OPI'’AH I10 CEPTUGUKALIMU
& (K ACCOLMALIUS 110 CEPTUOUKALMU "PYCCKUN PETUCTP"
A (SRE) ¢ ATTECTAT AKKPEJUTALMU OEJIEPAJILHOM CJIYIKBbI

e [10 AKKPEJIUTALIMU Ne POCC RU.0001.21T°'A45

CEPTUDOUKAT

Hacrosimum YAOCTOBEpPHETCH, UTO CHCTEMAa MEHEKMEHTA KaveCTBa

denepabHOIo Ka3éHHOI0 y4peK1eHUs 31PABO0XPAHEHHS
"Upkyrcknii opaena Tpyaosoro Kpacnoro 3namenn Hay4Ho-
HCCJIEA0BATENbCKHI NPOTHBOYYMHBIH HHCTHTYT CHOMpPH M
Jaabuero Bocroka' ®eaepanbHoii ciayx0b1 10 HaA30py B chepe

3aMMTHI NOTpeduTe el  0/1arono.JIy4ymns 4e/10BeKa
yi1. Tpuiauccepa, 78, UpkyTcek, 664047, Poccns

Obl1a MpoBepeHa H MPH3HAHA COOTBETCTBYIOLIEH TPeOOBAHUAM CTAaHAAPTA

I'OCT ISO 13485-2017

B OTHOIICHHH NPOCKTHPOBAHHS, paapaﬁoTRn, MPOU3IBO/JACTEA H pea/in3aliii MEAHUHHCKHX

H3/1e/ il QU8 IHATHOCTHKH in Vitro HMMYHOCEPOJIOrHYeCKHM MeTOJ0M; TeXHHYECKOoro
06CaYKHBAHNSA MeIHIIHHCKHX H3/1eJIHil Ki1acca MOTEeHIHAJIbHOT0 PHCKA IPHMeHeHns 2a:
BCIOMoOraTe/ibHbie H 00medoabHIYHbIE (IKa(bI/00KCHl MeIHUHHCKHIE), MEIHIHHCKHE
H3/1e/1Hs IS JHATHOCTHKH in vitro (o6opy/1oBanne odme1abopaTopHoe
JJIS IHATHOCTHKH In vitro)

Ne: 25.1311.026

Jlara Hayana neiicteus cepruduxara: 04.12.2025 r.
Howmep penakuuu: 1
Jlata okoHuanua aeiicteua ceprudukara: 03.12.2028 r.

Howmep sbinycka: 1

Jlata nauana nepsoro cepTudukauMorHoro uikna: 04.12.2025 r. °

[lpunoxkenue  apasercs  HeoThemiemoil  wacThio  ceprudmrara.  JlelictBIT  ceprugmkara

PACHIPOCTPAHACTCA TOJNBKO Hd TUIOIIAIKH  KOMITAHHH. VE43aHHBIC B HACTOHIICM L‘L’}THIIIIIIKL{JL‘,

Ceprupukal repsact cHay B cayyae HEBBINOJIHCHHA YCA0BHH cepTHuKalu
(http://www.rusregister.ru/doc/004.00-105.pdf).
Peectp ceprudmiatos
https://rusreqgister.ru/ .—_
£
Accoumatns no cepriuduraunn "Pycexnii Peruerp”: np. Pumckoro-Kopeakosa. 1 101, Canxt-TlerepSypr, 190121, Poccns
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CERTIFICATION BODY
CERTIFICATION ASSOCIATION "RUSSIAN REGISTER"
ACCREDITATION CERTIFICATE OF THE FEDERAL
ACCREDITATION SERVICE Ne POCC RU.0001.21T°'A45

CERTIFICATE

This is to certify that the Quality Management System of

Federal Government Health Institution Irkutsk Order
of the Red Banner of Labor Research Anti-Plague Institute
of Siberia and the Far East of the Federal Service for
Surveillance in the Sphere of Consumers’ Rights

Protection and Human Welfare
78, Trilissera str., 664047, Irkutsk, Russia

has been assessed and found to be in accordance
with the requirements of

GOST ISO 13485-2017

in respect of design, development, production and realization of medical devices
for in vitro immunoserological diagnostics; maintenance of medical devices
of potential risk class 2a: ancillary and general hospital medical devices
(medical cabinets/boxes), medical devices for in vitro diagnostics
(general laboratory equipment for in vitro diagnostics)

No: 25.1311.026

Certificate Issue date: 04.12.2025
Revision number: 1 )
Certificate expiry date: 03.12.2028 ~

Issue number: 1 f

Original date of the first certification cycle: 04.12.2025

\ _._\__/laai__mf?(ev v
_of Certificetion Body

The annex is an integral part of the certificate. The certificate covers only those sites of the company
which are stated in this certificate. This certificate becomes invalid if conditions of certification are
not fulfilled (http://www.rusregister.ru/doc/004.00-105.pd .

