMEHTbI.
KomnoHeHTbl cuctemsl Astra Tech Implant System EV MOXHO ucnonb3oBatb
TONbKO BMECTE C OPUTUHANBHLIMU U3AENNAMU U UHCTPYMEHTaMU.
AccopTumeHT cucTtemsbl Astra Tech Implant System EV paspa6oTaH gns
ynpouieHuna Bbi6opa npaBubHbIX KOMNOHEHTOB MNPV NOMOLLM MapKUPOBKH,
LBETOBOI KOAVUPOBKW U (MNK) TeOMEeTPUYHECKOW hopMmbl.

OnwuncaHwve nsgenua

MmnnatoBogbl EV npeactaBnsiioT co60M LieNibHbIe KOMMNOHEHTbI,
Mcnonb3yemble AN YCTAHOBKU WMNAHTATOB.

MMNNaHToBOAbI CHaBXeHb! LIBETOBOW KOAMPOBKOW COrNacHo gnameTpy
VUMNNAHTaTOB.

VHbopmMaLms 0 3aKase u pasmepax

AKTyanibHyl0 NOAPOGHYI0 MH(hOPMaLMI0 O 3aKa3e KOHKPETHbIX MMMNnanToBogoa
CM. B mocnefHeM Kartanore npogykuumn Astra Tech Implant System EV.

Martepuan

HepxaBetowas ctanb. Mmnnantosogbl EV (XS, S, M. L, XL) - HepxaBewwasn
cTanb (cTepXeHb), MoNMMaPUPKETOH (HAKOHEYHUK).

MNoka3aHus K NPUMEHEHUI0

MWmnnaHnToBoAbl Astra Tech Implant System EV npeaHasHauyeHbl gns
MCnonb30BaHMA B codeTaHuu ¢ cuctemoli Astra Tech Implant System-EV npu
NOJTHOW WM YaCTUYHOW afeHTUN BePXHEW 1 (Mn) HUXKHEW YencTu.

[MpoTneonokasaHms

Apyrve abCcosTHbIE NPOTUBOMNOKA3aHUA K NPUMEHEeHNI0 uMnaanToBoaoa Astra
Tech Implant System EV oTCyTCTBYIOT, He cuMTas npoTuBornoKasaHuii K
UMNIAHTOI0MMYECKOMY SIeYEHWI0 B LienoMm.

KnvHunyeckoe npyMmeHeHue

MMNNaHToBOAbI NpeAHa3HavyeHbl 415 UCNOb30BaHNA NPU-YCTaHOBKe
nMNNaHTaToB.

anAyﬂpe)K,QEHMH

CTaHfapTHbIe PUCKU OCMIOXHEHWIE B X04e XUPYPrUHECcKX MaHunynauuii B

pOTOBOV NOMOCTM U €€ NocneAyleil peabunuTayuin’ 4oMNxHbl 6biTb N3BECTHbI

Bpauy. Mepeuncanm Nuwb HEeKOTOPbIE N3 HUX:

« TlayMeHT MOXeT NPOrNoTUTL WU BAOXHYTh/CAlyYaiiHO ynaswmne B ero pot
KOMMOHEHTbI, 4TO CNOCOGHO MPUBECTH K aCHUKCUN NN TENECHOMY
nospexaeHuto. NMpu oGpalieHnn ¢ MeNKUMI TipeaMeTamMn Heo6XoaANMo
NPOSABAATL OCTOPOXKHOCTb.

= BO3MOXHa anneprus uam runepyyacTautenbmocTb K XMMUYECKUM
VHTpefueHTaM 1Cnonb3yemoro Matepnana. CnegyeTt BHUMaTeNbHO
M3y4nUTb NCTOPUIO GONE3HN NauneHTa.

