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[[ocypapcTBEHHbIN Haa30p B chepe obpaLleHns IeKapCTBEHHbIX
cpencTB N MeguuMHCKux nsgenmun B 2026 roagy. OpraHnsaums
Haanexauwero obpalleHns N NpUMeEHeHNsA NeKapCTBEHHbIX
npenapaTtoB. CobntoaeHne TpeboBaHUM Haaexaullen anTe4yHomn
NpaKTUKK

Oco60e BHMMaHWe B NporpaMmme Kypca 6yfieT yesnieHo NocneaHNM U3MEHEHUSIM B 3aKOHOAATENbCTBE B chepe obpaLleHus
JleKapCTBEHHbIX CPEACTB, TPe6OBaHUAM K MEPEBO3KE, XPAHEHUIO, YUYETY, 06paLLEHMIO, MPUMEHEHMIO, 06eCneYeHNnto 6e30MacHOCTH
JIEKapCTBEHHbIX CPEACTB; @ TakK)Xe HOBbIM JIMLEH3MOHHbIM TPe6oBaHUAM NpU OCYLLECTBNIEHUM HapMaLleBTUYECKON [eATENbHOCTH.
OKcnepTbl NPeACcTaBAT NpaKTUYecKMe peKoMeHAaumnm nNo coboeHnIo TpeboBaHUA Haaexallein NPakTUKN XpaHeHus 1
NepeBO3KM NEKAPCTBEHHBIX NPENapaToB U HaZNeXalleih anTeyHoW NpaKTUKK.

Jata npoeegenus: 9 - 10 Hoabpsa 2026 ¢ 10:00 go 17:30
ApTtukyn: MC28055

Bup, 06yuenus: Kypc noBbilleHus KBanmdukaumm
dopmat obyyenun: OHnaitH-TpaHCIAUMA

CpokK obyueHus: 2 fHs

MpopomKkuTenbHOCTb 06yyeHus: 16yacos

CtoumocTb yyacTtus: 41 000 py6.

[ns y4acTHUKOB NPeyCMOTPEHO:

MeToanueckunn matepunan.

[lOKYMEHT 1o OKOH4YaHuM 06yyeHus: o nToram obydeHus ciyLaTeny, yCrnewwHo npoLuejLine UTOroByto aTTecTaluto no nporpaMmMe
06yyeHus, Mosly4atoT Y 40CTOBepeHME 0 NOBbIWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3NEN Ha NPaBo
BefleHMsi o6pa3oBaTesibHOM AesTeNIbHOCTH, BblAaHHON [lenapTaMeHTOM 06pa3oBaHus U Hayku ropoaa MocKBbl).

Ilna koro npegHasHaveH

PykoBoauTenei n cneunanucToB yupeXxaeHWil 3apaBooXpaHeHms], OTBEYatoLLMX 3a o6ecrneyeHne NekapCTBEHHbIX CPeACTB U
MELMUMHCKUX U3AENWUI, TNaBHbIX Bpayel U rnaBHbIX MEAULIMHCKUX cecTep, hapMaLeBTUYECKMX PaBOTHUKOB anTeuYHbIX YUPeXxAeHWin Bcex
(opM co6CTBEHHOCTH.

Llenb o6y4yeHus

CtpaHuua: 113 3
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MpoaHanuaupoBaTb NocneaHNe N3MEHEHNS 3aKoHOAaTeNIbcTBa B cdhepe, o6palleHns iekapcTBeHHbIX cpeacTs (J1IC) u MeanLMHCKMX
nsgenuii (MU), nsyuntb coBpeMeHHble Tpe6oBaHus K obpatyeHuto JIC u MU.
3TO MeponpusiTUe MOXHO 3aKasaTb B KOpNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHON KOMMaHWK).

[TporpamMmma oby4yeHus

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

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

o IpdekTUBHOE NNaHUPOBaHME AEATENBHOCTM, CBSI3aHHOW C obpalleHnem J1T1.

e PerynaTopHas runboTuHa.

AKTyanusaums HOpMaTMBHO-NPaBOBbIX akToB B chepe o6palleHns eKapCTBEHHbIX CPEACTB, BCTYNUBLUMX B cuy ¢ 1 ceHTaAbps 2025 r.-

JInueH3noHHble TpesoBaHMﬂ npu oCyL,eCcTB/I€eHUN dJapMaU,eBTVI‘-IECKOﬁ AEATENIbHOCTMU.

HoBble N1LUeH3NMOoHHbIE TPe6oBaHWA NpU OCYLLECTBEHNM hapMaLEBTUYECKON AeATENbHOCTH, BCTynuBLume B cuny ¢ 01.01.2025 .

e AKTyasnbHble TpeboBaHMWS K MOMELLEHUAM AN1A OCyLecTBNeHMs hapMaLeBTUYECKO AeATeNIbHOCTU. TpeboBaHus K xpaHeHuto J1C.
HoBble npaBuna xpaHeHUs NeKapCTBEHHbIX NpenapaToB B anTeke 1 B MeAULMHCKON opraHnsawumu.

