OEKNAPALNA O COOTBETCTBUM

OBLLECTEO C OrpaHUYEHHON OTBETCTBEHHOCTLI "KOHKKopHMen” (OO0 "KOHukopHMe[")
HavuMeHoBaHWe opraHuaanmm nnn qbammnwﬂ, UMRA, OTHECTBO MHAWBUOYANbHOro npeanpuHUMaTtens, NpuHABWKnX [eknapalui 0 COOTBETCTBUU
3aperucTpupoBaHo: MexpaioHHas UHCNeKUma depepanbHolt HanoroBoi cryx6b Ne 15 no CaHkT-
MeTep6ypry ot 03.11.2010, OFPH: 1107847370311

CcBe[leHWA 0 perucTpaunn opraHu4sauum unn WHOUBUOYaNLHOO npeanpuHuMarTens (HﬂHM&HOBaHME pechpMpyrouJ.ero opraxa, gata perucrpatim,
PEerucTpauUroHHbIA HOMED)
MecTo HaxoxaeHus: 192019, Poccus, ropoa CaHkT-lNeTepbypr, ynuua MenbHu4Has, aom 18, nutep A.
dakTuyeckuit agpec: 193315, Poccus, ropog CaHkT-lMeTepbypr, npocnekT BonbLIeBukos, AoM 56/4,
TenedoH: +78127023304, cpakc: +78127023304

appec, TenedoH, dake

B nuue MeHepansHoro Aupektopa Ocunosa OmuTpusi KOpbesuya
AONAKHOCTD, CDBMMJ'IVIR, WMSA, OTHECTBO pyKOBOOWTENRA opraHm3auwvu, oT UMeH! KOTOPDF{ npuHUMaeTca Aexnapauyus

3aABMAeT, YTO
KaTeTepbl ogHOpasoskle yponorudeckue Henatorng dones
HaMMeHoBaH1e, TUM, Mapka NpoayKUMKY, Ha KOTOPYK pacnpocTpaHAeTcA Aeknapayus

CepuitHbin Beinyck, Kog OKMA2 32.50.13.190, Kog TH B30 92018390000
CBEAEHMS O CePUAHOM BbINYCKE WNW NapTuv (HOMEp NapTuu, HOMepa U3AENWA, PEKBU3NTEI AOrOBOPa (koHTpakTa), HaknaaHaa), kon OK 034-2014 v
(wnw) TH BSO EA3C

UsroToeuTens: "Haiyan Kangyuan Medical Instrument Co., Ltd." (XaisHb Kanmxud Meaunkan
MHcTpymeHT Ko., J1TA.), MECTO Haxox/AeHWs 1 dhakTuieckuin agpec: Kutait, Songpodong Rd, Shendang
Town, Haiyan, Zhejiang, China.

HavMeHOBaHWe U3roTOBUTENS, CTpaHbl U T.0.

cooTBeTcTBYeT TpeGoaHusim FTOCT ISO 10993-1-2011, FOCT P UCO 10993-2-2009, MOCT I1SO
10993-5-2011, FOCT 1SO 10993-7-2016, FOCT ISO 10993-10-2011, FOCT ISO 10993-12-2015, FOCT
ISO 10993-18-2011, FOCT P 52770-2016

0B03HA4EHHE HOPMATHBHLIX JOKYMEHTOR COOTBETCTBHE TPEGOBaHUAM KOTOPLIX NOATBEPKAEHO AAHHOM [eKnapaunei ¢ ykasaHmem pa3faenos (MyHKTOB,
NOANYHKTOB) STUX HOPMATUEHbLIX AOKYMEHTOR CoaepXainx TpeBoBaHNsa ANs AAHHOMA NPOAYKUMM (yenyri)

[eknapauus 0 COOTBETCTBMM NPUHATA HA OCHOBaHMUMK:

MpoTokon ucrbiTanHui Ne 06/T.006.1-2018 ot 04.06.2018

WenbiTatensHas nabopatopusi ABTOHOMHas HEKOMMep1eckas opraHu3auus "LieHTp Kka4ecTsa,
acbheKTUBHOCTU 1 Be30NacHOCTM MEeANLIMHCKX U3AeNuI', aTTecTar akkpeauTauum RA.RU.21MO11 oT
07.04.2015, cpok aeicTeums - 6eccpoUHbIi

PeructpalmoHHoe yaoctosepeHue Ne ®C3 2011/10794 ot 14.10.2011, ®eaeparnkHas cnyxBa no

Haa3opy B cdepe 34paBoOXpPaHEHNs M COLMaibHOro pas3snTus
UHOPMALIMS O [OKYMEHTaX, ABMAKLMXCA OCHOBAHWEM [ANA NPUHATMA AeKnapaLmu

BeTcTEuM gelicTBuTensHa ao 04.06.2021

[.H0.Ocunos

b wHULMansl U aMUNUs PYKOBOAWTENS OPraHn3aLu-3aABUTeNA
(YNOMHOMOYEHHOIO UM MLIA) MMM MHAMBKAYANEHOTO MPEANPUAUMATENS

epey Pt 7
CBéEr eHMsEo-perMcTpauuu geknapaumm o COOTBEeTCTBUA

PerMcTpauuoHHbIA HOMep ATTeCTart akkpeautaumm Ne RA.RU.11PC52 ot 11.12.2014, cpok AeHCTBUA -
BeccpouHbIl, BblAaHHLI PegepanbHoii cnyxBoit no akkpeauTauuy, OpraH no cepTudmkalnn NpoayKLum
OBLLEeCcTBa C OrpaHN4eHHON OTBETCTBEHHOCTbIO «PernoHasibHbIi LIeHTP OLUEeHKM COOTBETCTBUM
HauMEHOBaHWe W aApec opraxa no cepTuduKaLvMi, 3aperucTpupoBasLIero Aexknapauuio

appec: 123060, ropog Mocksa, ynuua Mapwana Peibarnko, AoM 2, kopnyc 9, nometleHve 638

PerncTpalunoHHbIi HoMep Aeknapauuu o cootsetcTeun POCC CN.PC52.00101623 ot 05.06.2018

A.A. Ynanoea

B, (haMunusa PyKOBOAMTENS OpraHa no cepTudkaLmn