« B pesynbTaTe HEnpaeW/bHOro NNaHMPOBaHUA UK BbiGopa MecTa u
rny6VHbl YCTAHOBKM UMNNaHTaTa MOIYT GbiTh NOBPEXAEHbI HEPBLI,
KPOBEHOCHbIE COCYAbl, 3y6bl U APYIrMe YyBCTBUTENbHbIE CTPYKTYpbl. Bpauam
HacTOsATENbHO PEKOMEHAYETCS NPOXOAUTL ChelnanbHoe obydeHne nepes
NPUMEHEHNEM HOBbLIX METOA0B/ MeYeHus.

Mepbl NPeoCTOPOXHOCTH

KOMMNOHEHTbI U MHCTPYMEeHTbI cneTeMbl Astra Tech Implant System
HeCcoBMeCTUMbI ¢ cucTemoii Astra Tech Implant System EV.

Mpu 3HauUMTeNbHOI aTpotnn/HMKHE YencTu cyuecTByeT pUck ee nepenoma
BO BpPeMs Xupypruyeckoii onepawyum nam nocne Hee.

Yrnosble abaTMeHTbl Ha MMAAHTaTaX MasieHbKOro uamMeTpa He
pekomeHAyeTCs NpUMeHATb B 6aKoBbiX 0TAeNax 3y6Horo paga.

Mpn nnaHMpoBaHWW NeYeHNs, ANA UMNAaHTaTa 4AnHOK 6 MM paccmMoTpuTe
BO3MOXHOCTb MpUMeHeHNsA-Hanbonee WUPOKOro UMMIaHTaTa N3 Bcex
[OCTYNHBIX, & TakXe ABYX3TanHOro Xupypruyeckoro BMellaTenbcTea n
WWHUPOBAHUS NMMNMIAHTATOB. TwaTeslbHO CleAnTe 3a NauMeHToM Ha npeAMeT
yTpaTbl KOCTHOW TKaHi. BOKPYr UMMNaHTaTa Unn U3MeHeHUs peakuuu

C€l

w w MponssoanTens:

Dentspiy Implant! Manufacturing GmbH
Rodenbacher Cnaussee 4. 63457 Harau. Germany
www.dent5DI"amolanta.com
www.dentaDlvslrona.com
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[Ans o3HakomneHus e
VHCTPYKLMAMK MO
MCMoNb30BaHNIO 1 raoccapuem
X|  cumBOnOB nepeiguTe Ha caiT
ifu.dent8olvBlrona.com

MMnnaHTaTa Ha nepkyccuio. Ecnm nmnnantat gemoHctpupyet 6onee 50 %
yTpaThbl KOCTHOI TKaHW AN NOABWKHOCTL, PaccCMOTpuUTe BO3MOXHOE yAaneHue
nMnnaHTaTa.

B noBcefHEBHOI NpaKTVKe UMMNIAHTONOrMYECKoe levyeHne He-peKoMeHayeTcs
[10 3aBEpLIeHNA pocTa YeniocTu.

Mpu HeGNaronpuATHbIX YCNOBUSIX HArpy3kn UMMNIaHTaT, opTOReANYeCcKuii
KOMMOHEHT UK NPOTe3 MOXEeT TPeCHyTb. Heo6X04MMO TUWATENbHO OLeHUTb
>KeBaTe/lbHble Harpysku v fusaiiH pectaBpauuu.

HeHapgnexatujee oxnaxjeHune, HenpasuabHas NoAroToBka MecTa
MMMNIaHTauMn, HeBepHble HaCTPOWKM UHCTPYMEHTA 1 Ype3MepHoe ycunne
ukcaum nNpu yctaHoBKE MOryT NPUBECTU K MOBPEXAEHNIO MMNiaHTaTa.
Ha.npuxunsaemMocTb nMnaaHTaTa MOryT NOBAUATL Takhe, hakTopbl, Kak
KONM4YecTBO M KaYeCTBO KOCTW, SIOKa/bHble UHMeKLM- U HapyLleHne
Haya/lbHOr0 3aXMB/IEHNS. YCMNELWHOMY 3a>KMBNEHNI0 N-0CTEOUHTErpaLumn Moryt
npensTCcTBOBaThL CreAytolune PakTopbl

* HapylleHus B 06LeM COCTOSHUM 3[,0POBbS;

* HapyweHUs B COCTOAHWMN 340POBbA YEOCTel;

8 npepawecTBylollee TepanesTuyeckoe o6ny4eHne B 06nacTn pectaspaluu.
* uypesmepHoe ynoTpe6/ieHne ankorons Wan-fNpuem HapKoTUKOB;

*  KypeHwue.

