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Urkundenrolle UR 378 /2020

Vorstehende vor mir volizogene Unterschrift von

Herr Bernd Gaddum,

geboren am 14.04.1971,
geschaftsansassig Hammweg 8-10 in 76549 Hiigelsheim,

dem Notar von Person her bekannt

beglaubige ich hiermit offentlich.
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. HAMMEHOBAHVE MEOANUWWHCKOIO N3OENUNA

MeTumnK cTomMmaTonornyeckunii (KatanoxxHbole Homepa: C 05-3309; C 05-3809; C 05-4309; C 05-
5009).

2. HA3HAYEHWE, OBJ1ACTb MPMMEHEHWA, MOTEHLMNAJIBHbBIE
MOTPEBUNTEJTM MEOVNLUMNHCKOIO U3AENTNA

M3pgenne npegHasHayeHO A1 Hape3aHUsi pe3bbbl B TBEPAOM KOCTHOW TKaHW npu
npenapupoBaHMM MMNAAHTOMIONMYECKOr0 flIoXKa AJ/11 CTOMaTo/10rMYecKoro nMnaaHTara.

O6nactb NpuMeHeHUsi: CToMaTo10rns.

MoTeHUManbHbIMW NOTPEOUTENAMU MEAMLIMHCKOIO M3AeNNs SABASAIOTCA CTOMATONOMU-XUPYPrn n
cTomMaTosiorn-oprtonebl.

3. TTIOKA3AHVA W TIPOTUBONMOKA3AHNA K MNMPNMMEHEHWIO, BO3MOX>XHBbIE
MOBOYHbIE AENCTBUSA

MokasaHWs; BOCCTAHOB/IEHUE 3CTETUYUECKMX U (DYHKLUUOHASIbHBIX XapaKTepUCTUK 3y60B Yy
YaCTUYHO WM MOJTHOCTbIO 6e33y6bIX MaUVEHTOB.

MpoTmBONOKasaHMA: a/leprua UM rUNepyYyBCTBUTE/IBHOCTbL K XUMWUYECKUM KOMIMOHEHTaMm
MCMNoJsIb3yeEMbIX MaTepunasioB.

Bo3MOXHble M060YHbIE [elcTBUA: AN AAHHOTO0 uM3Aennss no6o4YHble AelicTBUA  He
npeaycMoTPEHbI MPU YCNO0BUM HAEXALLEr0 UCMO/b30BaAHUSA B LIENSAX €70 MPUMEHEHMS.

4. CNocob NMPMMEHEHWNA N TTIPNHUWNTT PABOTbI

Mepes KaXkabIM MPUMEHEHUEM METUMK [O/KEeH MofBepraTbCs cTepunmnsaumu. Mocne Kaxkaoro
NPUMeHEHNSI HE06X0AMMO MPOBOAUTL OUMCTKY U Ae3MHMEKLNI0 U34eNns.

MeTuMK ycTaHaBIMBaEeTCA MOMeLLaeTcs B 3apaHee BbICBEpsIeHHOe KOCTHOe 10XKe MMnnaHTarta
(NpnM HeobXxoAMMOCTM MOXKET Mucnonb3oBaTbesa agantep VICO n yanuvHUTENb). 3ateM MeTUYuK
BpawaeTcd MO 4acoBOW CTpesike He ry6yke, 4YemM BEPXHWUNM Kpaii caMoil BEpXHEN OTMETKU
pe3bbbl. lMocne 3TOro MeTYMK aKKypaTHO BblBOpayMBaeTCA M3 KOCTHOMO JfioXKa MMmMaaHTara
NPOTUB 4YacoBOW CTPEsIKN.

5. MEPbI MPEAOCTOPOXHOCTU

°5y,que BHMUMaTeNIbHbI NP 1NCNosib3oBaHN U3aesina no OTHOWEHUIO K nauneHTaMm, y KOTOPbIX
€CTb MNpPU3HakKun assneprmmn  wmin runepyyBcTBUTE/IbBHOCTN K XNMMUNYECKNUM  KOMIMOHEHTaM
MaTtepuania.
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«CpoK aKcnyataumm npu 6epedXkHoM o6palleHnn ABMASETCH HeorpaHMYeHHbIM. PeKomeHAayeTcst
NpoBepsATh M3genune npu/mocsie YMCTKU Ha (YHKUMOHANIbHOCTL U OTCYTCTBUE MOBPEXAEHWIA,
feopMaunii 1 Npu3HaKoB M3Hoca. Mpu HaMumMm XoTs Gbl O4HOTO U3 BCEX BbilleyKa3aHHbIX
OTKJ/IOHEHWI OT HOPMbI HAaCTOATE/IbHO PEKOMEHAYETCS 3aMeHa UHCTPYMEHTA.

e Y6eauTecb, 4TO Yy Bac eCTb BCE WHCTPYMEHTbI, KOTOpble TpPeGyrTcs ANs BbIMO/IHEHUS
ornepawuuu B COOTBETCTBMU C MNAHOM MPOBEAEHUA XMPYPrmUYecKoro BmeLlaTeNbCTBa.

e KBa/IMPULMPOBAHHbIA CNeuuannct HeceT OTBETCTBEHHOCTb 3a WCMO/b30BaHWe W3eNNii B
COOTBETCTBUM C UHCTPYKLINEA.

He ncnonb3yiTe n3aenve B caiyyae noBpeXxaeHUs yrnakoBKu.

JaHHoe n3gene Heo6X0A4MMO UCMONb30BaTb B CTEPUIIBHOM COCTOSIHUM.

