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[[ocymapcTBEHHbIN HaA30p B chepe obpaLleHuns IeKapCTBEHHbIX
cpeanctB B 2023 roay. OpraHmM3auuns Hagnexauiero obpalleHma u
NPUMEHEHUSA NeKapCTBEHHbIX NpenapaToB. CobntoaeHne
TpeboBaHMN Hag1exallen anTe4YHoON NpaKTUKK

Oco60e BHMMaHWe B NporpamMme Kypca 6yfieT yaesnieHo NocneaHNM U3MEHEHUSIM B 3aKOHOAATENbCTBE B chepe obpaLleHus
JleKapCTBEHHbIX CPEACTB, TPe6OBaHUAM K MEPEBO3KE, XPAHEHUIO, YYETY, 06paLLEHMIO, MPUMEHEHMIO, 06ecneYeHnto 6e30NacHOCTH
JIeKapCTBEHHbIX CPEACTB; @ TakXKe HOBbIM NINLIEH3MOHHbIM TPE6OBaHUAM MpU OCYyLLECTBIEHUMN hapMaLLeBTUYECKOW AeATENIbHOCTY,
BCcTynarowwmm B cmny ¢ 01.09.2023 r. OkcnepTbl NpeACcTaBsAT NPaKTUYECKUEe peKoMeHalum No Co60AeHUI0 TpeboBaHN
HaAnexallen NPakTUKN XpaHEHUS 1 MepeBO3KN NTIEKapCTBEHHbIX MpenapaToB U Hafs1exallen anTe4yHon NPakTUKK.

Jata npoBepeHusn: OTKpbiTas gata

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

Cpok obyyeHus: 2 fHA

MpopomkuTenbHocTb obyyeHus: 164acos

MecTo npoeefeHus: r. MockBa, yn. 3onoTas, 4. 11, 6u3Hec-LeHTp «30/10TO», 5 aTax. BceM yyacTHMKaM BbicbliaeTcsi NoAgpobHas cxemMa
npoesga Ha cemMuHap.

[ns y4acTHUKOB NpefyCcMOTPEHO:

MeTofunuyeckuin MaTepuan, Kote-naysbl.

J[IOKYMEeHT No oKOHYaHuM o06yyeHuns: o nToram obyyeHus cnyliaTenu, yCnewHo npoLeaLine UTOroByo aTTeCTaLuIo No NporpaMmme
06y4eHus, MoslyyatoT Y 40CTOBEepeHME O NOBbILWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3UEN Ha NPaBo
BefeHVs 06pa3oBaTeNibHON AeATeNbHOCTH, BblAaHHOM [enapTaMeHToM 06pasoBaHus U Hayku ropoaa Mocksbl).

Ina Koro npegHasHayeH

PykoBoguTenein u cneumanucToB YYpexXAeHU 34, paBOOXpPaHeHUs], OTBeYatoLLMX 3a o6ecrnedyeHne NeKapCTBEHHbIX CPEACTB U1
MeANLMHCKUX U3AENUNA, FNaBHbIX Bpayel U raBHbIX MeAULMHCKUX cecTep, hapMaLeBTUYECKUX PaBOTHUKOB anTeYHbIX YYpexaeHni Bcex
$opM COBCTBEHHOCTH.

Lienb o6y4yeHus

MpoaHanuaupoBaTb NOCNeLHNE U3MEHEHNS] 3aKOHOAATENbCTBA B cdhepe, 06palLeHns TeKapCTBEHHbIX cpeacTB (J1C) M MeJULMHCKUX
nsgenuii (MU), nsyuntb coBpeMeHHble Tpe6oBaHus K o6patieHuto JIC u MU.
3TO MeponpusaTUe MOXHO 3aKasaTb B KOPNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHOM KOMMNaHWK).
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[TporpamMmma oby4yeHus

HopmaTueHo-npaBoBOe perynupoeaHue B cepe o6paleHus nekapcTeeHHbIx cpeacts (J1C).

MM P® o1 10.06.2023 N 961 "O BHeceHUM U3MeHeHui B MNonoxeHue o heaepanbHOM rocyAapcTBeHHOM KOHTpone (Hag3ope) B cdepe
o6palLeHns NeKapCTBEHHbIX CPeacTB".

