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YBakaemblii Anekcanap Muxaiijiopuy!

AHO JII1O «Y4ebHO-MeToan4yecKuil eHTp «DPUHKOHT» (JIMIIEH3Ws Ha OCYIIECTBICHUE 00pa30BaTeLHON JESITEIbHOCTH
Ne038386 ot 03.05.20171) npuriamraer Bac m Bamux kosuter B mione 2022 roaa NpHHATh YYacTHE B Kypce IOBBIIICHUS
KBaJTM(DUKAITHH:

«®apmaleBTHYECKAS JOTHCTHKA
15-16 urons 2022 r., r. MockBa

Kypc npeanasHaueH ansi: pykoBoauTened (apMaleBTHUSCKHX NMPEANpUATHH, GapMAnCTpuObI0TOPOB, IUPEKTOPOB II0
JOTUCTUKE W YIPABICHHWIO NEISIMH IIOCTaBOK, IHUPEKTOPOB II0 3aKyNKaM, PYKOBOIUTENCH IOApasIeleHHH JIOTHCTHKH,
JIOTUCTUYECKHX ONepaTopoB, paOOTAONIMX WITH TUIAHUPYIOLIUX COTPYIHHYECTBO C (hapMalleBTHYECKHUMH MPEATIPUSITHSIMU.

Ha kypce paccmaTpuBaroTCs IepeloBble NMPAKTHKH YIPaBJICHHUS JIOTHCTHYECKUMH IIpolieccaMy (apMareBTHIecKOoro
MPEIIPUATHS C y4eTOM TpeOoBaHWH Hamnexamux npaktuk GMP, GDP, TpeGoBanmii MapKUPOBKH, COBPEMEHHBIE TTOAXObI H
TEXHOJIOTHM B IUIAaHMPOBAaHWM, CHAOXXCHUM, YIPABICHWM 3alacaMd, XpaHEHWH, TPAHCIOPTHPOBKH (apMarieBTHIECKOH
MPOIYKIMN, OPTaHU3ALM «XOJIOJOBBIX IETei», TpeOOBaHMUS K IIOCTPOSHHIO CHCTEMBI Ka4ecTBa CKJIaOB B (hapMaIleBTHKE, BBOJ
B TPaKAAHCKUH 000POT.

B kauecTBe cniukepa BBICTYNHT: SKCIIEPT B cepe GpapManeBTUIEeCKO U TPaHCIIOPTHOH JIOTUCTUKH, OpraHU3alMy Lerei
MIOCTAaBOK B COOTBETCTBUH ¢ TpeboBaHusiMu cTanaaproB GMP/GDP, c¢ ombiTom paOoTel Ha PYKOBOISIIMX TO/DKHOCTSIX B
BeAymMx (hapMareBTHUeCKuX KoMmaHusx. OOmanaTens AWIIOMa 32 MHHOBAIMOHHBIE PEIICHHUS B JIOTHCTHKE HAa KOH(EPEHINH
Pharmlogic, a Takke MOCTOSHHBIA YYaCTHUK MPOPECCHOHATBHBIX KOH(PEPEHIMA U CEMUHAPOB IO JIOTUCTHKE W YIPABJICHHIO
LENsIMHU MOCTaBOK. TpeHep KPYMHBIX POCCUMCKUX U 3aMaHbIX KOMIIAHHUHA B 00JIaCTH SKCIIEPTHBIX KOMIIETEHIIUH.

CroumocTh yuacTusi B Kypce cocrasisier 25560 py6aneit, H/IC ne obnaraercs.

CrouMoCTb Y4acTHs OCPEICTBOM OHJIAH-TpaHcasuuu coctasisiet 24140 pyoneit, HIC ve obnaraercs.

[Ipu obydennu ot 10 yemoBek cTOMMOCTH 3a | ciymiatenss B OYHOM WM OHIANH (opmare cocraBmser — 22720
py6uneii, HJIC He obmaraercs.

[Ipu oOydennu ot 15 yemoBek CTOMMOCTH 3a | ciymiatenss B OYHOM WM OHIANH (opmare cocramser — 19880
py6uneii, H/IC He obmaraercs.

JlokyMeHT 1o okOH4YaHuH oO0ydenusi. CIiymmaTend, yCHENIHO INPONIEININE HTOTOBYIO ATTECTAIMIO IO IpOrpamMMe
00y4eHNs, MOTYJaloT Y JOCTOBEPEHHE O IMOBBIIICHIH KBATU(HUKAINN B 00beMe 16 qacos.

