O6wecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbIO

«HayuyHo-npoussogcTeeHHas dupma «BUHAP» (000 «HMN® «BUHAP»)

105094, Mocksa, yn. FocnuTanbHbii Ban, oM 5, cTp. 7A, nom. VIII +7 (495) 988 7667
HAY4HO- ”P°”35°“CT*35“””"* 4 105094, Poccus, r. Mocksa, a/a 26 vinar@vinar.ru www.vinar.ru +7 (800) 201 0202

MACMNOPT KAYECTBA

UHAMKaTopbl NapoBOM CTepUIM3aLMM XMMUYECKMEe

e opHopaszoeble «CTEPUTECT-M-132/20-02»
TexHuyeckme
yCI0BUS TY 9398-042-11764404-2003

PerncrtpaumoHHoe Ne P3H 2013/40 ot 08.02.2013 r.

yA0CTOBEpPEHME
o""oaoﬂb"i,
CepTHgMRar Ne HPK RU. PLIO1.H.00043 ot 18.06.2020 ‘o x
COOTBETCTBMS B
Kog OKMNA 2 32.50.50.190
MapTtus 1262032
[Jata usrotoeneHma  Mapt 2022 r.
FapaHTUKMHbIM CPOK 36 MecALEeB
YcnoBua XxpaHeHma B COOTBETCTBUM C MHCTPYKLMEN MO NMPUMEHEHMIO
TexXHUYeCKMe noKasaTesiu:
HarmeHoBaHKWe nokasarens Hopma 3Ha4yeHue
TexHU4ecKkne xapaktepucTnkm | TY 9398-042-11764404-2003 CooTBeTcTBYET
CootBetctBMe NOCT Knacc 4 CooTBeTCcTBYET
no F'OCT ISO 11140-1-2011
BbiBoa: [Ipodykyusa coomsemcmayem s8cem YCMAaHoB/IeHHbIM Mpe6osaHUAM
/‘{&fp . TOCANCKAS B.H.
7 m Fm ()

Digitally signed by Ceaicovschi Tudor
Date: 2024.02.27 13:04:17 EET
Reason: MoldSign Signature
Location: Moldova




® 105094, Mocksa, yn. FocnutanbHbIM Ban, gom 5, ctp. 7A, nom. VIl +7 (495) 988 7667
HAYYHO-MPOU3BOACTBEHHAS

» O6wecTBoO C OrpaHu4yeHHoMm OTBETCTBEHHOCTbIO
» «Hay-lHo-npousaop,CTBeHHas dupma «BUHAP» (000 «HN® «BUHAP»)
A < 105094, Poccus, r. Mocksa, a/s 26 vinar@vinar.ru www.vinar.ru +7 (800) 201 0202

MACMOPT KAYECTBA

WUspenue UHanKaTopb XUMHU4eCKne ofHOpa3oBbie BO3/YLUHOM
cTépunusaumm «MegMC-B-180/60>

TexHuyeckume

YC/I0BUS TY 9398-032-11764404-2004

PerucrpaumoHHoe Ne ®CP 2009/05017 oT 27.08.2019 r.

yAocTtoBepeHue
Koz OKNJ 2 32.50.50.190
MapTtusa 2082062

Aata usrotoBnenns  MUious 2022r.
FapaHTUiHbIN cpok 36 MecsuesB

YcnoBus xpaHeHns B cooTBeTCTBUM C MHCTPYKLMEM MO NpUMEHEHMI0

TexHuuyeckue rnokasartesum:

HanmeHoBaHue nokaszatens Hopma 3Ha4yeHue

TexHuyeckme XapakTePUCTMKM | TY 9398-032-11764404-2004 CootBetcTBYET

CootBetcTeme MOCT Knacc 4 CootBeTcTBYET
no MOCT ISO 11140-1-2011

BoiBoa: Mpodykyus coomsemcmsyem 8cem YCmaHoBIeHHbIM mpebosaHusam

HAYA nbHmk 0KK
GOG«HH‘P«BHHAP»
JIEHE XKuHa E.A,




object of conformit
confirmation
RARUBHASO 1 § 150 13485:2016

Certification System

Works and Services, Management Systems

InterSertTest

MANAGEMENT SYSTEM CERTIFICATION BODY
OF LIMITED LIABILITY COMPANY
"ISO CONSULTING"

PREMISES 126, 127, 128, AND 129, BLOCK 2, FLOOR 2, 3, DAV¥DKOVSKAYA STR., Moscow, 121352
UNIQUE NUMBER OF THE ACCREDITATION RECORD IN THE REGISTER OF ACCREDITED PERSONS: RA.RU.13HA90)

CERTIFICATE OF CONFORMITY

Issue 2. QMS is certified since January 2021
Ne POCC RU.C.0411IA.CK.2015

Is given to: ""Research and Production Company "VINAR"
Limited Liability Company

("RPC "VINAR", LLC)
TIN 5023001024
Office VIII, Building 7A, 3, Gospitalniy Val, Moscow, 105094

