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[[ocymapcTBEHHbIN HaA30p B chepe obpaLleHuns IeKapCTBEHHbIX
cpencTB N MeguuMHCKux nsgenmu B 2025 roay. OpraHnsaums
Haanexauero obpalleHnsa U NpUMeHeHNs NIeKapCcTBEHHbIX
npenapaToB. CobnoaeHne TpeboBaHNM Hagnexaulen anTeyHom
NpPaKTUKU

Oco60e BHMMaHWe B Nporpamme Kypca 6yfeT yaesnieHo NocneaHNM U3MEHEHUSIM B 3aKOHOAATENbCTBE B chepe obpaLleHus
NleKapCTBEHHbIX CPeACTB, TPe6oBaHUAM K NepeBo3Ke, XpaHeHWHo, yUYeTy, 06paLleHnto, MPUMEHEHUIO, 06ecreyeHnto 6e30MacHOCTH
JIeKapCTBEHHbIX CPEACTB; @ Tak)Ke HOBbIM JINLIEH3MOHHbIM TPE6OBaHUAM MpU OCyLLeCTBIEHMN hapMaLLeBTUYECKOW AeATENIbHOCTY,
BCcTynuBLwMM B cuny ¢ 01.09.2023 r. 3kcnepTbl NpeACTaBAT NPaKTUYECKUe peKOMeHAALMK No cobN0AeHUI0 TpeboBaHMI
HaZnexallen NpakTUKN XpaHEHUS U MEPEBO3KU NTEKAPCTBEHHbIX MpenapaToB U HaANeXxallen anTe4yHON NPaKTUKN.

Jata nposepenusn: 10-11 anpens 2025 c 10:00 go 17:30
ApTtukyn: MC25485

Bup, 06yuenus: Kypc noBbilleHus KBanmdukaumm
dopmar obyyeHus: [IHeBHOW

Cpok obyueHus: 2 fHs

MpopomKkuTenbHOCTb 06yuyeHus: 164acos

MecTo npoBefeHus: r. MockBa, yn. 3osi0Tas, 4. 11, 6usHec-LeHTp «30/10TO», 5 aTax. BceM yyacTHUKaM BbicbliaeTcs nogpobHas cxema
npoesfa Ha ceMuHap.

CtoumocTb yuacTtus: 40 000 py6.
[Ans y4acTHMKOB NpelyCMOTpPEHO:

MeToaunueckuin matepuan, kode-naysbl.

J[IOKyMeHT Nno oKOHYaHuM o6yyeHuns: o nToram obydyeHus cnyliaTenu, yCnewHo npoLeaLine UTOroByo aTTeCTaLuIo No NporpaMme
06y4yeHus, MoslyyatoT Y 40CTOBEepeHME O NOBbIWEHUN KBanudukaumm B o6bemMe 16 4acos (B COOTBETCTBUM C NULLEH3UEN Ha NPaBo
BefeHVs 06pa3oBaTeNibHON AeATeNbHOCTH, BblAaHHOM [enapTaMeHToM 06pasoBaHus U Hayku ropoaa Mocksbl).
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Ina Koro npegHasHayeH

PykoBoguTEnei u cneumanucToB YYpexaeHUi 34 paBOOXpPaHeHUs], OTBEYatoLLMX 3a 06ecrneyeHne TeKapCTBEHHbIX CPEACTB U
MeAULMHCKUX U3AENUIA, TNaBHbIX Bpayel U rNaBHbIX MeAULIMHCKUX cecTep, hapMaLeBTUYECKUX PaBOTHUKOB anTeYHbIX YYpexaeHni Bcex
$OopM COBCTBEHHOCTH.

Lienb o6y4yeHus

MpoaHanuaupoBaTb NOCNeLHNE U3MEHEHNSI 3aKOHOAATENbCTBA B Cdhepe, 06palLeHns TeKapCTBEHHbIX cpeacTB (J1C) M MeSULMHCKUX
usgenuii (MU), nsyuntb coBpeMeHHble Tpe6oBaHus K obpatieHuto JIC u MU.
3TO MeponpusiTUe MOXHO 3aKasaTb B KOpNopaTMBHOM GopmaTe (06yyeHne COTPYAHUKOB OJHON KOMMNaHWK).

