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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

Oco60e BHMMaHUe B NporpamMme Kypca 6yfeT yaesneHo NocnefHM U3MEHEHUSIM B 3aKOHOAATENbCTBE B cepe obpaLleHus
NleKapCTBEHHbIX CPeACTB, TPe60BaHUSAM K NepeBO3Ke, XPaHeHUHo, yUeTy, 06paLleHnto, MPUMEHEHUIO, 06ecrneyeHnto 6e30MacHOCTU
JIeKapCTBEHHbIX CPEACTB; @ TakXXe HOBbIM JINLLEH3NOHHbIM TPe60oBaHMSAM NpU OCyLLECTBAEHUN hapMaLEBTUYECKON AeATENbHOCTY,
BCTynuBLWMM B cuny ¢ 01.09.2023 r. IkcnepTbl NPeACTaBAT NPaKTUYECKME PeKOMEHAALMM MO COBOAEHUIO Tpe6OBaHNA
HaZanexallen NpakTUKN XpaHEHUS U MepeBO3KU NTIEKapCTBEHHbIX MpenapaToB U Haanexallen anTe4yHon NPaKTUKN.

Jata nposepeHusn: 2 -3 anpensa 2026 ¢ 10:00 go 17:30
ApTtukyn: MC28050

Bupa 06yuyenus: Kypc nosbileHns KBanmpmkalmm
®dopmart obyueHus: [1HeBHOM

Cpok obyyeHusi: 2 fHA

MpopomkuTenbHocTb obyyeHus: 164acos

MecTo npoBefieHus: r. MockBa, yn. 3o510Tas, 4. 11, 6usHec-LeHTp «30/10T0», 5 aTax. BceM ydacTHUKaM BbicbllaeTcs nogpo6Has cxema
npoesfa Ha ceMuHap.

CtoumocTb yyacTtus: 41 000 py6.
J[ins y4acTHMKOB NpeflyCMOTPEHO:

MeToaunuyeckmit MaTepmarn, Kobe-naysbl.

[IOKYMEHT No OKOHYaHuU 06yyeHus: o nToram obydyeHus cryliaTenu, yCnewHo npoLleaLline UTOroByo aTTeCTaLUIO MO NporpaMme
06y4eHus, MolyyatoT Y [,OCTOBEPEHME O NOBbILWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3UEN Ha NPaBO
BefleHUsi 06pa3oBaTesibHOM AesiTeNIbHOCTY, BblaHHOM [lenapTaMeHTOM 06pa3oBaHus U Hayku ropoaa MockBbl).

Ilna Koro npegHasHa4veH
PyKOBO}J,VITerIef/'I n cneynanncToBs yLlpe)KAEHVIVI 3paBoOXpaHeHua, oTBevarowmx 3a obecnevyeHne NeKapCTBEHHbIX CpeacCTB U

MeAWULIMHCKUX U3AENUIA, TNaBHbIX Bpayel U rNaBHbIX MeAULIMHCKUX cecTep, hapMaLeBTUYECKUX PaBOTHUKOB anTeYHbIX YYpexaeHuii Bcex
(opM COBCTBEHHOCTH.

Lienb o6y4yeHus

MpoaHanuanpoBaTb NocneaHNe U3MEHEHNS 3aKoHOAaTeNIbCTBa B chepe, o6palleHns iekapcTBeHHbIX cpeacTB (J1IC) u MeanLMHCKMX
nsgenuii (MU), nsyuntb coBpeMeHHble Tpe6oBaHus K obpatyeHuto JIC u MU.
9TO MeponpusiTUe MOXHO 3aKa3aTb B KOpNopaTMBHOM gopmaTe (06yyeHne COTPYAHUKOB OJHON KOMMaHWK).
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[TporpamMmma oby4yeHus

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

¢ HopMaTuBHO-NpaBoOBOE perynmposBaHue B chepe obpalleHns fnekapcTBeHHbIx cpeacTs (J1C) B 2026 rofy. KayecTBo, ahheKTUBHOCTb U
6e3onacHocTb JIC.

