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10-000276

CUCTEMA CEPTUOUKALIVIV PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUDOUKAT

HacTosimum YAOCTOBEPSACTCS, YTO CHCTEMa MEHEPKMEHTA KavyecTBa

000 "3aBog Mencunres'',

BKJIIOYAHA NPOU3BOACTBCHHBIC MIOINATKH, YKa3aHHbLIC B Hpunomeﬂuﬂ
yia. Kuposa, 28, mom. 205, Exatepun6ypr, Ceepanosckas 00.1., 620028, Poccus

ObLIa MpOBepeHa U NPU3HAHA COOTBETCTBYIOIIEH TpeDoBaAHMAM CTAHAAPTA

ISO 13485:2016

B OTHOIIEHHH Pa3padoTKH, MOCTAHOBKH HA MPOM3BOACTBO, NOArOTOBKH
NPON3BOACTBA, MPOU3BOACTBA, XPAHEHHS H PeaTH3alHH MeHIHHCKHX
H3JeJIHii: AKTHBHBIX H HEAKTHBHBIX M3IeJIHH sl nHbeKI Ui, nH(y3ui,
AMAJH3A, HCKYCCTBEHHOI0 KpoB0oOoOpalueHus 1 remadepesa; HeaKTHBHBIX
H3AeJIHI IJIfi OUMCTKH, NPOMBIBAHUS, IPUIOTOBJIEHHUS PACTBOPOB;
CPeACTB 3alUThI H3 HETKAHBIX MATEPHAJIOB

Ne: 20.1001.026
or 6 oxTalpsa 2021 r.

Cucrema MenepkMenTa cepruduuuposana ¢ 2017 rona

Ceprudnxkar aeiicreurenen no 30 aBryera 2023 r. Pere, Accﬂunau H
\’-Ql\'i":" PAcexcnit Peructp"

TpunoxeHHe ABJAETCS HEOTHEMIJIEMOI yacTbio ceprudukara. Jleficteue cepTuukara pacnpoCTpaHsETCsl TONBKO
HA TUIONIA/IKM KOMIAHWH, YKasaHHbie B HactosmeM cepruduxare. CepTuduxar Tepaer cuiny B ciydae
HEBLINOAHEHUs yeoBuii ceprrudukaunn (hitp://www.rusregister.ru/doc/004.00-105.pdf).

T
Parlner

Acconuaums no ceprduraunn "Pyceknii Pernetp”: np. Pumckoro-Kopeaxona, a. 101, Cankr-TlerepGypr, 190121, Pocens
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CYICTEMA CEPTUOUKALIMU PYCCKOTO PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

ey
= This is to certify that the Quality Management System of
oy
=
e LLC "Zavod Medsintez"
Ehy including production sites in the Annex
Gt 28, Kirova Str., office 205, 620028, Ekaterinburg, Sverdlovsk region, Russia
U
o
L:ﬂ has been assessed and found to be in accordance
[C}:; with the requirements of
S
O
) ISO 13485:2016
=)
L mmici|
in respect of development, launching into manufacture, preparing for
B4 manufacture, manufacture, storage and marketing of medical devices:
] active and non-active devices for injection, infusion, dialysis, artificial
f(.:-j circulation and hemapheresis; non-active devices for cleaning,
% rinsing, preparation of solutions; protective equipment
== made of nonwoven materials
O
(Ea)
F; No: 20.1001.026
(D,
—1  of 6™ October, 2021
=
(,_ﬁ Management system certified since 2017
J'{_}Q
D:':_.f']
D)
)
-

—  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://www.rusregister.ru/doc/004.00-105.pdf).

10-000277

Certification Association "Russian Register": 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia
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CUCTEMA CEPTUDPUKALIMN PYCCKOTO PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxxenue k Ceprucbukary
N2 20.1001.026

oT 6 okTa6pa 2021 r.

6nank N2 10-000276

O6nacrtb cepTudnkaymMm CUCTEMblI MEHEMKMEHTA
000 "3aBopn MeacuHTe3s"

1. MNpoaykumsa / ycnyru: pa3paboTka, MOCTaHOBKA Ha MPOM3BOACTBO, MOArOTOBKA
NpPOM3BOACTBA, MPOU3BOACTBO, XPaHEHWE W peanv3aumns MeAULMHCKUX WU3AEenuit:
aKTMBHbIX W  HEAKTUBHbIX W3AeNMA AN WHbeKUMH, WHPY3uK, Auanvsa,
WCKYCCTBEHHOrO KpoBOOBpalleHns 1 remadepesa; HeakTWMBHbIX W3AenWiA Ans
OYUCTKM, MPOMbIBAHWS, MPUrOTOB/IEHNS PAaCTBOPOB; CPEACTB 3aLUMNTbl U3 HETKAHbIX
MaTepuasnos.

