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[[ocymapCTBEHHbIN HaA30p B chepe obpaLleHUs IeKapCTBEHHbIX
cpenctB N MeguumMHckux nusgenmun B 2025 roagy. OpraHnsauyms
Hagnexallero obpaweHnsa n NpUMeHeHUs IeKapCTBEHHbIX
npenapaTtoB. CobntoeHne TpeboBaHUM HaAeXallen anTe4dyHon
NPaKTUKU

Oco60e BHMMaHUe B NporpamMme Kypca 6yfeT yaesneHo NocnefHM U3MEHEHUSIM B 3aKOHOAATENbCTBE B cepe obpaLleHus
NleKapCTBEHHbIX CPeACTB, TPe60BaHUSAM K NepeBO3Ke, XPaHeHUHo, yUeTy, 06paLleHnto, MPUMEHEHUIO, 06ecrneyeHnto 6e30MacHOCTU
JIeKapCTBEHHbIX CPEACTB; @ TakXXe HOBbIM JINLLEH3NOHHbIM TPe60oBaHMSAM NpU OCyLLECTBAEHUN hapMaLEBTUYECKON AeATENbHOCTY,
BCTynuBLWMM B cuny ¢ 01.09.2023 r. IkcnepTbl NPeACTaBAT NPaKTUYECKME PeKOMEHAALMM MO COBOAEHUIO Tpe6OBaHNA
HaZanexallen NpakTUKN XpaHEHUS U MepeBO3KU NTIEKapCTBEHHbIX MpenapaToB U Haanexallen anTe4yHon NPaKTUKN.

Darta npoeegenus: 10 - 11 ceHTabps 2025 ¢ 10:00 go 17:30
ApTukyn: MC25488

Bupa 06yuyenus: Kypc nosbileHns KBanmpmkalmm

®dopmart obyueHuss: OHNaiH-TpaHCAUMS

Cpok obyyeHusi: 2 fHA

MpopomkuTenbHocTb obyyeHus: 164acos

CtoumocTb yuyacTtus: 40 000 pyo6.

Jns y4yacTHUKOB nNpeflycCMOTpeHo: MeToauyeckun matepuarn.

[lOKYMEHT 1o OKOH4YaHuM 06ydeHus: o nToram obydeHus cylaTenu, yCrnewHo npoLlefLime UTOroByo aTTecTauuio no nporpaMmMe
06y4eHus, MoslyyatoT Y 4OCTOBEpPEHME O NOBbILWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3UEN Ha NPaBo
BefeHVs 06pa3oBaTesibHON AeATeNbHOCTH, BblAaHHOM [enapTaMeHToM 06pa3oBaHus U HayKu ropoaa Mocksbl).

Ina Koro npegHasHayeH

PykoBoguTenei u cneumanucToB YYpeXAeHU 34, paBOOXpPaHeHUs], OTBEYatoLLMX 3a 06ecrneyeHne TeKapCTBEHHbIX CPEACTB U
MeAWULMHCKUX U3AENUIA, FTNaBHbIX Bpayel U rNaBHbIX MeAULIMHCKUX cecTep, hapMaLeBTUYECKUX PaBOTHUKOB anTeYHbIX YYpexaeHni Bcex
$pOopM COBCTBEHHOCTH.

Lienb o6y4yeHus

MpoaHanuaupoBaTb NocneaHUe N3MEHEHNS 3aKoHoAaTeNIbcTBa B chepe, o6palleHns fiekapcTBeHHbIX cpeacTs (J1IC) u MeanLMHCKMX
nsgenuii (MU), nsyuntb coBpeMeHHble Tpe6oBaHus K o6patyeHuto JIC u MU.
3TO MeponpusiTUe MOXHO 3aKa3aTb B KOpNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHOM KOMMaHWK).

[TporpamMmma oby4yeHus
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HopmaTtueHo-npaBoBoe perynupoeaHune B-cepe obpaLLeHus nekapcTeeHHbIx cpeacTts (JI1C).

