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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 o6yuyeHus: Kypc noBbilleHust KBanudukalmm
dopmart obyyeHuss: OHNalH-TpaHCAAUMSA

Cpok obyueHus: 2 fHs

MpogomkuTenbHocTb 06yyeHus: 16yacoB

JAns y4yacTHUKOB NpeyCMOTPEHO:

MeToaunueckuin matepuan.

[lOKyMeHT no oKoH4YaHuM obyuyeHus: o ntoram obyyeHus ciyLiaTenu, ycnewHo npoLleaLine UTOroByo aTTecTaumio No nporpaMmme
o6y4yeHus, nosyyaroT Y/4OCTOBEpEHNE O NOBbILLEHUUN KBanubukauum B o6beMe 16 4acos (B COOTBETCTBUM C JIMLIEH3Mel Ha NpaBo
BeAEeHUst 06pa3oBaTeNbHOW AeATENbHOCTY, BblAaHHON [enapTaMeHTOM 06pa3oBaHus U Hayku ropoga MockBbl).

Ilna Koro npegHasHayeH

PykoBoguTeneii 1 CrneLmanucToB yUpexaeHnin 34paBooxpaHeHns, OTBeYaloLLuX 3a o6ecrneyeHmne nekapCTBEHHbIX CPELCTB U
MEANLMHCKUX U3LENNiA, TNaBHbIX Bpayer M rnaBHbIX MeAULMHCKUX cecTep, hapMaLeBTUYECKMX PAaBOTHUKOB anTeuHbIX yUpeXxKAeHUin Bcex
$hopM COBCTBEHHOCTMY.

Llenb o6y4yeHus

MpoaHanuaupoBaTb NocneaHe U3MEHEHNS 3aKOHOAaTeNIbCTBa B chepe, o6palleHns iekapcTBeHHbIX cpeacTB (J1C) u MeanLMHCKMX
nzgenuii (MU), nsyuntb coBpemMeHHble Tpe6oBaHus K o6patieHuto JIC u MU.
9TO MeponpusiTue MOXHO 3aKa3aTb B KOpnopaTMBHOM opmaTe (06yyeHne COTPYAHUKOB OJHON KOMMaHWK).

[TporpamMmma oby4yeHus

HopmaTueHo-npaBoBOe perynupoeaHue B cepe o6paleHus nekapcTeeHHbIx cpeacTts (J1C).
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o HopmaTtuBHO-nNpaBoBOe perynmpoBaHue B cdhepe obpallieHns iekapcTBeHHbIX cpeacTs (J1C) B 2026 roay. KayecTBo, 3 heKTUBHOCTb U1
6e3omnacHocTb J1C.

o JpheKkTUBHOE NNaHNpOBaHME AEATENBHOCTM, CBSI3aHHOW C obpalleHunem J1T1.

e PerynatopHas runbotuHa.

AKTyanusaumsi HOpMaTUMBHO-NPABOBbIX akToB B chepe o6paLleHns eKapCTBEHHbIX CPEACTB, BCTYNUBLUMX B cuiy € 1 ceHTaAbps 2025 r.-

JInueH3noHHble TpeﬁOBaHMﬂ npu oCyL,eCcTB/IeHUn dJapMaU,eBTM‘-IeCKOﬁ AEATEJNIbHOCTMU.

HoBble n1ueH3noHHble Tpe6oBaHMs NpU OCyLLECTBIEHUU hapMaLLeBTUYECKON AeaTeNbHOCTH, BCTynuaLimve B cuny ¢ 01.01.2025 .

o AKTyasibHble Tpe6oBaHUA K MOMELLEHUAM ANA OCYLLEeCTBAEHUA hapMaLeBTUYECKON feaTeNbHOCTU. TpeboBaHuUs K xpaHeHuto J1C.
HoBble npaBuna xpaHeHNs NeKapCTBEHHbIX NpenapaToB B anTeke ¥ B MeAULMHCKOW opraHnsaumm.

CucTtema obecneyerust kayectBa J1M y cy6bekTa o6palleHust NeKapCTBEHHbIX CPEACTB.

o CTaHAapTHble onepauuoHHble npoueaypbl (COMM), HanpaBneHHble Ha cobtofeHune NpaBun xpaHeHus J1M 1 UHbIX NPOU3BOACTBEHHbIX
npoLeccoB B anTe4yHON opraHMsaunu.

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

30Hbl KapaHTUHHOIO XpaHeHwus J1.

[ oKyMeHTbl No xpaHeHuto JITM. Pernctpauus onepawmi, cBsisaHHbIX ¢ obpatyeHnem J1T, nognexalumx npegMeTHO-KONNYECTBEHHOMY
yyeTy.

e AHann3 TUNUYHbIX NPaBOHAapPYLLEHWUI, CBA3aHHbIX OCYLLeCTBNEHNEM papMaLeBTUYECKON feATeNlbHOCTbIO.

AAMUHUCTPATUBHbIE CaHKLMM 3a HapyLleHne Tpe6oBaHMil K 06paLLeHMIO TEKapCTBEHHbIX CPeACTB.

