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MeHep)XMEeHT KayecTBa MeAULMHCKUX usaennin. PaspaboTka,
BHeApeHMe 1 NoAroToBKa K cepTudukaumm

B nporpamme Kypca npeacTaBiieHbl akTyanbHble BOMPOChbl MEHEAXMEHTa KavyecTBa MeANLMHCKUX U3AeNni, NpeacTaBnsatoTCcs
NpaKTUYECKNEe peKOMeHAaL MmN U 3HaHUs, He06X04MMble ANA aKTyanMsauum n NpakTUYECKOro BHEAPEHUA USMEHEHMUI B CucTemy
MeHeKMeHTa kavecTBa (CMK) cornacHo Tpe6oBaHusiM ISO 13485:2016. PackpbiBaeTcs NpoLiecc ayanTa, noaxod, METOL0JIoMUsA 1
npaKTuKa ero nposeaeHusa nHbopmMaTnsaLmm 3ipaBooOXpaHeHUs AN TaBHbIX Bpayew rocyfapCTBEHHON CUCTEMBI
3paBooxpaHeHus cy6bekToB Poccuiickon degepauun.

[arta npoBegenus: OTKpbiTas gata

Bup 06yuyeHus: Kypc noBbilweHust KBanuukaumm
®dopmart obyueHus: [1HeBHOW

Cpok obyyeHusi: 2 fHsA

MpopomkuTenbHocTb obyyeHus: 164acos

MecTo npoBefieHus: r. MockBa, yn. 3o510Tas, f. 11, 6usHec-LeHTp «30/10TO», 5 aTax. BceM ydacTHUKaM BbicbllaeTcs nogpo6Has cxema
npoesna Ha ceMuHap.

[ns yyacTHUKOB NpefycMOTpeHo: MeToanueckuii MaTepumarn, Kode-naysbl.

[lOKYMEHT 1o OKOH4YaHuM 06ydeHus: o nToram o6ydeHus ciyLaTeny, yCrnewHo npoLlejLine UTOroByto aTTecTaluio No nporpaMmMe
06y4eHus, Nosly4atoT Y 40CTOBEepeHME O NOBbIWEHUM KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NULIEH3UEN Ha NPaBo
BefleHusi o6pa3oBaTesibHOM AesTeNIbHOCTY, BblAaHHON [lenapTaMeHTOM 06pa3oBaHus U Hayku ropoaa MocKBbl).

Ilna koro npegHasHaveH

NaBHbIX Bpayeil, s AUPEKTOPOB Mo KayecTBY, PyKOBOAUTENEN U CNIELMANUCTOB CY)XE MeHeIPKMEHTA KauecTBa, PyKOBOAUTENEN
npeanpuaTuin no paspaboTke, MPOU3BOACTBY U CEPBUCHOMY OGCIY)XXMBaAHUIO MEAULIMHCKUX U3AENWUI M 060pYLOBaHUS.

Lienb oby4yeHus

MonyyYnTb KOMMIEKCHbIE 3HAHWUA MO TEOPETUYECKMM U NPaKTUYECKMM BONPOCaM MeHeA)KMeHTa KauecTBa MeAMLMHCKUX
N3[eNiA,M3y4nTb BONPOCHI MPaBOBOro PerynnpoBaHus, OCHOBOMNOararLImMe cTaHAapTbl U Tpe6oBaHuS.
3TO MeponpusTUe MOXHO 3aKasaTb B KOPNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHOM KOMMNaHUK).

[TporpamMmma oby4yeHus

OcHoBomnonarawume CTaHAapTbI I/I-Tpe60BaHMﬂ.

e OCHOBHble Tpe6oBaHMSA K-NPOVM3BOAUTENSAM MEAULIMHCKNX n3aenuin B-Poccuiickon Gegepauun. JinueHsnpoBaHue, perucrpaums
MeAULMHCKUX U3aenunii.
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e YT0 Takoe oLeHKa COOTBETCTBUSA MeAULMHCKOro usgenus. Npesymnuusa CoOoTBETCTBMSA NMPOM3BOAUTENS, YCTPONCTBO CUCTEMDI
CTaHAapTU3aLmmn U-NoATBEPXAEHMS cooTBeTCTBUS. [Mpouenypa cepTudmrkaumn. Boibop opraHa no-cepTudukauum.

e 1SO 13485:2016 «MeauuuHckue nanenusi. CuctemMa MeHe)KMeHTa kadyecTBa. TpeboBaHus AN Leneit HOpMaTUBHOMO PEryiMpoBaHus»
n-gpyrne cTaHgapTbl 4518 NpoM3BoOAUTENEN MEAULNHCKUX U3AENUN.

o /IHCNeKkTUpoBaHWe NPOU3BOAUTENSA MEAULIMHCKUX U3LENNIA cornacHo TpeboBaHUsIM, coaepxawmmcs B-Pewwermm N2-106 01-10.11.2017.
CoBeta EBpasuitckont 3koHoMuyeckon Komuceuu.

o OcHoBbI 3aKoHOfaTenbcTBa EBponeickoro Cotosa Ana npomsBoauTene MeaUUNHCKUX U3AeNUN.

