OPT'AH IIO CEPTUOPHUKALIMHN
ACCOLIMALIMS I10 CEPTUGUKALIAU "PYCCKWNA PEIUCTP"
ATTECTAT AKKPEJUTAIIMU GEJEPAJILHON CJIYKBBI

[10 AKKPEJJUTALIMU Ne POCC RU.0001.21I'A45

CEPTUD®UKAT

HacToamum YAOCTOBEPAETCH, YTO CHCTEMAa MEHEXKMEHTA Ka4decTBa

O6uiecTBa ¢ OrpaAHHYEHHOH 0TBETCTBEHHOCTELIO
"BUO-PAJI JIaGopaTopun'’
(000 "BUO-PA/] Jla6opaTopuu")

Huxanii CycaabHblii nep., 5, crp. 5A, Mocksa, 105064, Poccus

6bl1a MPOBEPEHA M IIPH3HAHA COOTBETCTBYIOIIEH TPEOOBAHHAM CTAHAAPTA

I'OCT ISO 13485-2017

B OTHOLIEHHH MOHTAKA, TEXHHYECKOH NMOAXEPIKKH
H TeXHHYECKOro (CepBHCHOIO0) 00cayKHBAaHH MeIHIHHCKOIO
00Opyd0BAHHS A AHATHOCTHKH in-vitro

Ne: 23.1334.026
ot 21 Hosi6ps 2023 1.
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- /M”

Ceprudukar neiicrsuternen 10 21 HoaOps 2026 1. \ G\ }?B?maumnpf@k 7

7
P_\'Reso,:m Aib opraHa no cepTHguUKaunu
_-"’-

[IpuaokeHHe SARISETCS HeOTHEM1eMON HacThi) CepTH(MKaTa. HelcTBHe CepTHMKATA PACNPOCTPAHNALSTCA
TOILKO Ha [LI0IIAIKN KOMIAHHH, YKA3AHHRIC B HACTONLEM cepThikare. CepThdkar TEPAET CUTY B Cilyvae
HEBBILIOJHCHHS YCIOBHHE CEPTH{MKALIMN (http:/iwww.rusregister.rusdoc (04.00-105.pdf).

AccoLHalig no cepTdukaunu "Pycexuii Perucetp™ np. Pumckoro-Kopcakosa, a. 101, Cauxr-IlerepGypr, 190121, Poceun
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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

Bio-Rad Laboratories Limited Liability Company

(Bio-Rad Laboratories LLC)
S, Nizhniy Susalniy Lane, Bldg. SA, 105064, Moscow, Russia

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

GOST ISO 13485-2017

in respect of installation, technical support and technical
(service) maintenance of medical devices
for in-vitro diagnostics

No: 23.1334.026
of 21% November, 2023
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' ‘_'__’,.,"i;;wadimirtsé\j g
L Headof Certification 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 certilicate becomes invalid if conditions of certification are not fulfilled
(https//www.rusregister.ru/doc/004.00-105. pdf).

This certificate is valid until 21% November, 2026

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

Npunoxenne k Ceprudnkary
N2 23.1334.026
ot 21 Hoa6pn 2023 r.

O6nacTb cepTudmKaLum CUCTEMbI MEHEAXKMEHTA
O6wecTBa ¢ OrpaHMYeHHON OTBETCTBEHHOCTbIO
"5U0-PA[] Jla6opaTopuun" (000 "BMO-PA[ JlaGopaTopnn™)

1. Buabl AesiTenbHOCTU: MOHTaX, TEXHMUECKas NOAAEPXKKa M TEXHUYECKOE (cepsucHoe)
oBCNyXMBaHWE MEAULIMHCKOTO 060pyAOBaHns AUl AMarHOCTUKK in-vitro.

2. TpeGoBamua n. 6.4.1 3, b, 6.4.2 (B yacTn cTepuabHLIX MU), 7.3, 7.5.2, 755, 756 (B
vactv MN0O), 7.5.7, 7.5.9.2, 7.6 (B uactn MNO), 8.3.4 FOCT ISO 13485-2017 He NPUMEHUMEI
K obnactu ceptudukaumun CMK.
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CUCTEMA CEPTUDUKALINU PYCCKOI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N? 23.1334.026
of 215t November, 2023

Certification scope of management system of
Bio-Rad Laboratories Limited Liability Company
(Bio-Rad Laboratories LLC)

1. Kinds of activity: installation, technical support and technical (service) maintenance
of medical devices for in-vitro diagnostics.

2. 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, 7.5.6 (in terms of software), 7.5.7, 7.5.9.2, 7.6 (in terms of software), 8.3.4
GOST ISO 13485-2017 are not applicable to the certification scope of QMS.

7 A. Vladimirtsev

Head of Certification Body
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