8 (495) 698-63-64

d) (D I/I H KO HT 8 (800) 234-55-22

yuebHbI LeHTP . .
seminar@finkont.ru

www.finkont.ru
HoBble npaBuna cobnoaeHnsa TpeboBaHMn Hagnexallen
anTeyHou npakTuku B 2026 rogy: HOpMaTUBHO-NPaBOBOE
perynnpoBaHue, npakTunyeckne pekoMmeHgaumm

Oco6oe BHUMaHWe B Nporpamme Kypca 6yAeT yaeneHo NocnefHnM U3MeHeHUsAM B 3aKoHoAaTeNbCcTBe B cdhepe obpalleHus
JIeKapCTBEHHbIX CPEACTB, TPe6OBaHMUAM K NepeBo3Ke, XpaHeHUIo, y4eTy, o6paLleHuto, NPUMEHeHWo, o6ecneveHnto 6e30MacHOCTH
NEKapCTBEHHbIX CPEACTB; @ TakKe HOBbIM JIMLEH3UOHHBIM TPe6OBaHMAM NpU OCYyLLECTBAeHUN hapMaLeBTUYECKON AeATENbHOCTY.
3KcnepTbl NPeACTaBAT NpakTUYecKne pekoMeHAaLmm nNo co61H0AeHUI0 HOBbIX Tpe6oBaHWi Hagnexallei NPakTUKK XpaHeHu s 1
NepeBO3KM NleKapCTBEHHbIX NPEenapaToB 1 Hafnexallen anTeyHo NpakTUKu.

[ata npoBegenusa: 11 -12 gekabpsa 2025 c 10:00 go 17:30
ApTukyn: MC28311

Bup, 06yuenus: Kypc noBbilLeHus KBanudukaumm

dopmart obyyeHuss: OHNaiH-TpaHCsAUmMS

Cpok obyueHus: 2 fHs

MpopomKkuTenbHOCTb 06yuyeHus: 164acos

CtoumocTb yuacTus: 42 000 py6.

[ins y4yacTHUKOB NpefycMOTPeHo: MeToAnYecKunii MaTepuarn.

JI0OKyMeHT no OKOHYaHUU 06y4eHus: Y0CTOBEepPeHUe O NoBblLLEHUM KBanudukaLm B o6beme 16 yacos.

Ilna koro npegHasHa4veH

PykoBoauTenei n crneumannucToB yYpexaeHUin 34paBoOXpaHeHus], OTBeYaloLLIMX 3a o6ecrnedeHmne 1eKapCTBEHHbIX CPeACTE U
MEAMUMHCKUX U3AENVNIA, TNaBHbIX Bpayen U rnaBHbIX MeAULIMHCKUX cecTep, hapMaLeBTUUECKMX PaBOTHUKOB anTeuHbIX yupeXxxaeHuin Bcex
(hopM cob6CTBEHHOCTH.

Llenb obyyeHus

MpoaHanuaupoBaTb NOCNeAHVE U3MEHEHNS 3aKOHOAaTeNIbCcTBa B chepe, 06palleHns iekapcTBeHHbIX cpeacTB (J1C) u MeanLmMHCKMX
nsgenuii (MU), nsyuntb coBpeMeHHble Tpe6oBaHus K o6pateHuto JIC u MU.
9TO MeponpusiTue MOXHO 3aKa3aTb B KOpropaTuBHoM GopmaTe (06yyeHne COTPYAHUKOB OLHON KOMMaHWK).

[TporpamMma 06y4YeHus

HopmaTuBHO-npaBoBoe perynupoBaHue B cepe obpall,eHus NeKapcTBeHHbIX cpeacTs (J1C).

¢ HopMaTuBHO-NpaBoOBOE perynMpoBaHue B chepe obpalleHus fiekapcTBeHHbIX cpeacTs (J1C) B 2026 rofy. KayecTBo, apheKTUBHOCTb U
6e3onacHocTb J1C.

e JbdeKkTNBHOE NNaHMpOBaHME AesiTENbHOCTH, CBA3aHHOM ¢ ob6palleHnem J1T.

e PerynaTtopHasa runboTuHa.
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AKTyanusaumsi HOpMaTMBHO-NIPaBOBbIX aKTOB B cthepe 06paLLeHust TEKAaPCTBEHHbIX CPEACTB, BCTYNUBLUMX B culy ¢ 1 ceHT6ps 2025 1.-

JIMLeH3NOHHbIe Tpe60BaHMﬂ npu oCyLlLeCTB/IEHUHN dJapmau,eBTqucxoﬁ AEeATEeNIbHOCTMU.

HoBble NMLEH3MOHHbIe TPEGOBAHUS MPU OCYLLECTBAEHUMN PapMaLEBTUYECKON AeATeNbHOCTH, BcTynmBLme B cuny ¢ 01.01.2025r.-

e AKTyasibHble Tpe6oBaHMs K MOMeLLEHUAM AJ15 OCYLLeCTBNeHMs hapMaLeBTUYECKO AesATeNlbHOCTU. TpeboBaHus K xpaHeHuto J1C.

