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MeHea)XMEeHT KayecTBa MeAULMHCKUX u3aennin. PaspaboTka,
BHeApeHMe 1 NoAroToBKa K cepTudunkaumm

B nporpamme Kypca npefctaBfieHbl akTyasbHble BONPOCbl MEHEAXXMEHTa KayecTBa MegULNHCKUX U3AenNuin, NpeacTaBnaroTeA
NpaKTUYECKNE PEKOMEHAALMMN U 3HAHUS, HEOBXOAMMbIE ANA aKTyanusauum n NpakTUYECKOro BHEAPEHUA USMEHEHMUIT B CucTemy
MeHemKMeHTa kavecTBa (CMK) cornacHo Tpe6oBaHusiM ISO 13485:2016. PackpbiBaeTcs npoLiecc ayanTa, noaxod, MeTOL0Iorus 1
npakTuKa ero nposeaeHusa nHbopmMaTusaLmm 3gpaBooxXpaHeHUs A raBHbIX Bpavew rocyaapCTBEHHON CUCTEMDI
3[paBooxpaHeHus cyobekToB Poccuiickon Gegepaumm.

[arta npoBepenus: OTKpbiTasa garta

Bup o6yuenus: Kypc noBblilleHusi kBanudukaumm
®dopmart obyuyeHus: [JHeBHOW

Cpok obyyeHusi: 2 fHA

MpopomkuTenbHocTb obyyeHus: 164acos

MecTo npoeefeHus: r. MockBa, yn. 3onoTas, 4. 11, 6u3Hec-LeHTp «30110TO», 5 aTax. BceM yyacTHMKaM BbicbliaeTcsi NoApo6Has cxemMa
npoesga Ha cemMuHap.

[ns yyacTHUKOB NpefycMOTpeHo: MeToanyeckuii MaTepuarn, kode-naysbl.

,D,oxymeH'r MO OKOHYaHUn 06yquMﬂZ Mo utoram 06yqum| cnywaTtenu, ycnewHo npowejluimne UToroeyro atrectayuto no nporpamMme
o6yquvm, nosiydaroT yﬂ,OCTOBepeHVIe O NoBbIWEeHNN KBaJ'IVId)VIKaLI,VIVI B 06bemMe 16 yacoB (B COOTBETCTBUM C NIULEH3NEN Ha npaeso
BeaeHuna o6pa303aTean017| [eATeNnbHOCTH, BblgaHHOWM LenapTtameHTOM 06pa3OBaHVIF| M HayKun ropoaa MOCKBbI).

Ina Koro npegHasHayeH

naBHbIX Bpayen, A5 JUPEKTOPOB MO Ka4ecTBY, PyKOBOAMTENEN U CeLnannMcToB CiyX6 MeHeA)KMeHTa Ka4yecTBa, PyKoOBOANUTeNei
npeanpuaTUin No paspaboTke, NPOU3BOACTBY U CEPBUCHOMY OOCNY)XXMBaHUIO MEAULIMHCKUX U3AENWUIA M 060PYLOBaHUS.

Llenb o6y4yeHus

Mony4nTb KOMMIEKCHbIE 3HAHWUSA MO TEOPETUYECKMM U NPaKTUYECKMM BONPOCaM MeHE)KMEHTa KauecTBa MeAMLMHCKUX
M3LENNiA,M3y4nTb BONPOCHI NPaBOBOro PEryNMpoBaHusi, OCHOBONMO/aratoLLe CTaHAapTbl M TpeGoBaHuS.
3TO MeponpuATMe MOXHO 3aKasaTb B KOpNopaTMBHOM opmaTe (06yyeHne COTPYAHUKOB OAHOM KOMMNaHuu).

[TporpamMmma oby4yeHus

OcHoBomnonararwume CTaHAapTbI VI-TpeGOBaHMﬂ.

o OCHOBHble Tpe6oBaHMA K-NPOU3BOAUTENAM MEAULMHCKUX nsgenuin B-Poccuitickoin epepauun. JiuueHanposaHue, peructpaums
MeAMULMHCKUX N3aenunin.

e YT0 Takoe oueHKa COOTBETCTBUA MeAULUNHCKOro nsgenus. Npesymnuus cooTBETCTBUA NPON3BOAMUTENS, YCTPOUCTBO CUCTEMDI
cTaHaapTU3auum n-noaTBepXAeHNa cooTBeTcTBYUSA. MNpoueaypa cepTudmkauun. Beibop opraHa no-cepTudpukaLmu.

o |SO 13485:2016 «MeguunHckme nanenus. CucteMa MeHe>KMeHTa KadyecTBa. Tpe6oBaHUst Ansi Lenet HOpMaTUBHOIO PeryinpoBaHusi»
n-apyrue ctaHfapTbl 415 Npon3BoanTesnien MeauLMHCKUX 3LENUNA.
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e /HCNEeKTMpOoBaHWe NPOM3BOAUTENS MEAULMHCKMX U3LENUIA cornacHo Tpe6oBaHusaM, coaepxawmumes B-Pewwenmmn Ne-106 o1-10.11.2017.
CoseTa EBpasuickon 3koHoMuyeckon Komumccuum.
o OcHoBbI 3aKkoHofaTenbcTBa EBponenckoro Cotosa Ansa npoussoautTenen MeauLMHCKUX usaenuin.