CucTema obecneyeHus kadyectsa JIM y cy6bekTa o6palleHns nekapCTBEHHbIX CPeACTB.

e CTaHaapTHble onepaLmoHHble npoueaypbl (COMM), HanpaBreHHble Ha coboeHne nNpaBun xpaHeHus J1MN 1 MHbIX NPOU3BOACTBEHHbIX
npoLeccoB B anTe4yHON opraHMsaunu.

OpraHusauum KoHTpons 3a cobntofeHnem COM cy6bekTa ob6palleHns nekapCTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHeHUs U
TPaHCMOPTUPOBKM MMMYyHOBMoNoruyeckux J.

30Hbl KapaHTUHHOIO XpaHeHwus J1.

[oKyMeHTbl No xpaHeHuto JITM. Pernctpauus onepawmi, cBsi3aHHbIX ¢ obpatyeHnem J1T, nognexalumx npegMeTHO-KOIMYECTBEHHOMY
yyery.

e AHann3 TUNUYHbIX NPaBOHApPYLLEHWUIA, CBA3aHHbIX OCYLLECTBNEHNEM papMaLeBTUYECKON feATeNIbHOCTbIO.

o AAMUHUCTPaTUBHbIE CaHKLMM 3a HapyLleHe TpeboBaHMWIN K 06paLLEHNIO TEKAPCTBEHHbIX CPeACTB.

TpaHcnopTupoBKa U anéMO'-IHbIVI KOHTPOJIb Ka4yeCTBa NoCTynarlwLiux B anTe4yHyro opraHusauuto-JIr.

o Anroputm npoBeaeHunst npuémku Jr.
e ConpoBoauTenbHaa JOKYMEHTaLus.

MpaBuna oTnycka neKkapcTBeHHbIX NpenapaToB U3 anTeYHbIX YUPEXXAEHWIA.

BespeLenTypHbI oTnyckK. OTNyCK nekapCTBEHHbIX NMpernapaToB Mo peLenTy Bpaya. AKTyanbHasi HopMaTuBHas 6asa.

e O6HOBJIEHHbIE NpaBua OTNycKa JiekapcTBeHHbIx npenapaTos ¢ 01.09.2025 (Mpukas MuHagpasa Poccum oT 07.03.2025 N2 100H "06
yTBepXaeHuu NpaBun oTrnycka NekapCcTBEHHbIX MpenapaToB A1 MeAULMHCKOro NPUMEeHEeHUs1 anTe4YHbIMU OpraHu3aumsmy,
WHAMBULYaNbHBIMU NPEANPUHUMATENSAMUY, UMEIOLMMM NINLIEH3UIO Ha OCYLLECTBNEHWE GapMaLLeBTUYECKOW [eATENbHOCTY,
MeAMLMHCKUMW OpraHM3aumsaMm, UMEIOLLIMMU JIMLEH3UIO Ha OCYLLIeCTBeHNe hapMaLeBTUYECKON AeATENIbHOCTH, U X 060CO6NEHHbIMY
noapasfeneHusiMuy, pacrosioXXeHHbIMU B CENIbCKUX HAaCENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusauuu, MNpasun
OTNyCKa HapKOTUYECKMX CPEACTB U NMCUXOTPOMHbIX BELLECTB, 3aperncTPMpOBaHHbIX B Ka4eCTBe JIeKapCTBEHHbIX NpenapaToB Ans
MeZAMLMHCKOro MPUMEHEHMUS, NTEKaPCTBEHHbIX NMPenapaToB A1 MeAULMHCKOro NPYMEHEHWs], CoAepXXaLlunx HapKOTUYECKNe CpeacTBa u
NCUXOTPOMHbIE BellecTBa, [Mopsaaka oTrnycka rpaxaaHaM anTe4YHbIMU OpraHn3aunsaMm UMMYHOBMOTOMMYECKUX JIeKapCTBEHHbIX
npenapaTtoB A5 UMMyHONpOdUIakTukn"

OpraHusauusa npegMeTHO-KONIMYECTBEHHOMO YYeTa JlekapCTBEHHbIX MpenapaTos.

PervcTtpauus onepauuii, cBaA3aHHbIX ¢ o6palueHrem J1I, noanexatyux npeiMeTHO-KONMYECTBEHHOMY YUeTY.

AHanus TUNUYHbIX NPaBOHapPYLLEHWUIA, CBA3AHHbIX OCYLLLeCTBNEHNeM GapMaLleBTUYECKOM AesATeNbHOCTbIo. CaHKLMK 3a HapyLueHue
Tpe6oBaHWI K 06paLLeHnIO NIeKapCTBEHHbIX CPEACTB.

