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ABTOHOMHAas1 HEKOMMEpPUECKas OpraHu3alus J0NOJHUTEILHOTO FyﬁepHaTopy 320alKaJIbBCKOI0 Kpasi
npodeccHoHaNBFHOT0 00pa3oBaHusl Y 4eOHO-METOIMUECKUN LIEHTP
«DUHKOHT» A.M. Ocunony

tenedon +7(925) 001-61-79, e-mail igor.assanov@fcaudit.ru

Hcx. Ne DAPM -1918 ot 13.09.2022

YBaxaemblil Anexcanap MuxaijoBuy!

AHO IO «YueOHO-MeTomuueckuii meHTp «DWHKOHT» (IHIEH3Ws Ha OCYIIECTBICHHE 00pa30BaTEIbHON
nestensHOCTH Ne038386 ot 03.05.2017T) mpurnarmaet Bac u Bammx koumer B okta0pe 2022 roga mpuHSTH y4acTre B Kypcax
IIOBBIIICHUA KBaJ'II/I(I)I/IKa]_[I/H/Il

«®DapmarieBTHUECKas TIOTHCTUKAY
18-19 okts6ps 2022 r., . Mocksa

Kypc npennazHaueH 1uist pyKOBOJUTENCH U CIICIIHATHCTOB METUIIMHCKUX, allTEYHBIX U ONTOBBIX (papMaleBTHYECKUX
OpraHu3aluii; pyKoOBOIUTENIeH (hapMalleBTUIECKUX NPEANIPUATHI, (GapMAUCTPUOBIOTOPOB, TUPEKTOPOB MO JIOTUCTUKE U
YIPaBJICHHUIO LEISIMH IIOCTABOK, TUPEKTOPOB IO 3aKyIIKaM, PyKOBOIUTECH OAPa3AEICHUIN JTOTUCTUKH, JTIOTUCTUIECKUX
OIIEpaTOPOB, pabOTAIONIMX WIX INIAHUPYIOLIMX COTPYAHUYECTBO C (papMaLeBTHUECKUMU IPEANIPUATHIMU.

Kypce! moMoryT npoaHanu3npoBaTh MOCeIHUE N3MEHEHHUS 3aKOHOIaTeNIbCTBA B IAHHOH cdepe, MOArOTOBUTD
opraHuszanuu 1 yupexzaenus k padore B I'YIC MUJIIL. PaccmaTtpuBaroTcst mepeoBble MPAKTUKH YIPABICHHS
JIOTUCTUYECKUMH IpolieccaMu papManeBTHUECKOro NPEeANpUITHS ¢ yIeToM TpeOoBaHni Haaexxamux npaktuk GMP,
GDP, TpeboBanuii MApPKUPOBKH, COBPEMEHHBIE ITOJIX0JIbI U TEXHOJIOTHH B TUNIAHUPOBAHWUH, CHA0KEHHH, YIIPABICHUH
3aracamu, XpaHeHNH, TPAHCTIOPTUPOBKH (DapMalieBTHIECKOH MPOAYKIMH, OPTaHU3aIUS «XOJIOJJOBBIX IIeTei, TpeOOBaHHs
K IIOCTPOCHUIO CHCTEMBI KauecTBa CKJIaJ10B B (hapMalleBTUKE, BBOA B TpakAaHCcKuil o6opor. IlpakThueckas 4acthb
BKITIOYAEeT pa3dop OM3HEeC-KelCOB ONTUMH3AIINY JIOTHCTUKH, TUIIMYHBIX HECOOTBETCTBHI, paboTy ¢ OIPOCHUKAMH
KOHTPOJIBHO-HA/I30PHBIX OPraHOB, MTPOBOISIINX MPOBEPKH HA COOTBETCTBUE OTPACIIEBBIM TPEOOBAHUIM, TIOCTPOCHHUE
CHCTEMBI ITOKa3aTesel, pa30op OM3HeC-KeCOB yUaCTHUKOB TPEHUHTA.