¢ HopMmaTuBHO-NpaBoBOE perynmpoBaHue B-chepe obpalleHns fnekapcTBeHHbIX cpeacTs (J1C) B-2024-rony. KayecTBo, ahheKTUBHOCTb
n-6e3onacHocTb J1C.

o JbdeKkTUBHOE NIaHUPOBaHMWE AesiTENbHOCTH, CBA3aHHOM c-o6palleHnem J1T.

o [Topsapok oT6éopa M-OLeHKN MeAULIMHCKON OpraHvM3aumeit MoCTaBLUKOB JIEKapCTBEHHbIX NPenapaToB.

e PerynaTtopHas rmnboTuHa.

o AKTyanusauusi HopMaTUBHO-NPaBOBbIX aKTOB B-chepe 06palLeHUs NeKapCTBEHHbIX CPeACTB, BCTYMUBLUMX B-cuny c-1-mapTa 2023-T.

JIMLeH3NOHHbIe Tpe6OBaHm| npu oCyLLeCTB/IEHUHN dJapmau,eBTuquKoﬁ AEeATENIbHOCTMU.

HoBble NMLEH3MOHHbIE TPEGOBAHNS MPU OCYLLECTBAEHUN papMaLEBTUYECKON [eATENbHOCTH, BCTynuBLUME B-cuny ¢-01.09.2023-r.

e Tpe6oBaHus k-3anonHeHuto PPMO n-OPMP B-EMNC3.

o AKTyasibHble Tpe6oBaHMWs K-TOMEeLLEHUSAM A5 OCYLLEeCTBeHMs! hapMaLeBTUYECKO AesATeNbHOCTU. TpeboBaHUs K-xpaHeHuto J1C.
MNMopspok xpaHeHns B-anTeke U-B-MeAULMHCKON OpraHM3auny B-COOTBETCTBUN C-NpaBuiaMu Hagnexatlen npakTukyM XxpaHeHus
N-NepeBO3KM SIeKapCTBEHHbIX NpenapaToB U-Hafnexallen anTeqyHon NPakTUKK.

CucTtema obecneyerust kayecTBa-J1N y-cy6bekTa o6palleHust NeKapCTBEHHbIX CPEACTB.

o CTaHaapTHble onepauuoHHble npoueaypbl (COMM), HanpaBneHHble Ha-cobtoaeHne NpaBun XxpaHeHUs-J1M U-MHbIX NPOU3BOACTBEHHbIX
npoLeccoB B-anTe4yHON opraHmMsaunu.

OpraHusauum KoHTpons 3a-cobntofeHnem COM cy6bekTa ob6palleHns nekapCTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHeHuUst
W-TPaHCMOPTMPOBKM MMMYyHO6Monornyeckux Jr.

30Hbl KapaHTUHHOTO XpaHeHwus J1.

o [loKyMeHTbI No-xpaHeHuto JIM. Pernctpauusi onepaumii, CBA3aHHbIX c-o6palieHunem-JT, nognexatymx npeaMeTHO-KONMYecTBEHHOMY
yyeTy.

AHanus TUNUYHbIX NPaBOHAPYLLEHWIA, CBAA3AHHbIX OCYLLLECTBNEHNEM PapMaLleBTUYECKOW AesiTENbHOCTbIO.

AAMUHUCTPATUBHbIE CaHKLUMM 3a-HapyLleHne Tpe6oBaHWi K-06paLLeHMIo TEKapCTBEHHbIX CPeACTB.

TpaHcnopTupoBKa MﬂpMéMO'-IHbIVI KOHTPOJIb Ka4yeCcTBa NocTynarLliux B-anTe4yHyio opraHu3auuio nn.

o Hapgnexaulas npakTnka xpaHeHusi n-nepesosku J1C.
o Anroputm npoBegeHunst npuémkm Jrl.
o ConpoBoauTenbHasi JOKYMeHTauus.

BHefipeHune B-anTeuHO1 OpraHu3aLyum aBTOMaTU3UPOBaHHON CUCTEMbl MOHUTOPUHIa [iBUKEHNSA NleKapCTBEHHbIX NpenapaTos
OT-Ipou3BOAUTENSA A,0-KOHEUYHOro noTpebuTens (Mapkupoeka JIC).

o BHeceHwue nHdopmauum B-cuctemy MIJIM.
o CBOEBpeMeHHOe BbiBeaeHMe ocTaTkoB. Pa6oTta c-LIMPT.
o MpodunakTuyeckas pabota PocagpaBHaga3opa. OTBeTbl Ha-NpegocTepexeHus. NpeBeHTUBHbIE Mepbl.

