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dDapmau,eBqueCKaﬂ JIOTNCTUKa

Ha kypce paccmaTpuBatoTCcs nepefioBble NPaKTUKM ypaBaeHUs NOrMCTUYECKUMU NpoLieccamu hapmMaLieBTUYECKOro NpeanpuaTus
C yyeTOM TpeboBaHWUit Hagnexawymx npaktuk GMP, GDP, Tpe6oBaHMit MapKUPOBKM, COBPEMEHHbIE MOAXOAbI U TEXHOOTUY B
NnaaHWpoOBaHMK, CHABGXEHU, yNipaBieHUW 3anacamu, XpaHeHm, TPAHCMOPTMPOBKM hapMaLeBTUYECKON NPOAYKLMK, OpraHM3aLms
«XONOJ0BbIX Lienei», Tpe6oBaHUsi K MOCTPOEHMNIO CUCTEMbI KayecTBa CK1aioB B papMaLeBTUKE, BBOJ B rPaXkAaHCKMUii 060poT.

Jata nposepeHusn: OTKpbiTas gata

Bup o6yuyeHus: Kypc noBbilleHust KBanudukalmum
dopmart obyueHus: OHnanH-TpaHCAAUUS

Cpok obyueHus: 3 oHsl

MpopomkuTenbHocTb obyyeHus: 244aca

[InA y4yacTHMKOB NpeyCMOTPEHO:

MeToanyeckuin matepuarn.

JI0OKyMeHT no oKoH4YaHuU oby4eHuns: o ntoram obyyeHus cryLiaTenu, yCrnewHo nNpoLueaLlne UTOroByto aTTecTaLuto No NporpaMme
o6yyeHus, nosyyaroT YL0CTOBEpPEHNE O NOBbILLEHWUU KBanubukauum B o6beMe 24 yacos (B COOTBETCTBUM C JIMLIEH3UE Ha NpaBo
BefleHVsi 06pa3oBaTesibHON AeATeNbHOCTH, BblAaHHO [lenapTaMeHTOM 06pa3oBaHus U Hayku ropoga Mocksbl).

Ilna Kkoro npegHasHa4veH

PykoBoguTtenei GbapmaueBTUYECKUX NPeanpuaTuii, hapMancTpuébioTOpoB, AVPEKTOPOB MO JIOMTUCTUKE U YNpaBieHUIo LensMu NoCcTaBok,
[VPEKTOPOB MO 3aKymnkKaM, pyKoBoAMTeNeN Noapa3aeNieHnii TIOrUCTUKM, TOTMCTUYECKUMX ONepaToOpOoB, paboTatoLmUX UK NAaHUPYHOLLMX
COTPyAHMYECTBO C papMaLeBTUYECKUMY NPEANPUATUAMM.

Lienb o6y4yeHus

MN3yuynTb cTaHAapTbl ynpaBieHWsi Ka4eCTBOM U YPOBHEM cepBuca B hapMaLeBTUYECKON JIOTUCTUKE.

Ocob6eHHOCTH NporpaMmmsil

MpakTuyeckas YacTb Kypca BK/oUYaeT pa36op NpakTUYeCKMX 3afaHunii ONTMMMU3aLUnm NOrMCTUKM, TUMUYHBIX HECOOTBETCTBUI, paboTy ¢
OMPOCHMKAMW KOHTPOJIbHO-HaA30pHbIX OPraHoB, MPOBOASALLMX MPOBEPKM Ha COOTBETCTBUE OTPAC/EBbIM TpeGoBaHUSIM, MOCTPOEHWE
cUCTeMbl MoKasaTenei, paséop NpakTUYECKMX 3aaHUi y4aCTHUKOB CEMUHapa.

PesynbTaT 06y4yeHus

B pe3ynbTaTe 06yuyeHus cnyliaTenu:

e O3HakoMATCA C COBpPEMEHHbIMU TEHAEHUNAMU B cbapMau,eBTquoKon NOTrUCTUKe 1 cnocobamm NpoeKTnpoBaHNA Sd)CbeKTVIBHbIX
CUCTEM.