B nmporpamme npuHumaroT ydactue B kadecTBe cnukepoB JkcnepT I'bY3 «I'Kb um. M.II. Konwanosckoro A3My;
Okenept POC3APABHA/I3OPA 1o koHTposto B cdepe oOpaiieHus J1eKapcTBEHHBIX CPEACTB M MEAMIIMHCKUX H3/IEINH;
IIpenacraButens OO0 «Kopmopauusa «Ilapyc»; IlpeacraBurens Komnanuu «llepseiii but» - oduuumansHoro mapraepa
LPIIT; axcrept B chepe papmarieBTHUECKOM U TPAHCTIOPTHOM JIOTUCTUKH, OPTaHU3AIUH IeTIel ITOCTAaBOK B COOTBETCTBHH C
tpeboBanusmu crangaproB GMP/GDP, ¢ ombitom paboThl Ha PyKOBOASIIMX JOJDKHOCTSX B BEXYIHMX (hapMaIleBTUIECKHX
kommanusax. OOnazareny AMIUIOMA 32 WHHOBAIMOHHBIC pEIlleHHs B JorucTHke Ha kKoHdepenuuu Pharmlogic, a taxke
MOCTOSIHHBIN yYaCTHUK MPOECCHOHANBHBIX KOH(EpEeHINH 1 CEMHHApOB 10 JIOTHCTHKE H YNPABIEHHIO LEILIMH NOCTaBOK.
ABTOp y4eOHBIX MPOTrpamMM, KOHCYJIBTaHT B MPOEKTaxX C JIBEHA >TAEAM\ OTTBITOM. TpEeHEep KPYMHBIX POCCHHCKHX U
3aIa/IHBIX KOMIIAHWH B 001aCTH SKCTIEPTHBIX KOMIETECHITHH.

IIpu perucrpanuu u omnate yyactus 1o 30.09.2022 ckug
[[TecToi yuaCTHHK OT pEerMoHa y4acTBYET C JUCKOHTOM
Bo3MokHa oprasusanys 00y4eHUs: B KOPIIOPATUBHOM (b

JIACOBAHHOMU C KJIMEHTOM
X TIOJIpa3/ICIICHI OPTaHOB MECTHOTO

KoHTakTHOE JIMII0 IO BOIIPOCAaM OpPraHM3alUy, IPOBEACHUS KWYead ¥ 1] B1/1PTIOTHUTENBHOW HHQOpMaIM ACCaHOB
(3 ;

C yBaxxeHueM,

PexTop T.A.MonokaHoBa

Ucnonaurens
AccanoB 1.B.
(985) 930-76-06
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dapmManeBTHYECKAS JJOTUCTHUKA

Kypc nosbimenus kpajaupukanuu
r. MockBa

18-19 oxTs6ps 2022 r. ¢ 10.00 mo 17.30 Aptukyi (ID):
Aptukyi (ID):
(OHJIaHH-TPaHCIISIIHA)
IIporpamma 06y4enust

Hensb 1.
CoBpeMeHHbIe TPeOOBaHUSA K JIOTHUCTHKE GapMaleBTHYECKOTr0 MpeANnpusiTUs.

o Jlorucruka u ynpaBieHue HENsIMU OCTaBOK B (hapMalleBTUKE, 0a30BbIe MOHATHS U OMPEICICHHUS.

e Hcropus coznanus GxP u akryanbHble HOpMaTUBHbIE TPEOOBAaHUS K JIOTUCTHKE (apMalleBTUUECKUX
npennpustuii PO, tpedoanus Hapiexamumx npaktuk EADC.

o Cepruduxkanus u crangaptTusanus onepamuii B papmanesruueckoit soructuke (ISO, Lean Production,
GMP-GDP).

