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HoBble npaBuna cobnoaeHnsa TpeboBaHMn Hagnexallen
anTeyHou npakTuku B 2026 rogy: HOpMaTUBHO-NPaBOBOE
perynnpoBaHue, npakTunyeckne pekoMmeHgaumm

Oco6oe BHUMaHWe B Nporpamme Kypca 6yAeT yaeneHo NocnefHnM U3MeHeHUsAM B 3aKoHoAaTeNbCcTBe B cdhepe obpalleHus
JIeKapCTBEHHbIX CPEACTB, TPe6OBaHMUAM K NepeBo3Ke, XpaHeHUIo, y4eTy, o6paLleHuto, NPUMEHeHWo, o6ecneveHnto 6e30MacHOCTH
NEKapCTBEHHbIX CPEACTB; @ TakKe HOBbIM JIMLEH3UOHHBIM TPe6OBaHMAM NpU OCYyLLECTBAeHUN hapMaLeBTUYECKON AeATENbHOCTY.
3KcnepTbl NPeACTaBAT NpakTUYecKne pekoMeHAaLmm nNo co61H0AeHUI0 HOBbIX Tpe6oBaHWi Hagnexallei NPakTUKK XpaHeHu s 1
NepeBO3KM NleKapCTBEHHbIX NPEenapaToB 1 Hafnexallen anTeyHo NpakTUKu.

[ata npoBegenusa: 11 -12 gekabpsa 2025 c 10:00 go 17:30
ApTtukyn: MC28310

Bup, 06yuenus: Kypc noBbilLeHus KBanudukaumm

dopmar obyyeHus: [IHeBHOW

Cpok obyueHus: 2 fHs

MpopomKkuTenbHOCTb 06yuyeHus: 164acos

MecTo npoBefeHus: r. MockBa, yn. 3osiotas, 4. 11, 6u3Hec-LeHTp «30/10TO», 5 aTax. BceM yyacTHUKaM BbicbliaeTcs nogpobHasa cxema
npoesfa Ha cemMuHap.

CtoumocTb yyactus: 42 000 py6.
[Ana yyacTHMKOB NpefycMoTpeHo: MeToanyeckuit maTepuan, Kode-naysbi.

JIOKyMeHT no oKOHYaHUU 06y4eHus: Y0CTOBepeHUe O NoBbllLeHUM kBanudukaLm B o6beme 16 yacos.

Ilna koro npegHasHaveH

PykoBoauTenei n crneunanucToB yYpeXxaeHWin 3apaBoOXpaHeHms], OTBEYaloLLMX 3a 06ecrneyeHne NeKapCTBEHHbIX CPeACTB U
MELMUMHCKUX U3AENWI, TNaBHbIX Bpayel 1 rnaBHbIX MEAULIMHCKUX cecTep, hapMaLeBTUYECKMX PaBOTHUKOB anTeuHbIX YUpeXxx4eHWn Bcex
(hopM co6CTBEHHOCTH.

Llenb o6yyeHus

MpoaHanuanpoBaTb NocnefHUe U3MEHeHNUs1 3aKOHOAaTeNbCTBa B cdepe, o6palleHns nekapcTBeHHbIX cpeacTs (JIC) u MeanUMHCKUX
usgenuin (MU), n3yuntb coBpemMeHHble Tpe6oBaHus K o6palueHumio J1IC u M.
9TO MeponpusTUE MOXHO 3aKasaTb B KOPMopaTUBHOM dopMaTe (06y4eHUe COTPYLHVUKOB OAHON KOMMaHWH).

[lporpamma obyyeHus

HopmaTuBHO-npaBoBoe perynupoBaHue B cpepe obpalleHus NeKapcTBeHHbIX cpeacTs (J1C).

e HopMaTueHo-npaBoBOe perynmpoBaHmne B chepe obpalleHns ekapcTBeHHbIX cpeacTs (J1C) B 2026 rogy. KayecTso, athheKTUBHOCTb 1
6esonacHocTb JIC.
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o JbdeKkTUBHOE NIaHUPOBaHME AesiTENbHOCTH, CBA3aHHOM ¢ o6palyeHnem J1M.
e PerynatopHasi ruibOTUHA.

AKTyanusauus HOpMaTUBHO-NPaBOBbIX akToB B cthepe o6palleHns IeKapCTBEHHbIX CPEACTB, BCTYNUBLLUKX B cuy ¢ 1 ceHTA6psa 2025 .-

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

HoBble NMLEH3MOHHbIE TPEGOBAHUS NPU OCYLLECTBAEHUN PapMaLEBTUYECKON AeATeNbHOCTH, BcTynmBme B cuny ¢ 01.01.2025r.-

e AKTyasibHble TpeboBaHMs K MOMeLLEHUAM A5 OCYLLeCcTBeHMs hapMaLeBTUYECKO AeATeNIbHOCTU. TpeboBaHust K xpaHeHuto J1C.
HoBble npaBuna xpaHeHMs NeKapCTBEHHbIX NpenapaToB B anTeke U B MeAULMHCKOM OpraHn3awumm.

