8 (495) 698-63-64

d) (D I/I H KO HT 8 (800) 234-55-22

yuebHbI LeHTP . .
seminar@finkont.ru

www.finkont.ru

[[ocymapCTBEHHbIN HaA30p B chepe obpaLleHUs IeKapCTBEHHbIX
cpeactB B 2024 rony. 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,
BCTynNuBLMM B cuny ¢ 01.09.2023 r. IkcnepTbl NPeACTaBAT NPaKTUYECKME PEKOMEHAALMM MO COBOAEHUIO TPEGOBaAHNIA
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-npaBoBoOe perynupoeaHue B-cepe o6paleHus nekapcTeeHHbIx cpeacTts (J1C).
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¢ HopmaTtuBHO-NpaBoBOe perynmpoBaHue B-chepe obpallieHnst TlekapcTBeHHbIX cpeacTs (J1C) B-2024-ropy. KayecTBo, 3t heKTUBHOCTb
n-6e3onacHocTb J1C.

o JpdekTUBHOE NNaHNpOBaHME AEATENBHOCTM, CBSI3aHHOW c-o6palleHunem J1T1.

o [Topsapok oT6opa M-OLeHKN MeANLIMHCKON OpraHvM3aumeit MoCTaBLMKOB IeKapCTBEHHbIX NpenapaToB.

e PerynaTtopHas runboTuHa.

o AKTyanusauus HopMaTUBHO-MPaBOBbIX aKTOB B-Chepe 06palLeHNs NeKapCTBEHHbIX CPeACTB, BCTYMUBLUMX B-cuy c-1-MapTa 2023-T.

JInueH3noHHble TPEGOBaHMﬂ npu oCyLeCcTB/I€eHUN dJapMaU,eBTVI‘-IeCKOﬁ AEATENIbHOCTMU.

HoBble N1MLUeH3MOoHHbIE TPe6oBaHWA NpU OCYLLECTBEHNM hapMaLEeBTUYECKON AeATENbHOCTH, BCTynuBLUKe B-cuiy ¢-01.09.2023-r.

e Tpe6oBaHus K-3anonHeHuo PPMO n-OPMP B-EFNC3.

e AKTyasibHble Tpe6oBaHMWs K-IOMELLEHUAM A5 OCYLLEeCTBMeHMs hapMaLeBTUYECKO AeATeNbHOCTU. TpeboBaHus K-xpaHeHuto J1C.
Mopsapok xpaHeHMA B-anTeke N-B-MeAULIMHCKON opraHM3aLny B-COOTBETCTBUN C-NpaBuiaMu Hagnexatlen npakTuku XxpaHeHus
N-NepeBO3KM JIeKapCTBEHHbIX NPenapaToB U-Hafnexkallen anTeyHom NpakTUKK.

CucTtema obecneyerust kayecTBa-J1N y-cy6bekTa o6paLLeHUst NeKapCTBEHHbIX CPEACTB.

e CTaHAapTHble onepalmoHHble npoueaypbl (COMM), HanpaeneHHble Ha-cob0AeHNe NpaBun XpaHeHUsa-J1MN U-MHbIX NPOU3BOACTBEHHbIX
npoLeccoB B-anTe4yHON opraHMsaunu.

OpraHusauum KoHTpons 3a-cobntofeHnem COMM cybbekTa o6palleHns nekapcTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHeHUs!
W-TPaHCMOPTUPOBKN MMMYHOBMoNnornyeckux Jirl.

30Hbl KapaHTUHHOIO XpaHeHwus J1T1.

[ oKyMeHTbI no-xpaHeHuto JIT. Pernctpauus onepawmi, cBsi3aHHbIX c-o6patyeHnem-J1T, nognexalumx npegMeTHO-KONNYECTBEHHOMY
yyeTy.

e AHann3 TUNUYHbIX MPaBOHAapPYLLEHWUN, CBA3aHHbIX OCYLLeCTBNEHNEM papMaLEeBTUYECKON feATeNIbHOCTbIO.

AZMVHUCTPaTMBHbIE CaHKLUM 3a-HapyLueHne TpeboBaHNi K-06paLLeHmIo JIeKapCTBEHHbIX CPEACTB.

