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[[ocymapCTBEHHbIN HaA30p B chepe obpaLleHUs IeKapCTBEHHbIX
cpeacTtB B 2023 roay. OpraHm3auus Hagnexaulero oopalleHus u
NPMMEHEHNS NeKapCTBEHHbIX NpenapaTtoB. CobnoaeHne
TpeboBaHU Hagnexallen anTe4yHon NPaKTUKK

Oco60e BHMMaHWe B Nporpamme Kypca 6yfeT yaesnieHo NocnefHNM U3MEHEHUSIM B 3aKOHOAATENbCTBE B cdhepe obpaLleHus
NleKapCTBEHHbIX CPeACTB, TPe60BaHUSAM K NepeBO3Ke, XpaHeHUHo, yUYeTy, 06paLleHnto, MPUMEHEHUIO, 06ecreyeHnto 6e30MacHOCTH
JIeKapCTBEHHbIX CPEACTB; @ TakXKe HOBbIM JINLIEH3MOHHbIM TPe60BaHUAM NpU OCyLLeCTBIeHMN hapMaLeBTUYECKON AeATENIbHOCTY,
BCcTynarowwmm B cuny ¢ 01.09.2023 r. SkcnepTbl NpeACcTaBsAT NPaKTUYECKUe peKoMeHaunm No Co6IAeHNI0 TpeboBaHNM
Haanexallen NPakTUKN XpaHEHUS U MePEBO3KU NTEKAPCTBEHHbIX MpenapaToB U HaAnexallen anTe4yHon NPaKTUKN.

Jata nposepeHusn: OTKpbiTas gata

Bup 06yuyeHus: Kypc noBbilleHust KBanudukalmm
dopmart obyyeHus: [1HeBHOM

Cpok obyueHus: 2 fHsl

MpopomKuTenbHOCTb 06yyeHus: 16yacos

MecTo npoBegeHus: r. MockBa, yn. 3onoTas, 4. 11, 6Bu3Hec-LUeHTp «30110T0», 5 aTax. BceM yyacTHMKaM BbicblnaeTcs NoAgpo6Hasa cxema
npoesfa Ha ceMuHap.

JAns y4acTHUKOB NpeflyCMOTPEHO:

MeToaunyeckmit MaTepmarn, Kobe-naysbl.

[lOKyMEeHT no oKOH4YaHuM o6yyeHuns: Mo nToram obydyeHus cryliaTenu, yCnewHo npoLeaLine UTOroByo aTTeCTaLUIO Mo NporpaMme
06y4eHus, MolyyatoT Y JOCTOBEPEHME O NOBbILWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3UEN Ha NPaBo
BefleHUsi 06pa30BaTesibHOM AesiTeNIbHOCTY, BblaHHON [lenapTaMeHTOM 06pa3oBaHus U Hayku ropoaa MockBbl).

[lna Koro npegHasHa4veH

PykoBoguTenei u cneumanucToB YYpeXAeHU 34 paBOOXPaHEHUs], OTBEYAIOLLMX 3a 06ecreyeHne TEKAapCTBEHHbIX CPEACTB U
MEAMUMHCKUX U3AENVIA, TNaBHbIX Bpayel U rnaBHbIX MEAULIMHCKUX cecTep, hapMaLeBTUYECKMX PaBOTHUKOB anTeuYHbIX YUPeXAeHW BCex
(opM COBCTBEHHOCTH.

Lienb o6y4yeHus

MpoaHanuaupoBaTb NocneaHe U3MEHEHNS 3aKoHoAaTeNIbcTBa B chepe, o6palleHns iekapcTBeHHbIX cpeacTB (J1IC) u MeanLMHCKMX
nsgenuii (MU), nsyuntb coBpemMeHHble Tpe6oBaHms K o6patleHuto JIC u MU.
9TO MeponpusiTue MOXHO 3aKa3aTb B KOpNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHOM KOMMNaHWK).

[TporpamMmma oby4yeHus

HopmaTueHo-npaBoBOe perynupoeaHue B cepe o6paleHus nekapcTeeHHbIx cpeacTts (J1C).
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MM P® o1 10.06.2023 N 961 "0 BHeceHUU UsMeHeHUi B [MonoxeHne o heaepasbHOM rocyaapcTBEHHOM KOHTpose (Hag3ope) B chepe
o6palLeHns NeKapCTBEHHbIX CPeacTB".