° Msyan MeToAbl oNnTUMKU3aunUn NOr’MCTUYECKUX NpoLieccos.

e OcBoAT COBpPEMEHHbIe TeEXHONOrnn n 06opyp,OBaHme C y4yeToM Tpe6OBaHMVI MapKUPOBKU U «XONOA40BbIX uenemn».

. I/Isyan MeToAbl aBTOMaTuU3auun ydeTa v ynpasneHna npoueccamu.

. CMOFyT BbICTPOUTb CUCTEMY yNpaB/ieHNA Ka4eCTBOM B JIOTUCTUKE Ha OCHOBE OTpacneBbIX TpeéOBaHVIVI.

3TO MeponpuaATMe MOXHO 3aKa3aTb B KOpnopaTuBHOM opmaTe (06y4eHne COTPYAHUKOB OGHOM KOMMNaHuK).

CtpaHuua: 1us 4
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[TporpamMmma oby4yeHus

AeHb 1.
CoBpeMeHHble Tpe6oBaHUA K-10rucTuKe papmaL,eBTMYECKOro NpeanpusaTus.

e JlorucTtuka u-ynpaBrieHue LiensiMu NOCTaBOK B-hapMaLeBTHKe, 6a30Bble NOHSATUS U-ONpefeneHuns.

e UcTopus cospanus GxP n-akTyanbHble HOpMaTUBHbIE TPEBOBAHUS K-NIOrMCTUKE GapMaLeBTUYecKux npeanpusaTnii-Po, tpeboBaHus
Hagnexawmx npaktuk EA3C.

o CepTudukauua n-ctaHgapTUsaums onepaumii B-papmaueBTtudeckor noructuke (ISO, Lean Production, GMP-GDP).

o MapkupoBka nekapcTBeHHbIx cpeacTe MIOJIM. Obuiee onncaHne CUCTEMBI, CTaTyC BHEAPEHMS.

e BHYTpEHHWI ayAnT COOTBETCTBUS JIOTUCTUKM OTPACNEBbIM TPeOGOBaHUAM U-IOrTMCTUYECKUIA ayaAUT NpeanpusaTus. B-yuem pasHuua?
BHYTpPEHHMWI U-BHELLHWIA 6EHYMAapPKUHT.

o ABTOMaTM3auums, cuctembl ERP n-SCM.

e AKTyasibHble TEHAEHLMMW PasBUTUS NIOTUCTUKM hapMaLeBTUYECKON NPOAYKLMUN.

npaKTI/IKyMZ AHanus TeKyLWnX npo6neM JNIOFMCTUYECKOM CUCTEMbBI KOMMaHMN: NOUCK aJlbTepHaTMBHbIX KaHanoB NOCTaBOK
N-NOCTaBLLNKOB.

dapmaueBTUYeCKMe CKNafbl: Tpe6oBaHUA U-0CO6EHHOCTHU.

e CUCTeMbl CKNTaAnpOBaHUs JleKapCTBEHHbIX NpenapaToB, TPeboBaHWSA M-OrpaHUYeHNs, NPUHLUMMbI yyeTa xpaHeHus LIFO, FIFO, FEFO.

¢ [IpoeKkTupoBaHue ckaga C-y4eToM 30H U-ABUKEHUA TOBAPOB.

e 0630p CYLLECTBYIOLMX COBPEMEHHbIX CKITaACKNX TEXHOJIOTUIA: YeNIOBEK K-TOBapy, TOBap K-4e/I0BEKY, aapecauus, TEXHONornm
06paboTKMU.

o WMS-— cuctembl, PYHKLMOHANIBHOCTb, OCHOBHbIE Tpe6oBaHus. Jlyylune npakTukn BHeapeHuss WMS B-papmaLnieBTUYECKON NOrUCTHKE.

e Tpe60BaHUS K-MOMELLEHUSAM N-060PY0BaHWIO.

e Tpe60oBaHUs K-KOMMbOTEPU3UPOBAHHbLIM CUCTEMAM.

o CaHWTapHO-rMrneHnYeckume Tpe6oBaHus K-cknagy (rurrneHa nepcoHana, oumcTka NoMeLLEHNUM U-HOPMbI MO-MOLAAEPXKAHUIO YNCTOTbI).