®3 ot 4 aBrycta 2023 roga N2 428-d3 "O BHeceHUn n3MeHeHu B GefiepanbHblit 3aKoH "06 o6palleHnm nekapcTBEHHbIX CPeaCcTB" U
ctatbto 1 epepanbHoro 3akoHa "O MLLEH3MPOBaHUM OTAEbHbIX BUAOB AesiTeNlbHOCTH"

®3 o1 17 dpeBpansa 2023 r. N2 16-d3 "06 0co6eHHOCTAX NPAaBOBOro PEryMpoBaHus OTHOLIEHWI B cepax oxpaHbl 340pOBbS,
06513aTeNbHOr0 MEANLIMHCKOIO CTPaxoBaHMWs, 06paLLeHWs TEKAPCTBEHHbIX CPeACTB M 06paLleHnst MeAULMHCKUX U3LeNni B CBA3U C
npuHsiTuem B Poccuiickyto ®epepauuto [loHelkon HapoaHoit Pecny6nuku, JlyraHckon HapogHow Pecny6nuku, 3anopoxckoi o61actu u
XepcoHckoi o6nactun” BcTynaeT B cuny 1 MmapTta 2023 roga.

¢ HopMaTuBHO-NpaBoOBOE perynmpoBaHue B chepe obpalleHus iekapcTBeHHbIx cpeacTs (J1C) B 2023 rofy. KauecTBo, aheKTUBHOCTb U
6e3onacHocTb JIC.

o OpheKTUBHOE NNaHNPOBaHME [EATENBHOCTM, CBSI3aHHOM C o6palleHunem J1M1.

o [opsaok oT60pa M OLEHKM MeAULIMHCKOWM opraHM3aumel MOCTaBLUUKOB IeKapCTBEHHbIX NpenapaToB.

e PerynaTtopHas rmnboTuHa.

e AKTyanusauusa HoOpMaTHMBHO-NPABOBbIX akTOB B cdhepe obpalleHns NeKapCTBEHHbIX CPeACTB, BCTYNUBLUMX B cuny ¢ 1 mapTa 2023 r.

JInueH3noHHble Tpe6oBaHUA NpU OCYLLLECTBNEHUMN hapMaL,eBTUYECKOI AesATeNbHOCTH.

Hoeble nuueH3nMOHHbIe TpeboBaHMA Npy ocyLLecTB/IeHUn papMaL,eBTUHECKON AeATeNIbHOCTH, BcTynatowime B cuny ¢ 01.09.2023 r.

o Tpe6oBaHus K 3anonHeHuto PPMO n ®PMP B EFTUC3.

e AKTyasnbHble TpeboBaHMSA K MOMELLEHUAM AN1A OCyLLeCcTBNeHMs hapMaLeBTUYECKO AeATeNIbHOCTU. TpeboBaHus K xpaHeHuto J1C.

MopspoK XxpaHeHUs B anTeke U B MeAULIMHCKON opraHM3auumn B COOTBETCTBUN C NpaBuiaMu Hagnexallen npakTUKyM XpaHeHUs u

nepeBO3KM IeKapCTBEHHbIX NpenapaToB 1 Hagnexallen anTe4Hon NpaKTUKM.

CucTtema obecneyeHust kavecta J1IMy cy6bekTa o6paLLeHUst IeKapCTBEHHbIX CPEACTB.

o CTaHaapTHble onepaLMoHHble npoueaypbl (COMM), HanpaBfieHHble Ha cobofeHne NpaBun xpaHeHus J1MN 1 MHbIX NPOU3BOACTBEHHbIX

NpoLEeCCOB B anNTe4YHON opraHmMsauum.

OpraHusauum KoHTpons 3a cobntogeHvem COMM cybbekTa obpalleHns nekapCTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHEHUS U

TPaHCNopTUPOBKM UMMYyHOBMONOrmyeckux J.

30HbI KapaHTUHHOro xpaHeHus JIM.

o [lokymeHTbI Mo xpaHeHwuto JIM. Pernctpauusi onepauuii, CBA3aHHbIX ¢ o6paiieHunem JIMM, nognexalymx npegMeTHO-KONNYeCTBEHHOMY
yyeTy.

e AHanM3 TUNWUYHbIX NPaBOHaPYLUEHWUIA, CBA3AHHbIX OCyLLeCcTBeHNeM dhapMaLeBTUYECKON AeATENbHOCTbIO.

e AAMUHWCTPaTUBHbIE CaHKLMM 3a HapyLleHne TpeboBaHMWI K 06paLLeHMIO TEKapPCTBEHHbIX CPeACTB.