®3 ot 4 aBrycta 2023 roga N2 428-®3 "O BHeceHUn n3aMeHeHuin B GefiepanbHblit 3akoH "06 o6palleHnmn nekapCTBEHHbIX CPeaCcTB" U
ctatbto 1 PepepanbHoro 3akoHa "O MLLEH3MPOBaHUM OTAE/bHbIX BUAOB AesiTeNlbHOCTH"

®3 ot 17 pepans 2023 r. N2 16-P3 "06 0CO6EHHOCTAX MPAaBOBOro PerynpoBaHns OTHOLLEHWI B cchepax oxpaHbl 34,0pOBbS,
06513aTeNbHOr0 MEANLIMHCKOIO CTPaxoBaHMs, 06paLLeHWs NEKAPCTBEHHbIX CPeACTB M 06paLLleHnst MeAULMHCKUX U3LeNni B CBA3U C
npuHsaTueM B Poccuiickyto ®epepauuto [loHelkon HapoaHoit Pecny6nuku, JlyraHckon HapogHow Pecny6nuku, 3anopoxckoi o6n1actu u
XepcoHckoi o6nactun” BcTynaeT B cuny 1 mapTta 2023 roga.

e HopMaTuBHO-NpaBoOBOE perynmpoBaHue B chepe obpalleHus fiekapcTBeHHbIx cpeacTs (J1C) B 2023 rogy. KayecTBo, aheKTUBHOCTD U
6e3onacHocTb JIC.

o OpheKkTUBHOE NNaHNUPOBaHME [EATENBHOCTM, CBSAI3aHHOM C o6palleHunem J1M1.

e [opspok oT6opa M OLEHKM MeAULIMHCKOWM OpraHM3aumelt MoCTaBLUUKOB IeKapCTBEHHbIX NpenapaToB.

e PerynatopHas runboTuHa.

e AKTyanusauusa HoOpMaTHMBHO-NPABOBbIX akTOB B cdhepe obpalleHns NekapCTBEHHbIX CPeACTB, BCTYNUBLLMX B cuny ¢ 1 mapta 2023 r.

JIMLEeH3NOHHDbIe Tpe6OBaHMﬂ npu oCyLLeCTB/IEHUUN dJapmaquTuquKoﬁ AEeATEeNIbHOCTMU.

Hoeble nuueH3nMoHHbIe TpeboBaHMS Npy ocyLLecTB/IeHUn papMaL,eBTUHECKON AeATeNIbHOCTH, BcTynatowme B cuny ¢ 01.09.2023 r.

Tpe6oBaHusa K 3anonHexdntio ®PMO u ®PMP B ETUC3.

o AKTyasibHble TpeboBaHMA K MOMELLEHUAM ANA OCYyLLeCTBAeHUA hapMaLeBTUYECKON feaTeNbHOCTU. TpeboBaHus K xpaHeHuto J1C.

MopsaoK XxpaHeHWsl B anTeke U B MeAULIMHCKON OpraHn3aLmm B COOTBETCTBUM C NPaBUIaMn HaaaeXxalle NpakTUKM XpaHeHns u

nepeBO3KMW IeKapCTBEHHbIX NpenapaToB 1 Hagnexallen anTe4Hon NpaKTUKM.

Cuctema obecneyenuns kayectBa JIM y cybbekTa o6paLleHns NeKapCTBEHHbIX CPEACTB.

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

NpoLEeccoB B anTe4yHON opraHMsauunu.

OpraHusauum KoHTpons 3a cobntogeHvem COM cybbekTa obpalleHns nekapCTBEHHbIX cpeAcTB. OCO6EHHOCTU XpaHEHUS U

TPaHCNOpPTUPOBKM MMMYyHOBMONormyeckux J.

30HbI KapaHTUHHOro xpaHexus JIM.

o [lokymeHTbI Mo xpaHeHuto JIM. Pernctpauusi onepauuii, CBA3aHHbIX ¢ obpaiieHuem JIM, nognexalymx npegMeTHO-KONNYeCTBEHHOMY
yyerty.

e AHanM3 TUNWUYHbIX NPaBOHaPYLLEHWUI, CBA3AHHbIX OCyLLecTBeHNneM dhapmaLeBTUYECKON AeATENbHOCTbIO.

e AAMUHWCTPaTUBHbIE CaHKLMM 3a HapyLleHne TpeboBaHMWI K 06paLLEeHMIO TEKaPCTBEHHbIX CPEACTB.