MpakTuKyM: Bbi6op MeXay BO3MOXHbIMM CXeMaMMi OpraH13aL iy CKNaackux onepawui.
MepcoHan norucTuku papmMaLeBTMUECKOro NpeanpusaTHs.

o OpraHusauMoHHO-LITaTHas CTPYKTYpa, KBanuukauus, npasa U-oTBETCTBEHHOCTb NepcoHana, NpUHLUMMbI yNpaBsieHusi TePCOHanoM.
e Ponb 0TBETCTBEHHOrO LA CKaza, MPUHLMMNbI U-30Hbl OTBETCTBEHHOCTY.

o OCHOBHbl€ MoKa3aTenu NOrMcTUKK, Ucnosib3oBaHue KPI ana cosgaHus cucteMbl MOTUBaLMK NepcoHana, ceasb KPI n-onnatbl Tpyaa.
¢ YnpaesieHue no-LensiM U-no-KoMneTeHLMsM, TEOPUU MOTUBALNY, YPOBEHb 3PENOCTU KOMaHAbI.

o OYHKLMM KOHTPONS, AOCTAaTOYHOCTb MPOTUB U36bITOYHOCTH.

o GopMbl onnaTbl TpyAa U-MOTMBALMM NepcoHana ckiaga.

MpakTukyM: PacyeT nokasaTens-— ypoBeHb cepBuca.

MpakTukym: PacueT nokasaTtenei paboTbl AenapTamMeHTa IOMMCTUKM U-3aKYMOK Al CUCTEMbl MOTUBALMM pabOTHUKOB.
JeHb 2.

3aKynku u-ynpaeneHue 3anacamu Ha-papMaLeBTUMECKOM NpeanpUaTUN.

e [Mpouecchbl NNaHNpoBaHUs, COBPEMEHHbIE MOAXOAbl U-TEXHONOTUM.

e 0630p TpeboBaHuit GXP n-MCO k-paboTe c-NoCTaBLUUKAMMU.

o Tpe60BaHUA HaANEXALUMX NMPAKTUK K-BHELLIHEMY 06eCNeYeHMIO U-ayTCOPCUHTY.

o KBanudukauums n-oLeHka nocTaBLLMKOB, peLleHns No-peaysibTaTtaM OLEHKM.

e 0630p TEXHONOMUIA ypaBrieHUs1 3anacamMu, 3IPGHEKTUBHOIO CHABXKEHUSI.

e Buabl 3anacos, kaTeropusaumsa accoptumenTa, ABC n-XYZ aHanus, onTuManbHbI pa3Mep 3akasa.

e 060pauMBaeMoCTb U-pyrne Nokasartesm kKauecTBa ynpaBeHusa 3anacamu.

e PaboTa c-puckamu gedmumnta n-HennuKBULOoB.

o [IpuHLMNbI N-Tpe6oBaHMA K-paboTe C-ayTCOPCUHIOM.

e HanpaBneHus onTMMm3aumu: obecneyeHme COOTBETCTBUSI TpE6OBAHUSIM KauecTBa, MOBbILLIEHNE HAJEXHOCTU obecneyeHus,
COKpaLleHne COBOKYMHOM CTOMMOCTU BafleHus.

MpakTukym: OLeHKa U-BbIGOP NOCTaBLLMKA C-NOMOLLBIO MeToAa PENTUHIOBOW OLIEHKW.
MpakTukyM: PacyeT CTOMMOCTM OTCPOYKM OnnaTbl, NpuBeAeHue npegnoxeHusa K-CCB.
MpakTukym: ABC-knaccubukaums.