6. KJTIACCNPUNKALUNA MEOVNLWNHCKOIO N3AENUNA
MeTUMK CTOMATONMOrMUYECKN A OTHOCUTCS K Kaccy
1 - MeAWLMHCKOe n3aenve ¢ HU3KOM CTeneHblo pucka -

CornacHo n. 4.6.2. MNpukasza MuHucTepcTBa 34paBooxpaHeHns Poccuiickon Pepepauum oT 6
noHA 2012 r. N 4 H «O6 yTBEPXKAEHUN HOMEHKNATYPHOW Kiaccupukaumm MeauLuHCKNX
n3aenniin.

Bua KoHTakTa ¢ opraHusmom (no FOCT ISO 10993-1-2011): KpaTKOBPEMEHHbI (MeHee 24
4YacoB) KOHTAKT C MAFKMMM TKaHSAMW, KOCTHbIMW TKaHSAMU, AEHTUHOM.

7. TEXHNHUHECKOE ONMMCAHWNE
MN306padkeHne 06LLEr0 BUAA METYMKA CTOMATO/I0TMYECKOro.

Kart. Ne N306pakeHmne Koavpytotas
nosoca
Kpacutenb Art-
Tech 2.0 6enbin
(RAL 9016)
npon3BoacTBa
Viktor HegedQs
GmbH, NepmaHus
Kpacutens Art-
Tech 2.0 »enTbii
(RAL 1021)
npons3BoACTBa
Viktor HegedUs
GmbH, MepmaHus

C 05-3309

C 05-3809

Kpacutensb Art-
C 05-4309 Tech 2.0 KpacHbIii
(RAL 3020)
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C 05-5009

KoMnneKT nocTaBKU:

npomsBoAcTBa
Viktor HegedUs

GmbH, M epmaHus
Kpacutenb Art-
Tech 2.0 cuHwuin

(RAL 5005)

npon3BoAcTBa
Viktor HegedUs

GmbH, NepmaHuns

MeTuunk ctomatonornyeckuiin - | wrt.;

YnakoBka - 1 wWT.

Martepunan

TBéppoctb Mo Bukkepcy
(HV)
LLlepoxoBaToCTb
HanpaBneHune pe3b6bl
Macca
AnvHa obuas
AnunHa paboyein yactu
AnnHa 3abopHoro
KOHYyca
M yrna 3a6opHoro
KOHYyca
[JnnHa xBocToBUKA
[AnameTp XxBoCcTOBUKA
BHewHWi gnameTp
pe3bbbl (Max)
BHYTpeHHUI anameTp
pe3b6bl
[AnnHa noxka BUHTOBOMN
KaHaBKM

Lar pe3b6sbl
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TexHunyeckme napameTpsbl

C 05-3309 C 05-3809 C 05-4309 ¢ 05-5009
MeaunuymnHcekas ctanb 1.4197 npomnssoacTea «Zapp Precision
Metals GmbH», 'epmaHusa (cepTudukaTt aHanmsa cMm.
MpunoxeHune A). Kpacntenb KogmpyroLeid Noaockl - CM. BblLLE.

520-610 ea.

He 6onee 0,8 MKM

MpaBoe
1,34+0,13r 1,52+0,15r 1,60+0,16 r 1,72 0,17 r
31,50 + 0,15 mm
8§ £0,1 MM
2,70 £ 0,01 mm 3,60 £ 0,01 mMm
40
14 + 0,05 mm
2,35 - Qb mm
3,50 +£0,01 4,00 £0,01 4,50 £0,01 5,20 £0,01
MM MM MM MM
2,55 +0,01 3,05 +0,01 3,55 +0,01 4,25 +0,01
MM MM MM MM

0,40 mm = 0,01 Mm

0,9 Mm



8. TPEBOBAHWSA BE3OMACHOCTUN N K OXPAHE OKPY>XAIWEWN CPEAbI

MeauynHcKoe wusfgenne AOMXKHO OblTb MCMO/Ib30BAHO B COOTBETCTBUM C MHCTPYKUMER MO
NPUMEHEHNIO.

MeTannuyeckass nbiib BpefHa Ans  340poBbs. [py 06paGoTKe M OUUCTKE  U3AENWiA
MEeCKOCTPYWHLIM annapaTtoM Heo6X0AUMO MCMOMb30BaTb BAKYYMHYH CUCTEMY C (UIbTPOM
TOHKOI OYUCTKU OT MbIW, KOTOPash 06bIYHO WMCMO/b3YeTCS Ha MpakKTMKE, 3alUUTHbIE OYKU, a
TakKXXe Macky ass niua.

Martepuanbsl, WCMOMb3yeMble A7 MPOU3BOACTBA HALIMX MEAULMHCKUX W3AeNnii, a TakkKe
maTtepuasibl, UCMO/Mb3yeMble /151 MPON3BOACTBA YNAKOBKW, W, C/Iel0BaTE/IbHO, NPOU3BEAEHHbIE U
ynakoBaHHble MeAULMHCKME U3enus  ABAAITCA  HETOKCUUYHbIMKU, 61M0COBMECTUMbIMU I
6e30MacHbIMU A5 OKPY>KaloLLeit cpesbl.

MopAAoK OCYLLECTBNIEHUA YTUM3AUUW M YHUUTOXKEHUss onucaH B n. 14. CobnoaeHue
yKasaHHOoro nopsiika o6ecne4ymMBaeT BbINO/IHEHNE TPeGOBAHMIA K OXpaHe OKpY>KatoLen cpedbl.

