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OPI'AH 10 CEPTUOHKALIMHN
ACCOLMAIMSA 110 CEPTU®UKAIMN "PYCCKHA PETUCTP"
ATTECTAT AKKPEJUTALIUM ®EJEPAJISHOM CJIVXBbI

MO AKKPEIUTAITMH Ne POCC RU.0001.21T"A45

CEPTUDOUKAT

Hacroamum YAOCTOBEPHETCH, YTO CHCTEMA MEHEIAKMEHTA Ka1ECTBA

O6mecTBa ¢ OrpaHM4YEHHON OTBETCTBEHHOCTELIO
"Hay4HO-NIPOH3BOACTBEHHOE 00beIHHEHHE
"IHArHOCTHYECKUE CUCTEMbI"

(00O "HIIO "/InarsocTadeckue cucTemMbl')

IOpuauuecknii agpec: yi1. KomunrepHa, 47, Hikuunii Hosropon, 603157, Poccus
daxTayecKkuii aapec: yia. AprenbHas, 22, aaT. b, Husxnuii Hosropox, 603098, Poccun

6blJ1a NpOBEpeHA ¥ NPH3HAHA COOTBETCTBYOMIEH TPeOOBAHUAM CTAHAAPTA

I'OCT ISO 13485-2017

B OTHOLICHHH JeITeILHOCTH N0 MOHTAXKY H Ha/lajKe (NpeanpoAakHan
MOAr0TOBKA, HHCTAJLIAIHA H BBOA B 3KCIIYATALHIO, HHCTPYKTAXK NEPCOHAA
r JgabopaTopun), AHATHOCTHPOBAHUK, IVIAHOBOMY H BHENJIAHOBOMY
TeXHHYECKOMY 00CIyKHBAHKIO, BOCCTAHOBJICHHIO pab0oTOCNOCOOHOCTH
(PeMOHT), JEMOHTAXKY MEIHIIHHCKHX H3TC/IHi, ABJIAIOUIHXCH
oGopyaoBaHHeM AJd in Vitro AHATHOCTHKH

Ne: 23.0378.026
or 28 anpens 2023 r.

7.#«41(_:_5;-

N7 -:;;k/ﬁ Baanuhipues /

PyRD €1b 0prafa no cepTHGHKALHH

Ceprudurar aeiicteutenen a0 28 anpens 2026 .

[IpuaoxeHHe ABIACTCA HEOTHEM.IEMOH UACTLIO ceprudpukara. Jlelicrane cepridukara pacnpocTpaHACTCA
TOABKO HA (ZIOMAJKH KOMIIAHHM, YKa3aHHBIE B HacToALey cepTudnrare. Ceprudnkar TepaeT CHay B caydae
HEBBLINOIHEHAS YCI0BUHA cepTudukanuu (hitp: foww.rusregister.rufdoc/004.00-105.pdf).

AccoLmalya no cepTHhukausn "Pycekuit PerueTp”: np Puvcekoro-Kopeaxosa, 1. 101, Canxr-TleTepbypr. 190121, Poccus
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CERTIFICATION BODY
CERTIFICATION ASSOCIATION "RUSSIAN REGISTER"
ACCREDITATION CERTIFICATE OF THE FEDERAL
ACCREDITATION SERVICE Ne POCC RU.0001.21TA45

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, Bldg. B, Artelnaya Str., 603098, Nizhny Novgorod, Russia

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

GOST ISO 13485-2017

in respect of installation and adjustment activities (pre-sale preparation,
installation and putting into service, training of laboratory staff), diagnosis,
scheduled and unscheduled technical maintenance, performance restoration

(repair), dismantling of in vitro diagnostic medical devices (equipment)

No: 23.0378.026
of 28" April, 2023

The annex is an integral part of the certificate. The certificate covers only these 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 Rimshogo-Korsahova Ave . 190121, Saint Petersburg. Russia
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"HayuHo-npou3BOACTBEHHOE o6beanHeHue "[inarHocrnyeckue
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CNCTEMA CEPTUDUKALIN PYCCKOI'O PETUCTPA

AEATENbHOCTH: AEATeNbHOCTb MO MOHTaXy W Hanagke (MpeanpoaakHas
NoAroTOBKA, WHCTaNnAUMS W BBOA B 3KCNAyaTauulo, WHCTPYKTaX rnepcoHana
nabopaTtopu1), AWArHOCTMPOBAHWIO, TMAHOBOMY W BHENIAHOBOMY TEXHUYECKOMY
OBCAYUBAHUIO,  BOCCTAHOBNEHWIO  PaBoTOCMOCOGHOCTM  (PEMOHT),  AEMOHTaXy
MEAMUMHCKUX U3AENUIA, SBNSOWMXCA 0B60opyAOBaHUEM ANng in vitro AUArHOCTUKMK.

. Tpe6osaHua n. 6.4.1 (a, b); 6.4.2 (B yacti cTepunbHLIX MU); 7.3; 7.5.2; 7.5.5; 7.5.6;
7.5.7; 7.5.9.2; 7.6 (B uactm NO); 8.2.6 (B uYacTM wuMmnnaHTupyemeix MW); 8.3.4
FOCT ISO 13485-2017 He nprMeHuMbl K obnactu ceptudmkatinn CMK.

RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxcerne k CepTndPukary
N° 23.0378.026
oT 28 anpens 2023 r.

O6nacrtb ceprupmkaLM CUCTEMbI MEHEPKMEHTA
O6wecTBa € OrpaHUYE€HHON OTBETCTBEHHOCTbIO

cucrembi” (000 "HNO "[uarHoctnuecknue CUCTeMbl")
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CUCTEMA CEPTUDOUKALIMN PYCCKOIO PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM
Annex to the Certificate

N2 23.0378.026
of 28t April, 2023

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

1. Kinds of activity: installation and adjustment activities (pre-sale preparation, installation
and putting into service, training of laboratory staff), diagnosis, scheduled and
unscheduled technical maintenance, performance restoration (repair), dismantling of in
vitro diagnostic medical devices (equipment).

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; 7.5.7; 7.5.8.2; 7.6 (in terms of software); 8.2.6 (in terms of
implantable medical devices); 8.3.4 GOST ISO 13485-2017 are not applicable to the
certification scope of QMS.

W A. Vladimirtsev

Head of Certification Body
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CNCTEMA CEPTUOUKALIMN PYCCKOTO PETUCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM
Mpunoxenue Kk CepTudurary

N2 23.0378.026
oT 28 anpena 2023 r.

O6nactb cepTndmnkaumnm CUCTEMbl MEHePKMEHTa
O6wecTBa ¢ OrpaHMYEHHOW OTBETCTBEHHOCTDIO
"HayuHo-npousBoAcTBeHHOE 06beAuHeHne "[AuarHocTuuecKkue
cuctemol” (000 "HMO "[AuarHocruueckne cucreMbl™) BKJIHOYAET!

1. 000 "HNO "AunarHocrnyeckne cuCcreMbl”

IOpuanyeckuit agpec: yn. KommHtepHa, 47, Hwkruin Hosropoa, 603157, Poccus
dakTuyeckuii agpec: yn. AptenibHasi, 22 nut. B, HuwxHuii Hoeropoga, 603098, Poccus

Buabl AesTenbHOCTU: AeSTENbHOCTb MO MOHTXY W Hanaake (nNpeanpoAaxHas noaroToBKa,
WHCTAaNauMst WM BBOL, B SKCNAYaTauMio, WHCTPYKTaX rnepcoHana nabopatopum),
AWArHOCTUPOBAHWIO, [UIGHOBOMY W BHEMMAHOBOMY  TEXHUYECKOMY  OGCNYXMBAHWIO,
BOCCTAHOBMIEHWIO  paBOTOCNOCOBHOCTU  (DEMOHT), AEMOHTAXY MEAMLIMHCKUX — WU3aenuh,
ABRAILIIMXCA 0BopyAoBaHWUEM ANng in vitro AMarHoCTukw.

2. 000 "HNO "AnarHocTUyecKue cucreMbl”

IOpuanyeckuin agpec: yn. Komuntepra, 47, HwkHuit Hosropog, 603157, Poccua
dakTrueckuin agpec: yn. fénoxesas, 22, HuxHuii Hosropog, 603093, Poccus

Buabl 4eATEAbHOCTV: NOAAESPKMBAIOLLME OCHOBHYIO AEATENbHOCTb Npouecchl: obecneyeHue

KayecTBa M YMNpaB/leHWe pUCKaMu, YNpaBneHue WHMPacTpyKTYpo#, CpeacTBaMu Ans
MOHUTOPUHIA N U3MEPEHWIA.

3. 000 "HMO "AAnarHocTuyeckne CUMCTeMb!”
IOpuandeckuit agpec: yi. KoMuHTepHa, 47, Huxnunii Hosropog, 603157, Poccus
dakTuueckni agpec: yn. bapmunckasi, 96, HuwxHni Hoeropoa, 603022, Poccus

Bugb! AeaTeNbHOCTU: NOAAEPKMBAIOWME OCHOBHYIO AEATE/IbHOCTE MPOLECCHI: 3aKymMKu.
4. 000 "HMO "[AnarHocTnyecKkmue CUCTeMbl"

IOpuandeckuid agpec: yn. KomuHtepHa, 47, Huxnunia Hosropog, 603157, Poccus
dakTU4eckui aapec: yn. Ffopokoro, 195, HwkHuia Hoeropog, 603024, Poccus

Buab AESTENbHOCTU: NOALEPXKUBAIOLLME OCHOBHYIO AEATENbHOCTL Npouecchi: ynpaneHue
AeATENbHOCTbH).
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CNMCTEMA CEPTUOUMKALNN PYCCKOI'O PET'MICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM
Annex to the Certificate

N2 23.0378.026
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, Bldg. B, Artelnaya Str., 603098, Nizhny Novgorod, Russia
Kinds of activity: installation and adjustment activities (pre-sale preparation, installation and
putting into service, training of laboratory staff), diagnosis, scheduled and unscheduled
technical maintenance, performance restoration (repair), dismantling of in vitro diagnostic
medical devices (equipment).

2. 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: supporting processes: quality assurance and risk management, control
of infrastructure, monitoring and measurement equipment.

3. 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: supporting processes: purchasing.

4. 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: supporting processes: administration.

\. l‘. e —— L‘-&‘ka—f-»\
Head of Certification Body =74 { ] A. Vladimirtsev
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