CraHpaprt ISO 13485:2016.

o 3BOJIIOLMA N-CPaBHUTENbHbIE XapaKTepucTukmn ctaHgaptos ISO 13485:2016 u-ISO 9001:2015.

o Tekyuyee cocTosiHue I1SO 13485:2016, BBEAeHWE B-NOHATUE «CTPYKTypa BbICOKOro ypoBHS (HLS)» u-kak 1SO 13485:2016 BnucbiBaeTcs
B-FN06asibHYyt0 KapTUHY PErynMpoBaHusi pbiHKa MeAULMHCKKX n3genuin. Yto Takoe MDSAP (Medical Device Single Audit Program).

o OcHoBHble oTnnmunsa I1ISO 13485:2016, EN-ISO 13485:2016 nu-TOCT I1SO 13485-2017. pyrue mexxayHapoAHble HOPMaTUBHbIE JOKYMEHTbI
pbIHKa MeANLMHCKUX U3LEeNuii.

e B3aumocsnasb MOCT ISO 13485-2017-c FOCT P-MCO 9001-2015 n-TOCT ISO 14971-2021.

MpoueccHbIii NOAXO0A M-€ro peanusaums.

¢ MNupamunaa kavecTtsa. MpUHLMMNBI CUCTEMbI MeHeAXMeHTa KadecTea (CMK), nexatuue B-ocHoBe ISO 13485:2016.
e HopmaTuBHasi CTpyKTypa AesiTeNibHOCTU. Liuknuueckas cTpykTypa npouecca unu Linkn Oemudra-Lyxapta (PDCA).

Paspenbl craHgapTa ISO 13485:2016.

o KOHTeKCT cTaHAapTa, TEPMUHbI M-ONpeaeneHuns.

o YnpasneHue CMK. Tpe6oBaHuWsA K-0OKYMEHTaLMMN.

e TexHuuyeckuii hann-— HEKOTOPblE PEKOMeHAALNN.

e OTBETCTBEHHOCTb PyKOBOACTBA.

e YripaBfieHue pecypcamu.

e [Ipouecchbl XXM3HEHHOIO UMKIIa NPOoAYKLUNU U-POKYC Ha-M3MEHEHNSA B-NPOEKTUPOBaHUN U-pa3paboTke.

o dunocodus pucka. Paséop NpuHLMNOB U-TEPMUHOB PUCK-MEHELXXMEHTA, NeXaLlnx B-ocHoBe cTaHapToB ISO 31000 n-1SO 14971.
Cneuunduka puck-MeHeIXMEHTA A1 MeANUMHCKMX n3genuin. Ponb TexHuyeckoro otyeta ISO/TR 24971 n-gpyrux ctaHaapToB
no-puckam.

o [poLecc NpoeKTUPOBaHMA-— BONPOCHI KIMHUYECKOr0 NOATBEPXKAEHUSA.

e Banupauwms npoueccos. CTaaunu kBanudukaumm. Pucku npoueccos.

¢ MpousBofCTBEHHAs U-NMOCTNPOU3BOACTBEeHHas nHpopmauua (PMS/PMCF)-— o6MeH nHbopmaLueid U-KOHCYTbTUPOBaHNE, MOHUTOPUHT
N-NepecMoTp pesynbTaToB aHanMsa pUCKOB.

o CKBO3Hble BOMPOCHI CTaHAAPTa: NporpaMMHoe o6ecrnevyeHmne, pUcku, KIIMHNYECKNUEe AaHHbIe.

BHyTpeHHue ayautbl CMK nfipoekTt BHegpenus CMK.

o OpraHusauus n-nposegeHne BHYTPEHHMX ayauToB. [1naHoBble u-BHEMNIaHOBbIE ayauThl.

o Cneunduyeckune TpeboBaHus K-ayauty CMK npoussoauteneit MEAULMHCKUX U3LENUIA.

¢ BbiAiBNeHMEe NPUYUH HECOOTBETCTBUN.

Mpouecc CAPA (npoBefeHWe KOPPEKTUPYIOLLMX U-NIPeaYNpPeXAatoLLunx AeiCTBIN).

o MnaHupoBaHue BHegpeHusa CMK n-paspaboTka nnaHa-rpaduka BHeApeHUs TpeboBaHWi cTaHaapTa.

OTBeTbl Ha BOMPOCbI cnymaTeneﬁ, WHAUBUAYyaJsibHble KOHCYNbTalUuu.

[lpenogaBaTenu

MPEMNOLABATESb
Begywwimi akcnepT N0 MeHEAKMEHTY KavyecTBa MeANLNHCKUX U3LeNNi.

CTtpaHuua: 2 us 2



