OPT'AH [10 CEPTU®HKALIHH
ACCOITUALIMSA 110 CEPTUOHKAIIMH "PYCCKHI PETUCTP"
ATTECTAT AKKPEJUITALIMK GEJAFEPAJIBHOH CJIY)XBBI

ITO AKKPEJIMTAIIHUN Ne POCC RU.0001.21T°'A45

CEPTUDOUKAT

HacToamum YAOCTOBEPACTCSH, YTO CHCTEMA MEHEIKMEHTA Ka4€CTBa

O0mecTBa ¢ OrpaHU4eHHON OTBETCTBEHHOCTHIO

"IKCHepTHRIE JIa0opaTOpHbIE TEXHOJIOTHH "
yi. Boabmepomackasn, 15, nom. 106, Jlyoua, Mockorckad 06.1., 141981, Poccns

OLLIA IIpOBepeHa U NPH3HAHA COOTBETCTBYOIIEH TpeOOBaHHAM CTAHAAPTA

TI'OCT ISO 13485-2017

B OTHOIIEHHH Pa3paloTKH H MPOU3BOACTBA MEIUUMHCKHX H3CTHH
JJISl TMATHOCTHKH in vitro: HaGopoB peareHToB 1/ AHATHOCTHKH MapKepoB
HH(EeKIHOHHBIX 3a00/1eBaHUI MeTOXaMH HMMYHOQEPMEHTHOIO AHATH3A
H BLICBOOOMKAEHHS raMMa-uHTepdepoHa

Ne: 23.1485.026
or 14 gexadpsa 2023 r.
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‘P_vti\‘nmn/{mh opraMa 1o cepTHQUKANNH

Ceprudukar neiicraureien 1o 14 nexabps 2026 r. |

[IpHI0®ERHE ABIACTCA HCOTBeM.IeMOl dacThiy ceprHpukara. JeicTBie CepTHRMEATE PACTIPOCT PAHACTCS
TO.IBKO Had IIOUELIKK KOMIIGHHH, VKQ3aHHLIE B HACTORLEM cepTHduKare. CepTadiKaT TePALT CHIY B C.Iyyae
HCHBINO.THEHM VCI0BHHA ceplidranmn (hitp:/ www rusregister.ru doe:004.00-105.pdf).

Aceounatua no cepribuxkauni "Pyccknit Pernetp” np. Puvckoro-Kopeakosa, 1 1. Cangr-Tletephypr. 141121, Pocens
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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

Expert Laboratory Technologies, LL.C

15, Bolshevolzhskaya Str., room 106, 141981, Dubna, Moscow region, Russia

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

GOST ISO 13485-2017

in respect of development and production of medical devices for in vitro
diagnostics: reagent kits for diagnostics of infectious disease markers by
methods of enzyme immunoassay and gamma interferon release

No: 23.1485.026
of 14" December, 2023

f /'/' _};“{:.— = (B a0 )
i W ' G Aﬁ'lﬂdmnrt.' \!
«_Head of Certification Body

This certificate is valid until 14™ December, 2026

|
The annex is an integral part of the certificate. Fhe centificate covers only those sites of the company which
are stated in this certificate. [his certificate becomes invalid if’ conditions of certilication are not fulfilled
thttp://www.rusregister.ru/doe 004.00- 103, pdl).

Certification Association "Russian Register” 101 Rumshogo-korsakova Ave . 190121 Saint Petersburg. Russia
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CUCTEMA CEPTUDGUKALIMM PYCCKOT'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

NMpunoxxenne k Ceprndukary
N¢ 23.1485.026
oT 14 nexabpna 2023 r.

O6nactb cepruPukaLmm CUCTEMbl MEHEDKMEHTa
O6uiecTBa C OrpaHMYeHHOW OTBETCTBEHHOCTbIO
"JKcnepTHbie 1abopaTopHbie TEXHONMOrMKn"

1. Bugbl  fedTenbHOCTM:  paspaboTka WM NPOM3BOACTBO  MEAULIMHCKUX uspenvi
ANS AMArHOCTMKM in vitro: Habopoe peareHToB AnA  AMArHOCTMKW - MapKEpoB
WHDEKLUMOHHbIX  3ab0oneBaHnit  MeTogamn  MMMYHO(EpMEHTHOrO  aHanusa W
BLICBOBOXKAEHUA raMMa-uHTepdepoHa.

2. TpeGoeanua n. 7.5.2 a, b, d, €; 7.5.3; 7.5.4; 7.5.9.2; 7.5.10; 8.4 FOCT ISO 13485-2017
He NpUMeHKMBI K obnactn ceptugukaiimm CMK.

A.B. énaqnmnpueB

j“f%-g‘ ’/L &{{,C{?/‘

PykoBOAMTEND OpraHa no cepTidukaumi =R




CUCTEMA CEPTUDOUKALWW PYCCKOI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N¢ 23.1485.026
of 14t December, 2023

Certification scope of management system of
Expert Laboratory Technologies, LLC

1. Kinds of activity: development and production of medical devices for in vitro diagnostics:
reagent kits for diagnostics of infectious disease markers by methods of enzyme
immunoassay and gamma interferon release.

2. The requirements of p. 7.5.2 a, b, d, e; 7.5.3; 7.5.4; 7.5.9.2; 7.5.10; 8.4 f GOST 1ISO
13485-2017 are not applicable to the certification scope of QMS.

[/ @3 R — L«_~<-€£7
Head of Certification Body [ Al X f A. Vladimirtsev




