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Cucrema Cepruduxkanmumn

Ipoayxiuu, Pabot u Yeiyr, Cucrem MenempkmenTa
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NuarepCeprTect

OPI'AH IO CEPTH®HKAIIHH CHCTEM MEHE/VKMEHTA
OBIJECTBA C OI'PAHHYEHHOH OTBETCTBEHHOCTBIO
«HCO KOHCAJITHHT »

121352, . MOCKBA, V1. JIABEITKOBCKAA, JJOM 3, 3TAX 2, B/TOK 2, IToM. 126, 127, 128, 129
VHHKAIEHBIH HOMEP 3AITHCH OF AKKPEAHTAIHH B PEECTPE AKKPEJHTOBAHHBIX JHI]: RA.RU.13HA9%0

CEPTUDPHUKAT COOTBETCTBUA

Beimmyck 4. CMK ceprudmuuporana ¢ okra6ps 2013 rona
Ne POCC RU.C.04LIIA.CK.2197
Beigan: O6mecTBy ¢ OrpaHH4YeHHO 0TBETCTBEHHOCTHIO
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> «HAYYHBIA HEHTP «BHO®OPM»
(000 «HIO «bUODPOPM»)
HWHH 7751524924

129327, r. Mockga, BH.Tep.I'. MyHHIIUIIAEHEIA OKpYT BadymkuHCKHii,
yi1. KomunrepHa, 1. 7, k. 2, noment. 1/3

HACTOAIIUU CEPTUOUKAT YIOCTOBEPSET:
CHCTEMA MEHE/UKMEHTA KAYECTBA IPHMEHHTEJTbHO K IPOEKTHPOBAHHIO H PA3PABOTKE,
IPOH3BOJICTBY, CTEPHITH3ALIHH, PEATTH3AIIHH HEAKTHBHBIX METHIJHHCKHX H3JETHI-

- HOJIHMEPOB JUIA HCIOJIB30BAHHA B MEJHIHHCKHX HEIAX

COOTBETCTBYET TPEBOBAHUAM
I'OCT ISO 13485-2017 (ISO 13485:2016)

Ipunoxenue ABNAETCA HEOTHEMIEMOH 4acThIO CepTH(HKATA COOTBETCTBHS
Ocnosanue: Pewenue Opzana no cepmugpuxayuu Ne 0177 om 17 ¢hespans 2025 z00a
HACTOAIIHE CEPTHOHKAT OBAIMBAET OPFAHH3AIIHIO NOAMEPKHBATE COCTOAHHE MPOLECCOB CHCTEMBI MEHE/DKMEHTA KAYECTBA B PABOTOCTIOCOEHOM

COCTOSIHHH B COOTBETCTBHH C TPEBOBAHHAMH BHIIIEYKAIAHHOTO CTAHZAPTA, NOATBEPKIATE 3TO COOTBETCTBHE PE3YILTATAMH IIPOXOXKIEHHSA
EXETOJHOTO HHCNEKIHOHHOTO KOHTPO.IA B OC CM 000 «HCO KOHCAITHHI» BO BPEMA BCEFO CPOKA IEHCTBHA CEPTHOHKATA.

Hama evioauu: 17.02.2025 v CPOK Oeticmeusn 00: 12.10.2025
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C.A. KOPKHH
PyxoBoaurens
Oprana no cepruduraum
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PervctpauuonHsin NePOCC RU.3570.041LACO



1. CEPTUDOUKAT OBSA3BIBAET EI'O BJIAJAEJIBIIA:

obecrneyuTs COOTBETCTBUE 00beKTa cepTUOHKAIIMH TPeOOBaHUSIM JOKYMEHTOB,
Ha OCHOBaHMHM KOTOPBIX OH OBLI CEpTHHHUIIMPOBAH;

co3faBaTh  ycloBUsA i1 npoBeAeHus OpramoM 10 cepTUUKALUH
MHCIEKIIMOHHOTO  KOHTPOJs IO  IpaBWiaM, npuHATEIM B  CHcTeMe
«HMHuTepCeptTecTy;

IPUMEHATh 3HAK COOTBETCTBUS IO IIpaBHIIaM, ycTaHOBIEHHBIM B Cucreme
«HutepCeptTecty;

IPUOCTaHABIUBATE (IIpeKpamiaTh) MpPUMEHEHHe 3HaKa COOTBETCTBHS B CIIydae
IIPUOCTaHOBKH JIeACTBUS (aHHYJIMPOBaHUs) cepTUdHUKATa;

CBOEBpeMeHHO u3Bemartk Oprad mo cepTu¢hUKalMK, BbIIABIIMN cepTudUkar, o
[IPOM3OIIEAIINX Y BIaJeNblia cepTu(uKaTa U3MEHEHHSIX.

2. CEPTU®PUKAT BE3 HOATBEPKAEHUS
INPOBEJAEHMS IIJTAHOBBIX THCIIEKIITHOHHBIX
ITPOBEPOK CHUTAETCA HEAEUCTBUTEJIbHBIM.

ITonTBepsKaeHHe TPOBEACHUS IUIAHOBBIX MHCIIEKI[HOHHBIX IIPOBEPOK

Homep mianoBoit
UHCIEKIMOHHON IIPOBEPKHU

[lara nianoBo# MpoBepKu

[Toanuce pykoBoguTens
Oprana no cepTuUKaIHA

Mecto neuatu
Oprana no ceptTuuKaIum




Cucrema Ceprudpurkanmuu

Hpomyxnun, Pabot u Yeayr, Ciucrem MeHemxmenTa

NuarepCeprTect

Hpuiaoxenne
ABJISIETCH HEOTheMJIeMOMH YacThI0
ceprudpukara Ne POCC RU.C.041IT1A.CK.2197

O6aacTe cepTHGHKANNHE cHCTeMbI MeHEPKMEHTa KaecTBa

[IpoexTHpoBanne ® pa3paboTka, IPOHM3BOJACTBO, CTEPHUIIH3AIMs, pealH3allisi HEaKTHBHBIX
MEIMIHHCKHX H3ACIHH-IIOIMMEPOB Ul MCIOJB30BAaHUA B MEIHIMHCKMX LENAX 3a HCKIIIOYEHHEM
1.7.5.3,1.7.5.4 TOCT ISO 13485-2017 (ISO 13485:2016)

O06mecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTHIO
«HAYYHBIA HEHTP «BHO®OPM»,

BEKJIHOYas:

O6ocobnennoe moapaznenearne 000 «HI] « BUODPOPM»

108811, r. Mocksa, BH.Tep.T. MyHUIIHENANBEHEH okpyr Comnieno, m1. Kuesckoe, kv 22-#, 1. 4 c1p. 2
noMent. 1, bnok I', atax 5

C.A. KOPKUH
PykoBoauresib
Oprana no cepTudHKaALHY

Crp. 1 m3 1

®ENEPANBHOE ArEHTCTBO MO TEXHUYECKOMY PEMYIIMPOBAHMIO M METPONOIMA
Cucrema gobpoeonsHoii ceptudukaumm «MHTepCeprTect», PernctpaumonHsii NePOCC RU.3570.04LLAC0
Fonosroit opran no ceprudmkauuy «EspoCraHpapT-ceptudukas OFPH 1097746081498
Anpec: 121352, r. Mockea, yn. [lassifkosckas, 4. 3, Ten. 8 (800) 100-0037
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