YHu4TOXEHUE JIeKapCTBeHHbIX NpenapaToB.

e AKTyanbHble Tpe6oBaHUS K YHUUTOXEHUIO hanbcUdUUMPOBaHHbIX, KOHTPahakKTHbIX U HeJO6pOKaYeCTBEHHbIX JIeKapCTBEHHbIX
npenaparos.

MpoBepku Poc3gpaBHag3opa.

o HoBble Tpe6oBaHWs K OpraHM3aLuy U NpoBefeHNto NpoBepoK. OpraHnsaLuus U NpoBeAeHUe NPOBEepPOK

e ['ocyaapCcTBEHHbI Hag3op B cdhepe o6paLleHust TEKAapCTBEHHbIX CPEACTB B COBPEMEHHbIX peasnusix.

¢ HoBble Tpe60BaHMs K OpraH13aumm rocyjapCTBEHHONO ¥ MyHULMMNANIbHOMO BUOB KOHTPONsA (Hag3opa).
o MMpocdunakTnyeckme MeponpusTus.

CtpaHuua: 2 M3 3



e Buabl n popmbl.

e KOHTpONbHO-HaA30pHble MeponpusaTust PocagpaBHagsopa.

e HoBble Tpe6oBaHMWs1 K OpraH13aLmmn u NpoBeAEHNIO NPOBEPOK.

e OpraHusaums u NpoBeaeHME NPOBEPOK B COBPEMEHHbIX YCNOBUAX. PUCK-OpMEHTUMPOBaHHbIN NOAX0A B chepe obpalueHns J1C.

o MNpoBepku PocaapaBHazasopa no NpoBepoYHbIM NUCTaM (Yek-nuctam). MopsifoK NPOXOXAEHUS MPOBEPOK.

o [pegynpexpatolme aencTensa. AHann3 TUNUYHbIX HapyLLEHWUN.

e OTBETCTBEHHOCTb 3a HapyLLUeHWe 3aKoHoAaTeNbCTBa Npy obpalleHun JIC 1 MeAULMHCKUX U3LeNni U BO3MELLEHME BPeaa,
NMPUYMHEHHOrO 34,0POBbLIO FPpaXK AaH BCNeACTBUE NpuMeHeHus J1T1.

Mopsapok oT60pa U OLLEeHKN MeAULIMHCKOI OpraHu3aLuMeli NOCTaBLLUKOB NIeKapCTBEHHbIX NpenapaToB.
Tpe6oBaHus K 3anonHeHuto PPMO n ®PMP B ETUC3.

BHefipeHue B anTe4HOi1 opraHu3aLyum aBTOMaTU3UPOBaHHOI CUCTEMbl MOHMTOPUHIA ABUXEHUSA JIeKapCTBEHHbIX NpenapaTos oT
npousBoauTens A0 KOHeYHoro notpeébuTtens (Mapkupoeka JIC).

o BHeceHwne nHdopmauum B cuctemy MIOJIM.
o CBOEBpeMeHHOe BbiBefeHMe ocTaTkoB. Pa6oTa c LIMPT.
o MpodunakTuyeckas pabota Poc3gpaBHaasopa. OTBeTbl Ha NpegocTepeXxeHus. NpeBeHTUBHbIE Mepbl.

Mopsapok Bblgaun paspeLleHns Ha AUCTAHLIMOHHYIO TOProBJIio JIeKapCTBEHHbIMU CpeACcTBaMMU.

e TUNUYHbIE OLLUMOKM U NPUYUHbI OTKa3a.
e Hapgnexallee ocywiecTBrieHne ONCTaHUNOHHOWN TOProBJ/iv NleKapCTBEeHHbIMU nNpenapaTtamu. Nopagok u npakTuka AOCYAG6HOVI
6J'IOKI/IDOBKI/I MHTEpHeT-calToB OpraHusaLuim, ocCyLlecTBnAWNX peannsalunto JieKapCTBEHHbIX CPEACTB.

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

o GapmakoHaasop.

e MeponpusATus no papmakoHaz3opy.

o KOHTPOJIbHbIE MEPOMPUATUS NPU NPOBELEHNN MPOBEPOK cooTBeTCTBMSA J1C, ycTaHOBNEHHbIM TPE6OBaHMAM K UX Ka4yecTBy.
e TUNUYHbIE HapYLLEHNS, BbIsIBNSeMble Hai30PHbIMU OpraHamu Npu NpoBepKax cy6bekToB obpatleHus J1C.

e MeponpuATus, HanpaefieHHble Ha NPeAoTBPaLLeHNe HapyLleHui Npu obpalexHunn JIT

o ANroput™m AeiCTBWIA NPU BbISBNIEHUN HEJ06POKaYeCTBEHHbIX U hanbCcuULMpoBaHHbIX, KOHTpadakTHbIX J1T1.

o OpraHusaumsa MeauLMHCKON opraHusaumein dapmakoHaa3opa u o6y4eHusi nepcoHana.

[lpenogaBaTenu

MPEMNOLABATEJb
3kcneptbl POC30PABHAO30PA.
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