OPI'AH ITO CEPTUGUKALINN
ACCOLIMALINA T10 CEPTUOUKALIMUA "PYCCKHIA PETUCTP"
ATTECTAT AKKPEIUTALIMU ®FJIEPAJIBHON CJIVKEBbI

I10 AKKPEJUTALIIMHA Ne POCC RU.0001.21TA45

CEPTUDPUKAT

Hacrosmum YAOGCTOBEPHETCH, ITO CHCTEMA MEHECIRKMEHTA KadeCTBa

O6mecTBa ¢ OrpaHHYEeHHOH OTBETCTBEHHOCTHIO
"Hay4HO-NpOH3BOACTBEHHOE 00beIHHEHHE
"{narHocTHYECKHE CACTEMBI'"'

(OO0 "HIIO "/luarHocTu4yeckKue CUHCTEMbI'')

KOpuaun4decknii agpec: yia. Komuanarepna, 47, Huxnuii Hosropoa, 603157, Poccus
@akTHYeCKHI agpec: yiu. Sonouesan, 22, Huwxknnii Horropoa, 603093, Poccus

OblJ1a NpOBEpeHa H IIPU3HAHA COOTBETCTBYIOLIEH TPpeGOBAHHAM CTAHAAPTA

I'OCT ISO 13485-2017

B OTHOLIEHHH Pa3paloTKH, NPOH3BOACTEA H PeaM3allHN ChIPbsl, PEAreHTOB
H TeCT-CHCTEM, IPHMEeHsSIeMBbIX I in Vitro THATHOCTHKH HHPEKIHOHHEIX,
ONYX0/1€BbIX, FTOPMOHAJIBHBIX H AYTOHMMYHHBIX 3a00/1eBaHM i

Ne: 23.0363.026
oT 28 anpens 2023 r.

CucTeMa MeHepxMeHTa cepTruduumposana c 2008 roga 7. ;‘/‘:‘

5 A.B /Bagnumupugh

W N oy
PykQBoHFe)N 0pf aHa N0 cepTADHKANNH
lpunoxense apideTca HeoThem.IeMmoll uacTeio ceprudukara. Jlelicrsue cepraduKata pacTipocTpaHieTcs
TOIBKO Ha TI0ILAIKH KOMITAHHM, YKa3aHHele B HacToameM cepruduxare. CeprudkaT Tepaer ciay B cIyyae
HEBBINOABCHNA YCI0BHE cepTHUKaunH (http:¢/www.rusregister.ru/doc/004.00-105.pdf).

Accouvaums no ceprrdgmranny "Pycckuii Pervetp™ np. Pumckoro-Kopeakosa, 1. 101, Casxr-Tlerepbypr. 190121, Poceus
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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

RESEARCH AND PRODUCTION COMPANY
"DIAGNOSTIC SYSTEMS" LTD

(RPC "DIAGNOSTIC SYSTEMS" LTD)

Legal address: 47, Kominterna Str., 603157, Nizhny Novgored, Russia
Actual address: 22, Yablonevaya Str., 603093, Nizhny Novgorod, Russia

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

GOST ISO 13485-2017

in respect of development, manufacturing and distribution of raw materials,
reagents and in vitro diagnostic test kits for infectious diseases,
tumors, hormones and autoimmune diseases

No: 23.0363.026

of 28™ April, 2023

Management system certified since 2008 ’//;;L—-Lﬁis N\
%/w AN
-l el ): ]

Jebl
f’ o[> A/ et 4
L T %/A Viadiirtsev /

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.pdf).

Certification Association "Russian Register” 101 Rimskogo-Korsakova Ave , 190121, Saint Petershurg, Russia
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CNCTEMA CEPTUDUKALINN PYCCKOI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxkenue k CeptudpukaTty
N2 23.0363.026
ot 28 anpens 2023 r.

O6nactb cepTMPUKaALMN CUCTEMBI MEHEDKMEHTA
O6wecTBa € OrpaHM4YeHHON OTBETCTBEHHOCTbIO
"HayuyHO-npon3BoACTBEHHOE 06beAnHeHUe "[narHocTuiueckmne
cucrembl” (000 "HMO "[AuarHocTUUECKNE CUCTEMBI")

. Bugpl feaTenbHocTU: pa3paboTka, NPOM3BOACTBO M PEann3aLus Chipbs, PeareHToB U TeCT-
CHCTEM, MPUMEHAIEMbIX ANA N Vitro  AMArHOCTUKKM  WHMEKUMOHHBIX, OMyXOJEBbIX,
rOPMOHANbHBIX U ayTOMMMYHHbIX 3a60eBaHuiA.

. Tpe6oBanuus n. 6.4.2 (B uactv crepunbHbix MW); 7.5.1f (B vacTv gewcrsmi mocne
nocraeku); 7.5.2 (g, B, C, €); 7.5.3; 7.5.4; 7.5.5; 7.5.7; 7.5.9.2; 7.5.10; 8.2.6 (B 4actu
uMnnanTupyembix M) FOCT ISO 13485-2017 He npuMeHMbl K 06nactn ceprtudukaim
CMK.

,-‘Z-;)i /4 § %;%‘E A .7(4&).,-\— (A g DR
PykoBoauTeNib Opraa no ceptugmkaumy (=~ o~ A+ / A.B. Bnaanmnpues
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CUCTEMA CEPTUPUKALINN PYCCKOI'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM
Annex to the Certificate

N? 23.0363.026
of 28t April, 2023

Certification scope of management system of
RESEARCH AND PRODUCTION COMPANY "DIAGNOSTIC SYSTEMS" LTD
(RPC "DIAGNOSTIC SYSTEMS" LTD)

. Kinds of activity: development, manufacturing and distribution of raw materials, reagents
and in vitro diagnostic test kits for infectious diseases, tumors, hormones and
autoimmune diseases.