Cranpgaprt ISO 13485:2016.

o JBOJIOLMA U-CPaBHUTENbHbIE XapakTepucTukmn ctaHgaptos ISO 13485:2016 u-ISO 9001:2015.

o Tekylee cocToaHue ISO 13485:2016, BBeaeHUe B-NOHATHE «CTPYKTypa BbICOKOro YpoBHS (HLS)» n-kak I1SO 13485:2016 BnucbiBaeTcs
B-TN106asIbHY0 KapTUHY PeryiMpoBaHuUs pbiHKa MeauLMHCKMX u3genuii. Yto Takoe MDSAP (Medical Device Single Audit Program).

e OcHoBHble oTninyma ISO 13485:2016, EN-ISO 13485:2016 n-TOCT ISO 13485-2017. [pyrue mexayHapoAHble HOpMaTUBHbIE JOKYMEHTbI
PbIHKa MeAULIMHCKMX U3AENUNA.

e Bzanmocssasb OCT ISO 13485-2017-c TOCT P-MCO 9001-2015 n-TOCT ISO 14971-2021.

MpoueccHbIii NOAXO0A N-ero peanusaums.

¢ Mupammaa kayecTtea. MpUHLMMBI CUCTEMbI MeHeXMeHTa KadecTBa (CMK), nexatuue B-ocHoBe 1ISO 13485:2016.
e HopMaTuBHas CTpyKTypa AeaTeNibHOCTU. Liuknnueckas cTpykTypa npouecca wnu Linkn OemuHra-lyxapta (PDCA).

Pasgenbl ctaHpapTa ISO 13485:2016.

o KOHTeKCT cTaHAapTa, TEPMUHbI M-ONpeaenieHuns.

¢ YnpaBneHue CMK. Tpe6oBaHUA K-AOKYMEHTaLUW.

o TexHuuyeckuii pann-— HEKOTOpble peKOMeHAaLNN.

e OTBETCTBEHHOCTb PyKOBOACTBA.

e YnpaBreHue pecypcamu.

e [IpoLecchl XXM3HEHHOrO LMKIIa NPoAyKLUUK N-POKYC Ha-M3MEHEeHNs B-NPOEKTUPOBaHUN U-paspaboTke.

e @unocodus pucka. Paséop NpuHLMNOB U-TEPMUHOB PUCK-MEHEXXMEHTA, NieXxaLlux B-ocHoBe cTaHzapToB ISO 31000 n-1SO 14971.
Cneuuduka puck-MeHeIXXMeEHTa AN MeAULNHCKMX n3genuin. Ponb TexHudeckoro otyeta ISO/TR 24971 n-gpyrux ctaHgapToB
no-puckam.

o [lpouecc NpoeKTUpoBaHMA-— BONPOCHI KIMHUYECKOro NOATBEPXAEHUSA.

e Banupauwms npoueccos. Ctaguu keanudukaumm. Pucku npoueccos.

o [pou3BoACTBEHHAs M-NOCTNponU3BoACTBEHHAA UHpopMauua (PMS/PMCF)-— o6MeH uHbopmMaLumei U-KOHCYIbTUPOBaHUE, MOHUTOPUHT
n-nepecMoTp pesynbTaToB aHanM3a pUCKOB.

o CKBO3Hble BOMpPOChHI CTaHAapTa: NporpaMMHOe 06ecredyeHmne, pUcku, KIMHUYECKUE AaHHbIe.

BHyTpeHHue ayautbl CMK npoekTt BHegpenus CMK.

. Opransau,Mﬂ n-nposefgeHne BHyTpeHHUX ayanToB. [MnaHoBble U-BHEMNNaHOBbIE ayanTbl.

e Cneunduyeckue TpeboBaHus K-ayauty CMK nponssoauteneit MEAULMHCKUX U3LENTUIA.

¢ BbisiBNEHWE NPUYUH HECOOTBETCTBU.

Mpouecc CAPA (NpoBeaeHWe KOPPEKTUPYIOLLMX U-NIPpeayNpeXxXAatoLmnxX AeiCTBuR).

e [naHupoBaHue BHeapeHust CMK n-paspaboTtka nnaHa-rpadvka BHegpeHust Tpe6oBaHui cTaHaapTa.

OTBeTbl Ha BOMpoOCbI cnyl.uaTeneﬁ, uHauBupyasibHble KOHCYNbTauuu.

[lpenogaBaTenu

MPENOOABATE/b
BeayLiuin aKCMepT Mo MeHEAXXMEHTY KayecTBa MeANLMHCKUX USAeNWiA.
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