object of conformity
confirmation
RA RU13HASO Lamiisetoh o 15013485:2016

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, DAVYDKOVSKAYA 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.041lIA.CK.2015

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

("RPC "VINAR", LLC)

TIN 5023001024
Office VIIL, Building 7A, 5, 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 ORGANLZATION 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 "150 CONSULTING" LLC MANAGEMENT SYSTEM CERTIFICATION BODY WITHIN THE ENTIRE PERIOD OF THE CERTIFICATE DERATION,

Issued 24 January 2024 — Expiry date: 24 January 2027
o DT (If the inspection control is passed)

S.A. KORKIN
Head of the 5
Certification Body

FICM Al
wien

Certification parent body “EuroStandard - certifica” OGRN 1097746081498
Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923




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 di sinfecting 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

31b, Bolshaya Protechnaya str., Pereslavl-Zalessky, Yaroslavl region, 152020,
Production medical devices: packaging materia g
disinfectants '

S.A. KORKIN

Head of the
Certification Body
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Goodwill Certification System *InterSertTest", ReguSBoNNe
Certification parent body "EuroStandard - certifica” OGRN 1097746081498
Address: 121170, Moscow, Kutuzovskiy prospect 36, build. 3, tel: (495) 744-2923
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®EAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALMOHHOE YAOCTOBEPEHHE
HA ME,ZIHI.;HHCROE U3AEJIUE
or 27 aBrycrta 2019 rona Ne ®CP 2009/05017

Ha menunmackoe n3genue

HNuaaKaTopbl XHAMHYECKHE 0JHOPa30Bbie BO3AymMHOM cTepuiananuu MeaC-B
B ncnoanenunx: MeaHC-B-180/60, MexC-B-180/60-1

no TY 9398-032-11764404-2004

Hacrosimee perucTpaiiiOHHOE YI0CTOBEPEHHE BhIIaHO

O6mecTBO ¢ OrpaHHYeHHON oTBeTcTBeHHOCTHIO '"Hayuno-nponssoacreennas pupma
"Bunap" (OO0 "HII® "BHHAP"),

Poccus, 105094, Mocksa, yi. lN'ocnuraasusiii Baj, A. 5, crp. 7A, nomem. VIII

ITpown3ssouTens

O06mecTBO ¢ OrpaHHYeHHOM 0TBeTCTBeHHOCTHIO '"Hayuno-npou3BoacreenHas pupma
"Bunap" (OO0 "HII® "BHHAP"),

Poccusn, 105094, Mockea, yi. locniaraasusiii Baj, 4. 5, crp. 7A, nomem. VIII

MecTto npou3BoACTBa MEAUIIMHCKOIO H3AEIUS
000 "HII® "BUHAP", Poccus, 141009, Mockosckas 061acts, r. MeIrTaHms,
yia. Kononuosa, . 17/2

Howmep perucrpammonsoro aocse Ne P/1-27958/39246 ot 03.07.2019
Kitacc noTeHIHaNIBEHOrO PHCKaA IIPHMEHEHUS MeIUIIMHCKOro u3aenmus 1

Kox O6mepoccuiickoro kinaccupukaropa npoyKiiy 0 BUjaM SKOHOMHIECKOH
nesrenpHOcTH 32.50.50.190

npukasom Pocanpasramopa ot 27 aerycra 2019 rond &631'% d
JONyIEHo k obpamennio Ha Teppatopun Poccuiickoit Denepausd,/

3amecTuTens pykosoauTeas PeaepaabHoi ciayxbbr -
10 Ha/30py B cdepe 3ApaBoOXpaHeHHs
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®EAEPAABHAS CAYKBA TTIO HAA3OPY B COEPE 3APABOOXPAHEHWS
(POC3APABHAA3OP)

PETUCTPALUIHOHHOE YAOCTOBEPEHHE

HA MEJWLIHHCKOE U3AEJIHE
or 28 mioaa 2016 rona Neo P3H 2015/3070

Ha menuimmHcKkoe u3aesue
MuankaTopsl XHAMAYECKHE /ISt KOHTPOJIS NAPOBOH CTEPHIIH3AHH MHOTOPEXKHMHBIE
onuopasosbie no TY 9398-110-11764404-2014

Hacrosiee perucTpalliOHHOE YI0CTOBEPEHHE BBIIAHO

4| O6mecTBoO ¢ OrpanuYeHnHol oTBeTcTBeHHOCTHIO "HayuHo-npousBoacTBeHHasn pupma
| "BUHAP" (OOO "HII® "BHHAP"), Poccus,

105094, MockBa, Il'ocnuraasasii Bau, 1. 5, crp. 7A, nom. VIII

[TponssoauTens

O6mecTBO ¢ OrpaHHYeHHON oTBeTcTBeHHOCTHIO ""Hayuno-nponssoacrsennan gpupma
"BUHAP" (OOO "HII® "BHHAP"), Poccus,