Cuctema obecneyeHuns kayectBa JIM y cybbekTa obpaLleHns NeKapCTBEHHbIX CPEACTB.

e CTaHaapTHble onepaLMoHHble npoueaypbl (COMM), HanpaBfeHHble Ha cobofeHne NpaBun XxpaHeHus J1MN 1 MHbIX NPOU3BOACTBEHHbIX
npoLLeccoB B anTe4HOW opraHnsaLun.

OpraHusauum KoHTpons 3a cobntogeHvem COM cybbekTa obpalleHns nekapCTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHEHUS U
TPaHCNOpPTUPOBKM UMMYyHOBMONormyeckux J.

30HbI KapaHTUHHOro xpaHeHus JIM.

o [lokymeHTbI Mo xpaHeHwuto JIM. Pernctpauus onepauuii, CBA3aHHbIX ¢ obpaiieHuem JIMM, nognexalymx npegMeTHO-KONNYeCTBEHHOMY
yyerty.

AHanus TUNUYHbIX NPaBOHAaPYLLEHWIA, CBA3AHHbIX OCYLLLeCTBAEeHNeM papMaLleBTUHECKOW AeATeNbHOCTbIO.

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

TpaHCNOpPTMPOBKA U NPMEMOYHbIN KOHTPO/b KayecTBa NOCTYNAIOLWMX B anTeyHylo opraHusauuto-Jin.

o Anroputm npoBegeHunst npuémkm Jrl.
o ConpoBoguTenbHasa JOKYMeHTauus.

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

BespeLenTypHbIi oTnyck. OTNyCK nekapCTBEHHbIX NPernapaToB Mo peLenTy Bpaya. AKTyanbHasi HopMaTuBHas 6asa.

o OGHOBJIEHHbIE NpaBua OTNycKa JiekapcTBeHHbIx NpenapaTos ¢ 01.09.2025 (Mpukas MuHagpasa Poccum ot 07.03.2025 N2 100H "06
yTBepXxaeHun lNMpaBun oTnycka fiekapCTBEHHbIX NpenapaToB AN MeAULUHCKOro MpMMEHEeHUs anTe4YHbIMU OpraHM3auusamu,
WHAMBWAYaNbHbIMUY NPeANPUHMMAaTENAMU, UMEIOLWMMM JIULIEH3MNIO Ha OCyLLLeCTBEHNe BpapMaLEeBTUYECKON AeATeIbHOCTH,
MeAVLMHCKUMU OpraHn3aumsaMm, UMEOLLMMU JIMLEH3UIO Ha OCYLLIeCTBEHNe hapMaLeBTUYECKOWN AeATENIbHOCTH, U X 060CO6NEHHBIMU
noapasfeneHnsMu, pacrnosioXeHHbIMU B CeNbCKUX HaceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusauuu, Npasun
OTMNYyCKa HapKOTUYECKUX CPEACTB U MCUXOTPOIHbIX BELWECTB, 3aperncTpMpoBaHHbIX B KAYECTBE JleKkapCTBEHHbIX NpenapaTos AfA
MeANLMHCKOro NMPUMEHEeHUs, leKapCTBEHHbIX NpenapaToB A8 MeAULMHCKOro MpMMEHEHUs], COAEPXaLLUMX HapKOTMYeCcKue cpeacTsea u
MCMXOTPOMHbIe BellecTBa, Mopsagka oTrnycKa rpaxaaHam anTeuyHbIMU OpraHusaumMsMm UMMYHOBMONOMMYECKUX JIEKAPCTBEHHbIX
npenapaToB A1 UMMYHOMPOPUIaKTUKN"

OpraHusauus npegMeTHO-KONNMYEeCTBEHHOIO yyeTa JiekapCTBEHHbIX NpenapaToB.

Peructpauus onepauuit, cBA3aHHbIX ¢ obpaLyeHuem J1T1, noanexalumx npegMeTHO-KONIMYECTBEHHOMY yYeTy.

o AHann3 TUNUYHbIX NPaBOHAapPYLLEHWUI, CBA3aHHbIX OCYLLeCTBNEHNEM GapMaLleBTUYECKOM AesiTeNbHOCTbI0. CaHKLMKM 3@ HapyLleHne
Tpe6oBaHUI K 06paLLeHnto JIeKapCTBEHHbIX CPEACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NpenapaTos..

e AKTyanbHble TPEBOBAHUA K YHUUTOXKEHUIO (hanbCMOUUMPOBaHHbIX, KOHTPA(GaKTHbIX M HEA06POKaYeCTBEHHbIX JIEKAapCTBEHHbIX
npenapaTos.