Register of certificates
https://rusregister.ru/
24

Certification Association "Russian Register": 101 Rimskogo-Korsakova Ave.. 190121, Saint Petersburg. Russia
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CUCTEMA CEPTUOUKALIVN PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

MpunoxeHue k Ceptudukary
N2 25.1311.026
ot 04.12.2025 .

O6nactb cepTudukaLum CUCTEMbl MEHEDKMEHTaA
denepanbHOro Ka3éHHOro yupexxaeHus 34paBooxpaHeHus
"UpkyTCckuii opaeHa Tpyaosoro KpacHoro 3HaMeHu Hay4HoO-
nccnenoBaTesibCKUii NPOTUBOYYMHbIN MHCTUTYT Cubupmu n [lanbHero
Bocroka" ®egepanbHoUu cnyxxbbl N0 Hap30py B cpepe 3aLmUThl
norpebureneu u 6naronosyumns yenoseka

1. Buabl OeaTenbHOCTU: MNPOEeKTUpOoBaHWe, pa3paboTka, MNpPOM3BOACTBO W peanv3aums
MEAULMHCKUX W3AEeNU ANns AWMArHOCTMKM in Vitr0 MMMYHOCEpPOSIOrMYyecknuM MeTOAO0M;
TEXHUYECKOe OBCIYy)XXMBAHME MEAULMHCKUX M3AENWn Knacca MOTEHUMANnbHOro pucka
NPUMEHEHUs  2a:  BCNomoraTtesnbHble U 06webonbHUYHble  (WwKadbl/6OKChI
MEAMLIMHCKME), MEAUUMHCKME W3[enus Anga AMarHoctuku in vitro (obopyaoBaHue
obuienabopaTtopHoe ANs ANarHOCTUKM in Vitro).

. TpeboBaHus n. 6.4.2 (B yactn crepunbHbix MW), 7.5.2 a, b, ¢, e; 7.5.3; 7.5.4; 7.5.5;
7.5.7; 7.5.9.2; 7.5.10; 8.3.4 ana in vitro peareHToB; TpebosaHus 6.4.1 a), b); 6.4.2
(B 4actm crepunbHbix MW); 7.3; 7.5.2; 7.5.5; 7.5.7; 7.5.6; 7.5.9.2; 8.3.4 ans
TexHuyeckoro obcnyxxumaHus obopyaosanmns MOCT ISO 13485-2017 He npuUMEHWMbI K
obnactu ceptudukaumm CMK.

(

PykoBoauTenb opraHa no cepTMq)MKaLi A.B. Bnagumupues




CUCTEMA CEPTUD®UKALVN PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N 25.1311.026
of 04.12.2025

Certification scope of management system of
Federal Government Health Institution Irkutsk Order of the Red
Banner of Labor Research Anti-Plague Institute of Siberia and the
Far East of the Federal Service for Surveillance in the Sphere of
Consumers’ Rights Protection and Human Welfare

. Kinds of activity: design, development, production and realization of medical devices

for in vitro immunoserological diagnostics; maintenance of medical devices of
potential risk class 2a: ancillary and general hospital medical devices (medical
cabinets/boxes), medical devices for in vitro diagnostics (general laboratory
equipment for in vitro diagnostics).

. The requirements of p. 6.4.2 (in terms of sterile medical devices), 7.5.2 a, b, ¢, €;
7.5.3; 7.54; 7.5.5; 757, 7.59.2; 7.5.10; 83.4 for in vitro reagents;
the requirements of p. 6.4.1 a), b); 6.4.2 (in terms of sterile medical devices); 7.3;
7.5.2; 7.5.5; 7.5.7; 7.5.6; 7.5.9.2; 8.3.4 for equipment maintenance of GOST ISO
13485-2017 are not applicable to the certification scope of QMS.

Head of Certification Body (5 A. Vladimirtsev