HoBble npaBuna xpaHeHUs NEKapCTBEHHbIX NPenapaToB B anTeke U B MeAULMHCKOW OpraHn3aumu.

CucTtema obecneyerust kavecta J1My cy6bekTa o6paLLeHuUst TeKapCTBEHHbIX CPEACTB.

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

MpoLLeccoB B anTe4HOW opraHn3aL .

OpraHusauum KoHTpons 3a cobntogeHvem COMM cybbekTa obpalleHns nekapCTBEHHbIX cpeAcTB. OCO6eHHOCTU XpaHEHUS U

TPaHCNoOpTUPOBKM UMMYyHOBMONOrmyeckux Jr.

30HbI KapaHTUHHOro xpaHeHus JIM.

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

e AHanM3 TUNWUYHbIX NPaBOHaPYLUEHWUI, CBA3AHHbIX OCyLLecTBIeHNneM dhapmMaLeBTUYECKON AeATENbHOCTbIO.

e AAMUHUCTPaTUBHbIE CaHKLMM 3a HapyLleHne TpeboBaHMI K 06paLLEeHMIO TEKAPCTBEHHbIX CPEACTB.

TpaHcnopTUpoBKa U NPUEMOYHDII KOHTPOJIb KayecTBa NoCcTynaloLWuxX B anTeyHyo opraHusauuto-Jn.

o Anroputm nposegeHunst npuémku Jrl.
o ConpoBoguTenbHasa JOKYMeHTauus.

MpaBuna oTnycka nekapcTBeHHbIX NpenapaTos U3 anTeYyHbIX y‘-lpe)KAEHMVI.

BbespeuenTypHbIin 0TNycK. OTNYCK NEeKapCTBEHHbIX MPenapaToB Mo peuenTy Bpaya. AKTyanlbHasa HopMaTuBHas 6a3a.

o O6HOBJIEHHbIE NpaBua OTNycKa JiekapcTBeHHbIx NpenapaTos ¢ 01.09.2025 (Mpukas MuHagpasa Poccum oT 07.03.2025 N2 100H "06
yTBepXAeHun MpaBun oTnycka fieKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro MPMMEHEHUST anTe4YHbIMU OpraHM3auusmu,
WHAMBWAYaNbHbIMU NPeANpPUHMMaTENAMU, UMEIOLWMMM JIULIEH3MNIO Ha OCYLLLeCTBEHNe BapMaLEeBTUYECKON AeATeIbHOCTH,
MeIAMLMHCKUMU OpraHv3aumsaMm, UMEOLLIMMU JIMLEH3UIO Ha OCYLLIeCTBEHNe hapMaLeBTUYECKOWN AeATENIbHOCTH, U X 060CO6NEHHBIMU
noapasaeneHnsaMm, pacnosioXXeHHbIMU B CEJIbCKUX HAceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYHOT anTeyHble opraHm3auuu, MNpasun
OTMyCcKa HapKOTUYEeCKMX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3apErnCTPUPOBaHHbIX B Ka4eCTBE JIeKapCTBEHHbIX NpenapaToB Ans
MeZMLMHCKOro MPUMEHEHUS, TEKApPCTBEHHbIX NMPenapaToB AJ1 MeAULMHCKOro NPYMeHeHMs], CoAepXaLlnx HapKOTUYECKNe CpeacTea u
NCUXOTPONHbIE BellecTBa, [Mopsaka oTrnycka rpaxaaHaM anTe4YHbIMU OpraHn3aumnsaMm UMMYHOBMOTOMMYECKUX SIeKapCTBEHHbIX
npenapaToB A/ UMMYHOMPOPUIaKTUKn"

OpraHusauusa npegMeTHO-KONMYECTBEHHOMO YYeTa JlekapCTBEHHbIX MpenapaToB.

PervcTtpauus onepauuii, cBA3aHHbIX ¢ o6palueHmem JT, noanexatyux npeiMeTHO-KONMYeCTBEHHOMY YUeTY.

o AHann3 TUNUYHbIX NPaBOHAapPYLLEHWUI, CBA3aHHbIX OCYLLEeCTBAEHNEM GapMaLeBTUYECKOM AesiTeNbHOCTbI0. CaHKLUMM 3a HapyLleHne
Tpe6oBaHWI K 06paLLeHnto JIeKapCTBEHHbIX CPEACTB.

YHUUTO)KEHUE NIeKapCTBEHHbIX NMpenapaTos..

¢ AKTyasnbHble TPEBOBAHUA K YHUUTOXEHUIO (hanbCMOMUMPOBaHHbIX, KOHTPa(GaKTHbIX M HEA06POKaYeCTBEHHbIX JIeKapCTBEHHbIX
npenapartos.