o IpdekTUBHOE NNaHNpPOBaHME AEATENBHOCTM, CBSI3aHHOW ¢ obpalleHnem J1T1.

e [Nopagok 0T60pa M OLLEHKN MEAMLIMHCKOM OpraHn3aLmen NocTaBLLMKOB IEKapCTBEHHbIX MpenapaToB.

o PerynaTopHasa runboTuHa.

e AKTyanusaumsa HopMaTUBHO-NPaBOBbIX aKTOB B chepe 06paLleHns NeKapCTBEHHbIX CPeACTB, BCTYNMBLUUX B cuiy ¢ 1 aHBaps 2026 T.

JIMLeH3NOoHHbIe TPE6OBaHMﬂ npu oCcyLl,eCcTB/IeHUun dJapmaueB'ruqecKoﬁ AEATENIbHOCTMU.

HoBble NMUeH3MOHHbIE TPe6oBaHWA NpU OCYLLECTBEHNM hapMaLEBTUYECKON AeATENbHOCTH, BCTynuBLuKe B cuny ¢ 01.01.2026 r.

e Tpe6oBaHus k 3anonHeHuto PPMO n ®PMP B EFTNC3.

e AKTyasibHble Tpe6oBaHMs K MOMELLEHUAM A9 OCYLLEeCTBeHMs hapMaLeBTUYECKO AesATeNbHOCTU. TpeboBaHus K xpaHeHuto J1C.

o [TOpPAAOK XpaHeHs B anTeke 1 B MEAMLIMHCKOW OpraHn3aLuum B COOTBETCTBUU C NpaBUiaMmn Hafnexalluei NpakTUKU XpaHeHUs n

nepeBO3KM JleKapCTBEHHbIX NpenapaToB 1 Hagexallen anTeyHon NpakTUKK.

CucTtema obecneyerust kayectBa J1IMy cy6bekTa o6paLleHUst TeKapCTBEHHbIX CPEACTB.

CTaHaapTHble onepalmoHHble npoueaypbl (COM), HanpaeeHHble Ha coboeHne NpaBun xpaHeHus J1MN 1 HbIX NPOU3BOACTBEHHbIX

npoLeccoB B anTe4yHON opraHuMsaunu.

OpraHusaumm KoOHTpons 3a cobntogeHnem COMN cybbekTa o6palleHns nekapcTBEHHbIX cpefcTB. OCOBEHHOCTU XpaHeHus 1

TPaHCNOPTUPOBKM MMMYHOBMONornyeckmx Jrl.

30Hbl KapaHTUHHOIO XpaHeHwus J1T1.

o J[lokymeHTbI Nno xpaHeHuto JIM. Peructpauusa onepaumit, cBA3aHHbIX ¢ obpalyeHvem J1TM, noanexalymx npegMeTHO-KONNYeCTBEHHOMY
yyerTy.

e AHann3 TUNUYHbIX MPaBOHapYLUEHWUI, CBA3aHHbIX OCYLLeCTBNEHNEM hapMaLEeBTUYECKON feATeNIbHOCTbIO.

AZMVHUCTPaTMBHbIE CaHKLUM 3a HapyLleHWe Tpe6oBaHNi K 06paLLEeHMIO JIeEKapCTBEHHbIX CPEACTB.

TpaHCNOpPTUPOBKA M MPUEMOYHDII KOHTPOJIb KauecTBa NOCTYNaIoLUX B anTeuHylo opraHusauutoJIr.

e Hapgnexaulas npakTuka xpaHeHusi n nepesosku J1C.
o Anroputm nposeaeHunst npuémkm Jrl.
o ConpoBoauTenbHas OKYMeHTauus.