B croumocTh 00y4eHns1 BXOAMT: METOANIECKHI MaTeprall, Kode-Tay3bl.

Mecto npoBenenusi: . Mocksa, yi1. 3omoTtast 1.11.
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(I)apMaueBTuquKaﬂ JIO'HCTHKA

Kypc noBbimieHust KBaaupukanuu
r. Mocksa

15-16 urons 2022 r. ¢ 10.00 1o 17.30 Aptuxyn (ID): MC17322
Aprukyn (ID): MC17323
(oHIaMH-TpaHCIALUA)
Mporpamma obyveHua
ensb 1
CoBpeMeHHBbIe TPeOOBAHMS K JIOTUCTUHKEe (hapManeBTHYECKOT0 NMpeAnpUsTUS.
e Jlorucruka u yrpaslieHHE LENsIMH ITOCTaBOK B (papMaIrieBTUKe, 0a30BbIC TIOHATHS U OTIPEICICHUSI.
e MUcropus cozganust GxP u akTyajabHble HOpMAaTUBHBIE TPEOOBAHUS K JIOTUCTUKE (DapMaIleBTHUECKUX
npennpustaii PO, tpedoBanus Hapiexamux npaktuk EADC.
o Ceprudukaiys U cTaHIapTH3ALKUS onepalnii B hapmanesTuyeckoit soructuke (1SO, Lean Production,
GMP-GDP).
e MapxkupoBka JekapcTBeHHbIX cpeacts M/IJIIT. Obiiee onrcanue cUCTEMBbI, CTaTyC BHEAPEHUS.
e BHyTpeHHHUH ayAUT COOTBETCTBUS JIOTUCTUKH OTPACICBBIM TPEOOBAHHSIM U JIOTUCTHUECKUH ayTUT
npennpusaTus. B uem pazuuna? BuyTpeHHUN 1 BHEIIHUN OEHUMApKUHT.
e Apromatuzaius, cucteMbl ERP u SCM.
e AKTyalbHbIE TCHICHIIUU PAa3BUTHSI IOTUCTUKHU (apMalleBTUYECKOM MPOTYKIUH.

HpaKTI/IKYMI Amnamus TCKYyHIUX HpO6JICM JIOTUCTUYECKON CUCTEMBbI KOMIIAHUH: IIOUCK AJIBTCPHATUBHBIX KaHAJIOB
IIOCTAaBOK M IMOCTAaBIINKOB.

dapmaneBTHYECKHE CKJIAAbI: TPeOOBaHUSA U 0COOCHHOCTH.

e CuCTeMbl CKJIaIMPOBAHUS JIEKAPCTBEHHBIX MIPENapaToB, TPEOOBAHUS U OIPAaHUYECHHUS, IPUHIIUIIBI yUeTa
xpanenus LIFO, FIFO, FEFO.

e [IpoexkTupoBaHue CKJIaJa C y4€TOM 30H U ABH)KEHHUS TOBApPOB.

e O030p CyLIECTBYIOIIMX COBPEMEHHBIX CKJIAJICKUX TEXHOJIOTUI: UeIOBEK K TOBapy, TOBAp K YEIOBEKY,
azipecalsi, TeXHOJIOTUU 00pabOTKH.

e WMS - cucremsl, GyHKIMOHATHLHOCTH, OCHOBHBIE TpeOoBanus. Jlyumme npaktuku BHeaperus WMS B
(bapMareBTUYECKOM JIOTUCTHKE.

e TpeOoBaHUS K MOMELIEHUSM U 000PYIOBAHUIO.

e TpeboBaHMs K KOMIIBIOTEPU3UPOBAHHBIM CHCTEMAM.

e (CaHuUTapHO-TUTMEHUYECKHE TPEOOBaHMS K CKJIaay (TMTMeHa epcoHana, OYMCTKa OMEIIEHU U HOPMBI 110
MO/ICPKAHUIO YUCTOTHI).

[TpakTukym: Bei6op Mex 1y BOZMOKHBIMU CXEMaMM OPraHU3alUH CKIIAJICKUX OIEepariHid.

