JEKJIAPALIMSI O COOTBETCTBUHA
O6mecTBO ¢ OrpPaAHNYEHHON 0TBETCTBEHHOCTLIO ""MeaUIMHCKHE PACXOIHbIe MaTepHaabr"
(000 "Meaupama'')
(HaUMEHOBAHHE OPTaHU3ALMH WIH (AMHIIHS, HMS, OTYECTBO HHAHBHAYAJILHOTO NPEANPUHHMATE/IS, NPUHABLIMX ASK/IAPALHIO O COOTBETCTBHH)
MexpaitonHas uHCTeKIus DenepansHoi HanoroBoi eiysk6s! NelS mo Cankr-Iletep6ypry , 02.07.2010

CBCJICHHA O PEruCTpauty Opraiu3auui Uid HHAHBHAYaAIbHOIO npeanpuHumareis

OT'PH 1104703002898
(HauMeHOBAHHE PErHCTPHPYIOLIEro OPrana, aTa PerHCTPaLHH, PErHCTPALHOHHBIT HoMep)
Anpec: 195248, r. Cankr-TlerepGypr, yn.Jertspésa, 1.4, murep A, nomelu.107, Tenedon: +7 (812) 677-70-
02

(anpec, Tenedou, dakc)
B e  T'enepamsHoro mupexropa 3aspuoro Apcenus ['puropnesrya
(AOJ'DKHOCTB, Q)aMnnnx, HUMA, OTUCCTBO PYKOBOAHTEA OpraH13auii, OT HMEHH KOTOPOﬁ [pHHHUMACTCA zxcmapaum)
3asBIIsIeT, UTO HucrpymenTrl xupypruveckue ognosessuitneie CERTUS, ¢ npunaaiesxkHocTaMn

(HanMeHOBAHHE, THII, MapKa NPOAYKLIHH (YCIyrH), Ha KOTOPYIO pacnpoCTPaHAETCA ACKIapaLms)

Koa OKIII2 32.50.13.190 Koa TH B2J1 9018 90 840 9
ko OKTI/I2 w (umu) TH BOJI CHI wim OK 002-93 (OKYH), ceenctus o CepUHHOM BbIIIYCKE WM NMAapTHH

CepuiiHEI BBITYCK

(HOMEp napTHH, HOMEPa H3ZIeNHiY, PEKBH3UTbI I0rOBOPA (KOHTPAKTA), HAK/TAZHAS)

"Xyaitnnp Mexnka Hucrpymente Ko., JIta.", KHP, Huaiyin Medical Instruments Co., Ltd., No. 8,
West Ming Yuan Road, Huaian, Jiangsu Province, P.R. of China Anpec MecTa MPOU3BOACTBA:

Huaiyin Madical Instruments Co., Ltd., No. 8, West Ming Yuan Road, Huaian, Jiangsu Province,
P.R. of China

HaHMEHOBAHHE H3MOTOBHTENA, CTPAHbLI H T.11.

coorBetcTBYeT TpeboBanuam: ['OCT 19126-2007 (pas. 5), TOCT P 52770-2016, TOCT ISO 10993-1-

2011,TOCT ISO 10993-4-2011, I'OCT ISO 10993-10-2011, TOCT ISO 10993-11-2011, TOCT ISO
10993-12-2015

(0603Ha4EHHE HOPMATHRHRIX IOKYMEHTOB, COOTBETCTBHE KOTOPbIM NOATREPHUIEHO NAHHOM JeKapalteii, ¢
YKa3aHHEM MYHKTOB 3THX HOPMATHBHBIX JOKYMEHTOB, COACPKALIHX TPEGOBAHKSA UIA AAHHOR IPOAYKUHMH (YCIYTH))

Jlexnapanus NpHHATA HAa OCHOBAHHH: MPOTOKOJIA TEXHHYECKHX HembItanki Nel15116267-18-CHLL ot
30.11.2018, Accormanus "CHIT", atr.per. Ne RA.RU.21ME95 ot 25.02.2016 r.; mpoTtokona
TOKCHOJIOTHUECKUX HccnenoBaHuil NePMM-184-19 ot 13.09.2019, OO0 "ITonnmeprect", art. per. Ne
POCC RU.0001.21XH04 ot 09.09.2014 r.

Perucrpannonnoe ynocroepenue OenepanbHoit CiyxO65l 10 HAI30py B cdepe 34paBooXpaHeH s
(POC3IPABHAJZI30P) Ne P3H 2017/5689 ot 24.04.2017 r.

(qu)opmaum{ 0 JOKYMCHTaX, ABJAOUIHXCA OCHOBAHHEM 1A NPHHATHA neknapamm)

Hata npunstus gexnapamun  28.02.2020

Jlexnapauus 0 COOTBETCTBUH JEHCTBUTENBHA JI0 28.02.2023
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/ (IaTa perucTpaLii i perHCTPALOHHBIH HOMEP JeKnapalni)

A.Jl. Toxo

(noAnKcs, HHULMANBI, (aMiIHA PYKOBOAHTES Oprana no cepTHhHraimnm)




HuCTpyMenTsI XUpypriveckue oxronespuitneie CERTUS, ¢ [IPAHAUIEKHOCTAMH
BapUaHTHI UCIIOJTHEHMUSL:

1. Cxanbnens XUpyprudecKui CTEpUIEHELA oqHOpa3oBbIi. [ITacTHKOBAS pyuka. JIe3aBue u3 yriepoaucToi
CTaJIH,

2. CxanbIels Xupyprudeckuit CrepusHEni oqnopasosbiit. [Inactikosas pyuka. Jlessre H3 HepkaBeiome
CTaJTH.

3. CKaJIbIeNns XUPYPruYecKHil CTepUIBHBIN OHOPA30BEI C 3AIUTHEIM cnanepom. Ilnactukosas pyuka.
JlesBue U3 yriueponaucTol cramm.

4. Cxabnens XHpYpruYecKuit CTEpHIIBHEII OXHOPA3OBbIH ¢ 3AIIMTHEIM craiepoM. [lnacTikoBas pyuka.
JlesBue u3 HepxaBerowe cTay.

5. Jle3Bue XUPypruveckoe CTEPUIIBHOE OTHOPA30ROE H3 YITIEPOIUCTOl CTATH.

6. JleaBue XHPYPrudecKoe CTEPHIIBHOE OJHOPA30BOE U3 HEPXKABEIOLEH CTAIH.

7. Jle3Bre XUpYpruvecKoe CTEPUIIBHOE ONHOPA30BOE U3 YIIIEPOIHCTON CTAIM VISl CHATUS TIBOB.
INpunagnexHoCTH:

1. Pyuxa - nepxatens.

3asipubiii Apcennit 'puropsesny
(MHUIMATE], (haMUJIHS)

Caenenus O-perreTpallii JeKIapaluy O COOTBETCTBHU
000 «IEHTP CEPTHOUKALINW U IEKJIAPUPOBAHUSI», Ne RA.RU.11MIT18

(HaMMCHOBAHNE 1 A/PEC OPraHa No CepTHPUKALNH,

3aperuCTPHPOBABLLETO JEKNAPALIHIO)

N.MIM18.B.02505/20 ot 28.02.2020 nevcrByeT no 28.02.2023

(naTa perHcTpatliy 1 peruCTPALMOHHBIH HOMEp JeKTapaliu)
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(noanuce, uHHLATBI, GaMinust PyKOBOAHTENS OpraHa No CepTHYHKALIH)




