OEKITAPALIUA O COOTBETCTBUU

OBLUECTBO C OrpaHnYeHHON 0TBETCTBEHHOCTLIO "HOHMKopHMen' (OO0 "lOHuKopHMen")
HavmMeHoBaHue opraHusauum unu (baMVIJ'IMﬂ. UMsl, OTHECTBO MHAUBUAYANbHOro NpeanpuHUMaTens, NPUHABLLUX AeKnapauuo o COOTBETCTBUN
3aperucTpupoBaHo: MexpalioHHast Henekuus deaeparbHO Haroroson cnyx6bl Ne 15 no CaHkT-
Metepbypry ot 03.11.2010, OFPH: 1107847370311

CBEAEHUS O PerucTpaLun opraHusauun unm HANBMAYanbHoro npeanpuyHMMaTens (HanMeHoBaHe pPervcTpUPYIOLLLEro OpraHa, Aarta perncTpauuy,
PEerucTpaLvoHHbIiA HoMep)
MecTo HaxoxaeHusi: 192019, Poccus, ropoa Cankr-lNetepObypr, ynuua MenbHuyHas, gom 18, nutep A.
dakTuyeckuin agpec: 193315, Poccusi, ropop CaHkr-letepbypr, npocnekT bonbLuesnkos, A0M 56/4,
TenedoH: +78127023304, dakc: +78127023304

agpec, TenedoH, dakc

B nuue MeHepanbHoro aupektopa Ocvnosa Omutpusa KOpbesnya
AOIMXHOCTb, cbanmvm, UMS, OTHECTBO PyKOBOAUTENS OpraHusauuu, ot UMEHU KOTOpOﬁ npuHUMaeTca geknapauusa

3asiBAsIeT, YTO
30Hbl yporeHuTanbHble 04HOPa30Bble CTEPUIbHbIE
- TMn A «YHuBepcanbHbiv» (Sample brush);
- tin D «LiuToweTtka» (Rambrush);
- Tvn F «KomBuHupoBaHHbI» (Cervix brush).
HauMeHOBaHue, TUM, Mapka npoayKuun, Ha KOTOpyo pacnpocTpaHaeTca Aeknapauus

CepuitHbiii Buinyck, Kog OKMA2 32.50.13.190, Ko TH B/ 9018390000

CBEEHMA O CePUItHOM BblfTycke Unu NapTuu (HoMep napTuu, HoMepa W3Oenuit, peKBU3UTLI A0roBOpa (KOHTpaKTa), HaknaaHas), koa OK 034-2014 1
(wnu) TH B3 EASC

UaroTosuTens: "Cixi City Hualaisi Medical Apparatus Instruments Co., Ltd." (Cvikcu Cutn Xyanencu
Mepaukan Annapatyc UHcTpymeHTc Ko., J1TA.), MECTO HaxoxaeHns u chbakTuyeckuit agpec: Kuran,
North-industrial, Changhe Town, 315326 Cixi City, Ningbo, Zhejiang, China.

HauMeHOBaHue U3roToBuTenNs, CTpaHbl U T.N.
cooTBeTcTBYeT TpeGosaHuam FOCT I1SO 10993-1-2011, FOCT P NCO 10993-2-2009, FOCT ISO
10993-5-2011, TOCT 1SO 10993-7-2016, FOCT 1SO 10993-10-2011, FOCT ISO 10993-12-2015, rocTt
ISO 10993-18-2011, TOCT P 52770-2016

0BO3HaYEHME HOPMATHBHBIX AOKYMEHTOR COOTBETCTBME TPeBOBaHNsM KOTOPLIX NOATBEPKAEHO AGHHOM AEKNapaLyel C yKasaHiem pasaencs (nyHKTOB,
NOANYHKTOB) 3TUX HOPMATMBHLIX AOKYMEHTOR COiepXallux TpebosaHIs Anst JaHHOR NPOAYKLUMN (ycnyru)

Jexknapauusi 0 COOTBETCTBUM NPUHATA HA OCHOBaHUM:

MpoTokon ucnbitaHuii Ne 06/T.005.1-2018 ot 04.06.2018

VicnbiTaTenbHas nabopatopust ABTOHOMHasi HekOMMepyeckas opraHusaums "LIeHTp ka4ecTsa,

a3 dEeKTUBHOCTY 1 6E30MacHOCTU MeaNLMHCKUX uagenuid', attecTar akkpeamTauum RA.RU.21MO11 oT
07.04.2015, cpok AeiicTBus - 6eccpoyHbIii

PeructpaumoHHoe yaoctoepenmne Ne ®C3 2010/08714 ot 27.10.2015, denepanbHas cnyxba no

Haasopy B cq)epe 34paBO0OXpaHeHusa u couuarnbHOro pasButTus
MH(OPMaLWs O AOKYMEHTaX, SIBMSIOLLMXCA OCHOBAHUEM ANs NPUHATUA Aeknapauun

s peknapauum 04.06.2018
cooTBeTcTBUM AeiicTBUTenbHa ao 03.06.2021

[0.10.0Ocunos

WHULManbl 1 amunns pyKoBOAMTENS OpraHv3auum-3assuTens
(YNOMHOMOYEHHOTO UM INLA) UNY UHAWBUAYANEHOTO NpeAnpuHUMaTens

CBefieHus 0 perucTpauuu geknapauymm o CoOoTBeTCTBUU
PerucTpauMoHHbI HOMep ATTeCTaTt akkpeauTauuu Ne RA.RU.11PC52 ot 11.12.2014, cpok gencrsus -
BeccpouHbIi, BbigaHHbI deaepanbHoON cryx06oi no akkpeauTauui, OpraH no cepTuduKaLlum NpoAyKLn
OB6LLecTBa C OrPaHMYEHHON OTBETCTBEHHOCTbIO «PervoHasbHblil LEHTP OLUeHkK COOTBETCTBU