WHbopmauma o MPT'6e3onacHocTH

HenpumeHumo.

HexenartenbHble peakunn

Bo BpemMA UMNAaHTONI0rMYecKoro 1e4eHnsa MoryT BO3HUKaTb HexXXenaTte/ibHble

peakunn, KOTopble BKIKYAKT, HO HE OLpaHNYNBAKOTCA cnegyrouwmm

* anneprusa (Hanpumep, aHaduUIAKTUUECKUIA LIOK).

= HEKOHTPO/MpyeMoe KpOBOTEYEHME Noc/e onepayun (Hanpumep, B
pesynbTaTte NOBPEX/AEHNS S3bIYHOV apTepun),

* B/AblXaHWe UK NPOrnaTbiBAHNE KOMMNOHEHTOB

* T[epMaHeHTHOe noBpexaeHwne Heps.a,

e TpewuHas HUXHEeR YenwcTun,

e yTparta umnnaHTara,

*  NepUUMNNaHTUT.

* noBpexzeHune unu TpeluHa KOMNoHeHTa n6o npoTesa.

MolaroBas VHCTPYKLWS

L4 COeAVIHI/ITe UMNaHToao [ C KOHTPYrnoBbIM U Apyrum coBMecTUMbIM
HaKOHEYHUKOM.

. M3Bnekute nmpsaHTaT n3 BHYTpPEeHHE yNnakKoBKW U BbINO/IHUTE €ro
YCTaHOBKY.

MPUMEYAHUEAnNa npocToil n 6e30nacHoii yCTaHOBKYM criedyiiTe ykasaHusaMm
cneumaanon MapKMPOBKU Ha MMmnnaHTosogax.

Bonee noapobHas vHgopmaums npusegeHa B NOCNEAHNX BEPCUSAX
COOTBETCTBYIOUNX PYKOBOACTB.

OuuncTka U ctepunusaums

KOMNOHEHTLI N3Aenns NocTaBNAIoTCA HecTepunbHbIMU. Nepeg
MCNoNb30BAHWEM KOMMOHEHTbI CefyeT NOABEPTHYTb OYUCTKE WU cTepunmusaumu.

PyuyHasi nmpoueaypa

HaHecure molowee cpegecteo — neodisher® MediClean forte (Dr. Weigert,
FaMBypr) unu aHanorMyHbIii pacTBOp — Ha BCe NoBepxHocTW. MpoTpute
BHELHIOW 1, €C/IN NPUMEHNUMO, BHYTPEHHIOI0 NOBEPXHOGTL U3AENUA MATKON
HEWNOHOBOM LWETOUKON A0 yAaneHUs BCeX BUAUMbIX MATEH U (MM) OCKOMKOB.
[lpomoiiTe BHYTpEHHME KaHasbl /N0M0CTb YACTALMM. PACTBOPOM MPU MOMOLLK
Vbl ANS NPOMbIBAHUA, HafgeTol Ha wnpwu. NpoBepbTe, He ocTanoch 1n a
KaHanax /nonoctu nATeH n (unu) ockonkos. OCTaBbTE n3fenus B
yNbTPa3ByKOBOV BaHHOUYKE C YACTALMM PACTBOPOM MUHUMYM Ha AECATb MUHYT.
[laHHOe yKa3aHMe He OTHOCUTCA K CBEp/aiam W 10TKaM. BbiMmoiiTe nog uncToii
NpOTOYHOI BOAON A0 yAaneHus Bcex crnefoB HUcTswero pacteopa. Mpomoiite
BHYTPEHHWE KaHanbl /Nof0CTb BOAOV NPY NOMOLM UFAbl 415 MPOMbIBAHNSA.
MpurotoBbTe BaHHOYKY C pacTeepoM ANs Ae3nHeKLUn NHCTpyMeHTOB ID 212
(DURR SYSTEM-HYGIENE) nnu aHanorn¥HeiM Ae3vHpuLMpyoLWwmm
pacTBOPOM COr1aCHO MHCTPYKLMAM NPOU3BOAMTENS MOKLEro cpeAcTsa.
MonHOCTbIO NOrpy3nTe n3genns Ha BPeMs;.yKasaHHOe Npou3BOAUTENEM.
MpomoiiTe BHyTpeHHME KaHasbl /M0M0CTb MUHUMYM TpW pasa fnpu noMotym
UrAbl ANS NPOMbIBAHNSA.

