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MOLDOVA EUROPEANA
A\V4
PEAEPAABHASA CNYXXBA MO HAA3OPY B CHEPE 3[IPABOOXPAHEH/SA
(POC3PABHA/3OP)

oT 27 aBrycta 2019 roga Ne ®CP  4)9/05017

Ha megnumHCcKoe nsgenuve

VHAMKaTopbl XMMUYECKUE 04HOPa30Bble BO3AYLLHON cTepunusaumnm MegC-B
B ncrnonHeHmnax: Meg1C-B-180/60, MegC-B-180/60-1

no TY 9398-032-11764404-2004

HacTosLee perncrpaunoHHoe y0CTOBEPEHME BblaHO

O6LWEeCTBO C OrpaHNYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HO-npon3sBoacTBeHHasA (rupma
"BuHap" (OO0 "HIMdD "BNHAP"),

Poccus, 105094, Mocksa, yn. FocnuTanbHbIn Ban, 4. 5, cTp. 7A, nomewy,. VHI

MpownssoauTens

O6L1ecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HOo-npon3soacTBeHHasa upma
"BuHap” (OO0 "HM® "BNHAP"),

Poccus, 105094, MockBa, yn. FocnuTasnbHbI Ban, 4. 5, cTp. 7A, nomely,. VHI

MecTo npon3soacTsa MEAULIMHCKOIO U3aenns
OO0 "HIMN® "BNHAP™", Poccua, 141009, MockoBcKasa 061acTb, . MbITULN,
yn. KonoHuosa, 4. 17/2

Howmep perucrtpaumoHHoro gocse Ne P[1-27958/39246 ot 03.07.2019
Knacc noTeHUManbHOro pucka npuMeHeHusa MeguLMHCKOro nsgenmsa 1

Kopg O6Lepoccriickoro knaccumkaropa npoayKuum no BugaM sKOHOMUYECKOM
JearensHoctn 32.50.50.190

npuvkasom Poc3gpaBHaasopa ot 27 asrycta 2019 roa.1 Ne 6347
[OMyLLEHO K 06paLLeHNIo Ha TeppuTopun Poccuiickon ®eaepa

3amecTuTesib pyKoBoauUTeNns ®deaepasibHOM CriyXobl i
rno Haa3opy B cepe 3apaBoOXpaHeHNs [.1O. MNasntokos

0043820



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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®EAEPAABHAS CAVKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAULIMHCKROE U3AEJIME
or 28 uroaia 2016 romra Ne P3H 2015/3070

Ha mequnuHcKkoe u3geme
HMuaukaTopsl XAMAYECKHE 118 KOHTPOJIS HAPOBOi CTEPH/IM3AIHHA MHOTOPeKHUMHBIE
onnopa3sosbie mo TY 9398-110-11764404-2014

{| Hactosimee perucTpalliOHHOE yAOCTOBEPEHHE BIIAHO

{| O6mecTBO ¢ OrpaHMYeHHO¥ 0TBeTcTBeHHOCTHIO ""Hay4uHo-nponsBoacTBeHHas Gpupma
"BUHAP" (OOO "HII® "BHUHAP"), Poccus,

105094, Mocksa, I'ocnuraasHbiii Baj, 1. 5, crp. 7A, nom. VIII

{| TIpousBoauTens

OO6mecTBO ¢ OrpaHHYEHHO 0TBeTCTBeHHOCTHI0 ''Hayuno-npoussoacreennas gpupma
"BUHAP" (OOO "HII® "BUHAP"), Poccus,

105094, MockBa, locnaraabHblii Baj, A. 5, crp. 7A, nom. VIII

3 ) Mecto IIPOU3BOACTBA MEAUIINHCKOI'O H3ICIH

Il 000 "HII® "BUHAP", 141009, MockoBckasi 00.1., r. MpiTHmu, yJi. Kojonnosa,
1772