MpakTukyMm: PacyeT onTuManbHOro pasmepa 3akasa.

Xonopgosas uenb B-papMaL,eBTUYECKON LienoyKe NOCTaBOK.

CTpaHuua: 2 us 4



o YPOBHMU «XONOA0BOW Lienu», Tpe6oBaHWs K-060pyA0BaHMIO.

o Tpe6oBaHuWsi K-TeMNePaTypHOMY PEXMUMY TPaHCMOPTUPOBAHUS U-XPaHEHUS MEAULIMHCKUX MMMYHOBMOOMMYECKUX NpenapaToB U-Apyrux
NeKapCTBEHHbIX CPeACTB.

e TemnepaTypHOe KapTUpoBaHue.

o PekoMeHAaLMM NO-3aKJIOYEHWIO AOrOBOPOB MOCTABOK B-4aCTH 06eCreyeHuns «X0040BbIX Liernei».

AeHb 3.
YnpaBneHue TpaHCNOPTOM U-yNpaB/ieHne TaMOXXeHHbIMU NpoLeaypaMu Npu nepeBo3ke papmaL,eBTUYECKOI NPOAYKLUN.

o TpaHCnopTHas XxapakTepUCTMKa u-Knaccubukaums rpy3os, MX-COBMECTUMOCTb.

e MapLpyTr3aums NepeBo3oK U-CUCTEMbl MOHUTOPUHIA YCIIOBMIA MEPEBO3KMU.

o dakTopbl, BAMAIOLLME HAa-KayeCTBO U-CTOMMOCTb TPAHCMOPTHbIX YCAYT.

e ONTMMM3aLUSA PaBoTbl TPAHCMOPTHO-TIOMMCTUYECKON CUCTEMbI MPEANPUATUA.

o Kputepuu Bbi6opa TpaHCMOPTHO-NOrMCTUYECKMX KOMMaHWA.

o okazaTenu B-TpaHCMNOPTHOW JIOTUCTUKE, HanpaB/ieHUs ONTUMMUSALLUN.

e OCO6EHHOCTU TaAMOXEHHOTO 0OPMIIEHNS U-KOHTPOJIE MapKMPOBaHHbIX JIEKapCTBEHHbIX CPEACTB.

MocTpoeHue cucTembl KayecTBa B-ioructuke (GxP), npoueccHblii nogxop, 1SO.

o Hapgnexaune npaktunkm GxP n-1SO.

e PernameHTtauus: onmcaHue npoLeccos, TpeboBaHus,, NpMMepbl.

o [1OKYMEHTbI NO-XpaHEHWIO N-NEePEBO3KE JIeKapCTBEHHbIX NpenapaToB.

e JlorncTuyeckme acnekTbl BO3BpaTa ToBapa M-0T3biBa MPOAYKLUN.

o PUCKM B-NIOTUCTMKE WU-3aKyrMKax. YnpaBneHue puckamu (MoOHMMaHWe, OLeHKa, CTpaTernm paboTbl C-puckamum).

MpeTeH3noHHas pa6oTa papMaL,eBTMUECKOro NPeAnpUsATHUS, yYacTUe JIOTUCTUKMN.

e Kak opraHu3oBaTtb NpeTeH3MOHHYO paboTy, MoCef0BaTENbHOCTb paboT, TPEGOBaHMUS HaANeXallunX NPaKTUK.
e [Npoueaypa Bo3BpaTa ToBapa OT-K/IMEHTOB.
o lNpoueaypa oT3blBa NPOAYKLMM C-PbIHKA.

