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[[ocymapCTBEHHbIN HaA30p B chepe obpaLleHUs IeKapCTBEHHbIX
cpeacTtB B 2023 roay. 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,
BCcTynarowwmm B cuny ¢ 01.09.2023 r. SkcnepTbl NpeACcTaBsAT NPaKTUYECKUe peKoMeHaunm No Co6IAeHNI0 TpeboBaHNM
Haanexallen NPakTUKN XpaHEHUS U MePEBO3KU NTEKAPCTBEHHbIX MpenapaToB U HaAnexallen anTe4yHon NPaKTUKN.

Jata nposepeHusn: OTKpbiTas gata

Bup 06yuyeHus: Kypc noBbilleHust KBanudukalmm

®dopmart obyueHuss: OHnaiH-TpaHCAAUMSA

Cpok obyueHus: 2 fHsl

MpopomKuTenbHOCTb 06yyeHus: 16yacos

Jins y4yacTHUKOB nNpeflycCMOTpeHo: MeToauyecku matepmarn.

JI0OKyMeHT no oKoH4YaHuu o6yyeHus: o ntoram obyyeHus ciyLiaTenu, yCnewHo nNpoLleLlne UTOroByto aTTecTaluto No nporpaMme
06y4eHus, NoslyyatoT Y [0CTOBEpPEHME O NOBbILWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NIULIEH3UEN Ha NPaBo
BefleHVs1 o6pa3oBaTesibHON AeATeNbHOCTH, BblAaHHOK [lenapTaMeHTOM 06pa3oBaHusi U Hayku ropoga Mocksbl).

Ina Koro npegHasHa4veH

PykoBoguTenei u cneumanucToB YYpexXAeHU 34, paBOOXPaHEHUs], OTBEYAIOLLMX 33 06ecrneyeHne TeKapCTBEHHbIX CPEACTB U
MeAWULIMHCKUX U3AENUIA, TNIaBHbIX Bpayel U rNaBHbIX MeAULIMHCKUX cecTep, hapMaLeBTUYECKUX PaBOTHUKOB anTeYHbIX YYpexaeHnii Bcex
(opM COBCTBEHHOCTY.

Lienb o6y4yeHus

MpoaHanuanpoBaTb NocneaHUe N3MEHEHNS 3aKoHoAaTeNIbeTBa B chepe, o6palleHns iekapcTBeHHbIX cpeacTs (J1C) u MeanLMHCKUX
nsgenuii (MU), nsyumtb coBpeMeHHble Tpe6oBaHus K o6patyeHuto JIC n MU.
9TO MeponpusiTue MOXHO 3aKa3aTb B KOpNopaTMBHOM opmaTe (06yyeHne COTPYAHUKOB OJHOM KOMMaHWK).

[TporpamMmma oby4yeHus

HopmaTueHo-npaBoBoe perynupoeaHue B cepe o6paleHus nekapcTeeHHbIx cpeacTts (J1C).

MM P® o1 10.06.2023 N 961 "0 BHeceHUU UsMeHeHUi B [onoxeHne o heaepasbHOM rocyaapCTBEHHOM KOHTpose (Hafa3ope) B chepe
o6palLeHNs NeKapCTBEHHbIX CPeacTB".
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®3 ot 4 aBrycta 2023 roga N2 428-d3 "O BHeceHUn naMeHeHuin B GefilepanbHblit 3akoH "06 o6palleHnmn nekapcTBEHHbIX CPeacTB" U
ctatbto 1 PepepanbHoro 3akoHa "O MLLEH3MPOBaHUM OTAE/bHbIX BUAOB AesiTeNlbHOCTH"

®3 o1 17 dpeBpansa 2023 r. N2 16-03 "06 0co6eHHOCTAX NPAaBOBOro PEryMpoBaHus OTHOLIEHWI B chepax oxpaHbl 340pOBbS,
06513aTeNbHOr0 MEANLIMHCKOIO CTPaxOBaHMs, 06paLLeHWs TEKAPCTBEHHbIX CPEACTB M 06paLleHnst MeAULMHCKUX U3LeNni B CBA3K C
npuHsiTuem B Poccuiickyto ®epepauuto [loHelkon HapoaHoit Pecny6nuku, JlyraHckon HapogHow Pecny6nuku, 3anopoxckoi o61actv u
XepcoHckoi o6nactun” BcTynaeT B cuny 1 mapTta 2023 roga.