MpaBa Ha U3MEHEHUA COXpaHeHb!
Dentspiy

Sirono
Implants

B TOM W1 MHOM PErNOHE MUPE MOTYT BbITb AOCTYMHI
He BCe usgenus.

CocTosiHue nHopmaumn
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PYyKOBO/ICTBO MO NPUMEHEHUIO

BbIMOliTE NOA YMCTOI NPOTOYHON BOAOV A0 yAaneHUs BCeX CNefoB
AesnHbmnympyoulero pactsopa. NMpomoiiTe BHYTPEHHUE KaHanbl /N0M0CTh
BOAOM NPV NOMOLMN UFAbI 4SS NPOMBIBAHNS.

BoicywunTte nsgenua MeauUMHCKMM CXaTbiM BO34YyXOM U NpoTpute
6e3BOPCOBLIMM OHOPA30BbIMU canteTkamu.

ABTOMaTmyeckas npoueaypa

MoMecTUTe MHCTPYMEHTLI B MOiKy-Ae3nHekTop — Vario ID unu ero aHanor
— a COOTBETCTBMM C PeKOMEeHAaLMAMN NocTaBLynKa.

Mpvmep MoeuHol nporpammbl Vario 1D :

= npepfBapuTenbHoe MblTbe, 20 *C;

 o4yncTKa C ucnonb3loBaHvem motouiero cpeactea — neodisher* MediClean
forte (Or. Weigert, Fambypr) nnu aHanornyHoro pacteopa — npu 45-55 °C;
HeliTpanusaymns:

NPOMeXKyTO4HOE NPOoMbIBaHNE,

AesnHgekyma. > 90 °C (kenatenbHo 93 °C), 5 MUHYT;

cyliKa.

8

88 ¢

YnakoBka nepepg ctepunusauuneii

TwaTteNbHO BbICYWNTE BCE N3AENNS NEPes NPoLeccoMm CTepunusayum o
n36exaHune KOppo3nn. PeKOMeHZAYeTcsl NOMECTUTb aGaTMEHTbI, BUHTbI U
NpUMeHUMble U3AENNA B NaKeT A1 CTEPUAn3aLnm.

Ctepunusayus

CTepunusauus napom c npefBakyyMHbIM LUMKIOM (134 *C e TeyeHne 3 MUHYT).

MPUMEYAHWE: Ncnonb3yiiTe CTepPUIN30BaHHbIE KOMNOHEHTHI B TeYeHue
BPEMEHHOTr0 Nepnoja, yKasaHHOro npon3BojuTenemM nakerta aas
cTepuansauum.

YnakoBka n XpaHeHne
3penve noctaansertcs B 6IMCTEPHON ynakoBKe.

KOMMNOHEeHTbI N3aenuns Jo/MKHbI XPaHUTLCS B OPUTUHAJbHbLIX YIAKOBKAX B CYXOM

MecTe Nnpu KOMHAaTHOI1 Temneparype, T.e. npu 18-25 “C.

Ycnosus TPaHCNOPTUPOBKN

npoAyKTHl CnefyeT TPAHCMOPTUPOBATL U NEPEBO3UTL OCTOPOXHO, a
COOTBETCTBUM CO CNelnanbHbLIMU MepaMu NpejoCTOPOXKHOCTN NpU
TPaHCMOPTUPOBKE A1 KAXA0ro BUAa MeAMLMHCKOTO N3jenus, B fuamnasoHe
Temnepatyp oT -30 go 4-60 *C 1 BnaxHocTn 4o 80 %.

