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[[ocymapCTBEHHbIN HaA30p B chepe obpaLleHUs IeKapCTBEHHbIX
cpenctB N MeguumMHckux nusgenmun B 2026 roagy. OpraHnsauyms
Hagnexallero obpaweHnsa n NpUMeHeHUs IeKapCTBEHHbIX
npenapaTtoB. CobntoeHne TpeboBaHUM HaAeXallen anTe4dyHon
NPaKTUKU

Oco6oe BHMMaHWe B Nporpamme Kypca 6yAeT yAeneHo NocnefHnM U3MeHEHNsIM B 3aKoHoAaTeNbCTBe B cdhepe obpalleHus
NeKapCTBEHHbIX CPeACTB, TPe60BaHUAM K NepeBo3Ke, XpaHeHUIo, yueTy, 06palLeHto, MPUMEHeHUIo, obecriedeHunto 6e30MacHOCTH
JIEeKapCTBEHHbIX CPEACTB; a TaKXXe HOBbIM JIMLLEH3MOHHbIM TPe6oBaHUAM NPU OCyLLeCTBIEHUN hapMaLleBTUYECKON AeATENbHOCTH.
JKcnepThl NPeACTaBAT NpaKTUYeCKMe peKoOMeHAaLMmN No coboAeHUI0 TPe6oBaHUI HaANeXalLen NPaKTUKU XpaHeHNs v
nepeBO3KM NleKapCTBEHHbIX NpenapaToB U Haaexallen anTeqyHon NpakTUKM.

Jata nposepeHusn: OTKpbiTas gata

Bup o6yueHus: Kypc noBbilleHusi KBanudukaumm
dopmart obyyeHus: [IHeBHOWM

Cpok obyueHus: 2 fHs

MpoaomkuTenbHocTb 06yyeHus: 164acos

MecTo npoBegeHus: r. MockBa, yn. 3onoTas, 4. 11, 6usHec-LeHTp «30/10To», 5 3Tax. BceM yyacTHMKAM BbicblnaeTcs noapobHas cxema
npoesga Ha ceMuHap.

[ns y4acTHUKOB NpefyCMOTPEHO:

MeToaunuyeckmii MaTepmarn, Kode-naysbl.

J[lOKyMeHT no oKoH4aHuM obyyeHus: o ntoram obyyeHus cnyLiaTenu, ycrnewHo npoLleaLine UTOroByo aTTecTaumio No nporpaMmme
o6yJyeHus, nosyyatoT YLOCTOBEpEHNE O NOBbILEHUUN KBanupukauum B o6beMe 16 Yacos (B COOTBETCTBUM C JIMLIEH3MEl Ha NpaBo
BefleHMsi o6pa3oBaTesibHOM AeATeIbHOCTY, BblAaHHON [lenapTamMeHTOM 06pa3oBaHus 1 Hayku ropoaa MocKBbl).

Ilna koro npegHasHaveH
PyKOBO}J,VITeJ'IeVI n cneynanncToB pre)KJJ,eHVIVI 34paBOOXpaHeHus, oTBe4aroLWmx 3a obecreyeHune NEeKapCTBEHHbIX CPeaACTB U

MEANLMHCKUX U3LENNIA, TaBHbIX Bpader 1 raBHbIX MeANLMHCKUX cecTep, papMaLeBTUYECKMX PAaBOTHUKOB anTeuHbIX yUpexKAeHUin Bcex
$hopM COBCTBEHHOCTY.

Llenb o6y4yeHus

MpoaHanuaupoBaTb NOCneaHEe U3MEHEHNS 3aKOHOAaTeNIbcTBa B chepe, o6palleHns IekapcTBeHHbIX cpeacTB (J1C) u MeanLMHCKMX
nsgenuii (MU), nsyuntb coBpemMeHHble Tpe6oBaHus K o6pateHuto JIC u MU.
9TO MeponpusiTue MOXHO 3aKa3aTb B KOpNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHON KOMMaHWK).

[TporpamMmma oby4yeHus
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HopmaTueHo-npaBoBoe perynupoBaHue B cepe obpaLeHus nekapcTeeHHbix cpeacts (J1C).

¢ HopMaTuBHO-NpaBoBOE perynmposBaHue B chepe obpalleHns fnekapcTeeHHbIX cpeacTs (J1C) B 2026 rogy. KayecTBo, ahheKTUBHOCTb U
6e3onacHocTb J1C.

o JbdeKkTUBHOE NIaHUPOBaHMWE AesiTENbHOCTH, CBA3aHHOM ¢ o6palleHnem J1M.

e PerynaTtopHasi rmiiboTUHa.

AKTyanu3auusi HOpMaTMBHO-NPaBOBbIX akToB B chepe o6paLleHns nekapCTBEHHbIX CPeACTB, BCTYNUBLUMX B cuny ¢ 1 ceHTa6ps 2025 r.-

JIMLeH3NOoHHbIe Tp660BaHMﬂ Npu oCyLleCTB/I€EHUN dJapmau.eBTuqecxoﬁ AEeATENIbHOCTMU.