¢ HopmMaTuBHO-NpaBoBOE perynmpoBaHue B chepe obpalleHus iekapcTBeHHbIx cpeacTs (J1C) B 2023 rofy. KayecTBo, aheKTUBHOCTD U
6e3onacHocTb JIC.

o 9P heKTUBHOE NNaHNMPOBaHME [EATENBHOCTM, CBSI3aHHOM C o6palleHunem J1M1.

o [Mopsaok oT6opa M OLEHKM MeAULIMHCKOWN opraHv3aumell MOCTaBLUUKOB IeKapCTBEHHbIX NpenapaToB.

e PerynatopHas runboTuHa.

e AKTyanusauus HoOpMaTHMBHO-NPABOBbIX akTOB B cdepe obpalleHns NeKapCTBEHHbIX CPeACTB, BCTYNUBLUMX B cuny ¢ 1 mapta 2023 r.

JInueH3noHHble Tpe6oBaHUA NpU OCYLLLECTBNEHUN (hapMaL,eBTUYECKOW AesTeNbHOCTH.

Hoeble nuLieH3MOHHbIe Tpe6oBaHMA NpyU ocyLL,eCcTB/IeHUn papMaL,eBTUHECKON AeATeNIbHOCTH, BcTynatowme B cuny ¢ 01.09.2023 r.

o Tpe6oBaHus K 3anonHeHuto PPMO n ®PMP B EFTUC3.

e AKTyasibHble Tpe6oBaHMA K MOMELLEHUAM ANA OCYLLEeCTBAEHUA hapMaLeBTUYECKON feaTeNbHOCTU. TpeboBaHUs K xpaHeHuto J1C.

Mopspok XxpaHeHUs B anTeke U B MeAULIMHCKON opraHM3auumn B COOTBETCTBUN C NpaBuiaMu Hagnexatlen npakTUKyM XpaHeHUs u

nepeBO3KMW IeKapCTBEHHbIX NpenapaToB 1 Hagnexallen anTe4Hon NpakTUKM.

CucTtema obecneyeHust kavecta J1My cy6bekTa o6paLLeHUst IeKapCTBEHHbIX CPEACTB.

o CTaHaapTHble onepaLMoHHble npoueaypbl (COMM), HanpaBfieHHble Ha cobofeHne NpaBun xpaHeHus J1MN 1 MHbIX NPOU3BOACTBEHHbIX

NpoLEeCCOB B anTe4yHON opraHmMsauum.

OpraHusauum KoHTpons 3a cobntogeHvem COMM cybbekTa 0bpalleHns NekapCTBEHHbIX cpeAcTB. OCO6EHHOCTU XpaHEHUS U

TPaHCNOpTUPOBKM UMMyHOBMONOrmyeckux J.

30HbI KapaHTUHHOro xpaHeHus JIM.

o [lokymeHTbI Mo xpaHeHwuto JIM. Pernctpauusi onepauuii, CBA3aHHbIX ¢ o6paiieHuem JIM, nognexalymx npegMeTHO-KONMYeCTBEHHOMY
yyeTy.

e AHanM3 TUNWUYHbIX NPaBOHaPYLUEHWUI, CBA3AHHbIX OCyLLeCcTBeHNeM dhapMaLeBTUYECKON AeATENBHOCTbIO.

e AAMUHUCTPaTUBHbIE CaHKLMM 3a HapyLleHne TpeboBaHMWI K 06paLLEeHNIO TEKaPCTBEHHbIX CPEACTB.

TpaHcnopTUpoBKa 1 NPUEMOYHDII KOHTPOJIb KayecTBa NOCTynaloLwux B anTeyHyto opraHusauuio-JiMN. Hagnexalas npakTuka XxpaHeHus
n nepeBo3ku JIC. Anroputm nposegeHusa npuémku J1IM. ConpoBogmuTenbHasa LOKyMeHTauus.

