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MOLBOVA EUROPEANA

[SO CONSULTING

RARLIIHASD

Cucrema Cembnxaunn

Mpoayknuu, Pabor u Venyr, Cucrem Menempxmenta

oy

NuarepCeptTect

OPI'AH 110 CEPTHOHKAILIHH CHCTEM MEHE/UKMEHTA
OBUIECTBA C O'PAHHYEHHOH OTBETCTBEHHOCTBIO
«HCO KOHCAJITHHT »

121352, 1. MOCKBA, V1. JABBIAKOBCKAR, JOM 3, 3TAXK 2, BAOK 2, HoM. 126, 127, 128, 129
VHHKAJIBHbIH HOMEP 3AITHCH OB AKKPEAHTAIHH B PEECTPE AKKPETHTOBAHHBIX JHIl: RA.RU.13HA90

CEPTU®UKAT COOTBETCTBUS

Boinyck 2. CMK ceprudmuumposana ¢ susaps 2021 roana
Ne POCC RU.C.04l1IA.CK.2015
Beigan: O0mecTBy ¢ orpaHH4Y€HHOI 0TBETCTBEHHOCTHIO
«Hay4Ho-npousBojacTeennasi pupma «BUHAP»

(000 «HII® «<BUHAP»)

WHH 5023001024
105094, r. Mockaa, yn. l'ocnuranssiii Ban, 1.5, crp.7A, nom. VIII

HACTOSIUIMU CEPTUO®UKAT YIOCTOBEPSIET:

CHCTEMA MEHE/UKMEHTA KAYECTBA TIPHMEHHTETBHO K [TPOEKTHPOBAHHIO, PA3PABOTKE, [IPOH3BOACTBY H
PEATH3AIIHH MEHIIHHCKHX H3AETHH: XHMHYECKHX H BHOIOTHYECKHX HHAHKATOPOB KOHTPO.IS
CTEPHTH3ALIHH, AE3HH®EKIHH H OEE33APA’KHBAHHA; YCTPOHCTB KOHTPOJIA TPOIECCA CTEPHITH3ALIHH;
HHIHKATOPOB 3KCHPECC-KOHTPO/IA KOHUEHTPAIHH PABOYHX PACTBOPOB AE3SHHOHIIHPYIOUIHUX H
CTEPH/ITH3VIOIIHX CPEJICTB; HHIHKATOPOB KOHTPOIA D®@®EKTHBHOCTH HPEJCTEPHITH3AIIHOHHOH CHHCTKH
MEJHUHHCKHX HHCTPYMEHTOB; YIIAKOBOYHbIX MATEPHAIOB /T ®HHHILTHOH CTEPHITHIALIHH H CTHPKH;
HHIHKATOPOB KOHTPOJIA XOT040BOH HEITH; PACXQAHBIX MATEPHATOB /1A CTEPH/ITH3AIIHOHHBIX,
OHEPAIIHOHHBIX, YHCThIX HTOMELEHHI; AHTHCEINTHYECKHX H AE3HHOHI[HPYIOLUIHX CPEJCTR

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

inIﬂO}KeH He SBJIAETCS HEOTHEMJIEMOH YacThIO cepmd: HKaTa COOTBETCTBHUSA

Ocnoeanue: Pewenue Opeana no cepmugpurayuu Ne 0096 om 24 suneapa 2024 200a
HACTORUIHA CEPTHOHKAT OBAIBIBAET OPTAHHIAIHIO TOUIEPAHBATE COCTOAHHE NPOUECCOB CHCTEMbI MEHEUKMEHTA KAYECTBA B PABOTOCIIOCOBHOM
COCTOAHWH B COOTBETCTEHE C TPEROBAHHAMH BRIUEYKATAHHOT O CTAHJAPTA, NIOATBEPAIATE 3T0 COOTRETCTBHE PESYALTATAMH NPOXOWKIEHHA
EXRECOAHOTO HHCHEKIHOHHOTO KOHTPOJIS B OC CM 000 «HCO KOHCAJTHHT » BO HPEMSA BCENO CPOKA AEACTEHA CEPTHOHKATA,

Hama evioauu: 24.01,2024
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C.A. KOPKHH

PykoBoauTe/ib

OENIEPANLHOE ATEHTCTBO M0 TEXHUYECKOMY APOBAHUIO U METPONOIAX
Cucrema pobposonbHoii cepTudukaumun «MHTepCepTTecT», PerucTpaumonssiit NePOCC RU.3570.041LA00
FonosHoii opraH no cepTudukauywm «EspoCraHaapr-ceptudmka» OIPH 1097746081498




