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OPTAH IO CEPTUOUKALUHA
CHUCTEM MEHEJIKMEHTA
000 «Tect-C.-IleTepOypr»

Poccus, 190103, Cankr-ITerepOypr, 10-as Kpacuoapmetickast yir., jom 22, autep. A,
ter./dakc +7 (812) 334-02-62, E-mail: cert@test-spb.ru

ArTtectat akkpeauranuu Ne POCC RU.0001.13CK03
PenepaybHOH cayKObI HO AKKPeAUTALHH

CEPTUDOUKAT

Peruncrpaunonnsiii Ne POCC RU.13CK03.00874 o1 27.12.2019

Hacrosmmm YAOCTOBEPSACTCS, YTO CUCTEMa MCHECPKMCHTA Ka4eCTBa OpraHu3alnuni -

PeaepajibHOE FOCYyIaPCTBEHHOE YHUTAPHOE MpeANPUATHE
«Cankr-IleTepOyprekuii Hay4HoO-MCCIeI0BATEIbCKHH
NHCTUTYT BAKIUH U CHIBOPOTOK M NpeanpusiTue mno
IPOU3BOACTBY OAKTEPUNHBIX NIPENapaToBy
PenepaJbHOro MeANKO-0M0JI0TrNYe€CKOr0 areHTCTBA

(®I'YI CIIGHUUBC ®MBA Poccun)

198320, Poccusi, Canxr-Ilerep0Oypr, r. Kpacuoe Ceuo, yia. CBoGoasl, a. 52

COOTBETCTBYET TpeOOBAHUSIM

I'OCT ISO 13485-2017

OPUMEHHUTCIIBHO K CJICAYIONINM 00J1acTsIM JIeATEeIbHOCTH

Paspaborka, npon3BoACTBO, XpPAaHEHHE U NMOCTABKA MEIUIHHCKHX
H3/1e/JIMIi: peareHTbl, HAa0OpPbI peareHToB, KaJTHOPOBOYHbBIE H
KOHTPOJIbHBIE MATEPHAJIbI 1JIs1 AMATHOCTHKM In Vitro (CbIBOPOTKH,
CYCIIEH3HH, PACTBOPbI U NUTATE/bHbIE CPebI)

% \PyKosooumens
Opztm\a no cepmuukayuu

V4 \\%ﬁuf e

Jlata npuHATHS peLIeHus O cepTH(HUKALMH: 27.12.2019
Jata oxoH4yaHus AeicTBUS cepTUdUKaTa: 26.12.2022 1\

Hata nepBuuHON cepTUdUKALIMU: 27.12.2019

Digitally signed by Margind Veaceslav A.B. A 8DAMEHKO

Date: 2021.03.02 07:54:39 EET
Reason: MoldSign Signature
Location: Moldova

JlanHblii cepTuuKaT HelelicTBUTE/IeH PU HEBBINOJIHEHNH YCJI0BUIH cepTuUKaLNU.
Ymomm cemebm\aunn ﬂpe}]CTaB JIeHbl Ha I/lHTepHeT caiite no anpeC\ www.test- spb ru
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MANAGEMENT SYSTEMS
CERTIFICATION BODY
Test-St. Petersburg Co. Ltd.

22, lit. A, 10th Krasnoarmeyskaya st., St. Petersburg, 190103, Russia
Phone/fax +7 (812) 334-02-62, E-mail: cert@test-spb.ru

Accreditation certificate Ne POCC RU.0001.13CK03
of Federal Service for Accreditation
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CERTIFICATE

Registration Ne POCC RU.13CK03.00874 dated 27.12.2019

This is to certify that Quality Management System of the company

The Federal State Unitary Enterprise
«Saint Petersburg Scientific Research Institute of
Vaccines and Serums and Biopharmaceutical Plant»
under Federal Medical Biological Agency

(FSUE SPbSRIVS FMBA of Russia)
52, Svobody St., Krasnoe Selo, Saint Petersburg, 198320, Russia

meets the requirements of

GOST ISO 13485-2017

applied to the following scope of activities:

Development, production, storage and delivery of medical devices:
reagents, sets of reagents, calibration and control materials for in vitro
diagnostics (serums, suspensions, solutions and nutrient medium)