YcnoBus aKkcnayatauum

CTomaTtonoruyectle KMMHUKN 1 nabopatopuu.

Cuctema Astra Tech Implant System MoXeT ©cnonb3oBaTbCHA TO/bKO
cTomartosioramn van Bpadyamu, npoweagwinmmn 06yqume B COOTBeTCTByPOLL[EVI
o6nactu.

O6nacTb NnpuUMeHeHna U ycnosua akcnayatauun
Ctomatonorus. 3y6Has UMNNaHTONOTUA.

YTUM3aums NpoayKToB

ANs yTMAv3aumm ynakoBk1 1 KOMNOHEHTOB co6nkdaiiTe AelicTByloume B
HacToslee BpeMs HauMOHaNbHbIE NpaBua yTuau3ainuy 0TX0A0B B Baweii
cTpaHe.

Cpok rogHocTtn
Cpok rogHoctu coctaenseT 10 net. imnnaHtoBogbl EV (XS, S, M. L, XL) -5

[apaHTVs Ha cMcTeMY UMMIAHTATOB

[ns nonyyeHns NonHoi HgopMaymy o rapaHTUM UMNNAHTATOB CM.
noApo6HbIe rapaHTUiiHble YCNOBUS H/GUCTEMY UMNIAHTATOB.

JokymeHTaums
Henpumexumo.

JocTtynHocTe n3genus |

BHMUMAHMWE: He Bce NpoAyKTbl, OMMUCAHHbIE B 3TO MHCTPYKLMU, MOTYT 6biTh
paspelleHbl /BbinylieHbl / NMLEH3NPOBaHbI Ha BCEX PblHKax. CM. TeKyLjuii
KaTasnor npoAyKumMu 1 6poLtopsl Ansi aCCOPTUMEHTA W penpe3eHTaTUBHbIX
¢doTorpaduii npoaykta unu‘eBskutech ¢ MeCTHbIM opucom npogax Dentsply
Sirona AnA nNonyvyeHns MHPOPMaLNN 0 HaAMuUN NPOAyKTa.

ToBapHble 3HaKn

Bce ToBapHble 3HaKW WHa3BaHWs KOMMNaHWA ABAATCA COGCTBEHHOCTbIO
COOTBETCTBYHLWNX BNAAENbLEB.

AN ynyylweHus YnTaemMecTy JOKyMeHTa KoMnaHus Dentsply Sirona He

Ce€l

MpoussoauTens:
Dontipty Implenl» Manufacturing GmbH
Rodenbacher Chaussee 4 63457 Hanau, Germany
www.dantaDlvimolanta.com
www.dantaplvilrona.com

Peructpamnus MU 8 PocagpaBragzope
www.nevacert.ru | info@nevacert.ru

MCNoNb3yeT CUMBObI * U B OCHOBHOM TEKCTE.
TeMm He mMeHee KomnaHus Dentsply Sirona He 0TKa3biBaeTCs OT CBOMX NpaB Ha
TOBapHbIe 3HaKU, U faHHbI AOKYMEHT HE MOXET 6bITb UCTOMKOBAH WHAYE:

PekomeHayemoe MakcMmanbHoe ycunve ukcaumm gna uMnnaHraros
coctaenaert 45 Hem.

