DA

OPI'AH ITO CEPTUOUKALTUM
ACCOLMALUS [TO CEPTUOUKALMY "PYCCKMIA PETUCTP"
ATTECTAT AKKPEJUTALIAUA OEEPAJIBHOM CJTYKBbI
10 AKKPEJJUTALIMM Ne POCC RU.0001.21TA45

CEPTUOUKAT

Hacrosimum YAOCTOBEPHAETCSH, UTO CHCTEMa MEHEIKMEHTAa KavuecTBa

000 "3asog Meacunres',

BRJIWOYASA MPOH3IBOACTBCHHBIC MJIOIAAKH, YKA3AHHBIC B IIPHJIO?KCHHH
yia. Kuposa, 28, nom. 205, Exarepun0ypr, Cepanosckas 001, 620028, Poccns

Obij1a MpoBepeHa U NMPH3HAHA COOTBETCTBYIOMICH TPeOOBAHMAM CTAHAAPTA

I'OCT ISO 13485-2017

B OTHOIIEHHM Pa3padoTKH, NOCTAHOBKH HA NPOH3BOACTBO, NOATOTOBKH
NMPOH3BO/JCTBA, MPOH3BOACTBA, XPAHCHHS H PEeAJH3ALMH MeAUIHHCKHX
H3JeJUi: AKTHBHBIX H HEAKTHBHBIX H3JIeJIHH JIsl HHbeKINH, HHPY3HH,
JAHAJIN3A, HCKYCCTBEHHOT0 KPOBOOOpaeHns U reMadepesa; HeaKTHBHBIX
H3JeJIUil 1J151 OUHCTKH, HIPOMbLIBAHHS, IPUTOTOBJICHHS PACTBOPOB;
CPeACTB 3aIMThI U3 HETKAHLIX MATEPHAJIOB

Ne: 20.1000.026
ot 6 oxTsOps 2021 r.

Cucrema MeHeDkMeHTa cepTuduumposana ¢ 2017 roaa

Ceprudmkar neiicreutenen no 30 aBrycra 2023 r.

[Tpunoxkenue sBasercs HeoThemueMol yacTeio ceprudukara. JleficTsue cepTurkaTa pacnpocTpaHAETCS TOIBKO
Ha TUIOMIAZIKM KOMIAHWM, YKasaHHele B Hacroswem ceprudukare. Ceprudukar Tepser cuiay B ciydae
HEBBINONHEHUs yenosuii ceprrdukamu (http://www.rusregister.ru/doc/004.00-105.pdf).

Acconmauus no ceprrduraunn "Pyccknii Peructp”: np. Pumckoro-Kopeakosa, . 101, Caukr-ITerepGypr, 190121, Poccnn
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CERTIFICATION BODY
CERTIFICATION ASSOCIATION "RUSSIAN REGISTER"
ACCREDITATION CERTIFICATE OF THE FEDERAL
ACCREDITATION SERVICE Ne POCC RU.0001.21T°A45

(o)

e

CERTIFICATE

o\

This is to certify that the Quality Management System of

- LLC "Zavod Medsintez"
! ' including production sites in the Annex
28, Kirova Str., office 205, 620028, Ekaterinburg, Sverdlovsk region, Russia

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

GOST ISO 13485-2017

in respect of development, launching into manufacture, preparing for
manufacture, manufacture, storage and marketing of medical devices:
active and non-active devices for injection, infusion, dialysis, artificial
circulation and hemapheresis; non-active devices for cleaning,
rinsing, preparation of solutions; protective equipment
made of nonwoven materials

No: 20.1000.026
of 6" October, 2021

f,\\ Management system certified since 2017

This certificate is valid until 30" August, 2023

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:/fwww.rusregister.ru/doc/004.00-105.pdf).

a1
L(

Certification Association "Russian Register": 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia




CUCTEMA CEPTUDUKALIVIM PYCCKOT'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxenune k Ceptudunkarty
N2 20.1000.026
oT 6 okTa6Gpa 2021 r.

O6nacTb cepTudnKalmMm CUCTEMbl MEHE)KMEHTa
000 "3aBog MepgcuHTes"

1. Mpoaykumsi / ycnyru: pa3paboTka, MOCTaHOBKA Ha MPOM3BOACTBO, MOArOTOBKA
MPOW3BO/ACTBA, MPOM3BOACTBO, XPaHeHWe U peanu3auus MEeaULMHCKUX W3AENWil:
AKTMBHBIX W HEaKTUBHbIX WU3OENUA AN WUHbEKUWI, WHGY3UA,  Ananusa,
MCKYCCTBEHHOTO KpOBOOBpaLUeHUst M reMadepesa; HeakTUBHbIX W3Lenuii AN
OYUCTKM, NPOMbIBAHWSI, NMPUrOTOBNEHUSI PACTBOPOB; CPEACTB 3aLLMThl U3 HETKaHbIX
MaTepuasioB.