[TporpamMmma oby4yeHus

HopmaTueHo-npaBoBoOe perynupoeaHue B-cepe o6paLieHus nekapcTeeHHbIx cpeacTts (J1C).

¢ HopMaTuBHO-NpaBoOBOE perynmpoBaHue B-chepe obpalleHns fnekapcTBeHHbIX cpeacTs (J1C) B-2025-rony. KayecTBo, ahheKTUBHOCTb
n-6esonacHoctb J1C.

o IpdekTUBHOE NNaHNpOBaHME AEATENBHOCTM, CBSI3aHHOW c-o6pallieHnem J1T1.

e [Nopagok 0T6opa U-OLLEHKN MEAULIMHCKOM OpraHn3aLmei NocTaBLLMKOB JIEKAapCTBEHHbIX MpenapaToB.

o PerynaTopHasa runboTuHa.

o AKTyanusaums HopMaTUBHO-NPaABOBbIX aKTOB B-Chepe 06paLleHns NeKapCTBEHHbIX CPeACTB, BCTYMNUBLUUX B-cuy c-1-mapTa 2025-T.

JIMLeH3NOoHHbIe Tp660BaHMﬂ Npu oCyLl,eCTB/IeHUN dJapmau.eBTuqecxoﬁ AEATENIbHOCTMU.

HoBble n1ueH3noHHble TpeboBaHMA NpU ocyLLecTBNeHn hapMaLeBTUYECKON AeATeNbHOCTH, BCTynuaLume B-cuny ¢-01.01.2025-r.

e Tpe6oBaHus K-3anonHeHuo PPMO n-OPMP B-EMNC3.

o AKTyasibHble Tpe6oBaHMs K-TOMELLEHUAM A/19 OCYLLEeCTBeHMs hapMaLeBTUYECKO AeATeNbHOCTU. TpeboBaHus K-xpaHeHuto J1C.

Mopspok xpaHeHMA B-anTeke N-B-MeANLMHCKON OpraHM3auny B-COOTBETCTBUN C-NpaBuiaMu Hagnexatlen npakTukuM XxpaHeHus

N-NepeBO3KM SIeKapCTBEHHbIX NPenapaToB U-Hafnexallen anTeqyHon NPaKTUKK.

CucTema obecneyeHus kadectBa-J1l y-cy6bekTa o6palleHns nekapcTBEHHbIX CPeACTB.

o CTaHAapTHble onepalmoHHble npoueaypbl (COMM), HanpaeeHHble Ha-coboAeHNe NpaBun XxpaHeHUsa-J1MN N-MHbIX NPOU3BOACTBEHHbIX

npoLeccoB B-anTe4yHON opraHMsaunu.

OpraHusauum KoHTpons 3a-cobntofeHnem COMM cy6bekTa o6palleHns nekapCTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHeHuUst

W-TPaHCMOPTUPOBKN MMMYHOBMoNornyeckmx Jirl.

30Hbl KapaHTUHHOIO XpaHeHwus J1T1.

o [lokyMeHTbI no-xpaHeHuto JIM. Pernctpauusi onepauuii, cBs3aHHbIX c-o6palieHuem-J1T, nognexatymx npeaMeTHO-KONMYecTBEHHOMY
yyeTy.

e AHann3 TUNUYHbIX NPaBOHAapPYLLEHWUN, CBA3aHHbIX OCYLLeCTBNEHNEM hapMaLEeBTUYECKON feATeNIbHOCTbIO.

AAMUHUCTPATUBHbIE CaHKLUMM 3a-HapyLleHne TpeboBaHMWi K-06paLLeHUIo NTEKapCTBEHHbIX CPeACTB.

TpaHCNopTUPOBKa UTIPUEMOYHDII KOHTPOJIb KauecTBa NOCTYNaloLUX B-anTeuHylo opraHusauumto J.

o Hapnexallas npakTuka xpaHeHusi n-nepesosku J1C.
o Anroputm nposegeHunst npuémkm Jrl.
o ConpoBoauTenbHas AOKYMeHTauus.