THIS CERTIFICATE CERTIFIES THAT

QUALITY MANAGEMENT SYSTEM AS APPLIED TO DESIGN, DEVELOPMENT, PRODUCTION AND SALES OF THE
FOLLOWING MEDICAL DEVICES: CHEMICAL AND BIOLOGICAL STERILIZATION, DISINFECTION AND
DECONTAMINATION INDICATORS; PROCESS CHALLENGE DEVICES; CHEMICAL INDICATORS FOR
DISINFECTING AND STERILIZING SOLUTIONS CONCENTRATION CONTROL; WASH MONITORING AND PRE-
CLEANING TESTS; PACKAGING MATERIALS FOR STERILIZATION AND WASHING; "COLD CHAIN' CONTROL
INDICATORS; DISPOSABLES FOR STERILIZATION AREAS, OPERATING ROOMS AND CLEAN AREAS;
ANTISEPTICS AND DISINFECTANTS

COMPLIES WITH THE REQUIREMENTS OF
ISO 13485:2016

The Appendix forms are integral part of the Certificate of Conformity
By virtue of: Decision of the Certification Body Ne 0096 dated 24 January 2024

THIS CERTIFICATE SHALL BIND THE ORGANIZATION TO MAINTAIN THE STATE OF THE QUALITY MANAGEMENT SYSTEM IN THE WORKABLE
CONDITION IN COMPLIANCE WITH THE REQUIREMENTS OF THE ABOVE STANDARD, TO CONFIRM THIS COMPLIANCE BY RESULTS OF THE ANNUAL INSPECTION
CHECK-UP IN "1SO CONSULTING" LLC MANAGEMENT SYSTEM CERTIFICATION BODY WITHIN THE ENTIRE PERIOD OF THE CERTIFICATE DURATION,

Issued 24 January 2024 e o Expiry date: 24 January 2027

(If the inspection control is passed)

S.A. KORKIN
Head of the :
Certification Body

ACREGULATIONAND METROLOGY

Goodwill Certification System “InterSertTest”, Reé i ePOCC RU.3570.04LLACO
Certification parent body “EuroStandard - certifica” OGRN 1097746081498

Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923
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Certification System

Works and Services, Management Systems

InterSertTest

Appendix
Is an integral part of
Certificate Ne POCC RU.C.04111A.CK.2015

Scope of Certification of the Quality Management System

Design. development, production and sales of the following medical devices: chemical and
biological sterilization, disinfection and decontamination indicators; process challenge devices:
chemical indicators for disinfecting and sterilizing solutions concentration control; wash
monitoring and pre-cleaning tests; packaging materials for sterilization and washing; “cold chain”
control indicators; disposables for sterilization areas, operating rooms and clean areas; antiseptics
and disinfectants except p. 7.5.3, p. 7.5.4, p. 7.5.6 in terms of the validation of the application of
computer software used in production and service provision, p. 7.5.9.2, p. 7.5.10, 8.2.6 in terms of
records, for implantable products, for the identification of personnel conducting any type of control
or testing ISO 13485:2016

"Research and Production Company "VINAR"
Limited Liability Company,

Including:
Production site "RPC "VINAR", LLC
17/2 Kolontsova str., Mytishchi, Moscow region, 141009
Production medical devices: chemical and biological sterilization, disinfection and decontamination
indicators; process challenge devices; chemical indicators for disinfecting and sterilizing solutions
concentration control; wash monitoring and pre-cleaning tests; “cold chain™ control indicators: disposables
for sterilization areas, operating rooms and clean areas

Production site "RPC "VINAR", LLC
51b, Bolshaya Protechnaya str., Pereslavl-Zalessky, Yaroslavl region, 152020,
Production medical devices: packaging mater |s~for=sterilization and washing: antiseptics and

disinfectants £oznnons

S.A. KORKIN

Head of the % ()24
Certification Body ‘ /

o
AND METROLOGY
"NePOCC RU.3570.04LLIACO
Certification parent body “EuroStandard - certifica” OGRN 1097746081498
Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923
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obBexT uomcpmemw%i

i COOTBETCTRHA £

RA RUAIHASD T'OCT ISO 13485-20178

Cucrema Cembmcaupm

Mpoayknuu, Pabor u Venyr, Cucrem Menempxmenta

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
PEATH3ALIHA MEAMIHHCKHX H3AETHH: XUMHYECKHX H BHOTOTHYECKHX HHAHKATOPOB KOHTPOIS
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 CepTl-'l(lJ 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
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OENIEPANLHOE ATEHTCTBO M0 TEXHUYECKOMY APOBAHUIO U METPONOIAX
Cucrema pobposonbHoii cepTudukaumun «MHTepCepTTecT», PerucTpaumonssiit NePOCC RU.3570.041LA00
FonosHoii opraH no cepTudukauywm «EspoCraHaapr-ceptudmka» OIPH 1097746081498

pec: 121352, r. Mocksa, yn. Jasbigkoeckas, A. 3, Ten. 8 (800) 100-0037




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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