BHepgpeHMne B anTe4HOI opraHM3aLum aBTOMaTU3UPOBAHHON CUCTEMbI MOHMTOPUHIa ABUXKEHUS JIeKapCTBEHHbIX NpenapaToB OT
npou3BoAUTeNs A0 KOHeYHOro notpeéurens (Mapkupoeka J1C). BHeceHne uHdopmaumm B cuctemy MO,

o CBOEBpeMeHHOe BbiBeAeHMe ocTaTkoB. Pa6oTa ¢ LIMPT.
o MpodunakTuyeckas pabota PocagpaBHaga3opa. OTBeTbl Ha NpegocTepexeHus. NpeBeHTUBHbIE Mepbl.

MpaBuna OTNyCKa JieKapCTBEeHHbIX NpenapaToB U3 anTe4YHbIX y'-lpe)l(AEHMﬁ.

bespeuenTypHbI oTNyck. OTNyCK JIeKapCTBEHHbIX NPenapaToB MNo peLenTy Bpaya. AKTyanbHas HopMaTuBHas 6a3a.

OcHoBHble Tpe6oBaHus-TNpukasa M3 PO o1 24 Hosi6psa 2021 r. N2 1093H-«06 yTBepxaeHUn MNpaBun oTnycka NeKapCTBEHHbIX
npenapaTtoB A MeAULNHCKOrO MPUMEHEHUS anTeYHbIMWU OpraHn3auusaMm, UHAMBUAYanbHbIMUW NPeAnpUHUMaTENs M1, UMeroLUMn
JIMLEH3MIO Ha OCyLLeCcTBIIeHWEe hapMaLleBTUYECKOW AesATENbHOCTU, MEAULUHCKUMU OpraHn3aLmnsaMm, UMEOLLUMMU JIMLEH3NIO Ha
ocylLecTB/IEHUe hapMaLieBTUYECKOI AeATENIbHOCTU, U UX 060CO61eHHbIMY NoApa3aeneHusMu (ambynaTopusMu, GenbaLlepcKuMm u
benbhlepcKo-aKyLepcKUMM NyHKTaMu, LeHTpamu (0TAeNneHnsIMI) o6Luei BpayebHoM (CeMeNHOM) MPaKTUKM), PacrosioKeHHbIMU B
CefIbCKUX NocesieHnsX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3auuu, a Takxe [paBun oTnycka HapKOTUYECKUX CPeACTB U
NMCUXOTPONMHbIX BELLECTB, 3aPerncTpUpPoBaHHbIX B KA4eCTBE NIeKapCTBEHHbIX NpenapaToB ANA MeAULNHCKOTO NPUMEHEHUS,
JleKapCTBEHHbIX NpenapaToB AN MEAULIMHCKOrO MPUMEHEHUS, COAEPXKALLIMX HapKOTUYeCKe CpecTBa U NCMXOTPONHbIE BelecTBa B
ToM uucne NMopsagka oTrnycka anTe4YHbIMU OpraHn3aunsaMm UMMYHOBMOIOrMYECKUX NIeKapCTBEHHbIX MpenapaToB» U-

OpraHusaums npeMeTHO-KONIMYECTBEHHOIO YYeTa JIEKApCTBEHHbIX NpenapaTos.
Peructpauusa onepaumii, cBadaHHbIX ¢ obpalyeHvem J1TM, noanexalymx npeAMeTHO-KOMYECTBEHHOMY yYeTy.

AHanu3 TUNWYHbIX NpaBOHaPYLIEHUN, CBA3aHHbIX OCYLLEeCTBeHMeM hapMaLeBTUYEeCKOn AeATeNbHOCTbI0. CaHKLMM 3a HapyLleHune
Tpe6oBaHUit K 06paLLeHUI0 NeKapCTBEHHbIX CPeACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NMpenapaToB..

¢ AKTyanbHble TPEBOBAHUA K YHUUTOXKEHUIO (hanbCMOULUMPOBaHHbIX, KOHTPa(GaKTHbIX M HEA06POKaYeCTBEHHbIX JIEKAapCTBEHHbIX
npenapartos.