HanmMeHOBaHue 1 agpec opraHa no cepmcbmxauwu, 3aperucTpupoBaBLIEero Aaeknapayuio
appec: 123060, ropog Mocksa, ynuua Mapuiana PwiBanko, AoM 2, kopnyc 9, nomelyeHue 638

MOHHLI HOMep Aeknapauum o coorsercteun POCC CN.PC52.[101622 ot 04.06.2018

4.DETMCTPALMOHHbIA HOMEp Aekrnapauum

Peruc

A.A. Ypanosa
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CUCTEMA CEPTHOUKALUU TOCT P
@EHEPAHBHOEAIEHTCTBOIH)TEXHHqECEOMNTHHWHHPOBAHHKXMWHHPOMOFHH

s CEPTUOUKAT COOTBETCTBI/IFI

Ne PoOCC CN. PC52 H00698

e
Brupukas?

CpOK AefiCTBUS C 04062018  mo 03062021
- Ne 0318032
OPTAH 10 CEPTUGUKALIAU :

OpraH no cepTtucmkaumy npogykumm OBLLEeCTBa C OrpaHUYEHHON OTBETCTBEHHOCTHIO «PErvioHasIBHbIN LIEHTP OLIEHKV
cooTBeTcTBUSA». MecTo HaxoxaeHus: 123060, ropoa Mockea, ynuua Mapliana Peibanko, gom 2, kopnyc 9; nomelleHne 638.

, PakTnueckuit agpec: 123060, ropoa Mockea, ynuua Mapuiana Peibanko, 4oM 2, kopnyc 9, nomeleHne 638. TenedoH:

| +7(499)979-00-85, chakc:+7(499)979-00-85, e-mail:regionos@ya.ru. Atrectar akkpegutauuu-Ne RA.RU.11PC52 ot 11.12.2014,
CpOK AencTeus - 6eccpoyHbIi, BblAaHHbIN PefepanbsHon crny0oi No akkpeauTaumm 2

IMTPOAYKIIA
30HAbI ypOreHUTarnbHbIe O4HOPA30BbIE CTEPUITbHbIE: ' = xoa OK
- Tun A «YHuBepcanbHbi» (Sample brush); = , :
- tn D «LuTowieTtkay (Rambrush); - kop OK 034
- Tun F «KomGuHnpoBsaHHbi» (Cervix brush). — (OKNg2):

CepuiiHbli BbIMyCK. : : 32.50.13.190

COOTBETCTBYET TPEBOBAHUAM HOPMATHUBHbBIX AOKYMEHTOB = v
FOCT ISO 10993-1-2011, FOCT P NCO 10993-2-2009, FOCT ISO 10993-5-2011, FOCT | xoa TH BOA,
ISO 10993-7-2016, TOCT ISO 10993-10-2011, FOCT ISO 10993-12-2015, FOCT ISO
10993-18-2011, FOCT P 52770-2016 ' 9018390000

U3TOTOBUTEADB
"Cixi City Hualaisi Medical Apparatus Instruments Co., Ltd." (Cvn(cm CVITVI Xyanemcm Megaukan Annapartyc
Wuctpymentc Ko, JiTa.)
MecTto HaxoxgeHus n pakTudeckuin agpec: Kutain, North-industrial, Changhe Town, 315326 Cixi City, Ningbo,

Zhejiang, China.
Cfi ’PI/I(I)I/IKAT BBIAAH

"Cixi City Hualaisi Medical Apparatus Instruments Co., Ltd." (Cukcu Cutn Xyanemcm Mep,MKan AnnapaTyc
UnctpymerTc Ko, flTa.)
MecTo HaxoxaeHus U dakTU4eckuii agpec: KMTaVI North- mdustrlal Changhe Town, 315326 C1x1 City, ngbo
Zhejiang, China.

HA OCHOBAHUU" :
[MpoTokon ncnbitaHuin Ne 06/T.005.1-2018 ot 04.06.2018
UcnbitatenbHas nabopatopus ABTOHOMHaFI HeKoMmepyeckasi opraHusaLs "LIeHTp ka4ecTsa, 3pHEKTUBHOCTH m
6e30nacHOCTM MeAULMHCKUX U3Aenuit”, attecTtar akkpeauTauun RA.RU.21MA11 ot 07.04.2015, cpok ,qe,MCTBMﬂ -
©eccpoYHbIi '
PeructpaumoHHoe yaoctoBepeHue Ne ©C3 2010/08714 ot 27.10.2015; d)e,qepaanaﬂ cny>i<6a no HaA3opy B cepe
30paBOOXPaHEHNS 11 COLMAnbHOro pasBUTUS

MAOHOAHPITEAI)HA}I NHO®OPMANIVIS '
ECTO HaHeCeHMs 3Haka COOTBETCTBUS — B TOBAPOCONPOBOAUTENBHOI JOKYMEHTALWM, rpacbmqecxoe m3o6pa>KeHme

3Haka cooTB anoTOCT P 50460- 92 C Hapnucsto «,D,OGpOBOﬂbHaﬂ cepTudukaLna».

AA. YpaarnoBa

 vHaUMansl, damMuins

: AC J'Iarop.3MHCKVW|

Mkumanb[ tbaanma

AO «OMUMUOH=, Mocksa, 2018, «B» ~ nuuenavs Ne 05-05-09/003 ®HC PD, Ten. (495) 726 4742, www.opcion.ru