Mbl TakXe MOCTOSIHHO CTPEMMMCSA CHU3UTb B/IMSIHWE Hallel ornepalMoHHON AesATeNbHOCTU Ha
OKpy>Kawllylo cpedy, peanusyss psg  MHALMATUB MO MOBbIWEHU  3((EKTMBHOCTU
MPOM3BOACTBA, YMEHbLUEHUIO OTXOA0B U MPOABUXKEHUIO BTOPUYHOFO  WCMOJIb30BAHUSI.
CoTpyAHUKN 06s13aHbl C/iefoBaTb KOPMopaTMBHbLIM MporpamMmmam, a TakXke 3HaTb U co6/oaaTth
3aKOHOAATENbCTBO 06 OXpaHe OKpy)Kawlieil cpegbl, B 4acTy Hawmx 0683aTesibCTB  Kak
KOMMaHMMW.

9, METOAbl M CPEACTBA AE3VH®EKUWWN W MPEACTEPUMM3ALIMOHHON
OUYNCTKN

Onsa  aBTOMaTM4ecKoii  OUMCTKU/AE3NH(EKUUN  PEeKOMEHAYeTCcs  BbIMNOHUTL  cnegylowme
[leliCTBMSA C UCMONIb30BAHNEM TEPMUYECKOT0 Ae3nHgeKTopa:

OUNCTKA
- MpomoinTe X0N04HOW BOAOA B TeYeHMEe 1 MUHYTHI.

- OuncTnMTe B TeYeHMe 5 MUHYT MOAXOAAWMM UYUCTALWLMM CPeAcTBOM nNpu TemnepaTtype 55@C
[£2°C], Hanpumep Neodisher MediClean [0,5%]).

- HeliTpanusyiiTe B X0/10[HOW BOAE B TeYEHUE 2 MUHYT.

- MpomorTe X0N04HOW BOAON B TeUeHUE 1 MUHYTHI.

OE3VHPDEKLINA

- Tepmunyeckasn ge3vHpeKUns B TedeHne 5 MUHYT Npu Temnepatype 93°C geMuHepasin3oBaHHOMN

BOAOOM.
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AOnst pyuHO 0UNCTKU/AE3NHMEKLNN PEKOMEHAYETCA BbIMOMHUTL Clieaylolie AeCTBUS:

OYNCTKA

- OuncTnTe BCH MOBEPXHOCTb MeXaHW4YecKU, 0COBEHHO MOMI0CTM, LWEeNn WU 0TBEPCTMSA, MOojA
NPOTOYHOW BoAoW (NMUTbeBas Boda, 30+3°C) ¢ MOMOLLbIO MSATKOW WETKN A0 TeX Mop, Nnoka He
oCTaHeTcs 60/blUe 3arpsi3HEHUIM (HE MeHee 20 CeKYH/ Ha KaXXaylo YacTb)

- Ounctute B TeyeHMe 5 MUHYT B Y/bTPa3BYKOBOW BaHHe 4actoTa: 35 KU C MNogxoAswum
yncTAWMM pacteopom (Hanpumep, 2% MediClean, nponssoactea dr.Weigert, B NnTbeBOW BOAE).

- MpomoiiTe/onoNocHNTe BCH MOBEPXHOCTb, OCOOGEHHO MOJIOCTU, LeNM U OTBEPCTUSA, MNOL
NMPOTOYHOW Bodoi (NuTbeBas Boga, 30+3°C) B TevueHUe He MeHee 10 CeKyH[A Ha Kakayt aeTasb.
MoABMIKHbIE YaCcTU A0/IKHbI ABUTaTbCA BO BPEMS MPOMbIBKU.

- MpomoiiTe gemMmnHepann30BaHHOM BOLOW He MeHee 5 ceKyHpA Kaxkayto geTasb

NE3NHPEKLINA

- Morpysute getam Ha 30 MUHYT B Ae3vHPUUUPYOLWKUA pacTBop (Hanpumep, 2% Neodisher
Septomed, npousBoacTBa dr.Weigert) B nuTbeBOW BoAe npu Temnepatype 20+2°C) wu
nogsuranmTe petanu B pacTBoOpe Af1A YyAasleHUS MNy3blpbKOB BO34yXa Ha [MOBEPXHOCTU.
JonycTMMo MCnosib3oBaTh MHbIE MoagxoasLwmne gesnHOUUmUpyow e cpecrsa B COOTBETCTBUE C
TpeboBaHuAMMU JIMY 1 MECTHOro 3aKoHo4AaTes/1bCTBA.

- lMpomoiiTe/onosIOCHNTE BCKH MOBEPXHOCTb, OCOBEHHO MOM0CTW, LWENn W OTBEpPCTUS, Mo
MPOTOYHOW BOZOM (NUTbeBas Boga, 30+3°C) gna ypasieHMs OCTaTKOB AEe3UH(ULUPYIOLLLETO
pactsopa. lNoABMXXHbIE YacTV A0/MKHbLI ABUraTbCA BO BPEMSA NMPOMbIBKU.

- MpomoliiTe AeMUHEPaNN30BaHHOM BOAOM He MeHee 5 CeKyH[ Kaxkaylo AeTaslb.

Mepen cTepunmnsaunein MHCTPYMEHTbI A0/KHbI GbiTb MPOBEPEHbI Ha YMCTOTY W MOBPEXAEHUS.
He 1cnonb3yiiTe MHCTPYMEHThI, KOTOPbIE 3arpsi3HEHb] U MOBPEXAEHbI.

10. CTEPUJIBHOCTb

N3penve  nocTaBfisieTCsl  HECTEPU/IbHBIM U CTepUSIM3yeTcss  HemnocpeacTBEHHO  nepej
NnpuMeHeHMeM.

Mocne npoBeAeHUSA AOeWCTBMIA MpPeacTepuINn3aumMoHHOM OYMUCTKM (CcM. M. 9.) pekomeHAayeTcs
cTepunmsaumsa MenLMHCKOro n3gennst MeTo4oM aBTOK/1aBUPOBaHUS:

PeKOMeH,qyeTCFI cTepunn3oBaTtb MHCTPYMEHTBLI B KacceTe, KoTopas AO0/DKHa ObITb yrnakoBaHa B
CTepVII'II/I3aLI,I/IOHHbII7I NakKeT B COOTBETCTBN C peEKOMeEHAALUNAMN MPON3BOAUTENA.