TpaHCNopTUPOBKa UTIPUEMOYHDII KOHTPOJIb KauecTBa NOCTYNaloLLUX B-anTeuHylo opraHusauumto J.

e Hapnexallas npakTuka xpaHeHusi n-nepesosku J1C.
o Anroputm npoBeaeHunst npuémkm Jr.
o ConpoBoauTenbHas AOKYMeHTauus.

BHefipeHue B-anTeuHOi1 OpraHu3aLum aBTOMaTU3UPOBaHHON CUCTEMbl MOHUTOPUHIa [IBUKEHNS NleKapCTBEHHbIX NpenapaTos
OTIPOU3BOAUTENA AO0-KOHEUHOro NoTpebuTens (Mapkupoeka JIC).

o BHeceHwne nHdopmauum B-cuctemy MIAJIMN.
o CBOEBpPEMEHHOe BbiBefeHMe ocTaTkoB. Pa6oTta c-LIMPT.
o MpodunakTnyeckas pabota PocsgpaBHaa3opa. OTBeTbl Ha-NpegocTepexxeHus. MpeBeHTUBHbIE MepbI.

MpaBuna oTnycka nekapcTBeHHbIX NpenapaTos U3-anTeYyHbIX y‘-lpe)KAEHMFI.

bespeuenTypHbIin oTNycK. OTNYCK NeKapCTBEHHbIX MpenapaToB No-peuenTy Bpaya. AKTyanbHasa HopMaTuBHas 6a3a.

e OcHOBHble TpeboBaHusa Mpukasa M3-PP-01-24-Hos6psa 2021-r. N°-1093H «O6-yTBEepXAeHUM paBun 0TMNycKa NeKapCTBEHHbIX
npenapaToB 4S8 MeAULMHCKOro NpUMEHEHUS anTeYHbIMU OpraHn3aLmsaMu, MHAMBUAYanbHbIMY NpeAnpuHUMaTeNs MU, UMEOLLNMU
NMLEH3MIO Ha-oCyLLeCTBIIeHWe dhapMaLleBTUYECKOW AeATENbHOCTH, MEAULMHCKUMU OPraHM3auUmaMmn, UMELOLLMMU JIMLEH3NIO
Ha-ocyLLecTBNEHNEe hapMaLLeBTUYECKOI AesTeNIbHOCTH, U-MX-060COo61eHHbIMY NoapasaeneHusiMu (ambynaTopusiMu, GenbaLuepCcKuMm
u-penbaLepcKo-aKyLepCKUMM NyHKTaMu, LeHTpamu (0TAeneHusiMu) obLiel BpadebHol (CeMenHoM) NPakTUKK), pacronoXeHHbIMU
B-CE/TbCKUX MOCENIEHUsX, B-KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLum, a-Takxe MpaBun oTnycka HapKOTUYECKUX CPeACTB
U-TICUXOTPOMHbIX BELLECTB, 3aperMcTpMpoBaHHbIX B-KayecTBe NleKapCTBEHHbIX MpenapaToB A/ MeAULMHCKOrO MPUMEHEHUS,
NeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro MPUMEHEHUS, COAEPXKALLMX HApKOTUYECKMEe CpecTBa U-NCMXOTPONHbIE BeLecTBa
B-TOM uucrne lNopsifka 0Tnycka anTeYyHbIMKU OpraHn3aLmsMn UMMYHOOUONOrMYECKMX NTEKapPCTBEHHbIX MPenapaToB».

OpraHusauusa npegMeTHO-KONMYECTBEHHOMO YYeTa JlekapCTBEHHbIX NpenapaTos.

PervcTtpauus onepauuii, cBA3aHHbIX c-o6palueHnemM-J11, noanexatux npeiMeTHO-KONMYECTBEHHOMY YUETY.

o AHanu3 TUNUYHbIX NPaBOHAapPYLLEHWUI, CBA3aHHbIX OCYLLECTBNEHNEM GapMaLeBTUYECKON AesiTeNbHOCTbI0. CaHKLUMM 3a-HapyLleHne
TpeboBaHWI K-06paLLeHnto JIeKapCTBEHHbIX CPEACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NpenapaTos..

¢ AKTyanbHble TPEBOBAHUA K-YHUUTOXKEHUIO (hanbCMOULUMPOBaHHbIX, KOHTPAPaKTHbIX N-HEA06POKaYeCTBEHHbIX JIEKAapCTBEHHbIX
npenapartos.

