10-000622

CUCTEMA CEPTUOUKALINU PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUDUKAT

Hacrosmum VYAOCTOBEPHAETCS, UTO CHCTEMA MEHEIKMEHTAa KauecTBa

OO0mecTBa ¢ OrpaHUuYEeHHOH OTBETCTBEHHOCTHIO
"Hay4HO-1IpOH3BOACTBEHHOE 00beIHHEeHHE
"InarHOCTH4YECKHE CHCTEeMbI"

(OO0 "HIIO "/InarHocTHYECKHE CHCTEMBI'')

HOpnanyecknii agpec: ya. Komunrepna, 47, Huxunii Hosropoa, 603157, Poccus
MakTHyeckuii aapec: y.a. S161onesas, 22, Huxunii Hosropoa, 603093, Poccus

OblJIa IPOBepeHa H MPH3HAHA COOTBETCTBYIOLIEH TPeOOBAHUAM CTAHAAPTA
ISO 13485:2016

B OTHOLLIEHHH pa3padOTKH, NPOU3BOACTBA H PeaH3alHH PEareHToB H
TECT-CHCTEM, IPHMEHsIeMbIX 1A in Vitro IHArHOCTHKH HH(PEKUHOHHBIX,
ONyX0JIeBbIX, TOPMOHAJIbHBIX H aYTOHMMYHHBIX 3200/1€BaHH

Ne: 26.0174.026

Jara Havana neiicteus cepriudukara: 02.03.2026 r. A

Homep peaakuuu: 1 g fl' =1

Jata okonuyanus jpeiicrsus ceprudurara: 01.03.2029 r. ( \= WG « Jf .
Howmep Bbinycka: 1 *‘/ :"..I'Eaj-)z(fi:?/lpucn T4
Jlarta Hauana nepBoro ceptudukaumonHoro unkna: 02.03.2026 r. enepaaEHEHT AMpeKTOp Accounaumn

"
[Tpuiosenne SBasSeTCA HEOTbEeMIIEMOI HacTwio cepThukara. [leiictere ceprudumrara pacnpocrpansiercs
TOABKO HA MIOHAJAKH KOMOAHMW. YKalaHHble B HacTosuiem ceprudumrare. Ceprudukar tepaer cuny B
cayuae HeBwiNojHenus yeaosuit ceprudukanmn (hitp://www .rusregister.ru/doc/004.00-105.pdf).

PeecTp ceptudmkaTos

Accounaums no cepruduraunn "Pycexuii Perncrp”: np. Puvckoro-Kopeakosa, 1. 101, Cankr-ITerepoypr. 190121, Poccus
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10-000623

CUCTEMA CEPTUOUKALNN PYCCKOT'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

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 Novgorod, Russia
Actual address: 22, Yablonevaya Str., 603093, Nizhny Novgorod, Russia

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

ISO 13485:2016

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

No: 26.0174.026
Certificate Issue date: 02.03.2026
Revision number: 1

Certificate expiry date: 01.03.2029

Issue number: 1
Original date of the first certification cycle: 02.03.2026

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 certilication are not
fulfilled (http://www rusregister.ru/doc/004.00-105.pdf).

Register of certificates

https://rusregister.ru/ Q
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CUCTEMA CEPTUDPUKALIMIN PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

MpunoxeHune k Ceprucdukary
N2 26.0174.026

ot 02.03.2026 r.

6nank N° 10-000622

O6nacrb cepTudukalmum CUCTEMbI MEHEPDKMEHTA
O6uwecTBa C orpaHM4YeHHOW OTBETCTBEHHOCTbIO
"HayuyHo-npou3BoacTBeHHOe 06beanHeHue "[juarHocrnyeckume
cucrembl” (000 "HMNO "[QuarHocruueckue cucrembi™)

1. Bugbl gesitenbHOCTM: pa3paboTka, MNpPOM3BOACTBO M peanu3aums peareHToB W
TECT-CUCTEM, MPUMEHSIEMbIX ANS in Vitro AMArHOCTUKM WHQEKUMOHHbIX, OMyXOneBbiX,
rOPMOHAJIbHbIX U QYTOMMMYHHBIX 3a60/1€BaHMM.