TpaHcnoOpTMPOBKa U MPMEMOYHbBIN KOHTPO/b KayecTBa NOCTYNaloLLMX B anTeyHyto opraHusauuio-liN. Hagnexxalaa npakTuka xpaHeHUs
n nepeBo3ku JIC. Anroputm nposegeHusa npuémku J1IM. ConpoBogmuTenbHasa LOKyMeHTauus.

BHepgpeHMne B anTe4HOI opraHM3aLum aBTOMaTU3UPOBAHHON CUCTEMbI MOHMTOPUHIa ABUXKEHUS JIeKapCTBEHHbIX NpenapaToB OT
npou3BoAUTeNs A0 KOHEYHOro notpeéurens (Mapkupoeka J1C). BHeceHne uHdopmaumm B cuctemy MO,

o CBOEBpeMeHHOe BbiBeaeHMe ocTaTkoB. Pa6oTa ¢ LIMPT.
o MpodunakTuyeckas pabota PocagpaBHaga3opa. OTBeTbl Ha NpegocTepexeHus. NpeBeHTUBHbIE Mepbl.

MpaBuna OTNyCKa ieKapCTBEeHHbIX NpenapaToB U3 anTe4YHbIX y'-lpe)l(AEHMﬁ.

BespeuenTypHbIi oTRyck. OTNyCK JIeKapCTBEHHbIX NPenapaToB MNo peLenTy Bpaya. AKTyanbHas HopMaTuBHas 6a3a.

e OcHOBHble Tpe6oBaHusa-Tlpukasa M3 P® oT 24 Hosi6psa 2021 r. N2 1093H-«O6 yTBepxaeHun MNpaBun oTNycKa NeKapCTBEHHbIX
npenapaTtoB A1 MeAULNHCKOrO MPUMEHEHUA anTeYHbIMWU OpraHn3auusaMm, UHAMBUAYanbHbIMU NpeAnpuHUMaTeNnsMu, UMeroLUMn
JIMLEH3MIO Ha OCyLLeCcTBeHWe hapMaLleBTUYECKOW AesATENbHOCTU, MEAULMHCKUMU OpraHn3aLmnsaMm, UMEOLLUMMU JIMLEH3NIO Ha
ocylLecTB/IeHUe hapMaLieBTUYECKOI AeATENIbHOCTU, U UX 060C061eHHbIMY NoApa3aeneHusMu (ambynaTopusiMu, GenbaLlepcKuMm 1
benbhlepcKo-aKyLepcKUMM NyHKTaMu, LeHTpamu (0TAeNneHnsIMI) o6Luel BpayebHOM (CeMeNHOM) MPaKTUKM), PacrosioKeHHbIMU B
CefIbCKUX NocesieHnsX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3auuu, a Takxe [paBun oTnycka HapKOTUYECKUX CPeACTB U
NMCUXOTPONMHbIX BELLECTB, 3aPerncTPUPOBaHHbIX B KAYeCTBE NIeKapCTBEHHbIX NpenapaToB ANA MeAULNHCKOrO NPUMEHEHUS,
JleKapCTBEHHbIX NpenapaToB A8 MEAULIMHCKOrO MPUMEHEHUS, COAEPXKALLIMX HapKOTUYeCcKne CpecTBa U NCMXOTPONHbIE BelecTBa B
ToM uucne NMopsaaka oTrnycka anTe4YHbIMU OpraHn3aunsaMm UMMYHOBMOIOrMYECKUX NIeKapCTBEHHbIX MpenapaToB» U-

OpraHusaums npeMeTHO-KONIMYECTBEHHOIO YYeTa JIEKapCTBEHHbIX NpenapaTos.
Peructpauus onepaumii, cBadaHHbIX ¢ obpalyeHvem J1TM, noanexalymx npeAMeTHO-KONNMYECTBEHHOMY yYeTy.