Howmep perucrpanuonsoro gocse Ne P/I-12313/20482 ot 20.07.2016

Bun meummnckoro u3nenus 181260

|| Knacc moTeHUManbHOro prcka NPUMEHEH s METUIMHCKOTO H3/1eTHs 1

Kox O6mepoccuiickoro kiaccuukaTopa MpoayKIHuH JUIs MEeIUIHHCKOro n3nenus 93 9854

HacTosinee perucTpalMoHHOE YIOCTOBEPEHUE UMEET IPUIIOKeHHe Ha | jmcTe

& X
npukazoM PocanpasHazizopa ot 28 miong ?@}6&

JOTYIIEHO K 06pallleHuIo Ha TeppHTOpHY- PO

& G‘:c

PykoBoauTenab @enepaabHoii CIyK0bl
1o Haa3opy B cdepe 371paBOOXPAHEHHA

0021959
N




®EAEPAABHAS CAV)KBA 10 HAA3OPY B COEPE SAPABOOXPAHEHIAH ,
(POC3APABHAA3OP)

 MPUJIOKEHME

K PETUCTPALHUOHHOMY YZIOCTOBEPEHUIO
HA MEJAWLIMHCROE U3/EJIUE
~or 28 miotn 2016 rona  No P3H 2015/3070

Ha MEIHUIUHCKOE U3JEITHE :
HuaukaTopsl XHMHYECKHE AJIsi KOHTPOJIS NapOBOii c*repwmsamm Mﬂoropexmmmﬂe =
oxnopasossie mo TY 9398-110-11764404-2014: o
1. iHaukaTop XUMUYECKHH 1715l KOHTPOJIS IAPOBO# CTEPAIIM3ALHI MHOTOPSKHMHbIH

onHopa3zoseii «CtepuKOHT-II-A» st pexumoB creprmmsanu «120 °C, 45 muny, «126 °C,

30 Mun», «132 °C, 20 Mun».

2. IHauKaTOp XMMHYECKAH /I KOHTPOJIs NapOBOH CTEPHIH3ALMH MHOI‘Ope)KI/IMHBII/I
omHopa3sosbii «CTepuTECT-TI-A» /15t KOHTPOIIS YCIOBHIT BHYTPH H3JC/Hii U YIIAKOBOK B
pexumax ctepumsanmn « 120 °C, 45 muny, «126 °C, 30 muny, «132 °C, 20 Man».

3. IHAHKATOp XMMUYECKHH 11l KOHTPOJIS TAPOBOH CTEPHIH3AIME MHOTOPEKUMHBIHA
onuopasossit «<UHTECT-IT-A» ¢ 1ByMs HHAMKATOPHBIMU METKAMH U1 KOHTPOJIS YCHOBHHA

'Kak BHYTpPH H3/I€JM¥ U YIIAKOBOK, TaK M CHAPYXKH B PEKHAMAX CTEPHIIM3AIAH «120 oA
MuHy, «126 °C, 30 muny, «132 °C, 20 Muu».

4. laiuxaTop XUMUYECKUH JUTS KOHTPOJIS HApOBON CTEPUITH3AIIAA MHoropexchHLm o
onHopasosbit «AHTECT-TI®-A» ans pexumos cTeprm3ammn 121 o, 20 MHHY, «126 °C,
10 Mun», «134 °C, 5 MaH. o ‘

5. Unaukatop XMMHUYECKHH 11 KOHTPOJIS AapOBOi crepnnnsaunn MHOI‘Ope)KHMHLIﬁ :
oanopaszossii «AETECT-TTD8-A» U peXXMMOB CTEPHIIA3ALAH «121 °C, 15 Mury, «126 °C
10 muny, «134 °C, 5 Mun».

6. nauKaTop XUMUYECKUH 171 KOHTPOJIA naponoﬁ CTEPHIN3alH MHOTOPEKUMHBIH
omaopa3osklit «METECT-TIO9-Ax» anst pesxumos creprimsammy «121 °C, 20 muny, «126 °C,
10 mun», «134 °C, 7 Mmus».

7. UupukaTop XUMHYCCKUH TSl KOHTPOJISA IapOBOH CTePHIIH3AIUH MHoropemnMHHﬁ
onuopazossiit «<MRTECT-TI®10-A» nns pexumos crepumusaimy «120 °C +137 °Cy.

o
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PykobopuTens Dexepansnoii cryxobr %
110 Ha/30PY B crepe 3ApaBOOXpaHEHH
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