HoBble NMLEH3MOHHbIE TPEGOBAHNS MPU OCYLLECTBAEHUN hapMaLeBTUYECKON fesATeNbHOCTH, BCTynuBLUMe B cuny ¢ 01.01.2025 .

e AKTyasibHble TpeboBaHMWs K MOMELLEHUAM AJ151 OCYLLeCcTBeHMs hapMaLeBTUYECKO AeATeNIbHOCTU. TpeboBaHus K xpaHeHuto J1C.
HoBble npaBuna xpaHeHUs NeKapCTBEHHbIX NpenapaToB B anTeke U B MeAULMHCKOW OpraHn3awmm.

Cuctema obecneyeHuns kayectra JIM y cy6bekTa o6paLleHns eKapCTBEHHbIX CPEACTB.

e CTaHaapTHble onepaLMoHHble npoueaypbl (COMM), HanpaBfieHHble Ha cobofeHne nNpaBun xpaHeHus J1MN 1 MHbIX NPOU3BOACTBEHHbIX
NpoLEeccoB B anTe4yHON opraHMsauuu.

OpraHusauum KoHTponsa 3a cobntogeHnem COIM cy6bekTa obpaLleHust NeKapCTBEHHbIX cpefcTB. OCO6EHHOCTU XpaHEeHNs U
TPaHCNopTUPOBKM UMMYyHOBMONoruyeckux J.

30Hbl KapaHTUHHOIO xpaHeHwus J1T.

o [1oKyMeHTbl No xpaHenuto JIM. Pernctpauusi onepauuii, cBi3aHHbIX ¢ obpatyeHmem J1T, nognexaiux npeaMeTHO-KOIMYECTBEHHOMY
yyerty.

AHanu3 TUNMYHbIX NPaBOHAapPYLUEHWI, CBA3aHHbIX OCYLLECTBIeHNeM dhapMaLleBTUYECKOW AeATENBHOCTbIO.

o AAMUHUCTPaTUBHbIE CaHKLMM 3a HapyLleHne TpeboBaHMI K 06paLLEeHNIO TEKapPCTBEHHbIX CPeACTB.

TpaHCNOpTMPOBKA U MPUEMOUHDII1 KOHTPOJIb KauecTBa NOCTYNaloLWMX B anTeuHylo opraHusaumio-Jir.

o Anroputm nposegeHunst npuémkm Jrl.
o ConpoBoguTenbHasa JOKYMeHTauus.

I'IpaBMna OTNyCKa JiIieKapCTBEHHbIX NpenapaTtoB U3 anTe4yHbIX yqpe)l(nel-mﬁ.

BespeLenTypHbIA oTnyck. OTNYCK nekapCTBEHHbIX NPernapaToB Mo peLienTy Bpaya. AKTyanbHasi HopMaTuBHas 6asa.

e O6HOBJIEHHbIE NpaBua OTNycKa JiekapcTBeHHbIx npenapaTos ¢ 01.09.2025 (Mpukas MuHagpasa Poccum oT 07.03.2025 N2 100H "06
yTBepXxaeHun lNpaBun oTnycka fiekapCTBEHHbIX NpenapaToB AN MeAULUHCKOro MpMMeHeHUst anTe4YHbIMU OpraHM3auunsmu,
WHAMBUAYaNbHbIMU NPeANpPUHMMaTENAMU, UMEIOLMMM JINLIEH3MNIO Ha OCyLLLeCTBNEHNe papMaLeBTUYECKON AeATeIbHOCTH,
MeAMLMHCKUMU OpraHM3aumsaMm, UMEOLLMMU JIMLEH3UIO Ha OCYLLIeCTBEHNe hapMaLeBTUYECKOWN AeATENIbHOCTH, U X 060CO6NEHHBIMY
noapasgeneHnsaMm, pacnosioXXeHHbIMU B CeIbCKUX HaceeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHm3auuu, MNpasun
OTMyCKa HapKOTUYeCKMX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aperncTpUpoBaHHbIX B Ka4eCTBe IeKapCTBEHHbIX NpenapaToB Ans
MeANLMHCKOro NMPUMEHeHUs, leKapCTBEHHbIX NpenapaToB A8 MeAULUHCKOro MPUMEHEHUS, COAEPXALLUMX HAapKOTUYeCKue cpeacTsa u
NCUXOTPOMHbIE BeLlecTBa, [Mopsaka oTrnycka rpaxaaHam anTe4YHbIMU OpraHn3aumnsaMm UMMYHOBMOTOMMYECKUX NIeKapCTBEHHbIX
npenapaTtoB A5 UMMyHONPOdUIaKTUKn"

OpraHusauus npegMeTHO-KONMYEeCTBEHHOIO yyeTa JiekapCTBEHHbIX NpenapaToB.

Peructpauus onepauuit, cBA3aHHbIX ¢ obpalyeHuem J1T1, noanexalymx npeaMeTHO-KONMYECTBEHHOMY yyeTy.

o AHann3 TUNUYHbIX NPaBOHAapPYLLEHWUI, CBA3AHHbIX OCYLLLeCTBAEHNEM GapMaLeBTUHECKOM AesATeNbHOCTbI0. CaHKLUMK 3@ HapyLleHne
Tpe6oBaHUI K 06paLLeHnIo JIeKapCTBEHHbIX CPEACTB.