Cucrema Ceprudukanmuu

ponyxiuu, Pabor u Yeayr, Cucrem Menemxmenta

HNuarepCeprtTect

Ipuaoxenne
fAIBJIIETCH HEOThEMJIEMOM YaCThI0
ceprudpuxara Ne POCC RU.C.041IA.CK.2015

Obaacrs cepTHOHKANHHN CHCTEMbI MEHEIKMEHTA KAYeCTBA

[lpoextupopanme, pazpaborka, NpoM3BOACTBO M peanu3alus MEAMIMHCKUX M3/EIUi: XUMHUYECKHX M
OHONOTMYECKHX HHMKATOPOB KOHTPOJIS CTEPHIH3ALIN, Ae3UHPEKIMN ¥ 00e33apakuBaHms; yCTPOHCTB
KOHTPOJIA NpOLECca CTEPUIIM3ALIMM; HHIMKATOPOB SKCTIPECC-KOHTPOS KOHLEHTpaLMii pabounx pacTBOpOB
NEIMHQULMPYIONMX ¥ CTEPUIM3YIOLIMX CPEeACTB,  WHIAMKATOPOB  KOHTPOAs  dddekTuBHOCTH
MPEACTEPUIU3AUNOHHON OYMCTKH  MEIMLMHCKHX MHCTPYMEHTOB; YIaKOBOYHbBIX MaTepuanoB Juis
(pMHMLIHON CTEepHIH3ALIMKM U CTUPKM; MHMKaTOPOB KOHTPOJIS XOJI040BOM HENH; PaCXOAHbLIX MATEpPHAIOB
AJA CTCPHITH3ALIMOHHBIX, ONEPALIMOHHBIX, YHCTBIX MOMELIEHUH; aHTHCENTHYECKHX M e3MHPULMPYIOLIMX
CPEACTB 3a MCKIOYeHHeM 1.7.5.3, n. 7.5.4, n. 7.5.6 B uyactu Banuanuu NPUMEHEHHS KOMIBIOTEPHOTO
NpOrpaMMHOro 0GecreyeHns, HCrOMb3YEMOro B NPOM3BOICTBE U OOCTyKHBaHUH, 1. 7.5.9.2, n. 7.5.10, m.
8.2.6 B yacTH 3amuCeH, IS UMIIAHTAPYEMBIX H3ETHH, 110 MACHTUDUKALME TIepcoHaia, MpoBOAILIEro
o0bie BUABI KOHTPOJst WK Menbitanuii [OCT ISO 13485-2017 (ISO 13485:2016)

ObmecTBY € OrpaHHYeHHON OTBETCTBEHHOCTHIO
Hayuno-npousBojacreennas pupma «BUHAP»,

BKJTIOYast:
Ipoussoacreennas niouaaxa OO0 «HITd «BUHAP»:

141009, MockoBckas o6actb, r. Mertuinu, yi. Kononuosa, 1.17/2

IIpoH2BOACTBO MEAMUMHCKMX M3CIMA; XHUMHYECKMX M OHOJIOTHMUYECKUX MH/IMKATOPOB  KOHTPOJIs
CTepuiM3aLuy, Ae3sHH(peKuMH W o0e33apakuBaHMs; YCTPOHCTBA KOHTPOJS mpolecca CTEePUIIN3ALINMU;
MHMKAaTOPOB  OKCMPECC-KOHTPOJI  KOHUEHTpauuii  paboumx  pacTBOPOB  A€3MHOMUMPYIOLIMX K
CTCPHIIM3YIOIMX CPEJICTB; WHAMKATOPbl KOHTPO/A >(PMEKTHBHOCTH NPEACTEPUIM3ALIMOHHON OYUCTKH
ME/IMUIMHCKHX WHCTPYMEHTOB; HHIMKATOPOB KOHTPOJA XOJOJ0BOW MM PACXOHBIX MATEPHUANOB LIS
CTEPUIM3ALIMOHHBIX, OTIEPALIMOHHBIX, YACTBIX MOMELEHMH

IIpouseoacreennas mwiowmanka OO0 «HITD «BUHAP»:

C.A. KOPKHH

PykoBoauTenb
Oprana no ceprudukaunu

: NPEPVAD
Cuctema nobposonbHoi ceptudukaumn «MHTepCeprTectyPe MCTpauuoHHei NePOCC RU.3570.04LLA00
FonosHoi opraH 1o cepTudmkalum «EspoCTaHgapT-ceptudukas OTPH 1097746081498
Appec: 121352, . Mockea, yn. [lassigkosckas, 4. 3, Ten. 8 (800) 100-0037
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