CTepunmsaums KacceTbl C COAEPXMMbIM Gbl/la MPOTECTUPOBAHA U Ba/IMANPOBaHA TO/bKO A/1s
BaKYYMHbIX CTEPU/IN3ATOPOB / BAKYYMHbIX aBTOK/1aBOB.
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- CTepunnayiite B TedeHne 4 MUHYT Npu TemnepaTtype 132 ®C
- OcTaBbTe KacceTy C MHCTPYMEHTaMM CyLUINTLCA B TedeHne 20 MUHYT.

Moxkanyiicta, cnegyinTe MHCTPYKLUAM NMPON3BOANTENS BaKYYMHOro cTepunnsaropa / aBToknasa.
Opyrve mMeToAbl AW NPOTOKO/bI CTEPUNM3ALUN A0/HKHbI GbiTh MPOBEPEHbI U MOATBEPXKAEHbI
nonb3oBaTesieM U CcoOTBeTCTBOBATb Tpe6oBaHusM JIMY 1 MeCTHOro 3aKOHOAAaTeNbCTBa,
Hanpumep,

Temnepatypa

Bpems cTepuinsaynoHHON BbIAEPXKKU, MUH
ctepunmnsauyun,°C P P 4 AP

npyv py4yHoMm u npuv aBTOMaTUYeCKOM
HOMUHasIbHOE npefesibHOe nosiyaBToMaTUUYecKoMm ynpasneHnm
3HayeHVe OTK/IOHEHWe  yrnpaBfeHUn, He HOMWHa/IbHOE NpefesibHoe
MeHee* 3HayeHne OTKJIOHEHMEe
134 +1 5@ 572) +1 n
MpumevaHve

OnuncaHHble Bbllle MeToAbl 06pabOTKM MPUrogHbl ANSA MOAFOTOBKW  YKasaHHOW rpynnbl
MHCTPYMEHTOB A1 o6ecreyeHus BO3SMOXXHOCTM MX MOBTOPHOFO MCMNoAb30oBaHusA. Monb3oBartenb
MeAULMHCKNX W34eNuii HeceT OTBETCTBEHHOCTb 3a o0b6ecrevyeHme Toro, 4To6bl 06paboTka
npomsBoguaacb KBa/IMPUUNPOBAHHbIM MEPCOHAsIoOM C WCMA0/Ib30BaHVMEM COOTBETCTBYHOLLETO
060pyfoBaHUSA U MaTepMasioB B COOTBETCTBUN C pekoMeHpaumnsamu MHctutyta Pobepta Koxa. C
3TOM UEeNbl BaNuMAMpoBaHHble METOAbl MeXaHW4YecKoW MOoAroTOBKW AOSIXKHbI MoABepraTbes
perynsipHbiM npoBepkaM. J11060e OTK/IOHEHME OT BbilleyKa3aHHbIX WHCTPYKUWIA A0/IXKHO 6biTb
TWaTe/IbHO MPOBEPEHO OMepaTtopoM AN OueHKM ero  3PgeKTUBHOCTM U H6bIX
Heb6/1aronpuUATHbLIX NOCNEACTBUIA.

11. NEPEYEHb HAUWMOHAJ/bHbBIX N MEXAYHAPOAHbLIX HOPMATWVBHbBIX
JOKYMEHTOB / CTAHAOAPTOB HA MEAVNUWHCKOE N3OEJ/TNE

Homep cTaHaapTa HassaHue

DIN EN 1041-2013 V3genna  MegULMHCKUE. WHdopmaums,  npegoctasiseMas
U3roToBUTENEM

EN 1639:2009 CtomaTtonorusi. MeAULMHCKNE W3Aens [1s1 CTOMATOMI0rMUYecKNX
uenein. IHCTpyMeHTbI

DIN EN ISO 1942-2011 Crtomartosniorusa. Cnosapb

180 7153-1:2016 MHCTpPYMeHTbI  Xupyprudyeckue. MeTaiindeckne martepuasibl.
Yactb 1 MeTasi/bl

DIN EN ISO 7405-2019 Ctomatoniormsa.  OueHKa  GMOMOTMYECKO  COBMECTUMOCTW
MEAMUVIHCKUX U3Ae/WIA, NCNOMb3YeMbIX B CTOMATO10rm

ISO 10993-1:2018 MN3gennsa  meguumHckue. OugHka 6GMOMIOTMYECKOro  AeicTBUS
MeaANLUMHCKMX n3aenuii. Yacts 1

DIN ENISO 10993-3-2015 Buonornueckass oOuUeHKa MeAMUMHCKUX u3genunii. Yactb 3.