IMepconasn JIorucTHKY (papMaleBTHYECKOT0 NPeANPUSATHS.

e OpraHM3alMOHHO-IITATHAS CTPYKTYpa, KBATU(HUKAIMS, TPaBa U OTBETCTBEHHOCTH MEPCOHAIIA, TPUHIIUITBI
yIIpaBJICHUS IEPCOHATIOM.

e Posb OTBETCTBEHHOTO JIMIIA CKJIAJa, IPUHIUIIBI U 30HBI OTBETCTBEHHOCTH.

e OCHOBHBIC TIOKA3aTeNH JOTHCTHKY, Hcnoib3oBanre KPI st co3manust cucteMpl MOTHBAIIMK TIEPCOHANA,
csa3b KPI u omnater Tpyaa.

e VrpaBieHHE 110 IESIM U TI0 KOMITIETEHIIHSIM, TEOPUH MOTHBAIINY, YPOBEHB 3PEIOCTH KOMAH/IBI.

e OyHKIUHU KOHTPOJISA, TOCTATOYHOCTH MMPOTUB U30BITOUHOCTH.
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dopMBI OIIATHI TPY/Aa U MOTHUBAIIMH IIEPCOHAIA CKJIa/a.

[IpakTukym: Pacuer noka3zatesns — ypoBEeHb CEepBHCa.

[Ipaktuxym: Pacyet nmokazareneit pabOThI JieriapTaMeHTa JIOTUCTUKH U 3aKYTOK JJIsi CHCTEMbl MOTHBALIUU
PabOTHHKOB.

3akynkKu ¥ ynpapJ/ieHUe 3anacaMu Ha ¢papManeBTHYeCKOM NpeANpUusiTHH.

[Ipoueccsl mIaHUPOBaHUS, COBPEMEHHBIE MOAXOAbI U TEXHOJIOTHH.

0630p TpedoBanuiit GXP u CO k paboTe ¢ mocTaBIIMKaMHU.

TpeboBanus HaANEKAMX MPAKTHK K BHEITHEMY 00€CIICUEHUIO M ayTCOPCHHTY.

KBanudukanus 1 orieHKa MOCTaBIIMKOB, PEIIEHUs M0 PE3yJIbTaTaM OLEHKH.

O0630p TeXHOJIOTHH yIIpaBlieHUs 3anacamu, d3p(HEKTUBHOTO CHA0KCHUSI.

Bunsl 3anacos, kareropuzanus accoptumenta, ABC u XYZ ananus, onTumMainbHbIA pa3Mep 3aKasa.
O6opaunBaeMoCTh U IpyTHe MOKA3aTeIn Ka4yeCTBa YIIPABICHHS 3aIlacaMH.

Pa6ora ¢ puckamu nedunuta U HETUKBUIOB.

[Tpunnmne! 1 TpeboBaHus K paboTe ¢ AyTCOPCUHTOM.

Hanpasnenust ontumu3anuu: o0ecriedeHne COOTBETCTBHSI TPEOOBAHUSAM KAa4eCTBa, MOBBIIICHUE HAJIGKHOCTH
o0ecrnieueHus, COKpalieHue COBOKYITHONH CTOMMOCTH BIIAJICHHUS.

[TpakTukym: OneHka 1 BEIOOp MOCTaBIIMKA C IIOMOIIBIO METO/Ia PEHTHHIOBOM OIICHKH.
[IpakTukym: Pacuer cTouMOCTH OTCPOUYKH OIUIATHI, TpUBEAEeHUE Ipeoxkenus Kk CCB.
[Tpaktukym: ABC-xmaccudukarms.

IIpakTukym: Pacuer ontuManbHOro pazmepa 3akasa.

Jlenp 2

Xouson0Basi Henb B papManeBTHYECKOM LEMOYKe MOCTABOK.

VYPOBHM «X0JI0JIOBOH LIeTIN», TPeOOBaHUS K 000PY10BaHHUIO.

TpeboBaHus K TEMIIEpATYPHOMY PEXUMY TPAHCIIOPTUPOBAHMS U XpPaHEHUS! METULIMHCKHUX
MMMYHOOHOJIOTMUECKUX MPENapaToB U APYTUX JEKAPCTBEHHBIX CPE/ICTB.

TemnepaTypHoe KapTHPOBAHUE.

PexomeHamu 1o 3akI0YeHUI0 JOIrOBOPOB MTOCTABOK B YACTH 00ECTIEUEHUS «XOJIO0BBIX IIeTen».