. The requirements of p. 6.4.2 (in terms of sterile medical devices); 7.5.1f (in terms of
post-delivery activities); 7.5.2 (g, B, ¢, e); 7.5.3; 7.5.4; 7.5.5; 7.5.7; 7.5.9.2; 7.5.10;
8.2.6 (in terms of implantable medical devices) GOST ISO 13485-2017 are not applicable
to the certification scope of QMS.

Head of Certification Body




CNCTEMA CEPTUMONKALINMU PYCCKOTI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM
Mpunoxxenune k Ceprudpmkary

N2 23.0363.026
ot 28 anpensa 2023 r.

O6nactb cepTuunKaLmMmM CUCTEMbI MEHEIKMEHTa
O6uecTBa C orpaHM4YEeHHOW OTBETCTBEHHOCTbIO
"HayuHo-npou3BoaCTBEHHOe 06beguHenune "[juarHocTuueckue
cuctemsl” (000 "HMO "AunarHocTieckne CMcTemMbl™) BKIKOHAET:

1. 000 "HMNO "AunarHocruueckue cucremsl”
IOpuanueckuit agpec: yn. KomuHtepHa, 47, HwkHuit Hoeropog, 603157, Poccus
dakTUyeckuin agpec: yn. A6noxesas, 22, HuxHuir Hosropog, 603093, Poccus

Buab! feaTenbHOCTU: pa3paboTka, NPOM3BOACTBO M peanu3auna (MapKETHHT, XpaHeHue)
Cblpbfl, pPEAreHTOB W TEeCT-CMCTEM, nNPUMEHAeMbix Ana in  vitro  AWarHOCTUKM
MH(EKLMOHHBIX, ONYXOMEBbIX, FOPMOHA/BHBLIX 1 ayTOMMMYHHbIX 3a6onesaHuil.

2. 000 "HNO "AnarHoCcTH4ecKne CUCTeMbl”
IOpuauueckuit agpec: yn. KoMmHTepHa, 47, HwiHuin Hosropog, 603157, Poccus
dakTnyeckuii agpec: yn. bapmuHckas, 96, HwxHuin Hosropoga, 603022, Pocens

Bugpl fAeqaTenbHOCTW: peanusaums (MapkeTMHr, XpaHeHWe) W NPOU3BOACTBO CbIPbs,
pEareHToB M TECT-CUCTEM, NMPUMEHSIEMbIX ANS in Vvitro AWarHOCTMKN WHGMEKUMOHHBIX,
OMYXOMEBLIX, FOPMOHASBbHBIX U @8YTOMMMYHHbIX 3a60nesanmid.

3. 000 "HNO "AnarHocTu4ecKne CUCTeMbl”
IOpuanyeckwii appec: vil. KoMuHtepHa, 47, HwkHuir Hoeropoa, 603157, Poccus
dakTUuecKui aapec: yn. ropekoro, 195, HuwkHuin Hosropoa, 603024, Poccus
Buabl AeATENbHOCTM: peanusaums (MapKeTUHr) Chipbfl, PEAreHTOB U TECT-CUCTEM,
NpUMEHSIEMBIX ANA in Vitro AMarHoCTMKM MHMEKLMOHHBIX, ONMYyX0NeBbiX, FOPMOHA/bHBIX U
ayTOUMMYHHbIX 3a60neBaHui.

*-“. Gy A=A = Le "LC-EZF
PyKosoavTenb opraHa no ceptudukaumm | ;+-;,3'*":/';/5 A.B. Bragumupues




CUNCTEMA CEPTUDOUNKALNU PYCCKOTI'O PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM
Annex to the Certificate

N2 23.0363.026
of 28t April, 2023

Certification scope of management system of
RESEARCH AND PRODUCTION COMPANY "DIAGNOSTIC SYSTEMS"
LTD (RPC "DIAGNOSTIC SYSTEMS" LTD) includes:

1. RPC "DIAGNOSTIC SYSTEMS" LTD
Legal address: 47, Kominterna Str., 603157, Nizhny Novgorod, Russia
Actual address: 22, Yablonevaya Str., 603093, Nizhny Novgorod, Russia
Kinds of activity: development, manufacturing and distribution (marketing, storage) of
raw materials, reagents and in vitro diagnostic test kits for infectious diseases, tumors,
hormones and autoimmune diseases.

2. RPC "DIAGNOSTIC SYSTEMS" LTD
Legal address: 47, Kominterna Str., 603157, Nizhny Novgorod, Russia
Actual address: 9B, Barminskaya Str., 603022, Nizhny Novgorod, Russia
Kinds of activity: distribution (marketing, storage) and manufacturing of raw materials,
reagents and in vitro diagnostic test kits for infectious diseases, tumors, hormones and
autoimmune diseases.

3. RPC "DIAGNOSTIC SYSTEMS" LTD
Legal address: 47, Kominterna Str., 603157, Nizhny Novgorod, Russia
Actual address: 195, Gorky Str., 603024, Nizhny Novgorod, Russia
Kinds of activity: distribution (marketing) of raw materials, reagents and in vitro
diagnostic test kits for infectious diseases, tumors, hormones and autoimmune diseases.
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Head of Certification Body (ﬁ ( *L:;) lf** A. Vladimirtsev
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