BHefipeHune B-anTeuHOi1 opraHu3aLyum aBTOMaTU3UPOBaHHON CUCTEMbI MOHUTOPUHIa [iBUKEHNS NNeKapCTBEHHbIX NpenapaTos
oTIpoU3BOAUTENA AO-KOHEUHOro NoTpebuTens (Mapkupoeka JIC).

o BHeceHwne nHdopmauum B-cuctemy MIJIM.
o CBOEBpPeEMeHHOe BbiBegeHMe ocTaTkoB. Pa6oTta c-LIMPT.
o [podunakTnyeckas pabota PocsgpaBHag3opa. OTBeTbl Ha-NpeaocTepexxeHus. MpeBeHTUBHbIE MepbI.

MpaBuna OTNyCKa JieKapCTBEeHHbIX NpenapaToB U3-anTe4yHbiX y'-lpe)KAeHVIﬁ.

o bespeuenTypHbIi oTRycK. OTNYCK IeKapCTBEHHbIX NPenapaToB Mo-peLenTy Bpaya. AKTyasibHas HopMaTuBHas 6asa.

e OcHOBHble Tpe6oBaHusa Mpukasa M3-PP-01-24-Hos6psa 2021-r. N°-1093H «O6-yTBepxAeHUM MNpaBnn 0TNycKa NEKapPCTBEHHbIX
npenapaToB A4S MeAULMHCKOro NMPUMMEHEHUS anTeYHbIMU OpraHn3aLmsaMu, MHAMBUAYanbHbIMY NpeanpuHMMaTeNs MU, UMEOLLUMU
JIMLEH3MIO Ha-0CYyLLEeCTBIIeHWEe dhapMaLleBTUYECKOW AeATENbHOCTH, MEAULMHCKUMW OPraHM3aumsaMm, UMEOLLMMU JIMLEH3NIO
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Ha-ocyLiecTBNeHMe hapMaLeBTUYECKO AeATeNbHOCTH, U-UX-060CO6EHHBIMU Noapa3aeneHusiMu (aM6ynaTopusiMu, benbaLuepcKuMu
n-penbAaLIepcKo-aKyLWEPCKUMU MYHKTaMW, LeHTpamu (0TAeneHnsMK) o6LLel BpayebHON (CeMeinHo) NPaKTUKK), PacrnosioXeHHbIMU
B-Ce/IbCKMX MOCENEHUsIX, B-KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aumm, a-Takxe MNpaBus oTnycka HapKOTUYECKUX CPeACTB
U-ICUXOTPOMHbIX BELLECTB, 3aperMcTpupoBaHHbIX B-KayecTBe JIeKapCTBEHHbIX NpenapaToB A5 MeAULIMHCKOTO NPUMEHeHUS,
NeKapCTBEHHbIX NPenapaToB A MeAULIMHCKOrO MPUMEHEHWS, COAEPXKALLMX HAPKOTUYECKUE CPeACTBA U-NCUMXOTPONHbIE BeLLecTBa
B-TOM yucne Mopsagka oTnycka anTe4yHbIMW OpraHn3aunaMu UMMYHOOGUONTIOTMYECKUX JIEKapCTBEHHbIX MpenapaToBy.

o OpraHusauus NpeAMeTHO-KONIMYECTBEHHOIO yyeTa JlekapCTBEHHbIX MpenapaTos.

o Peructpauus onepaumii, cBsizaHHbIX c-o6patieHnemM-Jlll, nognexatimx npeMeTHO-KONIMYECTBEHHOMY yYeTy.

o AHanus TUMNMYHbIX MPaBOHapPYLLUEHWIA, CBA3aHHbIX OCyLecTBNeHneM hapMaLeBTUHECKON AeATENbHOCTbI0. CaHKLMKM 3a-HapyLleHne
TpeboBaHUit K-06paLLEHNIO NIeKapCTBEHHbIX CPEACTB.

YHUUTOXEHUE NeKapCTBEHHbIX NpenapaTos.

o AKTyanbHble Tpe6oBaHUS K-YHUYTOXEHUIO hanbcUULMPOBaHHbIX, KOHTPahaKTHbIX U-HeJ06pOKaUeCTBEHHbIX IeKapCTBEHHbIX
npenapartos.