YrnpagsiieHHe TPAaHCIOPTOM H YIIPABJICHHE TAMOKEHHBIMH NPOLeypPaMH NPH NePeBO3Ke
(apmaneBTHYeCKOIl NPOAYKIUM.

TpaHcniopTHas XapakTepUCTHKA U KJIacCU(UKALUSA TPY30B, UX COBMECTUMOCTb.
MapipyTru3zanus nepeBo30K U CUCTEMBI MOHUTOPUHTA YCIIOBUIM NIEPEBO3KH.
@®axTopHl, BAUSIOLINE Ha KAYECTBO U CTOUMOCTb TPAHCIIOPTHBIX YCIIYT.
OnTtumuszanus paboThl TPAHCIOPTHO-TOTMCTUYECKON CUCTEMBI TPEATIPUATHS.
Kpurepun BoiO0opa TpaHCIIOPTHO-TOTUCTHUECKUX KOMITAHUH.

[Tokazarenu B TpaHCIOPTHOM JIOTUCTHKE, HAIIPABJIEHUS! ONITUMU3ALINH.

OCOOEHHOCTH TaMOKEHHOTO O(I)OpMHCHI/IH H KOHTPOJII MApPKUPOBAHHBIX JICKAPCTBCHHBIX CPCACTB.

IMocTpoenue cucrembl KayecTBa B Joructuke (GxP), npoueccubrii moaxoa 1SO.

Hannexammue npaktuku GxP u 1SO.

PernameHTanus: onucanue npoueccoB, TpeOOBaHUs, TPUMEPHI.

JIOKYMEHTBI TIO XpaHEHHIO U TIEPEBO3KE JIEKAPCTBEHHBIX MPETIapaToB.

Jloructuyeckue acrekThl BO3BpaTa TOBapa U OT3bIBA MPOAYKLIUH.

Pucku B moructuke u 3aKkynkax. YpaBleHHE PUCKaMU (IOHUMaHHUE, OIIEHKa, CTPATErHH PA0OTHI C PUCKAMH).

IIperen3uonnasi padora ¢papmManeBTHYECKOIr0 NMPeANPUSATHS, y4aCTHE JIOTUCTHKH.
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Kak oprann3oBarh IpeTeH3HOHHYIO paboTy, OCIEA0BATEIHHOCTh PA0OT, TPEOOBAHMS HAICIKAIIIIX
MIPAKTHK.
[Tpouienypa Bo3Bpara ToBapa OT KIMEHTOB.
[Tpoueaypa oT3bIBa MPOAYKIIUU C PhIHKA.

OHTI/IMI/I33HI/IH H3I€PIKEK, CBA3AHHDBIX C JIOTHCTHKOI U CHAOKEHHEM.

IToBbllIeHUE TPOU3BOAUTENBHOCTH TPYa, 3P(HEKTUBHOCTH LIETEH TOCTABOK.

OnTumu3zanus TeEXHOJIOrnYeckux npoueccoB. [Ipumenenue npuHuuna orpannuenuit (Teopus ['ongparra) u
aHaJIM3a LIEHHOCTH OIlepaluil.

O0s3arenbHbIe MPOLEAYPHl KOHTPOJISI PUCKOB U U3MEHEHUH.

ITpo6aembl Ipu BHEAPEHUU METOJIMK ONTUMH3ALIMH.

HpaKTI/IKYMZ HpI/IMCpLI OIITUMU3AlIUKU U3CPIKCK pOCCHﬁCKHX U 3a11aJHbIX KOMITaHUH.

AyIMT COOTBETCTBHS JOTMCTHYECKOIi cucTeMbl TpedoBanusiM GXP.

[Ipenaynut no pernamentam u COIlam, ucnons3oBanue onpocHsIx JinctoB P3H.
PaboTa ¢ BHEIIHUMH ayTUTOPAMU U PETYISATOPHBIMHI OpraHaMHU.
[ToaroroBka U JOKYMEHTapHOE COMPOBOXK/ICHUE MPOBEPOK, CEPTUDUKAINH, TUIICHIUPOBAHHUS.

KoHTakTHOE JIMII0 IO BOPOCAM YYACTHS, MOJY4YeHUs J0NOJTHUTEIbHOH nHGopManum u
oopMJIeHHS C Y4eTOM MakcuMaabHOU ckuaku — [logropuosa Upuna HukosaeBua,
Tesedon: +7 (926) 458-85-94 e-mail: podgornova.irina@fcaudit.ru

byaem paabl Bamemy yyacturo!
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