AHHOTALIUSA PABOYEM ITPOT'PAMMBI JUCHUIIJINHBI
YnpasiieHue Ka4ecTBOM M 0€30MACHOCTHI0 MeIMIIUHCKUX U3/1eJIUil

1o HanpaBaeHHio noaroToBku: 12.03.04 «brnoTeXxHHUYECKHE CUCTEMBI U TEXHOJIOT I
110 TpoDUII0 «MEIUITMHCKHAE U3ICIINS M TEXHOJIOT I

KBanudukaiis BeINYCKHUKA: BAKAJIABP

Briyckaromas kadgenpa: MU

Pa3paboTuuk paboueii mporpamMMsbl: Kadenpa MEAUIUHCKON HHXEHEPUN

1. Ienu oceoenusn Qucuuniunsl

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

a) MOJIy4eHHE CUCTEMATU3UPOBAHHOTO MPEACTABICHUS O BOSHUKHOBEHUHU, HACTOSIIIEM
COCTOSTHUY ¥ OyIyIIUX TCHICHIUAX Pa3BUTHS B 00JIACTH YIIPABICHUS KA9YECTBOM U
0€30MacHOCTH METUIIMHCKUX U3/IETIHi, TOHMMaHHS KauecTBa Kak (hakTopa ycnexa mpeanpHusThs;
0) hopMupoBaHKE CITOCOOHOCTH OCYIIECTBISTH COMATBHOE B3AUMOCHCTBHE U PCATU30BHIBATH
CBOIO POJIb B KOMAaH/IE.

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

OcHOBHBIC TIOHATHS B 00JIaCTH YIIPABICHUS KAY€CTBOM NMPOAYKIIMHA U CUCTEM MEHEPKMEHTA
kauecTBa. [I[puHIUNBI U GYHKIMH yIpaBlIeHUs KadecTBOM. MeTo/ 1l MEHEI)KMEHTa KayecTBa.
Mexnynapoansie crangaptsl MCO. PazpaboTka 1 BHEIpeHHE CUCTEM MEHEIKMEHTA KauecTBa
Ha npeanpuartuu. Ctapaapt 'OCT ISO 13485-2017. [Topsaok ocyiiecTBICHUSI MOHUTOPHHTA
0e30MacHOCTH MEAUIIMHCKUX u3sienuil. [lopsaok opraHu3aiuy u mpoBeIeHUS SKCIIEPTU3BI
KayecTBa.

3. B pe3yivmame 0ce0eHus OUCUUNIUHDBL 0OVUAIOUWHILCA OOJIHCEH:

1) 3uatb:

a) TEXHUYECKHUE PETIIAMEHTHI M JIPYTHE POCCUNCKHE U MEXKTYHAPOIHbIC HOPMATUBHO-TIPABOBHIE
JIOKYMEHTBI, peTJIaMeHTUPYIOIINE KaYeCTBO U O€30MaCHOCTh METUITMHCKUX U3/1ETHil;

0) METOJUKH 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 ¥ BHEAPEHUS CHCTEM MEHEXKMEHTa KauecTBa U 0€30MacHOCTH
MEAWIIMHCKUX U3JICTHIA HA TIPEIITPHUSITHH.

2) YmeTs:

a) MPUMEHSATh MEKyHAPOIHBIC CTAHIAPTHI IPH CO3JIAaHUH U Pa3pabOTKU CHCTEM MEHEDKMEHTA
KauecTBa Ha MPEANPHUATHIX, BBITYCKAIOMUX METUIIUHCKUE U3/IENNs, & TAKXKe IPOBOUTH ayJAUT
Ha TPEJNPUITAN Ha COOTBETCTBHE TPeOOBAaHMIT HOPMATUBHBIX IOKYMEHTOB

0) OCYILECTBIIATH MOUCK HH(DOPMAITUH IO MTOJIy4EHHOMY 3aJ[aHut0, COOp, aHAIU3 TaHHbIX,
HEOOXOAUMBIX IS IOCTABJIEHHBIX 33/1a4 B 00JIaCTH KavyecTBa.

3) Bnagets:

a) METOJIaM1 YIIPABJICHHUS KauecTBa U 0€30MaCHOCTH MEAUITMHCKUX M3/ICTTUI Ha BCEX dTarmax
YKU3HEHHOTO IMKJIA TPOIYKIIHH.

0) MpaBWIIAMHU TTOITBEPKICHUS COOTBETCTBHS, PUHITUIIAMH TEXHHUECKOTO PEryTHPOBAHUS U
CTaHJapTU3aAIUH.
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3aB. kadenpoit MU Mycun 1U.H.