YHuuTOXEHUE JIeKapCTBeHHbIX NpenapaToB.

e AKTyanbHble TPEBOBAHUA K YHUUTOXKEHUIO (hanbCMOUUMPOBaHHbIX, KOHTPa(GaKTHbIX M HEA06POKaYeCTBEHHbIX JIEKAapPCTBEHHbIX
npenapaTos.

Mpoeepku Poc3gpaBHag3opa.

e HoBble Tpe6oBaHMA K OpraHM3aLmnmn u NpoBeAeHnto Nposepok. OpraHn3auus 1 NpoBefeHne NPoOBEPOK

e [ocyfapcTBeHHbIN Haf30p B chepe 06paLleHUst TeKapCTBEHHbIX CPEACTB B COBPEMEHHbBIX peasnusix.

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

o [TpodunakTnyeckme MeponpuaTus.

e Bugpl 1 popmbl.

o KOHTpONbHO-HaA30pHbIe MeponpuATUa PocagpaBHagsopa.

e HoBble Tpe6oBaHMA K OpraH1M3aLmmn u NpoBeAEHNIO NPOBEPOK.

o OpraHusauus v NpoBefieHne NPOBEPOK B COBPEMEHHbIX YC/IOBUSAX. PUCK-OpUEHTUPOBaHHbIN noaxof B chepe obpateHns JIC.

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

o [pepynpexpatowmne encTeus. AHanM3 TUNUYHbBIX HapyLLUEHWUNA.

e OTBETCTBEHHOCTb 3a HapyLUeHWe 3akoHoaTeNlbcTBa Npu o6patleHum JIC 1 MeaUUMHCKUX U3LENMIA U BO3MELLEHUE BPeaa,
NPUYNHEHHOIO 340POBbLIO IrpaXkaH BcrneacTane npumMmeHenns Jrl.

Mopsifok oT60pa U OL,eHKN MeAULIMHCKOI OpraHu3aLMeii MoCTaBLLLUKOB JIeKapCTBEHHbIX NpenapaTo..
Tpe6oBaHusa K 3anonHeHuto PPMO n ®PMP B EFTUC3.
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BHeapeHue B anTeyHoN opraHu3aLMu aBTOMaTM3UPOBAHHOI CUCTEMbl MOHUTOPUHIa ABUXKEHUSI IeKapCTBEHHbIX NpenapaTos oT
npousBoauTens 0 KOHEYHOro noTpebuTens (Mapkupoeka JIC).

o BHeceHve nHdopmaumm B cuctemy MOJIM.
o CBOEBpeMeHHOe BbiBefeHMe ocTaTkoB. Pa6oTa c LIMNPT.
o MpodunakTuyeckas pabota PocagpaBHagasopa. OTBeTbl Ha NpegocTepexeHus. NpeBeHTUBHbIE Mepbl.

I'Iop;mox Bblga4yu pa3pelieHusa Ha AUCTaHLNOHHYIO TOProBJilo JieKapCTBeHHbIMU CpeacTBaMu.

o TUNUYHbIE OLUMGKU U MPUYMHBI OTKa3a.
¢ Hapgnexallee ocylecTB/IEHNE ANCTAHLMOHHON TOProBM NeKapCTBEHHbIMM NpenapaTtami. MopsAaaoK M NpakTuKa Aocyae6Hom
6/10KUPOBKMN MHTEPHET-CaTOB OpraH13aLmin, OCYLLLECTBAOLLMX Peann3aLuio IeKapCTBEHHbIX CPeACTB.

MoHuTopuHr 6e3onacHocTy JIM B MeguumMHCKoM U apmaL,eBTUYECKON OpraHu3aLuu. -

o dGapmakoHagsop.

o MeponpuaTusa no dapMakoHaa3opy.

e KOHTpOMbHbIe MeponpusiTUsSi MpyU NpoBeAEeHNU NPOBEPOK COOTBETCTBYUSA J1C, yCTaHOBIEHHbIM TPEGOBAHUSIM K UX KAYecTBy.
e TUNWYHbIE HapYLLEHUS, BbISIBISIEMble HaA30PHbIMU OpraHamMu Npu NpoBepKax cy6bekToB obpatleHus JIC.

o MeponpusTus, HanpaB/eHHblE Ha NPeAOTBPaLLEeHNe HapyLLUeHWI Npu obpalueHnn N1

e ANrOpUTM AENCTBUI NPY BbISIBIEHUM HeL06POKaYeCTBEHHbIX U anbcuduunpoBaHHbIX, KOHTpadakTHbIx M.

o OpraHusauus MeauLMHCKON opraHu3saumei papmMakoHaasopa 1 06yd4eHns nepcoHana.

[lpenogaBaTenu

MPEMNOLOABATESb
9kcneptbl POC3OPABHAL30PA.
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