e Mapxkuposka sekapcTBeHHBIX cpeactB M/IJIIL. Ob1ee onucanne CUCTEMBI, CTaTyC BHEIPEHMUS.

o BHyTpeHHMIi ayJUT COOTBETCTBUS JIOTUCTUKH OTPACIEBBIM TPEOOBAHUAM U JOTMCTUYECKUHN ayAnuT
npennpusaTus. B uem pasuuna? BHyTpeHHUH U BHEIIHUNA O€HUMapKUHT.

o Aptomatm3zanus, cucreMsl ERP u SCM.

e AKTyaJbHbIE TEHAECHLUU Pa3BUTHS JIOTUCTUKU (papMalleBTUUECKON MPOAYKIIUH.

HpaKTI/IKYMZ Awnanmus TCKYyIIUX HpO6J’I€M JIOTUCTHYSCKOM CUCTEMbI KOMITIAHHH: TIOUCK AJIBbTCPHATUBHBIX KaHAJIOB
IIOCTAaBOK M IIOCTAaBIIMKOB.

dapmaneBTHYCCKHE CKJIAAbI: TPEOOBAHUA U 0COOCHHOCTH.

e CucTeMBbl CKIIaMPOBAHNUS JIGKAPCTBEHHBIX TPETNapaToB, TPeOOBAHUS U OTPpaHUYCHUS, TPUHITUIIBI yIeTa
xpanenus LIFO, FIFO, FEFO.

o [IpoexTupoBaHHe CKiIaa C y4ETOM 30H U JIBHYKSHHS TOBAPOB.

e O030p CyIIECTBYIOLINX COBPEMEHHBIX CKJIQJICKHX TEXHOJIOTUM: YeIOBEK K TOBApY, TOBAp K YEJIOBEKY,
azpecanusi, TeXHOJIOTHU 00pabOTKH.

e  WMS — cucremsl, pyHKIIMOHATBHOCTb, OCHOBHBIE TpeOoBaHus. Jlyuine npakTuku BHeApeHHst WMS
B (hapMarieBTHYECKON JIOTHUCTHKE.

e TpeboBaHus K MOMEIIEHUSAM U 000PYJOBAHUIO.

e TpeboBaHUS K KOMITBIOTEPU3UPOBAHHBIM CHCTEMAM.

o CaHuTapHO-TMTHEHUYECKHE TPeOOBaHUS K CKJIay (TUTMeHa MepCcoHaa, OYUCTKA MOMEIEHUNH 1 HOPMBI
10 MOJJIEPKAHUIO YHCTOTHI).

ITpakTukym: Bei6op Mex 1y BO3MOKHBIMU CXE€MaMH OPraHU3aLUK CKIIAJICKUX OIEparIii.
IlepcoHaj1 JIOTHCTHKH (papManeBTHYECKOI0 NPeInpUuATHS.

e OpraHu3zalMoOHHO-IITaTHAs CTPYKTYpa, KBAIH(UKALKS, TPaBa U OTBETCTBEHHOCTb NEPCOHANA, TIPUHIIUITHI
YIIPaBJICHUS IIEPCOHATIOM.
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e PoJib OTBETCTBEHHOTO JMIA CKJIA/IA, IPUHIUIIBI U 30HBI OTBETCTBEHHOCTH.

e OcHOBHbIE NIOKAa3aTeNN JOTUCTUKH, ncnionb3oBanue KPI s coznanus cucreMbl MOTHBaMuU NIEPCOHAA,
cBs13b KPI u onnatel Tpyna.

e VYrpaBieHHE MO LEIsSM U [0 KOMIIETEHIUAM, TEOPUH MOTHUBALIMH, YPOBEHb 3PEIOCTH KOMAH/IbI.

o  DyHKINU KOHTPOJIS, JOCTATOYHOCTh MTPOTUB U30OBITOYHOCTH.

e @opMbI OIIATHI TPYAA U MOTUBALIMY MIEPCOHANA CKIaAA.