BHefipeHue B anTeuHOi1 opraHu3aLum aBTOMaTU3UPOBaHHOI CUCTEMbl MOHMTOPUHIa ABUXXEHUSA JIeKapCTBEHHbIX NpenapaTos oT
npoussoauTens A0 KOHeYHoro notpeébuTtens (Mapkupoeka JIC).

o BHeceHwne nHdopmauum B cuctemy MIJIMN.
o CBOEBpPEMEHHOe BbiBegeHMe ocTaTkoB. Pa6oTa ¢ LIMPT.
o MpodunakTnyeckas pabota PocsgpaBHaa3opa. OTBeTbl Ha NpeAocTepexxeHust. MpeBeHTUBHbIE MepbI.

Mpaeuna OTNyCKa ieKapCTBEeHHbIX NpenapaToB U3 anTe4HbIX y'-lpe)KAeHVlﬁ.

bespeuenTypHbIin 0TNycK. OTNYCK NEeKapCTBEHHbIX MpenapaToB Mo peuenTy Bpaya. AKTyasnlbHasa HopMaTuBHas 6a3a.

e OcHOBHble TpeboBaHusa-Tlpukasa M3 P® oT 24 Hosi6psa 2021 r. N2 1093H-«06 yTBepxaeHUn MNpaBun 0TNycKa NeKapCTBEHHbIX
npenapaToB Af8 MeAMLMHCKOro NMPUMEHEHUS anTeYHbIMU OpraHn3aLmsaMu, MHAMBUAYanbHbIMY NpeanpuHMMaTeNs MU, UMEOLLUMU
JIMLLEH3VMIO Ha OCyLLeCcTBIeHVe dhapMaLleBTUYECKOW AeATENbHOCTU, MEAULMHCKUMW OPraHn3aLmsaMm, UMEOLLMMU JIMLEH3NIO Ha
ocylecTBeHNe hapMaLeBTUYECKOI AesTeNIbHOCTU, U UX 060Cco61eHHbIMY Noapa3aeneHusiMu (ambynaTopusiMu, GenballepcKuMm 1
benbAlepcKo-aKyLepcKUMM NyHKTaMu, LeHTpamu (0TAeNneHUsIMI) 06LLel Bpaye6HOM (CEMeNHO) MPaKTUKM), PacrosioKEHHbIMU B
CefIbCKUX NocesieHnsX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3aunm, a Takxke [paBun oTnycka HapKOTUYECKNX CPEACTB U
NMCUXOTPOMHbIX BELLECTB, 3aperMcTpUpoBaHHbIX B Ka4eCTBe /IeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEHEeHHs,
NeKapCTBEHHbIX NpenapaToB A5 MeAULIMHCKOro NPUMEeHeHWs], CoOAepXaLlMxX HapKOTUYeCKne CpeacTea U NCUXOTPOMHbIE BELLLeCTBa B
ToM uucne Mopsagka oTrnycka anTe4YHbIMU OpraHn3aunsaMm UMMYHOBMOTIOrMYECKUX NIeKapCTBEHHbIX MpernapaToBy.-

OpraHusauus npegMeTHO-KOMYEeCTBEHHOIO yyeTa JiekapCTBEHHbIX NpenapaToB.

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

o AHann3 TUNUYHbIX NPaBOHapPYLLEHWUI, CBA3AHHbIX OCYLLECTBAEHNEM GapMaLleBTUYECKOM AesiTeNbHOCTbI0. CaHKLMM 3@ HapyLleHne
Tpe6oBaHUi K 06paLLeHntO JIeKapCTBEHHbIX CPEACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NpenapaToB..

e AKTyanbHble TPEBOBAHUA K YHUUTOXKEHUIO (hanbCMOULMPOBaHHbIX, KOHTPa(GaKTHbIX M HeA06POKaYeCTBEHHbIX JIEKAapCTBEHHbIX
npenapartos.