2. Mpoueccol BbiNycKa npoaykuun B cootseTcTBumn ¢ ISO 13485:2016:

7.1. MNnaHupoBaHme BbiNyCcKa NpoayKLUnK

7.2. MNpoueccobl, CBA3aHHbIE C NOTpebuTenem

7.3. MNpoekTnpoBaHue 1 paspaboTka

7.4. 3aKynKu

7.5. Tpon3BoACTBO NpoAYKUUM 1 NPeaoCTaBieHne ycnyr

7.6. YnpaBneHue 060pyaoBaHMEM 411 MOHUTOPUHIA U M3MEPEHUI

3. VckntoyeHns n3 npoLeccoB XXM3HEHHOMO UMKna npoaykumn: 7.3.6 n 7.3.7 (B Yactu
MOAKNIOYEHNUS K APYroMy uaaenuio(sim) unmn Hanuymio obuiero uHtepdeiica); 7.5.1 f)
(B YacTu aeincTBuiA nocne nocrasku); 7.5.2 (Kpome BOAbI AUCTUANMPOBAHHOR); 7.5.3;
7.5.4; 7.5.9.2; 7.5.10; 8.2.6 (B yactu umMnnanTupyemoix MU); 8.4f.

FeHepanbHbIii AnpekTop AccoLmaLinm
no ceptudukaumm "Pycckuii Permetp” -~ —— \ \’_/ A.B. BnagumupLies




CUCTEMA CEPTUOUKALIMIM PYCCKOI'O PEI'MICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N? 20.1001.026

of 6t October, 2021
registration form N2 10-000277

Certification scope of management system of
LLC "Zavod Medsintez"

. 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. Processes of product realization in compliance with ISO 13485:2016:

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 n 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" L \ _r A. Vladimirtsev




CVICTEMA CEPTUOUKALIMNM PYCCKOTI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxxenune k Ceprudpukary
N2 20.1001.026

oT 6 okTsi6pn 2021 r.

6nank N2 10-000276

O6nactb cepTudmrkKaLmm CUCTeMbl MEHEePKMEeHTa
000 "3aBoa MeacuHTe3" BKJ/IKOYAET:

. Uex N2 1
tOpuanuecknin aagpec: yn. Kuposa, 28, nom. 205, EkatepuHbypr, Cepanosckas obn.,
620028, Poccus
dakTnyeckuii agpec: yn. Toprosas, 15, Hosoypanbck, Ceepanosckas obn., 624130,
Poccus

. Llex N2 2
IOpuanueckunii agpec: yn. Kuposa, 28, nom. 205, EkatepuHbypr, Ceepasnosckas o671.,
620028, Poccus
dakTnyecknin agpec: yn. Toproeasi, 15, ctp. 3, Hosoypanbck, Ceepanosckas ob6n.,
624130, Poccus

. Lex N2 11

tOpuanueckuin appec: yn. Kuposa, 28, nom. 205, EkatepuHbypr, Cepanosckas obn.,
620028, Poccus

dakTnyeckuin agpec: yn. MoaropHas, 9, Hosoypanbck, CBepanosckas obn., 624130,
Poccus

leHepanbHbI AnpekTop AccoumaLum s ‘
no ceptudukaumm "Pycckmin Permctp” 2 A.B. Bnagumupues




CMCTEMA CEPTUOUKALIMNM PYCCKOI'O PEIICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N? 20.1001.026

of 6" October, 2021
registration form N2 10-000277

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
Actual address: 9, Podgornaya Str., 624130, Novouralsk, Sverdlovsk region, Russia

Director General of Certification g 2l s
Association "Russian Register" & ) ' A. Vladimirtsev




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

Certification Association "Russian Register" has issued an IQNet recognized
certificate that the organization:

LLC "Zavod Medsintez"

including production sites in the Annex
28, Kirova Str., office 205, 620028, Ekaterinburg, Sverdlovsk region, Russia

has implemented and maintains a
Quality Management System
for the following scope:

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

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 6t" October, 2021
Expires on: 30th August, 2023

This attestation is directly linked to the IQNet Partner’s original
certificate and shall not be used as a stand-alone document

Registration Number: RU-20.1001.026

S I *fNet %

kady Vladimirtsev,

e Alex Stoichitoiu Director General of
President of IQNet : ;
Russian Register
IQNet Partners™:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
* The list of IQNet partners is valid at the time of issue of this certlflcatc Updated information is available under www. 1qnet certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

ANNEX 1 to IQNet Certificate
Number RU-20.1001.026

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. Processes of product realization in compliance with ISO 13485:2016:

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); 8.41.

|4 :Net

e ———— Alex Stolchltolu

President of IQNet

Arkady Vladimirtseuv,
Director General of
Russian Register

IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
* The hst of iQNet partners 1s valld at the time of issue of th1s certlﬂcate Updatcd information is available under www. 1qnet certlﬁcatton com
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THE INTERNATIONAL CERTIFICATION NETWORK

ANNEX 2 to IQNet Certificate
Number RU-20.1001.026

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

2. 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

3. Workshop No. 11
Legal address: 28, Kirova Str., office 205, 620028, Ekaterinburg,
Sverdlovsk region, Russia
Actual address: 9, Podgornaya  Str., 624130, Novouralsk,
Sverdlovsk region, Russia

—Toet — &=

ey Alex Stoichitoiu

President of IQNet

ady Vladimirtsev,
Director General of
Russian Register

IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