McnbiTaHns Ha reHOTOKCNYHOCTb, KaHLUEpPOoreHHoCTb n
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DIN EN ISO 10993-5-2009

DIN EN ISO 10993-10-2014

1ISO 13504:2012

DIN EN ISO 13485-2016

DIN EN ISO 14155-2012

DIN EN ISO 14971-2013

DIN EN ISO 15223-1-2017

DIN EN ISO 17664-2018

DIN EN ISO 17665-1-2006

IEC 62366-1(2015)

MDD 93/42/EEC (2007)

MDR 2017/745 (2017)

MDR 2017/745, npwunoxeHve |

(2017)

MDR 2017/745, npwvnoxeHve I
(2017)

MDR  2017/745, npwnoxkeHne
VIl (2017)

MEDDEV 2.7.1 (2016)

MPG (2013)
MPV (2010)
MPSV (2016)
DIMDI-V (2014)

ZLG 3.9 616(2010)
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TOKCMYHOCTb, BAVSIIOLLYIO Ha penpoayKTUBHOCTb

OueHka 6uonornyeckasds MegULIMHCKMX YCTpOMCTB. YacTb 5.
MchnbitaHms Ha LMTOTOKCUYHOCTb B MPOOMpKe

OueHka 6uonornyeckast MeguMUMHCKMX u3genuii. Yactb  10.
Mpobbl Ha pasgpadkeHVe N aIJIEPTUYECKYHO peaKLMIo KOXKU
Crtomartoniorusi. OCHOBHble TpeboBaHMS K WHCTPYMEHTaM U
CBSI3aHHOMY BCMOMOraTesisHOMY 060py0BaHUI0, NCMO/b3YEMbIM
AN 3yGHOM MMNAaHTO0r NN

M3genva  meamumHckue. CuUCTEMbl  MeHeKMEHTA  KaudecTBa.
TpeboBaHUA K PeErynnmpoBaHuio

MchibiTaHnst  KNMHUYECKUE MEAVLIMHCKUX W3AENWiA 4N JIIoOen.
YCTaHOBMBLUASACS K/IMHUYECKas MpaKTuKa

MegamumnHeKkme yctpoicTtea. MNMpruMeHeHNe MeEHELKMEHTA PUCKOB K
MeAULMHCKUM YCTPOMCTBaM

Mzpennsa megmumHekmne. CUMBOSbI, UCMO/b3YeMble Ha ApJbIKax
MEAVILMHCKUX — W34eNWii  NpyU WX  MapKuUpoBKe U B
npegoctasnasieMori MHopmauyn. Yactb 1 O6uwue TpeboBaHUSA
(1SO 15223-1:2016, NcnpasneHHoe usgaHve 2017-03). Hemelkan
Bepcma EN 1SO 15223-1:2016, c CD-ROM

O6paboTKa MeANUMHCKOMN NpoAyKUUN. WHdopmaums,
npegocTasfsieMas U3roToBUTesieM MegUUMHCKUX U3OenuiA ons nx
06paboTKun

CTepuivzaumst MEAULVHCKOM MpoayKumn. BnadkHbiii >xkap. YacTb
1 TpeboBaHusA K paspaboTke, BamMgalmMn 1 TEKYLLEMY KOHTPO/IO
npoviecca cTepunsaumm MegULMHCKNX Npuoopos

N3penna megumHckme. Yactb 1. INpoeKTmposaHue MeAULMHCKUX
W3LEeNNiA C yHeTOM 3KCMTyaTaunUoHHOW NPUrogHOCTU
ANPEKTVBA COBETA EC 93/42/EEC o1 14 mioHa 1993 1. 0
MEAVLIMHCKNX N3LeNUAX

PernameHt 2017/745 ot 5 anpena 2017 r. 0 MeAMUUHCKAX
n3genusax

O6uwme TpeboBaHUst 6e30MacHOCTM W 3KCMlyaTalMOHHbIe
TpeboBaHUA

TexHuYeckasa JOKyMeHTaums

Mpasuna kiaccngpukaumm

PyKoBoAsLLmMe yKa3aHUSA N0 MeANLVHCKUM N3LENUAM.
KnnHuueckas OLeHKa. PykoBsogsiupe yKasaHus ans
NPoOV3BOAUTENEN U aKKpPeaUTOBaHHbLIX OPraHoB cepTudukaummn B
pamkax anpekTtus 93/42/EEC n 90/385/EEC

3akoH N'epmaHnm «O MeAULIMHCKOM 060pyA0BaHNU»

PernameHT NepMaHun 0 MeAULMHCKUX N3AENUSX

MnaH obecneveHnsi 6e30MAaCHOCTN MEANLVHCKUX V3L
PernameHT HemeLKOro MHCTUTYTa MeAVLMHCKOM JOKYMeHTaumm
1 nHopmaumn (DIMDI)

Ceptudmkauys OEM-nzgennii



12. YC/TOBUNA TPAHCIIOPTUPOBAHWA, XPAHEHWA N SKCIMNTIYATALUUNN

M3genve MoXET TpaHCMopTUPOBaTbCA BCEMW BUAAMU  KPbITbIX TPAHCMOPTHbLIX CPEACTB B
COOTBETCTBMW C MpaBWIaMu, YTBEPXAEHHbIMW B YCTAHOB/IEHHOM MOPsSAKe ANs KaXKoro Buaa
TpaHcnopTa. TpaHCMopTMpOBaHWe OcyLWecTBAAKT Npu TemnepaTtype oT -30°C po +55@C wn
OTHOCUTENbHOM BRaxHocTM A0 80% B TPAHCMOPTHbLIX KOPO6Kax €O CbEMHbLIMWU KpPbMMKamu.
Kopo6KM CcO CbEMHbIMM  KpbllKaMX  BblGUpalOTCA B COOTBETCTBMW € KOJSIMYECTBOM
OTCblNALWMUXCA NPoAYKTOB. Kopo6Ka BbIKMaAbIBAETCSt MOPOSIOHOBLIMYM BK/1aAbMNNnaMm CBEPXY U
CHM3Y, a TakXke CB060JHOe MPOCTPAHCTBO MeXAY MPOAYKTaMU 3arosfiHAeTCs YyMaKoBOYHbIMU
ynncamn. B 3aknioyeHMe BCE HaKpbIBAeTCS BO3AYLUIHO-MY3blpyaToii ynakoBOYHOW MIEHKON,
YyMaKoBKa 3aKpbIBAETCS U 3aK/1EMBAETCS YMAKOBOUYHbLM CKOTYEM.