Mopsapok Bblgaumn paspeLleHust Ha-AUCTaHUUOHHYIO TOProBJiio JieKapCTBeHHbIMU CpeACTBaMU.

o TUNUYHbIE OLUMGKN N-PUYMHBI OTKa3a.
e Hapnexatllee ocylecTBeHNe ANCTAHLMOHHON TOProB/M ekapcTBEHHbIMM NpenapaTamu. [opsafoK n-npakTuka AocyaebHomn
6/1OKMPOBKU UHTEPHET-CaTOB OpraH13aLMit, OCYLLECTBSAOLLMX Peann3aLnto JIEKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6e3onacHocTu-/IN B-MeAULIMHCKOI U-papMaLLeBTUHYECKOI OpraHn3aLum.

o QapmakoHap3op.
e MeponpusiTusi no-hapmMakoHaz30py.
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o KOHTPOJIbHbIE MEPONPUATUS NPU NPOBELEHUM NMPOBEPOK COOTBETCTBUA-/IC, yCTaHOBNEHHBIM TPEGOBAHUSAM K-UX-KayecTBy.
e TUNWYHbIE HapyLLEHUS, BbISIBISSIEMble HaA30PHbIMU OpraHamMm Npu NpoBepKax cy6bekToB obpatyeHns J1C.

e MeponpuaTus, HanpaBneHHble Ha-NMpefoTBpPaLLeHMe HapyLLeHUi Npu obpatieHun JT1.

o ANropuTM AEeNCTBUIA NPU BbIABNEHUN HEA06POKAYECTBEHHbIX U-PanbcubuLmpoBaHHbIX, KOHTpadakTHbIX JIT.

o OpraHusauus MeguLMHCKON opraHu3aumel GapmakoHaasopa U-06ydeHns nepcoHana.

Mpoeepku PocsapaBHapa3opa.

e HoBble Tpe6oBaHMWs1 K-OpraH13aLumn u-nposefeHunto Npoeepok. OpraHu3auus U-NpoBefieHne NPoBepPOK

o [ocyflapCTBEHHbIN Haf30p B-chepe 06paLleHUsi NeKapCTBEHHbIX CPEACTB B-COBPEMEHHbIX peasnusix.

e HoBble Tpe60BaHMWs K-OpraH1M3auum rocyjapcTBEHHOMO U-MyHULMNANIbHOMO BUAOB KOHTPONs (Hag3opa).

o [podunakTnyeckme MeponpuUaTHUS.

e Buabl n-popmbil.

o KOHTpONbHO-HaA30pHble MeponpuATUa PocaapaBHagsopa.

e HoBble Tpe6oBaHMWs K-OpraH1M3aLmn u-npoBeAeHNIO NPOBEPOK.

o OpraHusauus u-npoBefeHVe NPOBEPOK B-COBPEMEHHbIX YCIOBUAX. PUCK-OpMeHTMPOBaHHbIN noaxog, B-cdepe obpaleHus J1C.

o MNpoBepku PocagpaBHaasopa no-NpoBepoYHbIM NUCTaM (Yek-nuctam). NMopsifoK NPOXOXAEHNUS NMPOBEPOK.

o [pegynpexpatolme gencTena. AHann3 TUNUYHbIX HapyLLEHWUN.

e OTBETCTBEHHOCTb 3a-HapyLUeHWe 3aKoHoAaTeNbCTBa Npy 06paLeHun-J1C N-MeanUMHCKUX 3genui n-Bo3MeLLeHme Bpeaa,
NPUYNHEHHOr O 340POBbIO rpaXkaH BCreAcTBne npumMeHenuns J1Ml.

FocypapcTBeHHbI KOHTpoNb (Hap3op) B-chepe o6pawyeHnsa-JIC n-MeaULIMHCKUX U3 EeNuil.

o [poBepkM CO6NOAEHNUA MEANLMHCKUMU PaBOTHUKaMM, PYKOBOAUTENAMU MEAULIMHCKUX OpraHU3aLnin orpaHuyeHunin, HanaraeMbix npu
OCYLLLECTB/IEHUM NPOhECCUOHANbHOM AeSTeNbHOCTY.

[lpenogaBaTenu

MPEMNOLABATESb
9kcneptbl POC3OPABHAL30PA.
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