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CEPTUDdUKAT COOTBETCTBUA

Breryck 1

Beran OBIIECTBY C OTPAHUYEHHOM OTBETCTBEHHOCTBIO
«AiiCuIn Texuo»
(000 «AiCuIn Texuo»)
Poccus, 422624, Pecy6nuka Tatapctan, M.p-H JlanmeBcKui,
c.i. Cronbumenckoe, ¢. Ctronbume, yi. Coserckas, 31. 278, oduc 18 (1005)
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HACTOSIIINI CEPTH®NKAT YIOCTOBEPSET:

CHCTeéMa MCHEXKMEHTA KaueCTBa IIPUMEHUTENBHO K IIPOSKTUPOBAHMIO, pa3paboTKe,
IPOU3BOJICTBY, MOHTAXYy U OOCITy>KHBaHHIO BHIUHCIIUTENLHOM TEXHUKH,
MeIULIMHCKO# TEXHUKH, IPOrPaMMHBIX CPEICTB M HH)OPMAIIMOHHBIX IPOLYKTOB
BBIYUCIIUTEIIbHON TEXHUKHU, MEAMIIMHCKON TEXHHUKH; YCIyram M0 MOHTaXYy
000pyIOBaHus; NESATEBHOCTH, CBSI3aHHOM C HCIIOTb30BAHHEM BLIUKCIIATENLHOM
TeXHUKU, METUITMHCKOW TEXHUKU U MHGOPMAIIMOHHBIX TEXHOIOTHIA
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COOTBETCTBYET TPEGOBAHUSIM

'OCT P CO 9001-2015 (ISO 9001:2015, IDT) u
['OCT ISO 13485-2017 (ISO 13485:2016, IDT)

(ITpunoxenue, KOHKPETH3UPYIOEee 06JIacTh CepTH(HUKAINH, IBIICTCS HEOThEMJIEMOIH
9aCThI0 HACTOAIIEro cepTU(UKATA)

PerncrpauuonHbIii Ne RA.RU.13®K27.K00093
Hata perucrpamum 17.07.2023 Cpoxk aeiictBus 10 17.07.2026
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IIpunoxenue ||
SBseTcsa HEOTbEMIIEMOH YacThiO cepTH(hHKATa

cootBeTcTBHA Ne RA.RU.13®K27.K00093
(JIucr 1 u3 1)

Obaactb cepTudUKaANUH
cucteMbl MeHeIKMeHTa KauecTBa Q00 «AiCuda TexHo»

1. Mpoaykuus A ycayru:

BreluncnurensHas TEXHHKa, MEIUIMHCKas TEXHWKA, TPOTPAaMMHEIE  CPEICTBa,
MH(OPMAIIOHHBIE MPOIYKTHl BBIUMCIUTENBHON TEXHUKH, MEIUIMHCKONM TEXHUKH,
YCIYyITd 10 MOHTaXy OOOpYyIOBaHMA, AEATEIHHOCTh, CBSA3aHHAS C MCIIOJIb30BAHHEM
BBIYUCIIUTENEHON TEXHUKHU, MEIUIIMHCKON TEXHUKN U MHPOPMAIIMOHHBIX TEXHOJIOTHIA

2. Tpeoopanus I'OCT ISO 13485-2017 (ISO 13485:2016, IDT)
He IPHMEHHMBIe K cHCTeMe MeHeIKMeHTa KauecTBa:

Koutpo:ns 3arps3Henus (6.4.2)

HesTenpHOCTH IO MOHTaXY (7.5.3)

CriennanipHpie TpeOOBaHMUS K CTEPUIBHBIM MEAUUUHCKUM m3aenusaM (7.5.5)
CrnenmansHele TpeOOBaHMS K BaJIHMJAIINH MPOIECCOB CTEPHIN3AMNANA M CUCTEMaM
OaprepoB crepuiibHOCTH (7.5.7)

Coernansasie TpeOOBaHHS K MMILTAHTAPYESMBIM MEIUIIMHCKUM u3aenusm (7.5.9.2)
Cob6cTBeHHOCTD ToTpeduTeneit (7.5.10)

3. Tpe6oanusa I'OCT P UCO 9001-2015 (ISO 9001:2015, IDT)
He NPHMEHHMbIE K CHCTeMe MEeHeI)KMEeHTa KayecTBa:

CoOCTBEHHOCTD MOTPEOUTENEH MIM BHEIIHUX MOCTAaBITUKOB (8.5.3)

4. ITpon3BoacTBEeHHbIE MJIOIIAAKH:

— Poccus, 422616, Pecrryoniuka Tatapcran (Taraperan), p-u JlanmeBckuid, c. Ycaznsl,
yi1. lopoxHas, 1. 42
Poccus, 422624, PecmyGnuka Tarapcran, M.p-H JlammeBckui,
c.i. Cronbuinenckoe, c. Ctonbuine, ya. CoBerckasd, 3a. 278, oduc 18 (1005)
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