YnakoBaHHOE MeAULUHCKOe Mn3gesive MoXKeT ObiTb pa3sMelLeH0 Ha cknage npyu TemnepaType oT
+5 po +40°C, OTHOCUTENbHOM BAaXXHOCTU He 6o0on1ee 89 % (Nnpu t = +25°C) B TeuyeHue
HeorpaHM4YeHHOro BPEMEHU, TaK KaK OHO SIBASIETCA YCTOMUYMBBIM K OXKUAAeMbIM TemMmnepaTypam U
B/IAYKHOCTU BO3ayXa.

CpOK rogHoOCTN N XpaHeHNA He OrpaHnN4YeH.

CpoK cnyx6bl: MaTepuasibl, MCMOMb3yeMble [/11 W3FOTOB/IEHUS [AaHHbIX WHCTPYMEHTOB, He
LerpagupyoT B TeuyeHMe BpemMeHW. Takum o6pas3om, Mpv TWaTesIbHOM yXofe, OTCYTCTBUMU
NOBPEXAEHWIA 1 3arpsA3HEHNN MHCTPYMEHTbI MOXXHO UCMO/1b30BaTb MHOFOKpPaTHO. CPOK Cy>XK6bl
3aBUCUT OT TUMA MHCTPYMEHTA, MHTEHCUBHOCTU MCMOMb30BaHUSA (YMC/a LUKI0B NMPUMEHEHUS U
cTepunnsaumn), a TakyKe 0COBEHHOCTEN MPUMEHEHMS] KOHKPETHbIM Mosib3oBaTesieM. OKOHYaHue
CpoKa cny>6bl 06bIYHO onpefensieTcs MO U3HOCY M MOBPEXAEHUSM B X0Ae WCMo/b30BaHUS.
MoBpeXAeHHble N U3HOLWEHHbIE MHCTPYMEHTbI, a TaKXXe UHCTPYMEHTbI ¢ NMPU3HaKamMu Koppo3nm
criefyeT HEMeAJ/IEHHO 3aMeHUTb. OTOPaKOBaHHbIE MHCTPYMEHTbI HE JO/KHbI HAX04UTHLCA BMECTE
C HEeMnoBpeXXAeHHbIMU NHCTPYMEHTaMM.

Mpn skcnayaTauuun wsgenme yCcTOMUYMBO K BO3AECTBUIO TemnepaTypbl oT +32 po +42°C,
OTHOCUTESIbHOW BA@KHOCTU 20-100 % U1 BO3A4ENCTBUAM 6MONOrMYECKUX >KUAKOCTEN W
BblAeNEHW TKaHel opraHn3mMa, ¢ KOTOPbIMM OHO KOHTaKTUPYIOT B NpoLuecce aKcnayaraymu.

13. MAPKVMPOBKA

MeTuukn cTomaTtonorndeckne npoussoactea «MEDENTIKA GmbH» MapkupywTca B
COOTBETCTBUMN C ONMNCAHNEM MaAPKUPOBKN HUXKE.

A Straumann  BpeHg, rpynnbl «LLITpaymaHH»;,

Group Brand TOBapHbIV 3HaK NPON3BOAUTENS.

DE HavmeHoBaHVe u3genms Ha

Gewindeschneider  HemeLKOM, aHI/IMIACKOM U APYTrUX

/ blau MHOCTPaHHbIX A3blKax

EN Tap / blue

Stainless steel Marteprasn, 1“3 KOTOPOro W3roToB/IEHO
nzgenue (Hep>xaseroLLasi CTasib)

Compatible with: CoBMecTUMO C: Procone
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/HanmeHoBaHWMe cucTembl/

QR-KOA, NPOV3BOACTBA MEAULIMHCKNX
N hapMaLeBTUUYECKUX TOBApPOB U €ro

pacwinpoBka
Made in Germany N3rotosneHo B NepmaHmnun
CunmBonel
REF Homep no kartanory
ltot! Homep naptum

Jara n3rotosneHusI

CBefeHNsA 0 Npou3soanTene

mJ
M3pgenve COOTBETCTBYET OCHOBHbIM
cc TpeboBaHuAM gupekTns EC
r> ONLY YKazaHne «Mno  peuenTty»
cTomartosora)
CnMBOS «He CTePUNbLHO»
/i
Obpatntecb K  WHCTPYKLUN
ra NPUMEHEHNIO
Qty.:1 KonwnyectBso: |

O©OMEDENTIKA*

Alt'l)n'fM CfM fIM Ad

DE G«windMchn«id*'1 b(«u
EN T»p/biu«

FR Taraud/Mtu

IT MMChtAtora | bln

PT Formadora da roaca / azul
ES Formadof da roaca / azul

~'mtaas staal

' Compatible witht
Frooort*
Q5n .EMKACOeSOOWAIW 7i V5W94X
7 jf]c 06-6009
N L0069654
<01)042SI574a0eeakKl0)UI05eSM IHIKI
Avll 2019x12-4 Qty., \
VEDENTIKA GrbH
Hammwag MO
75549 Hikalahtim 0
Gatmany 5
iniwiniiira

MN3penus, npegHasHayeHHble [/11 NoCTaBKU Ha TeppuToputo Poccuniickoii ®epepaunu, CHabXeHbI

OOMONHUTENbHOW 3TUKETKON C MapKUPOBKOWM Ha PYCCKOM SI3bIKe.

- HaMMeHOBaHMe Ha PYCCKOM A3bIKE;

REF
- HOMep No Katasory (CUMBON );

cBefieHuns 06 YMNO/THOMOYEHHOM
npeacrtasuTesnie B PO;

- cumBon «O6paTUTECh K MHCTPYKUUW MO
NpPMMeHeHUIO» U afpec caiTa, Ha KOTOPOM

OHa pa3melyeHa ( ------ -);
- HOMep perncTpalmoHHOro yA0CTOBEPEHNS;

- yKa3zaHue 0 CPoKe roHOCTU.