Mpoeepku Poc3gpaBHag3opa.

e HoBble Tpe60BaHMs K OpraH13aLmm U NpoBeAEeHNIO MPoBepoK. OpraHU3aLmMs U NPoBefileHNe NPOBEPOK

e ['ocylapCTBEHHbI Haa30p B cdhepe obpalleHust TEKapCTBEHHbIX CPEACTB B COBPEMEHHbIX peasiusix.

¢ HoBble Tpe60BaHMs K OpraH13aLmm rocy4apcTBEHHONO ¥ MyHULMNANIbHOMO BUAOB KOHTPONA (Hag3opa).

o MNpodunakTuueckme MeponpusTmus.

e Bugpl 1 popmbl.

o KOHTpPOMbHO-HaA30pHble MeponpusaTus PocaapaBHagsopa.

e HoBble Tpe60BaHMs K OpraH1M3aLmm 1 NpoBEAEHNIO MPOBEPOK.

o OpraHusauus 1 NpoBeAeHVEe NPOBEPOK B COBPEMEHHbIX YCTOBUSIX. PUCK-OpMEHTMPOBaHHbIN Noaxog B cdepe obpalleHus J1C.

o MNpoBepku PocaapaBHaAsopa no NpoBepoYHbIM NUCTaM (Yek-nnucTam). NMopsaok NPoXoXAeHUA NPOBEPOK.

o MNpeaynpexgatoLime AeACTBUSA. AHANN3 TUMUYHbBIX HApYyLUEHWI.

o OTBETCTBEHHOCTb 3a HapyLUeHWe 3akoHoaTeNbcTBa Npu obpatleHnm JIC 1 MeaUUMHCKUX U3LENUI U BO3MELLEHUE Bpeaa,
NPUYUHEHHOTO 3L0POBbIO rPpaXKAaH BCeAcTBME NpuMeHeHus J1M.

Mopsifok oT60pa U OL,eHKN MeAULIMHCKOI OpraHu3aLeii MoCTaBLLUKOB JIeKapCTBEHHbIX NpenapaTos.
Tpe6oBaHus K 3anonHeHuto PPMO n ®PMP B EFTUC3.

BHeapeHue B anTeyHoi opraHu3aLMu aBTOMaTU3UPOBAHHOI CUCTEMbl MOHUTOPUHIa JBUXKEHUS IeKapCTBEHHbIX NpenapaTos oT
npousBoauTens [0 KOHEYHOro noTpe6uTens (Mapkupoeka JIC).

o BHeceHwue nidopmauun B cuctemy MAJIM.
o CBOEBpeMeHHOe BbiBefeHME ocTaTkoB. Pa6oTa ¢ LIMNPT.
o [podunakTnyeckas pabota PocsgpaBHag3opa. OTBeTbl Ha NpegocTepexeHus. [peBeHTUBHbIE Mepbl.
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I'Iopsmox Bbla4yu pa3pelueHua Ha AUCTaHLUOHHYIO TOProBJiio JieKapCTBeHHbIMU cpeaACTBaMU.

o TUNUYHbIE OLUIMGKN N MPUYMHBI OTKasa.
e Hapnexallee ocyLlecTBIEHNE ANCTAHLMOHHON TOProB/M NeKapcTBEHHbIMM NpenapaTamu. MopsfoK M npakTuka gocyaebHon
6/T0KMPOBKMN MHTEPHET-CaTOB OPraHn3aLMii, OCYLLEeCTBAIOLWMX peann3aLnio JIeKapCTBEHHbIX CPEACTB.

MoHuTopuHr 6e3onacHocTu JIM B MeaguUmuHCKO U papMaL,eBTUYECKON OpraHU3aLun.-

o GapmakoHagsop.

o MeponpusTtus no dapmakoHaasopy.

o KOHTpOMbHbIe MEPONPUSTUS MPU NPOBEAEHNM MPOBEPOK COOTBETCTBUSA J1C, yCTaHOB/IEHHbIM TPEGOBAHUSIM K UX KaYecTBy.
e TUNWYHbIE HapYLLEHUS, BbISIBISIEMble HaA30PHbIMU OpraHamMu Npu NpoBepKax cy6bekToB obpatleHns J1C.

o MeponpuaTus, HanpaBneHHble Ha NpeaoTBpPaLLeHMe HapyLLeHUiA Npu obpalleHuu JM.

e ANroput™M AerNCTBWI NPY BbISIBIEHUW HEA06POKaYeCTBEHHbIX U anbcudrunpoBaHHbIX, KOHTpadakTHbIx 1.

o OpraHusauus MeguLMHCKON opraHusaumei GapmakoHaasopa v 06y4eHns nepcoHana.

[lpenogaBaTenu

MPEMNOOABATESb
Okcneptbl POC3APABHAL30PA
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