TpaHcnopTuMpoBKa U NPUEMOYHDII KOHTPOJIb KayecTBa NOCTynaloLwux B anTeyHylo opraHusauuio-JiMN. Hagnexalas npakTuka XxpaHeHus
n nepeBo3ku JIC. Anroputm nposegeHusa npuémMkm J1IM. ConpoBoguTenbHasa LOKyMeHTauus.

BHepgpeHne B anTe4HOI opraHM3aLum aBTOMaTU3UPOBAHHON CUCTEMbl MOHMTOPUHIA ABUXKEHUS JIeKapCTBEHHbIX NpenapaTos OT
npousBoAUTeNs A0 KOHeYHOro notpeéurens (Mapkupoeka J1C). BHeceHne undopmaumm B cuctemy MIJM.

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

MpaBuna OTNyCKa ieKapCTBEeHHbIX NpenapaToB U3 anTe4HbIX yqpe)i(p,elmﬁ.

bespeuenTypHbIi oTnyck. OTNyCK JIeKapCTBEHHbIX NPenapaToB MNo peLenTy Bpaya. AKTyanbHas HopMaTuBHas 6a3a.

e OcHOBHble Tpe6oBaHua-TIpukasa M3 P® oT 24 Hosi6psa 2021 r. N2 1093H-«06 yTBepxaeHun MNpaBun oTNycKa NeKapCTBEHHbIX
npenapaTtoB ANs MEAULMHCKOrO NPUMEHEHUS anTeYHbIMU OpraHn3aunsMu, UHAMBUAYaNbHbIMU NPeANPUHUMATENAMU, UMEIOLLUMU
JIMLEH3MIO Ha OcyLLecTBIeHWEe dhapMaLeBTUYECKOW AesATENbHOCTU, MEAULUHCKUMU OPraHn3aumnsaMm, UMEKOLLUMMU JIMLEH3NIO Ha
ocylecTB/ieHUe hapMaLieBTUYECKOI eATeNIbHOCTU, U UX 060CO61eHHbIMY NoApasaeneHusMu (aMmbynaTopusiMu, GenbaLlepcKumMm 1
benbhlepcKo-aKyLepcKUMM NyHKTaMu, LeHTpamu (OTAeNneHsIMI) o6Luel BpayebHOM (CeMeNHOM) MPaKTUKM), PacrosoKeHHbIMU B
CeJIbCKMX NMOCesIeHnsIX, B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHu3aLmu, a Takke MNpaBun oTnycka HapKOTUYECKUX CPEACTB U1
NMCUXOTPOMHbIX BELLECTB, 3aperncTpMpoBaHHbIX B Ka4eCcTBe SlIeKapCTBEHHbIX NpenapaToB AN MeAULUMHCKOrO MPUMEHEHUS,
NeKapCTBEHHbIX NPenapaToB A5 MeAULIMHCKOro NPYMEeHEeHWs, CoOAepXKaLlMX HapKOTUYECKNe CpeacTBa U NCUXOTPOMHbIE BELLLECTBA B
ToM uucne Mopsagka oTrnycka anTe4YHbIMU OpPraHn3aLnsaMm UMMYHOBMOIOrMYECKUX NIeKapCTBEHHbIX MpenapaToB» u-

OpraHusaums NnpeMeTHO-KONIMYECTBEHHOIO YYeTa JIEKapCTBEHHbIX NpenapaTos.
Peructpauusa onepaumii, cBadaHHbIX ¢ obpalyeHvem J1TM, noanexalymx npeAMeTHO-KONMYECTBEHHOMY yYeTy.

AHanu3 TUNWYHbIX NPaBOHAaPYLIEHUN, CBA3aHHbIX OCYLLECTBeHeM hapMaLeBTUYECKOn AeATeNbHOCTbI0. CaHKLMM 3a HapyLleHue
Tpe6oBaHUit K 06paLLEeHUIO NeKapCTBEHHbIX CPEACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NpenapaTos..

¢ AKTyanbHble TPEBOBAHUA K YHUUTOXEHUIO (hanbCMOMLUMPOBaHHbIX, KOHTPA(GaKTHbIX M HEA06POKaYeCTBEHHbIX JIEKAapCTBEHHbIX
npenapartos.