105094, Mocksa, [ocniuraabHblii BaJ, 1. 5, eTp. 7A, nom. VIII

MecTo IPON3BOACTBA MEAHIIMHCKOTO H3/IETHA
000 "HII® "BUHAP", 141009, MockoBckas 06.1., r. MeiTHmH, yJi. Kononnosa,
1712

| Homep perucrpanpontoro gocke Ne PJI-12313/20482 ot 20.07.2016

Bun memununckoro usaenus 181260

Kiace moTeHIHAMbHOrO PHCKA IPHMEHEHHs MeJIMIMHCKOro u3tenus 1

Kon O6mepoccriickoro kKiaccupukaTopa mpoAyKIHy U MEJTHIIMHCKOTO H3enus 93 9854

Hactosmee PEruCTpPallMOHHOE YIOCTOBEPEHHE HMECT IMPHIIOMKEHHE Ha | nucTe

o

npukasom Poc3pasrazzopa o 28 mionsf 2016301 Ne-762
JOMYIEHO K 0OpalleH o Ha TePPHTOPHE : AHCK . _,‘~ !
Pyxosoaurtens ®eaepanbHol cayx0b1 ‘ &7
110 HAA30pYy B chepe 3APaBOOXPAHECHH T




OEAEPAABHASA CAYJKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

K PETUCTPALIUOHHOMY Y I0CTOBEPEHHIO
HA MEAMLUMHCKOE U3EJIUE

or 28 uroasn 2016 roaa Ne P3H 2015/3070
Jluer 1

Ha mennumHcKoe u3jenne

HMuaukaTopsl XMMHYECKHE /18 KOHTPOJIS IAPOBOH CTePHIHIAUNH MHOTOpPeKHMHbIE
oanopasosbie mo TY 9398-110-11764404-2014:

1. Unukatop XuMAYecKHi U1t KOHTPOJIA NapoBOil CTEPHITH3AINA MHOTOPEXHMHBIH
onuopasoBsii «CtepuKOHT-TI-A» s pexumoB cTepuinsauuy «120 °C, 45 mun», «126 °C,
30 mum», «132 °C, 20 Mun».

2. UHauMKaTOp XAMHAYECKHAH ISl KOHTPOJIA TapOBOi CTEPAIH3AIMH MHOTOPEKHMHBIA
onropa3sossiit «Ctepu TECT-TT-A» s KOHTPOJIA YCAOBHH BHYTPH M3/IEHi U YIAKOBOK B
pexumax crepunmsanuu «120 °C, 45 muny, «126 °C, 30 muny, «132 °C, 20 man».

3. UnaukaTop XHMHYECKAH JUIsi KOHTPOIS MapoBOH CTEPHIH3ALMH MHOTOPEKMMHBIA
onopaszosiii «AHTECT-II-A» ¢ IByMs MHIHKATOPHBIMHM METKaMH /U1 KOHTPOJIS yCIOBHI
KaK BHYTPH H3/1e/THil W YIIaKOBOK, T4k W CHApYXH B pexmMax crepummsanuu «120 °C, 45
MEHY, «126 °C, 30 mum», «132 °C, 20 Mmun».

4. VMaHKaTOp XAMHYECKHI JUIS KOHTPOJIS TApOBO# CTEPH/IN3alMA MHOTOPEKAMHBIN
ontropasosstii «AHTECT-TI®-Ax» m1s peskumon creprmsanun «121 °C, 20 mun», «1 | SR
10 mun», «134 °C, 5 Many.

5. MuaukaTop XAMUYECKHIA 1711 KOHTPOJISA apoBO# CTEPHITM3AIAH MHOTOPEXHMHBIH
omHopazossiit «ARTECT-TI®8-Ay s pexumos creprmmsanu «121 °C, 15 muny», «126 °C,
10 muny, «134 °C, 5 mus».

6. MuukaTop XUMHYECKHIT JUISl KOHTPOJIS ITAPOBOM CTEPHIIM3ALAH MHOTOPEXKHMMHBIH
onHopazosslii « MHTECT-T1M9-A» juis pexXUMOB CTEpPHITH3ALHH «121 °C, 20 mun», «126 °C,
10 muny, «134 °C, 7 Mus).

7. UHMKaTOp XMMHYECKHH /I KOHTPOJIA NIapOBOH CTEPHIIM3AIIMH MHOTOPEKIMHBIH
oauopazonsii «AHTECT-TI®10-A» mns pexuamoB crepumsaimy «120 °C +137 °Cy.

Pyxosogateas Penepannuoit couymbobr

10 HAA30pYy B cdepe 3ApaBoOXpaHeHHSA ML.A. Mypamko

0023512
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