[IpakTukym: Pacuer noka3zatens — ypoBeHb CEpBHCA.

[TpakTukym: Pacuer nmoka3zareneii pabOTHI IeTIapTaMeHTa JIOTHCTUKH U 3aKYIIOK JUISI CHCTEMbI MOTHBAIIHH
PabOTHHKOB.

3aKkynku v ynpasJiieHUe 3anacamMu Ha (papManeBTHYECKOM NpeINnpPUsITHH.

o IIpomeccel mIaHUpOBaHUs, COBPEMEHHBIE MTOIXOIbI M TEXHOJIOTHH.

e 0030p TpedoBanuit GxP u UCO k pabore ¢ mocTaBIIMKaAMHU.

e TpeboBaHus HaUIEKANMX NPAKTUK K BHEIIHEMY 00ECIICYCHHIO U AyTCOPCHHTY.

o Kpanmudukanus u olleHKa MOCTABIIUKOB, PELLICHUS 10 Pe3yIbTaTaM OLCHKH.

e O030p TeXHOIOTUH yIpaBiIeHHS 3aracam, 3QpPEeKTUBHOTO CHAOKEHHS.

o Bunsl 3anacos, kareropusanus accoprumenta, ABC u XYZ ananus, onTUMalbHbIA pa3Mep 3aKasa.

e O0oOpaunBaeMoCTh U APYTHE MMOKA3aTEIN KauecTBa yIpaBJICHUS 3aracaMu.

o Pabora ¢ puckamu nedunuTa 1 HEMTUKBUIOB.

o Ilpunnune! u TpeboBaHMs K paboTe C AyTCOPCUHTOM.

o Hanpasnenus ontumuszanuu: o0ecreyeHre COOTBETCTBUS TpeOOBaHUAM KadeCTBa, MOBBIIIICHHUE
HA/IKHOCTH 00eCTIeueH sI, COKpaIIeHHEe COBOKYITHOW CTOMMOCTH BIIa/ICHUSI.

[IpakTukym: OuieHKa 1 BBIOOP MOCTABIIMKA C IOMOIIBIO METO/1a PEUTUHIOBOM OLIEHKH.
[IpakTukym: Pacuer ctouMocTu OTCpOUKH OIUIAThl, puBeaeHue npegioxenus k CCB.
[Tpaktukym: ABC-knaccudukarusi.

IIpaxTukym: PacyeT onTUMalbHOIO pa3Mepa 3aKasa.

Hennb 2.

XoJjion0Bas nenb B (papmaneBTHYECKON LEMOYKe MOCTABOK.

e YPOBHM «XO0JIOJOBOH IIENN», TpeOOBAHUS K 000PYIOBAHHUIO.

e TpeboBaHUS K TEMIIEPATYPHOMY PEKUMY TPAHCIIOPTUPOBAHUS U XPAHEHUS MEIUITUHCKUX
MMMYHOOHOJIOTHYECKUX MPENapaToB U APYTUX JIEKAPCTBEHHBIX CPEACTB.

o TemmneparypHOe KapTHpPOBaHHE.

e PexoMeHIanmm 1o 3aKI0YEHHIO JOTOBOPOB IIOCTABOK B YaCTH 00ECIICUEHHS «XOJIOIOBBIX IIETICH».