2. TpeboBaHusi n. 6.4.2 (B yactu crepunbHblx MW); 7.5.1f (B yacTu aencTBui nocne
nocraekn); 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; 8.2.6 (B 4actu
uMnnaHTupyembix MU) ISO 13485:2016 He npuMeHUMbI k obnactu ceptudmkauumn CMK.

leHepanbHbIN AMpekTop Accoumaumm
no cepTudukaumm "Pycckuin Peructpl’




CNCTEMA CEPTUOPUKALNW PYCCKOTI'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N2 26.0174.026

of 02.03.2026

registration form N2 10-000623

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

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

2. The requirements of p. 6.4.2 (in terms of sterile medical devices); 7.5.1f (in terms of
actions after delivery); 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;
8.2.6 (in terms of implantable medical devices) ISO 13485:2016 are not applicable to
the certification scope of QMS.

Director General of Certification ~ / \/ S

Association "Russian Register" A. Vladimirtsev




CUCTEMA CEPTUOUKALINN PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpuno)xxenune k Ceprudpumkary
N2 26.0174.026

ot 02.03.2026 r.

6nank N2 10-000622

O6nactb cepTucbnkaumum CUCTEeMbl MEHEDKMEHTA
O6uecTBa C OrpaHUUYEHHOM OTBETCTBEHHOCTbIO
"Hay4yHo-npou3BoacTrBeHHOe 06beanHeHune "[uarHocruyeckune
cucrembl” (000 "HNMO "[AuarHocTuyeckne CUCTEeMbI") BKJTHOYAET:

. 000 "HMNO "AunarHocruyeckne cucreMmol”
IOpuanyeckui agpec: yn. KomuHtepHa, 47, HwkHuin Hosropoa, 603157, Poccust
dakTnyeckui aapec: yn. 4ébnoxHesas, 22, HwxkHun Hoeropoa, 603093, Poccus

Buabl pestenbHOCTU: pa3paboTka, NPOM3BOACTBO U peann3aums (MapKeTUHr, XpaHeHne)
peareHToB M TECT-CUCTEM, MPUMEHSEMbIX ANS in Vitro AWAarHOCTUKU MHMEKLMOHHbIX,
ONyX0NEeBbIX, TOPMOHANbHBIX U ayTOMMMYHHbIX 3a60neBaHui.

. 000 "HNO "[uarHocruyecKkue CUCTrembl"
lOpuanyeckuit appec: yn. KomuHTtepHa, 47, HwkHui Hosropog, 603157, Poccus
dakTuyeckuin agpec: yn. bapmuHckas, 96, HuxHuit Hosropoa, 603022, Poccus
Buabl aesitenbHoOCTU: peanu3aunst (MapKeTuHr, XpaHeHue) 1 Npou3BOACTBO PEareHToB
N TECT-CUCTEM, NPUMEHSEMBIX ANS in Vitro AMarHOCTUKU MHMEKUMOHHDBIX, OMyXONeBbIX,
FOPMOHASIbHbIX M @yTOMMMYHHbIX 3a60neBaHUM.

. 000 "HMO "AunarHocruyeckue cucrembl"
IOpuanueckuit agpec: yn. KomuHtepHa, 47, HwxkHunin Hoeropoa, 603157, Poccus
dakTuueckun agpec: yn. Mopbkoro, 195, HuwxHuit HoBropoa, 603024, Poccus
Buabl  pestenbHOCTM:  peanu3aunsi  (MApKETUHr) peareHToB U TeCT-CUCTEM,
NMPUMEHSIEMBIX 1S iN VItro AUArHOCTUKM MHcpeKuMOHHblx ONYyXO0NEBbIX, FOPMOHANbHBIX U
ayTOMMMYHHbIX 3a60N1eBaHU. —

leHepanbHbIM AMpeKkTop Accoumaumm £
no ceptudukaumm "Pycckunin Permctp' A / A.B. Bnaaumupues




CNCTEMA CEPTUOUKALIMIN PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N? 26.0174.026

of 02.03.2026

registration form N2 10-000623

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
reagents and in vitro diagnostic test kits for infectious diseases, tumors, hormones and
autoimmune diseases.

. 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 reagents and in
vitro diagnostic test kits for infectious diseases, tumors, hormones and autoimmune
diseases.

. 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 reagents and in vitro diagnostic test kits for
infectious diseases, tumors, hormones and autoimmune diseases.

/~

Director General of Certification / VXIS o :
Association "Russian Register" { XYY A. Vladimirtsev