OonTumMusauus n3gepxxek, CBA3aHHbIX C-JIOFTMCTUKOM U-CHab)KeHneM.

o oBbILIEHWE NPON3BOAMTENBHOCTY TPYAA, 9PDEKTUBHOCTM Liener NoCTaBoK.

e ONTUMM3ALMS TEXHONOMMYECKMX NpoLieccoB. MpUMeHeHWe NpuHLMna orpaHuyeHnii (Teopus MongpaTTa) M-aHanusa LeHHOCTH
onepauuin.

e 06s13aTeNbHble NpoLeaypbl KOHTPOJIS PUCKOB U-U3MEHEHUIA.

e [Tpo6nemMbl Npu BHEAPEHUN METOANK ONTUMMU3ALIUMN.

npaKTI/IKyMI an/IMepr onTUMN3aunn nspgepxxexk pOCCMI7ICKI/IX n-3anagHbIX KOMMaHum.
AyauTt cootBeTCcTBUA NOrncTUYECKOoi CUCTEMDI Tp66OBaHMﬂM GxP.

o [pepayaut no-pernameHTam u-COlMam, ncnonb3oBaHme ONpoCcHbIX NMcToB P3H.
e PaboTa c-BHELHVMY ayAnTOpPaMm U-perynsTopHbIMKU OpraHamu.
e [NoaroToBKa U-4OKYMeHTapHOe COMpoBOXAEHME NPOBEPOK, cepTudmMKaLun, MMUEH3MPOBAHUS.

[lpenogaBaTenu

KALYBOBCKASA Jltogmuna BayecnaBoBHa

BusHec-TpeHep, akcnepT B chepe papmMaLeBTUYECKON U TPAHCMOPTHOW IOMMCTUKM, OpraHu3aLum Lienen NnocTaBok B COOTBETCTBUM C
TpeboBaHusiMu ctaHgapToB GMP/GDP, c onbiToM pa6oTbl Ha PYKOBOAALLMX AOJHKHOCTAX B BeAYyLIMNX hapMaLeBTUYECKMX KOMMAHMUSX.
O6nafaTtenb AunioMa 3a UHHOBALMOHHbIE PELLEHMS] B NOFUCTUKE Ha KoHbepeHuun Pharmlogic, a Takyke NOCTOSIHHbIN y4aCTHUK
npodeccroHanbHbIX KOHPEpeHLMit 1 CeMUHAPOB MO JIOTUCTUKE U YPaB/IeHUIO LiensiMy MOCTaBOK. ABTOP YY4€6HbIX Mporpamm,
KOHCY/IbTaHT B MPOEKTax C ABEHAALATUNETHUM ONbITOM. TPeHep KPYMHbIX POCCUIUCKUX U 3anafHblX KOMMaHWi B 06/1aCTN 9KCMEPTHbIX
KOMMEeTEHLMN.

Cdepa npodeccrmoHanbHbIX UHTEPECOB:

YnpaBneHue LensaMu NoCTaBoK;ayanT, NOCTPOEHME, ONTUMU3ALMSA U yripaBiaeHne NOrMCTUYECKON CUCTEMON KOMMaHuK,
noapasgenedmamu YL, 3akynkamu B NpoM3BOACTBEHHbIX M TOProBbIx KoMnaHusax B2B, B2C.

OnbIT paboTbli:

2016-2017 rr.AupekTop No ynpaB/ieHnto LiensiMmn NocTaBok B papmaueBTnyeckon komnanum 000 «xunulu». 2015-2016 rr.
KoHcynbTaHT 1 pykoBoauTenb npoekta B 000 «KPAM». C 1995 r. 3aHMMana pykoBogsLume nocTbl B KoMmnaHusax Opudneiim MpogakTce,

CtpaHuuya: 3us 4
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000 «Kaprunn», 000 «duwwep», OAO «<AKPUXUH», 3A0 «Bakep Xemu Pyc». PykoBoanna oTAeNOM 3aKyrnokK, MOCTaBOK W MNIaHMPOBaHus,
OT/AEeNoM MO JIOTUCTUKE 1 paboTe C KImeHTaMu. bbina AUpeKTopoM Mo yrpaBneHuto LensiMm NocTaBoK.

CtpaHuua: 4 us 4