YrnpasiieHHe TPAaHCIIOPTOM H YIIPaBJICHHE TAMOKEHHBIMH IPOLeyPaMH IIPH MEePEeBO3Ke
(papmaneBTHYECKOH NPOAYKIUH.

o TpaHcnopTHas XapakTepHUCTUKA U KIACCU(PHUKALMS I'PY30B, UX COBMECTUMOCTb.
e Mapmpyrusanus nepeBo30K U CUCTEMbl MOHUTOPUHIA YCIOBH IEPEBO3KH.

e  DakTOopsl, BIUAIOIINAE HA KAYECTBO M CTOUMOCTD TPAHCIIOPTHBIX YCIIYT.

e OnTuMu3anus paboThl TPAHCIOPTHO-IOTUCTUYECKON CUCTEMBI IPEATIPHUSTHUS.

o Kputepun Bei00opa TpaHCIIOPTHO-TOIHCTUUECKUX KOMITAHUH.

o Iloka3aTenu B TpaHCIIOPTHOM JIOTUCTHKE, HATIPABJICHUS ONTUMM3ALUH.
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e OCOOCHHOCTH TAMOXEHHOTO O(hOPMIICHUS U KOHTPOJISI MAPKUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB.
IMocTpoenue cucrembl kKauecTBa B Joructuke (GxP), npoueccusnlii moaxoa ISO.

o Hapnexamue npaktuku GxP u 1SO.

e PernameHranus: onMcaHue MPOLECCOB, TPEOOBAHUS, IIPUMEPHI.

e JIOKyMEHTBHI [0 XpaHEHHUIO U TIEPEBO3KE JICKAPCTBEHHBIX MTPEIapaTOB.

e Jlorucrudeckue acreKkThl BO3BpAaTa TOBapa M OT3bIBA IPOAYKIIHH.

e PuCKU B JIOTHCTHKE U 3aKylIKax. YIpaBjICHHE PUCKaMU (IIOHUMaHHUE, OIICHKA, CTPATeTuy pabOThI
C pUCKaMHu).

HpeTeﬂsnonnaﬂ paﬁoTa (l)apMaueBTuquRoro NMpeaANnpUATHA, YIACTHE JIOTUCTUKH.

o Kak opranu3oBath NpeTEeH3NOHHYIO pa0dOTYy, MOCIEI0BATENLHOCTD Pab0T, TpeOOBAHUS HAITIEKALITUX
MPaKTHK.

o [Ipouenypa Bo3Bparta TOBapa OT KJIMEHTOB.

o IIpouenypa oT3b1Ba MIPOAYKIIMH C PBIHKA.

OnTumu3zanus H3I€PIKEK, CBA3AHHbIX C JIOTHCTHKON M CHAOKEHHEM.

o [loBbllIeHne MPOU3BOAUTENBHOCTH TPy, 3P(HEKTUBHOCTH LIETIEH MOCTABOK.

e OnTummzanus TEXHOJOTHYECKHX IporeccoB. [Ipumenenne npunnuna orpannyenuit (Teopus ['onnparra)
Y aHQJIN3a LICHHOCTH OMNEpalui.

e (OOs3arenpHbIE MPOLIETYPHl KOHTPOJIS PUCKOB U U3MEHEHUH.

e IIpoOnemsbl mpy BHEIPEHUH METOIUK ONTUMHU3ALUH.

ITpakTukym: IIpumepsl oNTUMH3ALNMN U3IEPKEK POCCUNCKUX U 3al1aJIHBIX KOMITAHUH.
AyIHMT COOTBETCTBHSA JIOTHCTHYECKOH cucTeMbl TpeboBaHusiM GxP.
o Ilpenaynut no pernamentam u COIlam, nenonb3oBanue onpocHsIX auctos P3H.

o Pa0ota ¢ BHEIITHUMH ayAUTOPAMHU U PETYIATOPHBIMU OpraHaMH.
o IloaroroBka u JOKyMEHTapHOE COIPOBOXKIEHHE MPOBEPOK, CEPTUDUKALIUH, JTUIIEH3UPOBAHUSL.

KoHTaKkTHOE JIMIIO 110 BONIPOCAM OPraHU3AIUH, IPOBEIEHUS KYpca U MOJTYYeHHsI TOMOTHUTEIbHOI
uHpopmanuu AccanoB Urops BacunbeBuy, Tesedon +7(925) 001-61-79 e-mail igor.assanov@fcaudit.ru



