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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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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