Mpoeepku Poc3gpaBHag3opa.

e HoBble Tpe6oBaHMWs K OpraH1M3aLmun u NpoBeAeHnto Npoeepok. OpraHn3auus 1 NpoBefeHne NPoBEPOK

e [ocyfapcTBeHHbIN Haf30p B chepe 06paLleHUst TeKapCTBEHHbIX CPEACTB B COBPEMEHHbIX peasusix.

¢ HoBble Tpe60BaHMs K OpraH13aumm rocyjapcTBEHHONO ¥ MyHULMNANIbHOMO BUAOB KOHTPONA (Hag3opa).

o [TpodunakTnyeckme MeponpuaTus.

e Bugpl 1 popmbl.

o KOHTpONbHO-HaA30pHbIe MeponpuATUa PocagpaBHagsopa.

e HoBble Tpe6oBaHMs K OpraH1M3aLmmn u NpoBeAEHNIO NMPOBEPOK.

e OpraHusauus v NpoBefieHne NPOBEPOK B COBPEMEHHbIX YCIOBUSAX. PUCK-OpUEHTUMPOBaHHbIV noaxof B chepe obpatleHns JIC.

o MNpoBepku PocaapaBHaAsopa no NpoBepoYHbIM NUCTaM (Yek-nnucTam). NMopsaok NPOXoXAeHUA NPOBEPOK.

o [Mpepynpexpatowmne fencTeusl. AHanM3 TUNUYHbBIX HapyLLUEHWUNA.

o OTBETCTBEHHOCTb 3a HapyLUeHWe 3akoHoaTeNbCcTBa Npu obpatleHnm JIC 1 MeaULMHCKUX USLENUIA U BO3MELLEHUE Bpeaa,
NPUYNHEHHOTO 340POBbLIO IrpaXkaH BcneacTane npumeHenns Jrl.

Mopsifjok oT60pa U OL,eHKN MeAULIMHCKOI OpraHu3aLeii MoCTaBLLUKOB JIeKapCTBEHHbIX NpenapaTo..
Tpe6oBaHus K 3anonHeHuto PPMO n ®PMP B EFTUC3.

BHepapeHue B anTeyHoi opraHu3aLMu aBTOMaTU3UPOBAHHOI CUCTEMbl MOHUTOPUHIa JBUXKEHUS IeKapCTBEHHbIX NpenapaTos oT
npousBoAUTeNs A0 KOHeYHOro notpe6urens (mapkupoeka J1C).

CrtpaHuua: 2 us 3



o BHeceHve nHdopmaumm B cuctemy MO,
o CBOEBpeMeHHOe BbiBefeHMe ocTaTkoB. Pa6oTa c LIMNPT.
o MpodunakTuyeckas pabota PocagpaBHaasopa. OTBeTbl Ha NpegocTepexeHus. NpeBeHTUBHbIE Mepbl.

I'Iopsmox Bblga4yu pa3pewieHusa Ha AUCTaHLNOHHYIO TOProBJilo JieKapCTBeHHbIMU CpeacTBaMu.

e TUMWYHbIE OLLUMBKM U NPUYUHbI OTKa3a.
o Hapgnexatiee ocyuwiecTBsieHne ONCTaHUNOHHOWN TOProBJIn NeKapCTBEHHbIMU MNMpenapaTamMu. nOpFUJ,OK M npakTuka p,ocyp,e6H017|
6J'IOKI/IpOBKVI I/IHTepHeT-CaVITOB opransau,Mﬁ, OCyLleCcTBNAWNX peann3aynto JieKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6e3onacHocTu JIM B MeguumHCKoM U papmaL,eBTUYECKON OpraHu3aLuu. -

o GapmakoHagsop.

o MeponpuaTusa no dapMakoHaa3opy.

e KOHTpOMbHble MeponpusiTUsi Mpu NpoBeAeHUU NPOBEPOK COOTBETCTBUSA J1C, yCTaHOBIEHHLIM TPEGOBAHUSIM K UX KAYecTBy.
e TUNWYHbIE HapYLLEHUS, BbISIB/ISIEMble HaA30PHbIMU OpraHamMu Npu NpoBepKax cy6bekToB obpatleHus J1C.

o MeponpusTusi, HanpaB/EHHblE Ha NPeAOTBPAaLLEHNE HapYLLIEHWI Npu obpaLeHun J1TT.

e ANIrOpUTM AEeNCTBUI NPY BbISIBNEHUN HeL06POKAYECTBEHHbIX U anbcudUUnpoBaHHbIX, KOHTpadakTHbIx 1.

o OpraHusauus MeauUMHCKON opraHusaumei papmakoHaz3opa 1 06y4eHns nepcoHana.

[lpenopaBaTenu

MPEMNOLOABATEJb
Okcneptbl POC3APABHAL30PA
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