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KBanudukaiis BeINYCKHUKA: BAKAJIABP

Brimyckaromas kadgenpa: MU

Kadenpa-pa3zpaborunk paboueit mporpammbl: «MeIUIIMHCKAS HHKEHEPUS

1. Ienu oceoenusn Qucuuniunsl

LensiMu OCBOCHUSI TUCIUIUIMHBI « Y TIPaBI€HUE Ka4eCTBOM M 0€30MaCHOCTHIO METUITMTHCKUX
W3IEIUIN» SBISIOTCS:

a) MOJIy4eHHE CUCTEeMAaTU3UPOBAHHOTO MPEJCTABICHUS O BOSHUKHOBEHUHU, HACTOSIIIEM
COCTOSTHUM ¥ OyIyIIUX TCHICHIIUSAX Pa3BUTHUS B 00JIACTH yIIPABJICHHS KQ4€CTBOM H
0e30MacHOCTH METUIIMHCKUX U3/IETIHi, MOHMMaHHS KauecTBa Kak (pakTopa ycrexa mpeInpHusIThs;
0) hopmupoBaHKE CITOCOOHOCTH OCYIIECTBIATH COLMATBHOE B3AUMOJICHCTBHE U PEATU30BLIBATH
CBOIO POJIb B KOMAaH/IE.

2. Codeporcanue oucuuniunbl « YnpasieHue Kauecnmeom u 0e30nachocmovio MeOUUUHCKUX
U30eIUi) .

OcCHOBHbIE TTOHATHS B 00JIACTH YIPABIICHUS] KAYECTBOM MPOIYKIIUU U CUCTEM MEHEDKMEHTA
kauecTBa. [IpuHIUNBI U GYHKIMH yIpaBlIeHUs KadecTBOM. MeTo/Ibl MEHEI)KMEHTa KayecTBa.
Mexnynapoansie crangaptsl MCO. PazpaboTka 1 BHEIpeHHE CUCTEM MEHEIKMEHTA KauecTBa
Ha npeanpusatun. Ctanaapt OCT ISO 13485-2017. Ilopsimok ocymiecTBIE€HU MOHUTOPUHTA
0e30MacHOCTH MEAUIIMHCKUX u3sienuil. [lopsaok opranu3aiuy u mpoBeIeHUS SKCIIEPTU3BI
KayecTBa.

3. B pe3yivmame 0ce0eHus OUCUUNIUHDBL 0OVUAIOUWHILCA OOJIHCEH:

1) 3uatb:

a) TEXHUYECKHE PErJIaMEHThI U IPYTHUE POCCUUCKUE M MEXTYHAPOIHbIE HOPMAaTHBHO-TIPABOBbHIE
JIOKYMEHTBI, peTJIaMeHTUPYIOIINE Ka4eCTBO U OE30MaCHOCTh METUIIUHCKUX H3/CIINN;

0) METOJMKH OCYIIIECTBICHUS TEXHOJIOTHYECKOTO KOHTPOJISi COOTBETCTBUS KaueCTBa U
0e30MacHOCTH MPOU3BOIUMOM MPOIYKIIUHU U YCIYT YCTAHOBJICHHBIM HOpMaM

B) ATaIbl )KU3HEHHOTO IUKJIA MPOIYKIIUH, OCOOEHHOCTH YIIPaBJICHUS KaueCTBOM Ha Pa3HbBIX
dTamax, mopsA0K pa3paboTKU M BHEIPEHHS CUCTEM MEHEDKMEHTa KauecTBa U 0€30MacHOCTH
MEUIIMHCKUX U3ACIIUNA HA TIPEATNPUITHH.

2) YmeTs:

a) MPUMEHSTh MEXIYHAPOIHbIEC CTAHAAPTHI IPHU CO3/IaHUU U Pa3padOTKU CUCTEM MEHEIKMEHTa
KaueCTBA HA NPEANPUITHSIX, BBITYCKAIOMINX MEIULIUHCKUE U3JIEIHS, a TAKXKE IPOBOJUTh AyIUT
Ha TPEANPUITHHA Ha COOTBETCTBHE TPEOOBAHMI HOPMATUBHBIX JIOKYMEHTOB

0) OCYIIECTBIIATH MOUCK HHPOPMAIUH 110 TTOTYYSHHOMY 33/IaHUI0, COOp, aHATIN3 JaHHBIX,
HEOOXOAUMBIX IS IOCTABJIEHHBIX 33/1a4 B 00JIaCTH KavyecTBa.

3) Bnagets:

a) METOJIaM1 YIIPABJICHHUS KaueCTBa W 0€30MaCHOCTH MEAUITMHCKUX M3/IETUI Ha BCEX dTarax
YKU3HEHHOTO IIUKJIAa TPOIYKIIUH.

0) mpaBWJIaMH MTOATBEP>KICHUSI COOTBETCTBHSI, MPUHIIUITAMH TEXHUYECKOTO PETYITUPOBAHUS 1
CTaHJapTU3aLUU.
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3aB. kadenpoit MU Mycun 1U.H.