OdhuumanbHblii NpeacTaBmTeNlb NPOU3BOANTENS Ha
TeppuTopun Poccuiickoin degepaunn:

000 sfeHTcnnaii CupoHas
115432, Poccua, Mocksa, npocnekt AHgponosa., 18, kapn:6
Tel: +7 (495) 725 10 87

ﬂ,eVICTBVITEIIbHO ana cnegyrouwmnx meguuHCKNX V|3,qenm7|
BPoccuun

VIHCTPYMEHTbI /1 CUCTEMbI AeHTa/lbHbIX UMNNaHTaToB Astra Tech Implant
System EV mHoropasosble

O6bsACHEHNE CUMBOOB

Cumson HanmeHoBaHue cuMBona
W3rotosutens
[ata nsrotopresns
Kog naptun
REF Homep-rio kaTtanory

He'etepunbHo

Q6paTUTECh K UHCTPYKLMW MO NPUMEHEHUI0

MapkupoBka eBponeiickoro cootsetctaus (CE)

C€/C£i

TonbLKo No peuenTy Bpava.

8 coOTBEeTCTBUM C 3aKOHOAaTenbcTBom CLUA
npogaxa gaHHoro n3aenna MoxXeTt nNnpou3BoAnNTbLCA
TONbKO CTOMATON0raMu UAU Bpayamn, UMeownumMm
NINLEH3UI0 Ha ocyLlecTBNEHNE MESULUHCKOMN
AeATeNnbHOCTH, nn6o no mx npegnucaHunio:

~Conly

H O3HauaeT, 4To u3genue SBASeTCH MefULUAHCKNM

MNpaBa Ha N3MEHEeHUA CcoXpaHeHbl

Dentsply

Sirono
iripiants

B TP WM MHOM PErvoHe Mupa MoryT 6biTb 4OCTYMHbI
He BCe U3genus.

CocTosiHne nHdopmaummn
IFJ 6044-ru_RU Mocnes pes 001B 2021-12
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/TepeBOf C aHFIMIACKOrO U HEMELIKOTO S13bIKOB Ha PYCCKUIA A3bIK/

3aBepeHHaa Konus

BeHcxaiim, 13 gekabpsa 2021

~"DonUp*»
.V SlonO
/
[JewvTcnnaii Umnnaxte
MaHyd 3nypuHr [|«6X
PelweHbaxap LLlocce 4 /I-Io,anCb/
83457 Xaway, Fepmarus O-p AnnHa ®panip Mokpyxa (Aline Frare Mocruha)

MeHepKep 0TAena HOPMaTUBHO-NPaBOBOIO PeryMpPeBaHus

HacTosLwyM 3aBepsilo0 A0C/I0BHOE COOTBETCTBME KOMWUM AOKYMEHTa NpeaocTaB/IeHHOMY MHe
opurnHany.

BeHcxaliv, 13 gekabps 2021 T.

/Moannce/
Nera Kyubunpa (Lena Kuzbida)
HoTtapuyc il

/MNevatsb:
JNleHa Kyubunpa (Lena Kuzbida)
Hotapuyc B BeHcxanime/

Peructpanua MU B Pocappasaansope
www.nevacert.ru | info@nevacert.ru



I'IepeBop,’\p,aVlHoro TEKCTa BbINOSIHEH NepeBoAYMKOM [axTyHOBbIM Anekceem BnagvMnpoBUYEM.

— 4—

Poccuniickas degepayms
Mopos MockBa
[Bajuatb BTOPOro gekabps gBe TbicAYM ABaAuaTb NepBOro roga

A, Bepemuii KOnus MropesHa, BPEMEHHO MCMOMHAOLLAA 0653aHHOCTM HOTapumyca ropoga MockBbl Kopcuk
Mapun AnekcaHLpOBHbI, CBUAETENLCTBYO NOAANMHHOCTL NOANMCK NepeBounka MNaxTyHoBa Anekces
Bnagumuposuya.

Moanuck chenaHa B MOeM NPUCYTCTBUMN.

JIn4yHOCTb NoAnMcaBLUEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 77/2139-H/77-2021-
YnnayeHo 3a CoBepLUeHMe HOTapuanbHoro aelictang: 400 py6. 00 Kon.

noo HO.N. Bepemuii

Bcero npoLuHypoBaHo, rLOHYMepoBaHo
N CKpenaeHo nevyaTbo”™  nincT(a)(oB)

Perucrparust MH B PocagpaBhapzope
www.nevacert.ru | info@nevacert.ru