TpaHcnopTupoBKa U anéMO'-IHbIVI KOHTPOJ1b Ka4yeCTBa NoCTynarwLuiux B anTe4yHyro opraHusauuto-JIr.

o Anroputm npoBeaeHunst npuémkm Jr.
e ConpoBoauTenbHasa JOKYMeHTaLus.

Mpaeuna oTnycka nekapcTBeHHbIX NpenapaToB U3 anTeYHbIX YUPEeXXAEHMIA.

BespeuenTypHbIi oTRyck. OTNycK ieKapcTBEHHbIX NpenapaToB MNo peLenTy Bpaya. AKTyanbHas HopMaTUBHas 6a3a.

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 NPUMEHEeHUs1 anTe4YHbIMU OpraHu3aumsmy,
WHAMBUAYaNbHbIMU NPpeAnpUHMMaTENAMU, UMEIOLUMU NIULIEH3UIO Ha OCYLLLeCTBNEHUE papMaLeBTUYECKON feATeNIbHOCTH,
MeAMLMHCKUMW OpraHn3aumsaMm, UMELOLLIMMU JIMLEH3UIO Ha OCYLLieCTBeHNe hapMaLLeBTUYECKON AeATEIbHOCTH, U X 060CO6NEHHbIMU
noapasfeneHusiMuy, pacrosioXXeHHbIMU B CENIbCKUX HAaCENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusauuu, MNpasun
OTMyCKa HapKOTUYECKMX CPELCTB M NCUXOTPOMHbIX BELLECTB, 3apErUCTPUPOBAHHbIX B KaYeCTBE JIeKapCTBEHHbIX NpenapaToB Ans
MeAMLMHCKOro MPUMEHEHUS, NTEKAPCTBEHHbIX NMPenapaToB A1 MeAULMHCKOro NPUMEHEHUs], COAepXaLlunxX HapKOTUYeCKne cpeacTea u
NCUXOTPOMHbIE BelecTBa, [opsaaka oTrnycka rpaxaaHaM anTe4YHbIMU OpraHn3aunsaMm UMMYHOBMOTIOMMYECKUX JIeKapCTBEHHbIX
npenapaToB A8 UMMYHONPOGUIaKTuKn"

OpraHusauusa npeAMeTHO-KONIMYECTBEHHOMO Y4eTa JlekapCTBEHHbIX MpenapaTos.

PervcTtpauus onepauui, cBa3aHHbIX ¢ obpalueHmem J1T, noanexatiux npeiMeTHO-KONIMYECTBEHHOMY YUETY.

AHanus TUNUYHbIX NPaBOHAPYLLEHWUIA, CBA3AHHbIX OCYLLLECTBNEHNEM GapMaLleBTUYECKON AesiTeNbHOCTbIO. CaHKLMM 3a HapyLueHue
TpeboBaHUit K 06paLLEHMNIO NIeKapCTBEHHbIX CPEACTB.

YHUUTOXXEHUE NneKapCTBEHHbIX NpenapaToB.

o AKTyanbHble Tpe6oBaHUS K YHUUTOXEHUIO hanbcUdULMPOBaHHbIX, KOHTPahakKTHbIX U HeJO6pOKaYeCTBEHHbIX IeKapCTBEHHbIX
npenaparos.

MpoBepku Poc3gpaBHaga3opa.

¢ HoBble Tpe6oBaHMWsl K OpraH13aLmmn u NpoBeAeHuo Npoeepok. OpraHu3auus 1 NpoBefieHne NpoBepoK

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

¢ HoBble Tpe60BaHMs K OpraH13aunm rocyapcTBEHHONO Y MyHULIMMNANIbHOMO BUAOB KOHTPONsA (Hag3opa).

o [podunnakTuyeckme MeponpusaTuUs.

e Buapbl 1 popmsl.

o KOHTpONbHO-Hag30pHble MeponpuaTus PocagpaBHagsopa.

e HoBble Tpe6oBaHMWsl K OpraHM3aLmn U NpoBeAEHNIO NPOBEPOK.

e OpraHusauus 1 NpoBeAeHME NPOBEPOK B COBPEMEHHbIX YCNOBUAX. PUCK-OpMeHTMPOBaHHbI NoAX04 B cdepe obpalueHus J1C.

o MNpoBepku PocaapaBHaAsopa no NpoBepoYHbIM NUCTaM (Yek-nuctam). Mopsaok NPOXoXAeHUsS NPOBEPOK.

o [Mpeaynpexpatowme 4encTBus. AHanU3 TUNUYHbBIX HapyLLEeHWUNA.

e OTBETCTBEHHOCTb 3a HapyLLUeHWe 3aKoHoAaTeIbCTBa Npy obpalleHnn JIC 1 MeaUUMHCKUX U3Lenni u Bo3MeLLeHne Bpeaa,
NPUYMHEHHOIO 340POBbIO rpaXaaH BcneacTeue npumMeHeHus J1MM.

I'Iopsmox 0T60Pa W OLLeHKU MeAULMHCKOMN oprauusauueﬁ NOCTaBLLUKOB JIEKapCTBEHHbIX NpenapaToB.

Tpe6oBaHus k 3anonHenmio PPMO u ®PMP B ETUC3.
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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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