RUS Metunk

CTOMAaTO/10LWYeCKNA

REF C05-3309

YN0oAHOMOYEHHbI NpeacTaBTeNb B
P®; OO0 Tpaj'MaHH", 119571,
Poccus, r. MockBa, JIEHUHCKUI
xthocnekT, a. 119A.

Ten.:+7 (495) 139-74-74

E.: refinfo;3straufflaim.com

[3

trt),*r iii:

PY;>8 P3H XXXX o1 XX.XX.XX

CpOK rogHoCcT1 He orpaHnyeH

14. MOPAAOOK OCYWECTBNEHNA YTUJTTN3ALUNN N YHNUTOXEHWNA

Hencnonb3oBaHHble WN3AeNNA AO0/DKHbI OblITb YTUAN3UPOBaHbl B cooTBeTCTBUKM ¢ CaHllnH

2.1.7.2790-10. TIlo kjlaccy o0OMNacHOCTM  OTX0A40B
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3NNAEMUNOOTMYECKON, TOKCUKOMOTNYECKON U pagnaLMoHHOA 0NacHOCTU, a TakXKe HeraTMBHOIO
BO3AENCTBNA Ha cpeny 06MTaHUS Hemcnosib30BaHHble M3genns oTHocATca K knaccy A (TBO).
CneuvasnbHbIX TpeboBaHUI K yTUAN3aLUN HE UMEIOT.

He yTunusumpyiite MCnosib30BaHHble MeAULMHCKME U3AENNS BMECTe C 06blYHbIMU 6bITOBLIMU
0TX04amMu, TakK KakK T[oc/ie TMPUMMEHEHUS OHWU  MOTyT TMpeAcTaBNATb  MOTeHUMANbHYHO
6MOMOTMYECKYI0 OMAacHOCTb M3-3a 3arpsi3HeHUs KPOBbID W APYTrMMWU  GMOMOTUYECKMMMU
maTtepuanamu.

MoaTomy nepepaboTKy U YyTUIN3ALMUIO UCMOMb30BAHHbIX U34eNnin HeobXoAMMo NPon3BOLAUTL B
COOTBETCTBUU C HOPMaMW Hagnexailen MeguLUHCKOW MpakTUKW, a Takke NpUMeHUMbIMU
3aKoHofaTesIbHbIMWM U HOPMaTMBHbLIMW  akTaMu. YTUNM3aumio UCNO0Mb30BaHHLIX  U34eNNMi
cnegyet npoBoaAnTb Mo Knaccy b (CaHMumnH 2.1.7.2790-10), Kak anuAeMmnoaorm4yeckn onacHble
0TX0Abl, Mocne o6s3aTesibHOro o06e33apaXkmMBaHUs. YTuamsauus LOJ/HKHA OCYLeCTBMATLCA B
COOTBETCTBUU HOpMaMu M NpaBuiamMu, YTBEPXKAEHHbIMN POCCUMICKNM 3aKOHOA4ATE/IbCTBOM.

15. rapaHTuniiHble oc6Aa3aTenbcTBA

MapaHTUHbLIA CPOK 3KcnayaTauum - 24 mecsauya ¢ gatbl npuvobpeTeHUs ToBapa KOHEYHbIM
Nnosb30BaTesneM.

KomnaHnsa «<MEDENTiIKA GmbH» rapaHTupyeT B NocTaBAseMbIX U3AENNAX OTCYTCTBUE SABHbIX
M CKPbITbIX MPOM3BOACTBEHHbIX Ae(EKTOB, BO3HUKLLUMX BCNEACTBME HEKAYECTBEHHONO CbIpbs U
MaTepmasioB, HapylLLueHWsi Mpouecca WM3roToB/ieHUSA, COOPKM U ynakKoBKU u3genuii. B cnydae
BbIABNIEHUSA B M34e/MAX  AedeKToB, BO3HUKWWUX M0 BWUHE NPOM3BOAMTENA, KOMMaHUS
«MEDENTIKA GmbH» npuHumaeT Ha cebs ob6si3aTenbcTBa MO NpeAcTaB/AeHUIO HOBOIO
nsgenus.

FapaHTUs He pacnpocTpaHsieTcsl Ha paboyyl yacTb MEAULLMHCKOro WU3aenunsi, noaBep>XXeHHYHo
€CTeCTBEHHOMY M3HOcYy. MeauUNHCKNE U3Ae/Nnst C eCTECTBEHHbIM M3HOCOM 06MEHY W BO3BpaTy
He noasiexkar.

KomnaHna «MEDENTIKA GmbH» He HecéT OTBETCTBEHHOCTWU B C/lydae MNOBPEXAeHUA wn
oTKasa M3fesivsa, a TakXke HaHeCEHHOro UM yulepba B c/y4ae, ec/iv 3TO ABUJIOChb C/EeACTBUEM
HapyLleHNs nosib3oBaTenieM MNpasua NPUMEHEHNA U3AeNNSA, CaMOCTOATe/IbHOW Mogudukauum, a
TaKXXe UCMosib30BaHUA N3Le/INA He Mo MPSAMOMY HasHa4vyeHuIo.

16. CBEAEHWA (0] MPON3BOANTENE " YNONHOMOYEHHOM
NMPEACTABUTENE

Mpounssogutens: MEAEHTUKA TmM6X (MEDENTiIKA GmbH).

Appec: Xammer 8-10, 76549 Xiorenbcxaiim, MNepmaHma (Hammweg 8-10, 76549 Hiigelsheim,
Germany).