MpaBuna OTNyCKa JieKapCTBEeHHbIX NpenapaToB U3-anTe4yHbiX yqpe)i(p,elmﬁ.

bespeuenTypHbI oTNyck. OTNyCK JIeKapCTBEHHbIX NpenapaToB Nno-peLenTy Bpaya. AKTyanbHas HopMaTuBHas 6a3a.

e OcHOBHble Tpe6oBaHua Mpukasa M3-PD-01-24-Hos6psa 2021-r. N°-1093H «O6-yTBEepxAeHUM MpaBKn OTNyCKa NEKAPCTBEHHbIX
npenapaToB A/ MeAULMHCKOro NPUMEHEHUS anTeYHbIMU OpraHn3aLnsaMu, MHAMBUAYanbHbIMW NpeanpuHUMaTENMU, UMEOLLNMU
JIMLEH3MIO Ha-OCYyLLeCTBIIeHWEe hapMaLeBTUYECKOW AeATENbHOCTU, MEAULMHCKUMU OPraHM3aumsaMm, UMEOLLMMU JIMLEH3NUIO
Ha-oCyLLeCTBNEHNE hapMaLLeBTUYECKO AeATeNIbHOCTU, U-UX-060CO6NeHHbIMY NoApasaeneHusaMm (ambynaTopusamMu, GenballepcKuMm
n-penbAaLepcKo-akyLIEPCKUMU MYHKTaMW, LLeHTpamu (oTAeneHnsaMu) obLier BpayebHoM (CEMENHOM) NPaKTUKK), PacrnosioXeHHbIMU
B-CE/TbCKUX MOCENIEHUSIX, B-KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3auum, a-takxe paBun oTnycka HapKOTUYECKUX CPEACTB
U-TICUXOTPOMHbIX BELLECTB, 3aperMcTpMpoBaHHbIX B-Ka4ecTBe eKapCTBEHHbIX NpenapaToB A/ MeAULMHCKOrO MPUMEHEHUS,
NeKapCTBEHHbIX NPenapaToB A1 MeAULIMHCKOro NPUMeHeHWs, CoOAepXKaLLMX HapKOTUYECKNe CpeacTBa U-MCUXOTPOMHbIE BeLecTBa
B-TOM uucrne lMNopsifika 0Tnycka anTeYyHbIMU OpraHn3aLmsiMm UMMYHOGUOMOrMYECKMX TEKAPCTBEHHbIX NMPenapaToB».

OpraHusauusa npegMeTHO-KONMMYECTBEHHOMO YYeTa fleKapCTBEHHbIX NpenapaTos.

PerncTpauus onepaumi, cBA3aHHbIX c-06paLLeHneM-/1TM1, nognexalwmx npeaMeTHO-KONIMYECTBEHHOMY Y4eTy.

e AHann3 TUNUYHbIX NPaBOHAapPYLLEHWUN, CBA3aHHbIX OCYLLLeCTBAEHNEM GapMaLleBTUYECKOM AesiTeNbHOCTbI0. CaHKLUMM 3a-HapyLleHne
Tpe6oBaHWI K-06paLLEHMIO JIEKAPCTBEHHbIX CPEACTB.