Mopsapok Bblgaumn paspeLleHus Ha AUCTAHLUUOHHYIO TOProBJiio JiIeKapCTBeHHbIMU CpeACTBaMMU.-

e TUMWYHbIE OLLIMOKM U NMPUYUHDbI OTKa3a.
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e Hapnexallee ocyLlecTBIEHNE ANCTAHLMOHHON TOProB/M NEKapCTBEHHbIMM NpenapaTamu. MopsgoK 1M npakTuka gocyaebHom
6/T0OKMPOBKWN UHTEPHET-CaTOB OpraHn3aLit, OCYLLEeCTBAIOLWMX peann3aLnto JIeKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6e3onacHoctu JIM B MeauUMHCKON U papMaL,eBTUYECKON OpraHu3aLun.-

o GapmakoHagsop.

o MeponpuaTusa no dapMmakoHaasopy.

e KOHTpPOJIbHbIE MEpPOMPUATUS NPY NPOBefeHNN NMPOBEePOK cooTBeTCTBMA J1C, ycTaHOBNEHHbIM TPE60BaHMAM K UX Ka4yecTBy.
o TUNUYHbIEe HapyLLEHNS, BbIsIBIieMble HaA30PHbIMW OpraHamu Npu NpoBepkax cy6bekToB obpatleHuns J1C.

e MeponpusTus, HanpaBfieHHble Ha NPeAoTBPaLLEHNe HapyLUeHWit Npu obpalleHum JIT.

e ANroput™m AeiCTBWIA NPU BbIABAEHUN HEJ06POKaYeCTBEHHDbIX U hanbCcuPULMpoBaHHbIX, KOHTpadakTHbIX J1T1.

o OpraHusauusa MeauLMHCKON opraHnsaumein hapmakoHaA3opa 1 o06y4eHusi mepcoHana.

MpoBepku Poc3gpaBHaa3opa.
HoBble Tpe6oBaHUsA K OpraHu3aumm 1 NpoBeLeHUIo NpoBepoK. OpraHv3auus u NpoBefeHne NPOBEPOK.

e [ocypapcTBeHHbIN Haf30p B chepe 06paLleHUst TeKapCTBEHHbIX CPEACTB B COBPEMEHHbIX peasnusix.

¢ HoBble Tpe60BaHMs K OpraH13auum rocyjapcTBEHHONO ¥ MyHULMMNANIbHOMO BUAOB KOHTPONsA (Hag3opa).

o [TpodunakTnyeckme MeponpuaTus.

e Bugpbl n popmbl.

o KOHTpONbHO-HaA30pHbIe MeponpuATUa PocagpaBHagsopa.

e HoBble Tpe6oBaHMA K OpraHnM3aLmmn u NpoBeAEHNIO NPOBEPOK.

o OpraHusauus v NpoBefeHne NPOBEPOK B COBPEMEHHbIX YC/TOBUSAX. PUCK-OPUEHTUPOBaHHbIN noaxof B chepe obpatieHns JIC.

¢ MpoBepku PocaapaBHaAsopa no NpoBepoYHbIM NUCTaM (Yek-nnuctam). NMopsaok NPoOXoXAeHUA NPOBEPOK.

o [Mpepynpexpatome encTeus. AHanM3 TUNUYHbBIX HapyLLUEeHWUNA.

e OTBETCTBEHHOCTb 3a HapyLUeHWe 3akoHoaTeNIbcTBa Npu o6patleHum JIC 1 MegUUMHCKUX U3LENTMI U BO3MeELLEHUE BPeaa,
NPUYNHEHHOrO 340POBbLIO rpaXkaH BcreacTane npumMmeHenus Jrl.

FocypapcTBeHHbI KOHTponb (Hap3op) B chepe o6palyeHus JIC U MeAULMHCKUX U3AENWIA.

o [poBepKM COBNIOAEHNUS MEANLMHCKUMU paBOTHUKaMM, PYKOBOAUTENSMU MEAULIMHCKUX OpraHW3aLni orpaHUYeHni, HanaraeMbix npu
OCYLLEeCTB/IEHNUUN NMPOHECCUOHANBbHON AeATENIbHOCTY.

[lpenogaBaTenu

MPEMOOABATE/b
Okcneptbl POC3APABHA30PA.
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