. Mpouecchl XWU3HEHHOrO LmKia npoaykumm B cootsetctun ¢ FOCT ISO 13485-2017:

7.1. NMnaHnpoBaHue NpPoLLECCOB XM3HEHHOIO LMKNa MPoayKLMn
7.2. MNpouecchl, CBA3aHHbIe C NoTpedbuTenem

7.3. MpoekTunposBaHve 1 paspaboTka

7.4. 3aKynKku

7.5. Mpoun3BoacTBO M 06CNy>KMBaHWe

7.6. YnpasneHue o60pya0BaHMEM ANl MOHUTOPWUHIA U M3MEpPEHUI

. VickntoueHns U3 npoLeccoB >XM3HEHHOro uukna npogykumn: 7.3.6 n 7.3.7 (B yactu
NOAK/IOYEHUS K APYrOMY M3AENno(aM) unn Hannumio obluero nHtepdeiica); 7.5.1 f)
(B yacTn AEMCTBMIA Nocne nocTasku); 7.5.2 (kpome BOAbI AUCTUNIMPOBAHHOW); 7.5.3;
7.5.4; 7.5.9.2; 7.5.10; 8.2.6 (B yactv umMmnnaHTupyembix M1); 8.4f.

['eHepasibHbIiA AnpekTop Accoumaumm 2 ;
no cepTucmkaumm "Pycckuin Pernctp" : 3 A.B. Bnagumupues




CVICTEMA CEPTUDPUKALIMNW PYCCKOT'O PETMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N¢ 20.1000.026
of 6'" October, 2021

Certification scope of management system of
LLC "Zavod Medsintez"

1. Product / service: development, launching into manufacture, preparing for
manufacture, manufacture, storage and marketing of medical devices: active and
non-active devices for injection, infusion, dialysis, artificial circulation and
hemapheresis; non-active devices for cleaning, rinsing, preparation of solutions;
protective equipment made of nonwoven materials.

2. Life-cycle processes of the product in compliance with GOST ISO 13485-2017:

7.1. Planning of product realization

7.2. Customer-related processes

7.3. Design and development

7.4. Purchasing

7.5. Production and service provision

7.6. Control of monitoring and measuring equipment

3. Exclusions from the processes of product realization: 7.3.6 u 7.3.7 (in terms of
connection with another medical device(s) or availability of a common interface);
7.5.1 f) (in terms of post-delivery activities); 7.5.2 (except of distilled water);
7.5.3; 7.5.4; 7.5.9.2; 7.5.10; 8.2.6 (in terms of implantable medical devices); 8.4f.

— .

Director General of Certification
Association "Russian Register" : A. Vladimirtsev




CUCTEMA CEPTUDUKALINIM PYCCKOI'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxenune k Ceprudpuiary
N? 20.1000.026
ot 6 okTaA6psa 2021 r.

O6nacTb cepTUdPUKaLMM CUCTEMbI MEHEPKMEHTA
000 "3aBog MeacuHTe3" BK/IHOYAET:

1. Uex N2 1

IOpuanyeckunii agpec: yn. Kuposa, 28, nom. 205, ExatepuHbypr, CBepA/noBCKas
06n., 620028, Poccust
dakTuyeckmit agpec: yn. Toprosasi, 15, HoBoypanbck, Ceepanosckas 061., 624130,
Poccua

. Llex N2 2
IOpuanyeckunii agpec: yn. Kuposa, 28, nom. 205, ExatepuHbypr, CBepAnoBckas
06n., 620028, Poccus
dakTnyeckuin agpec: yn. Toprosas, 15, ctp. 3, Hooypanbck, CBepasioBckas o6i11.,
624130, Poccus

. Llex N2 11
tOpuanyeckuii agpec: yn. Kuposa, 28, nom. 205, ExatepuHbypr, CBepanoBckas
06n., 620028, Poccus
dakTuyeckuin agpec: yn. MMoagropHas, 9, Hosoypanbck, CepasioBckasi 06i1.,
624130, Poccus

Director General of Certification Z ’
Association "Russian Register" ‘\ @ ‘ A. Vladimirtsev




CVICTEMA CEPTUOUKALIMI PYCCKOTO PEI'ICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N? 20.1000.026
of 6" October, 2021

Certification scope of management system of
LLC "Zavod Medsintez" includes:

1. Workshop No. 1
Legal address: 28, Kirova Str., office 205, 620028, Ekaterinburg, Sverdlovsk region,
Russia
Actual address: 15, Torgovaya Str., 624130, Novouralsk, Sverdlovsk region, Russia

. Workshop No. 2
Legal address: 28, Kirova Str., office 205, 620028, Ekaterinburg, Sverdlovsk region,
Russia
Actual address: 15, Torgovaya Str., Bldg. 3, 624130, Novouralsk,
Sverdlovsk region, Russia

. Workshop No. 11
Legal address: 28, Kirova Str., office 205, 620028, Ekaterinburg, Sverdlovsk region,
Russia

Director General of Certification b ,
Association "Russian Register" A. Vladimirtsev