I'Iop;mox BblAa4yu pa3pelieHusa Ha-AUCTaHLNOHHYIO TOProBJilo JieKapCTBeHHbIMU CpeacTBaMu.

o TUNUYHbIE OLUNGKU U-TIPUYMHBI OTKa3a.
¢ Hapgnexallee ocylllecTB/IEHNE ANCTAHLMOHHON TOProBMM eKapCTBEHHbIMM NpenapaTami. MopsAagoK M-NpakTuka Aocyae6Hom
61O0KMPOBKU MHTEPHET-CANTOB OpraHW3aLmii, OCYLLECTBAAIOLMX peann3aLmio IeKapCTBeHHbIX CPEACTB.

MoHuTopuHr 6e3onacHocTu-JIMN B-MeauUMHCKOM U-papMaLLeBTUYECKON OpraHu3aLun.

o dGapmakoHagsop.

o MeponpuaTusa no-bapMakoHaa3opy.

e KOHTpOMbHbIe MeponpusiTUsi Mpu NpoBeAEeHNU NPOBEPOK COOTBETCTBUA-JIC, yCTaHOBIEHHbIM TPEGOBAHUSIM K-UX-KAYecTBy.
e TUNWYHbIE HapYLLEHUS, BbISIB/ISIEMble HaA30PHbIMU OpraHamMu Npu NpoBepKax Cy6bekToB obpatleHus JIC.

o MeponpusTus, HanpaB/eHHble Ha-NMPeAOTBPaLLEHNE HapyLLIEHWI Npu obpaleHun J1TT.

e ANrOpUTM AENCTBUI NPY BbISIBNIEHUM HEA06POKaYECTBEHHbIX U-PanbcuduunpoBaHHbIX, KOHTpadakTHbIx M.

o OpraHusauus MeauLMHCKON opraHusaumei papmakoHaasopa n-o6ydeHns nepcoHana.

MpoBepku Poc3gpaBHag3opa.

e HoBble Tpe60oBaHMs K-OpraH13aLmm U-NpoBeAeHNI0 NPoBepoK. OpraHU3aLms U-NpoBefieHNe NPoOBEPOK

e [ocypapcTBeHHbIN Hag3op B-chepe 06paLLeHUs IEKapCTBEHHbIX CPEACTB B-COBPEMEHHbIX peasusix.

¢ HoBble Tpe60BaHMs K-OpraH13aumm rocyjapcTBEHHONO U-MyHULMNANIbHOMO BUAOB KOHTPONsA (Hag3opa).

o [TpodunakTnyeckme MeponpuaTus.

e Bugpl n-popmol.

o KOHTpONbHO-Haf30pHble MeponpusaTus PocaapaBHagsopa.

e HoBble Tpe6oBaHMA K-OpraHnM3aLmn n-npoBeAeHno NPOBEPOK.

e OpraHusauus U-npoBefeHne NPOBEPOK B-COBPEMEHHbIX YC/TOBUAX. PUCK-OPUEHTMPOBaHHbIN noaxof B-chepe obpatieHns JIC.

o MNpoBepku PocaapaBHaA3opa No-NpoBepoYHbIM NUCTaM (Yek-nnuctam). Mopsaok NPOXoXAeHUsS NPOBEPOK.

o [pepynpexpatowne encTeus. AHanM3 TUNUYHbBIX HapyLLEeHWUNA.

e OTBETCTBEHHOCTb 3a-HapyLUeHWe 3akoHoaTeNIbcTBa Npu o6palleHnm-J1IC n-MeauUMHCKNUX U3LeNTMI N-BO3MeELLEHUE BPeaa,
NPUYNHEHHOrO 340POBbIO rpaXkaH BcneacTane npumeHenus Jrl.

FocypapcTBeHHbI KOHTponb (Hap3op) B-cepe o6paleHus-JIC -MeaULMHCKUX U3AENMIA.

. npOBepKVI CO6H}OA€HMH MeaULUNHCKNMHU paéOTHVIKaMVI, pykosoauntenaMun MeanumnHCKnNX OpFaHVI3aLJ,VIl7I orpaHquHvu?l, Hanaraemblix npu
OCyLleCTBJIEHUN I'IpOdJeCCVIOHaﬂbHOVI AeATENIbHOCTU.

[lpenogaBaTenu

MPEMOOABATE/b
9keneptbl POC3PABHAL3OPA.

CtpaHuua: 313 3