TenecoH:. +49 (0)7229 69912-10
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E-mail: iiifo@medentika.de

Cant: www.medentika.com/ru

YNo/MHOMOYEHHbI npeacTaBuTenb B Poccniickoii ®egepaumm: OO0 «LLTpaymaHH».
Appec: 119571, Poccusi, . MockBa, JIEHMHCKUIA npocnekT, 4. 119A.

TenedoH: +7 (495) 139-74-74

E-mail: reginfo@straumann.com

Cait: www.straumann.ru
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Apostille

(Convention de La Haye du 5 octobre 1961)

1 Land: Bundesrepublik Deutschland

Diese offentliche Urkunde
2. ist unterschrieben von Oberjustizrat a. D. Joachim Korber

3. inseiner Eigenschaft als Vertreter des Notars
Dr. Kevin Kosche mit Amissitz in Gernsbach
4. sie ist versehen mit dem Siegel/Stempel
des Notars Dr. Kevin Kosche

Bestatigt

5. in Baden-Baden 6. am 20. Februar 2020

7. durch den Vertreter des Prasidenten des Landgehchts
8. unterNr. E 910 a -129/2020

9. Siegel/Stempel 10. Unterschrift

Dr. Jeckeix _
Vorsitzender Richter am Landgericht

Nr. 173 Vordruck fUr diTCtieilung der Apostille (Anl. 3 zur AV d. JuM vom 20.01.1994 - Die Justiz 1994 S. 105-
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HacTosilwmum s oprumanbHO YA0CTOBEPSIHO BbILIECTOSILLYIO NOAMUCD,
MocTaB/IEHHYO B MOEM MPUCYTCTBUMN

r-oom bepHgom MNaggymom,

14.04.1971 roja poxaeHud,
CO CNY>XebHbIM agpecoM: 76549 r. Xorensexanm, Xammeer, 8-10,

NINYHOCTb KOTOPOro yCctaHOBJ/1IEHa HOTapMyCOM.

BbnneyKasaHHbIi TEKCT COCTaB/IeH Ha MHOCTPAHHOM A3bIKE. Y 10CTOBEPSIOLNI HOTApUyC He

BnageeT faHHbIM A3bIKOM M BCMeACTBME 3TOM0 He MOXKET AaTb NMPaBOBYH OLLEHKY COAEPXKaHUI0
OOKYMEHTA.
r. FlepHcbax, 19.02.2020 .

<nognmcaHo>
MNoaxum Kepbep
CTapLnii COBETHUK KOCTULMN B OTCTaBKE

BbICTyNaKLWMin B Ka4ecTBe BPEMEHHO UCMOJTHAKLLLErNO 0653aHHOCTU HOoTapuyca g-pa KeBuHa
Kowe

<levartb: J-P KEBVH KOWE * HOTAPNYC B I'. TEPHCBAXE *>
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AMNOCTUMb

(Faarckas KoHBeHUMUS 0T 5 oKTSA6pAa 1961 r.)

CtpaHa: ®PefepatuBHas Pecnybnuka NepmaHua

HacTtosawmin obmunanbHbln AOKYMEHT
6bln1 NoAgnMcaH cTapLMM COBETHUKOM HCTULUN B oTcTaBke Moaxumom Kepbepom
(Joachim Korber)

BbICTYMaKLWMM B KaAYeCTBE UCMNOJTHAOLLLErN0 06893aHHOCTM HoTapuyca A-pa KesnHa
Kowe (Kevin Kosche) ¢ mecTtoHaxoxaeHueMm B . FepHcbaxe

CKpensieH neyatbo/LUTAMMOM
HoTapuyca A-pa KesnHa Kolue

Y [0OCTOBEpPEHO

B r. bageH-bageHe 6. 20 dpeBpans 2020 .
3amecTuTesnieM npeacefartesnia 3eMefibHOro cyja

3aNe E 910 a-129/2020

MevaTb/WwiTamn 10. Mognuck

AO-p Vekenb (Jeckel)
MpepcepgaTensCcTBYOW NI CyAbA 3eMENBHOIO cyaa

<Meyatb: 3EMEJIbHbIN CY A, * . BAOEH-BALEH *>

<Meyatb: 3EMESIbHbLIV CY [, * . BAOEH-BALEH *>

Ne 173

®dopma Bbigaum anoctunsa (Mpun. 3 K O6wmm pacnopshkeHnsaM MuHuctepcTea KOoctnuum oT

20.01.1994 r. - «[Npasocynue», 1994 r., c. 105-
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Poccuiickaa d®egepauuns
Fopog MockBa
MAaTHaguaToOro MKWNA ABe TbhiCAYN ABajuaToro roja.
A, Kopew Bnagnmup KoumcTaumTMMOBMY, HOTapuyc ropoga MOCKBbI, CBUAETEeNbCTBYH MNOANMHHOCTb

noanuncu nepesofdymka, Kornaposa AHTOHa Mropesnya.
Moanwuce caenaHa B MOEM NPUCYTCTBUN.

JInuHOCT b MOANUCABIIEr0 JOKYMEHT yCT aHOB/leHa.
3aperncrpuposaHo BpeecT pe': Ka 77/2138-H/77-2020-26-

B3bicKaHO rocygapcubleHNnon nowsanHbl (no Tapudy): 100 py6. 00 kon.
YnnadeHo 3a (>kaszammeycnyr npaBoBOro m TexHmMyeckoro xapeuttnepa: 300 py6. 00 kon.

B. K. Kopcuk

\

Bcero NnpowHYypoBaHO,-MPOHYMEPOBAHO i

nckpenneHo nen”~joOpsab O nucT (a)(o.)

NoTapny
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