Mopsapok Bblgaumn paspeLleHus Ha AUCTAaHLUMUOHHYIO TOProBJiio JiIeKapCTBeHHbIMU CpeACTBaMMU.-

e TUNUYHbIE OLUIMGKN N MPUYMHBI OTKa3a.
e Hapnexatlee ocyLecTBeHNE ANCTAHLMOHHON TOProB/M ekapcTBEHHbIMM NpenapaTamu. MopsAfoK M NpakTMka AocyaebHomn
6/1OKMPOBKUN UHTEPHET-CATOB OPraHM3aLmii, OCYLLECTBSAOLLMX Peann3aLnto IEKapCTBEHHbIX CPEACTB.
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MoHuTopuHr 6e3onacHocTu JIM B MeauUMHCKON U papMaL,eBTUYECKON OpraHu3aLun. -

o GapmakoHagsop.

o MeponpuaTusa no dapMakoHaasopy.

o KOHTpPOJIbHbIE MEPOMPUATUS NPY NPOBELEHNN NMPOBEPOK cooTBeTCTBMA J1C, ycTaHOBNEHHbIM TPE60BaHNAM K UX Ka4yecTBy.
o TUNUYHbIE HapYLLEHNS, BbIsIBISeMble Hai30PHbIMW OpraHamu Npu NpoBepkax cy6bekToB obpatleHuns J1C.

e MeponpusiTus, HanpaBfieHHble Ha NPeAoTBPaLLEHNe HapyLUeHWit Npu obpalleHum JIT.

o ANroput™m AeiCTBWIA NPU BbISABAEHUN HE[06POKaYeCTBEHHDbIX U hanbCcuPuLMpoBaHHbIX, KOHTpadakTHbIX J1T1.

o OpraHusauusa MeauLMHCKON opraHnsaumein dapmakoHaA3opa 1 o6y4eHusi nepcoHana.

MpoBepku Poc3gpaBHaga3opa.

e HoBble Tpe6oBaHMWs1 K opraH13aLumn U npoBeAeHuto Npoeepok. OpraHusauus 1 NpoBefieHne NpoBepoK

e [OCypapCTBeHHbIN Haa30p B cdhepe obpaLleHunst NeKapCTBEHHbIX CPEACTB B COBPEMEHHbIX peanusx.

¢ HoBble Tpe60BaHMs K OpraHM3aumm rocyapcTBEHHOMO ¥ MyHULMMNANIbHOMO BUAOB KOHTPONsA (Haa3opa).

o [podunnakTuyeckmne MeponpusaTus.

e Buapbl n popmsl.

o KOHTpONbHO-Hag30pHble MeponpuaTus PocagpaBHagsopa.

e HoBble Tpe6oBaHMWsl K OpraH13aLmn 1 NpoBeAEHNIO NPOBEPOK.

e OpraHusauus 1 NpoBeAeHMe NPOBEPOK B COBPEMEHHbIX YCNOBUAX. PUCK-OpMeHTUMPOBaHHbIV NoAX04 B cdhepe obpalueHus J1C.

o MNpoBepku PocaapaBHaA3opa no NpoBepoYHbIM NUCTaM (Yek-nnuctam). Mopsaok NPOXoXAEHUS NPOBEPOK.

o [pepynpexpatowne encTeus. AHanM3 TUNUYHbBIX HapyLLEeHWUNA.

e OTBETCTBEHHOCTb 3a HapyLLUeHWe 3aKoHoAaTeIbCTBa Npy obpalleHnn JIC 1 MeAULMHCKUX U3LeNniA U BO3MELLEHME BPeaa,
NPUYMHEHHOrO 340POBbIO rpaXKaaH BcneacTaue npumMeHeHus J1Ml.

FocyaapcTBeHHbI KOHTponb (Hag3op) B chepe o6palyeHus JIC U MeAULIMHCKUX U3AEMIA.

o MpoBepku cobntofieHnss MeAULMHCKMMU paboTHUKaMU, PYKOBOAUTENAMU MEAULIMHCKMX OPraH13aLmil orpaHUYeHmnit, HanaraeMblix npu
OCYLL,ECTB/IEHNUU NPOhEeCcCUOHANbHON AeTENIbHOCTY.

[lpenogaBaTtenu

MPEMOAABATE/b
9kcneptbl POC3PABHAL3O0OPA.
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