YHUYTOXEHUEe NeKapCTBEHHbIX NpenapaTos.

o AKTyaslbHble TPe6OBaHUA K-YHUUTOXEHUIO PanbcudULMpoBaHHbIX, KOHTpadaKTHbIX U-HEL06POKAYECTBEHHDBIX JIEKAPCTBEHHbIX
npenaparos.

nOpﬂAOK Bbla4yu pa3peLlueHua Ha-AUCTaHLUOHHYIO TOProBJilo JieKapCTBeHHbIMU cpeaACcTBaMU.

e TWUNWYHbIe OLIMBKU U-MPUYMHBI OTKa3a.
¢ Hapnexatllee ocyLleCcTB/IEHNE ANCTAHLMOHHON TOProB/M TeKapCTBEHHbIMM NpenapaTami. MopsagoK K-NpakTka gocyae6Hom
6OKMPOBKU MHTEPHET-CAaNTOB OpraHW3aLuii, OCYLLECTBSAIOLMUX peann3aLmio IeKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6e3onacHocTu-/TTN B-MeauUUHCKON U-papmaL,eBTUYECKOI OpraHu3aLuu.
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o dGapmakoHagsop.

e MeponpuaTus no-bapMakoHag3opy.

e KOHTpPO/bHbIe MeponpusiTUSI MpU NpoBeAeHUU NPOBEPOK COOTBETCTBUSA-JIC, yCTaHOBNIEHHbIM TPEGOBAHUSIM K-UX-KAYecTBy.
e TUNWYHbIE HapYLLEHWS, BbISIBISEMble HaA30PHbIMU OpraHamMm Npu NpoBepKax Cy6bekToB obpatleHns J1C.

e MeponpuaTus, HanpaBeHHble Ha-MpefoTBPaLLeHMe HapyLLeHni npu obpalleHun JM.

e ANIrOpUTM AeNCTBUI NPY BbISIBNEHUN HeL0GPOKAYECTBEHHbIX U-PanbcudrUnpoBaHHbIX, KOHTpadakTHbIx JT1.

o OpraHusauusa MeguLMHCKON opraHunsaumer papmMakoHag3opa n-oby4eHns nepcoHana.

Mpoeepku Poc3gpaBHag3opa.

¢ HoBble Tpe60oBaHMs K-OpraH13aLmmn U-NpoBeAeHNIO NPoBepoK. OpraHU3aL s U-NpoBefieHNe NPOBEPOK

e ['ocylapCTBEHHbI Haa30p B-cthepe 06paLleHUst TEKapCTBEHHbIX CPEACTB B-COBPEMEHHbIX peasiusix.

¢ HoBble Tpe60BaHMs K-OpraH13aumm rocy4apcTBEHHONO U-MyHULMNANIbHOMO BUAOB KOHTPONA (Hag3opa).

o MNpodunakTuueckme MeponpusTmus.

e Bugpl n-popmbl.

o KOHTpOsbHO-HaA30pHble MeponpusaTus PocaapaBHagsopa.

e HoBble Tpe60BaHMs K-OpraH1M3aummn U-NpoBELEHNIO MPOBEPOK.

o OpraHusauus u-NpoBeaeHVe NPOBEPOK B-COBPEMEHHbIX YCTOBUSX. PUCK-OpPMEHTMPOBaHHbIN Noaxog B-cdhepe obpalleHns J1C.

o MNpoBepku PocaapaBHaasopa no-npoBepoYHbIM NUCTaM (Yek-nnucTam). NMopsaok NPOXoXAeHUA NPOBEPOK.

o MNpeaynpexgatoLime AeACTBUSA. AHANN3 TUMUYHbBIX HApYyLLIEHWUI.

o OTBETCTBEHHOCTb 3a-HapyLUeHWe 3aKoHoaTeNIbcTBa Npu o6paLleHnm-J1IC n-MeauUUHCKUX U3LENUiA N-BO3MeELLEHUE Bpeaa,
NPUYUHEHHOTO 3L0POBbIO rPpaXKAaH BCleacTBMe npumMeHeHus J1M.

FocypapcTBeHHbIN KOHTponb (Hag3op) B-cdepe o6palyeHus-JIC n-MeaULMHCKUX U3AeNWii.

. npOBepKVI COGNIOAEHNSA MEAULMHCKUMHU pa6OTHVIKaMVI, pykoBoaguTenAaMun MeauLmMHCKUX opransauMVl OFpaHVIHeHVIVI, HanaraembiX npu
OCyLLeCTB/IEHUN ﬂpOdJECCMOHaﬂbHOVI AEeATENIbHOCTU.

[lpenogaBaTenu

MPEMNOOABATEJb
9kcneptbl POC3PABHAL30PA.
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