AHanu3 TUNWYHbIX NpaBOHaPYLIEHUN, CBA3aHHbIX OCYLLECTBeHMEeM hapMaLeBTUYECKON AeATeNbHOCTbI0. CaHKLMM 3a HapyLleHne
Tpe6oBaHUit K 06paLLeHUIO NeKapCTBEHHbIX CPeACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NpenapaTos..
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o AKTyasibHble TPe6OBaHUA K YHUUTOXEHUIO hanbcudrumnpoBaHHbIX, KOHTpadaKTHbIX U HEL06POKaYeCTBEHHDBIX JIEKapPCTBEHHbIX
npenaparos.

nOpﬂAOK Bbla4yu pa3pelueHua Ha AUCTaHLLMOHHYIO TOProBJiio JieKapCTBeHHbIMU cpeaACcTBaMU.-

o TUNUYHbIE OLUIMGKN N MPUYMHBI OTKa3a.
e Hapnexatllee ocyLecTBIEHNE ANCTAHLMOHHON TOProB/M NeKapCTBEHHbIMM NpenapaTamu. MopsfoK M NpakTuka AocyaebHom
6/T0KMPOBKMN UHTEPHET-CaTOB OpraHn3aLMit, OCYLLECTBSAIOLWMX peann3aLnio JIeKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6e3onacHocT JIN B MeanUMHCKON U papMaLeBTUYECKON OpraHu3aL .-

o dGapmakoHagsop.

o MeponpusaTtus no dapmakoHaasopy.

o KOHTpOMbHbIEe MEPONPUSATUS MPU NPOBEAEHNN MPOBEPOK COOTBETCTBUSA J1C, yCTaHOBIEHHbIM TPE6OBAHUSIM K UX KaYecTBy.
e TUNWYHbIE HapYLLEHUS, BbISIB/ISIEMble HaA30PHbIMU OpraHamMu Npu NpoBepKax cy6bekToB obpatleHns J1C.

o MeponpuaTus, HanpaBneHHble Ha NpeaoTBpPaLLeHMe HapyLLeHnUiA Npu obpalieHuu JT1.

o ANropuTM AEeNCTBUIA NPU BbIABNEHNN HEL0O6POKAYECTBEHHbIX U GanbcuduLmpoBaHHbIX, KOHTpadakTHbIX JIT.

o OpraHusauus MeguUMHCKON opraHu3aumei GapmakoHaasopa v 06y4eHns nepcoHana.

MpoBepku Poc3gpaBHaa3opa.
HoBble Tpe6oBaHUsA K OpraHu3auum 1 NpoBefeHUIo NpoBepoK. OpraHv3aluus U NpoBefeHne NPOBEPOK.

e [ocyfapcTBeHHbIN Haf30p B chepe 06paLLeHUst IeKapCTBEHHbIX CPEACTB B COBPEMEHHbIX peasnusix.

¢ HoBble Tpe60BaHMs K OpraH1M3aumm rocyapCTBEHHONO ¥ MyHULMMNANIbHOMO BUAOB KOHTPONsA (Hag3opa).

o [TpodunakTnyeckme MeponpuaTus.

e Bugpbl n popmel.

o KOHTpONbHO-Haf30pHble MeponpusaTus PocaapaBHagsopa.

e HoBble Tpe60oBaHMs K OpraH1M3aLmm 1 NpoBEAEHNIO MPOBEPOK.

e OpraHusauus v NpoBefeHne NPOBEPOK B COBPEMEHHbIX YC/TOBUAX. PUCK-OPUEHTUMPOBaHHbIN noaxof B chepe obpatieHns J1C.

o MNpoBepku PocaapaBHaasopa no NpoBepoYHbIM NUCTaM (Yek-nnuctam). Mopsaok NPOXoXAEHUS NPOBEPOK.

o [peaynpexpatowmne encTeus. AHanM3 TUNUYHbIX HapyLLUEeHWUNA.

e OTBETCTBEHHOCTb 3a HapyLUeHWe 3akoHoaTeNIbcTBa Npu o6patleHnm JIC 1 MeaUUMHCKUX U3LENTMIA U BO3MELLEHUE BPeAa,
NPUYNHEHHOIO 340POBbIO rpaXkaaH BcreacTane npumMeHenus Jrl.

FocypnapcTBeHHbI KOHTponb (Haf3op) B chepe o6paleHus JIC U MeAULMHCKUX U3AENMIA.

. npOBepKVI CO6J'II-Op,€HVIﬂ MeaULUNHCKNMHU paéOTHMKaMVI, pykosoauntenaMun MeanumnHCKnX OpFaHVI3aLJ,VIl7I orpaHquHvu?l, Hanaraemblix npu
OCyLleCTBJIEHUN ﬂpOdJeCCVIOHaﬂbHOVI AEeATENIbHOCTU.

[lpenogaBaTenu

MPEMOAABATE/b
9kcneptbl POC3OPABHAL3OPA.
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