Mopsapok Bblgaumn paspeLleHus Ha AUCTAaHLUUOHHYIO TOProBJiio JieKapCTBeHHbIMU CpeACTBaMM.-
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e TUMWUYHbIE OLLIMBKMN U NPUYUHbI OTKa3a.
e Hapgnexallee ocywiecTBrieHne ONCTaHUNOHHOWN TOProBJ/iv fiekapCTBEeHHbIMU npenapaTtamu. Nopagok u npakTuka AOCYAG6HOVI
6J'IOKI/IDOBKI/I MHTEpHeT-calToB OpraHusaLum, OCyLecTBNAWNX peann3alnto JieKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6esonacHocTu JIT B MeguuUMHCKoOl 1 hapMaL,eBTUYECKO opraHn3aLum. -

o GapmakoHaasop.

e MeponpusATus no papmakoHaz3opy.

o KOHTpPOJIbHbIE MEPOMPUATUS NPU NPOBeLEeHNN NMPOBepOK cooTBeTCTBMSA J1C, ycTaHOBNEHHbIM TPE6OBaHNAM K UX Ka4yecTBy.
e TUNUYHbIE HapYLLEHNS, BbIsIBNSieMble Hai30PHbIMW OpraHamu Npu NpoBepKax cy6bekToB obpatleHus J1C.

e MeponpusATus, HanpaefeHHble Ha NpeAoTBPaLLeHne HapyLleHuii npu obpalyeHunm JIT.

o ANroput™m AeiCTBWIA NPU BbISABNIEHUN HEJ06POKaYeCTBEHHBIX U hanbcuPULMpoBaHHbIX, KOHTpadakTHbIX J1T1.

o OpraHusauus MeaULMHCKON opraHusaumein hapmakoHa3opa U o6y4eHusi nepcoHana.

Mpoeepku Poc3gpaBHag3opa.
HoBble Tpe6oBaHNA K OpraHu3aumm 1 NpoBefeHNIo NpoBepoK. OpraHn3auus u NpoBeAeHNe NPOBEPOK.

e [ocyfapcTBeHHbIN Haf30p B chepe 06paLleHUst NeKapCTBEHHbIX CPEACTB B COBPEMEHHbIX peasnusix.

o HoBble Tpe6oBaHWs K OpraHM3aLuy rocyapCTBEHHOrO U MyHULMNANbHOTO BUAOB KOHTPONIS (Hag3opa).

e [podunakTnyeckme MeponpuaTuUs.

e Bugpl n popmbl.

o KOHTpONbHO-HaA30pHble MeponpuaTusa PocagpaBHagsopa.

e HoBble Tpe6oBaHMWs1 K OpraH1M3aLmmn u NpoBeAEHNIO NPOBEPOK.

o OpraHusauus v NpoBefeHne NPOBEPOK B COBPEMEHHbIX YCIOBUSIX. PUCK-OpUEHTUPOBaHHbIN noaxof B chepe obpatieHus JIC.

o MNpoBepku PocaapaBHaza3opa no NpoBepOYHbIM NUCTaM (Yek-nuctam). NMopsaoK NPOXOXAEHUA NPOBEPOK.

o [Mpepynpexaatolme AencTBus. AHaNU3 TUMUYHbIX HapPYLLUEHWIA.

o OTBETCTBEHHOCTb 3a HapyLUeHWe 3aKoHoaTeNbcTBa Npu obpatleHnm JIC 1 MeaUUMHCKUX U3LENUIA U BO3MELLEeHUE Bpeaa,
NMPUYMHEHHOrO 34,0POBbLIO FPaXK AaH BCNeACTBUE NpuMeHeHus J1T.

FocyaapcTBeHHbIit KOHTPONb (Haf3op) B chepe o6palyeHns JIC 1 MeAULIMHCKUX U3Aenuii.

o MpoBepku cobnoaeHns MeaAULUHCKUMU PabOTHUKaMK, PYKOBOANTENAMU MEAULMHCKUX OpraH13aLnil orpaHUYeHni, HanaraeMblxX npu
OCYLLLECTBIEHUM NPOhECCUOHANBHOM AesTENbHOCTY.

[lpenogaBaTenu

MPEMOLABATEJb
9kcneptbl POC30PABHAL30PA.
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