Date of the certification decision: 27.12.2019 > ‘\\Head of
( e?‘ﬁﬁcatton Body
Expiry date: 26.12.2022 | o 5“
= R : T i
Initial certification date: 27.12.2019 d ,é(/

Failure to meet the conditions of certification makes the certificate invalid.
Condltlons for certlﬁcatlon are av allable at the web site at www.test- spb ru
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THE INTERNATIONAL CERTIFICATI

CERTIFICATE

Test-St.Petersburg Co. Ltd. has issued an IQNet recognized certificate that the organization:

ON NETWORK

=,
<

The Federal State Unitary Enterprise
«Saint Petersburg Scientific Research Institute of
Vaccines and Serums and Biopharmaceutical Plant»
under Federal Medical Biological Agency

(FSUE SPbSRIVS FMBA of Russia)
52, Svobody St., Krasnoe Selo, Saint Petersburg, 198320, Russia

has implemented and maintains a
Quality Management System
for the following scope:
Development, production, storage and delivery of medical devices:

reagents, sets of reagents, calibration and control materials for in
vitro diagnostics (serums, suspensions, solutions and nutrient medium)

which fulfils the requirements of the following standard:

ISO 13485-2016

Issued on: 2019-12-27
First issued on: 2019-12-27
Expires on: 2022-12-26

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as

a stand-alone document
«“EETERJO(@

Registration Number: RU-13CKO03.00874

Alex Stoichitoiu /Andrei Vinogradov
President of IQNet Director for certification
Test-St. Petersburg Co. Ltd.

; IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



OobmecTBO

¢ OrpaHUYEeHHOH
O0TBETCTBEHHOCTBHIO
«Tecr-C.-IleTepbypr»

(000 «Tect-C.-lleTepoypr»)

Test-St.Petersburg
Company

Limited
(Test-St.Petersburg Co. Ltd.)

PEILIEHUE

O BBIJIAYE CEPTU®UKATA COOTBETCTBHUSI CUCTEMBI MEHE/I’KMEHTA

Ha3ssanue opranusaumn | degepansHoe rocyfapCTBeHHoe yHutapHoe | [eno Ne 464
npeanpusTre «CamkT-NeTepOyprekuit Hayy4Ho-
NCCNEAOBATENbCKAM MHCTUTYT BaKUMH M CbIBOPOTOK W
NPeAnpuATME N0 MPOM3BOACTBY  DaKTEPUIHbIX
npenaparoB» PefepanbHOro MeanKo-b1onornyeckoro
areHTcTBa
(@ryn CneHMMBC ®MBA Poccuu)
Azpec Poccus, 198320, Cankr-Metepbypr, r. Kpacroe Ceno, yn. Ceo6oab!, 4. 52
Crangapt FOCT ISO 13485-2017 (ISO 13485:2016) CekTop EA 13
Bug ayauta CepTucukaums 34, ven. 165

1. OpraH no ceptucivkaLmm CM npuHsn peLuenme BbifaTh cepTUdmKkaThi COOTBETCTBHS

Ne POCC RU.13CK03.00874, Ne RU-13CK03.00874 o 27.12.2019 cpokom 4o 26.12.2020,

Ha COOTBETCTBME TPeHOBaHUAM CTaHaapTa NPUMEHNTENBHO K Crieaylollen oBnacTi cepTudmKkaLmm:

Paspabomka, npouseodcmeo, xpaHeHue U nocmaska MeQULUHCKUX U30emuLl: peazeHmsbl, Habopbl peazeHmos,
KanubposoYHbIe U KOHMPOMbHbIE Mamepuans! Ons OuaeHOCMuKu in Vitro (CbIBOPOMKU,  CyCneH3uu, pacmeopb! U
numamefibHbie cpedbl)

2. OCHOBaHUS 118 Bblgaun ceprn/gbmggfé;gpq}agTCTBMﬂ:
- MpoTokon o pesynbTarax paceMOTpeHus. peayrbTaToB ayauTa ot 26.12.2019
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THE INTERNATIONAL CERTIFICATION NETWORK
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OMS Ne 097 A FSMS Ne 0131
EMS N2 041D OHSMS Ne 037 F
Signatory of EA, IAF and ILAC
Mutual Recognition Agreements
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