FOp./®axr. agpec: 105094, . WHH: 7701059118 KIIIT: 771901001
Mocksa, ya. 3oJ0Tast, oM 11, od. OTI'PH: 1107799021560
SB17 CDI:H KOHT P/c: 40703810938000009409
YHEOHBIM UEHTP  pyIK: 044525225 Bank TAO CBEPBAHK
K/c: 30101810400000000225

ABTOHOMHAas1 HEKOMMEpPUECKas OpraHu3alus J0NOJHUTEILHOTO FyﬁepHaTopy 320alKaJIbBCKOI0 Kpasi
poeCCHOHATBHOTO 00pa3oBaHus Y UeOHO-METOIMYCCKHIA ICHTP
«DUHKOHT» A.M. Ocunony

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

Hcx. Ne MJUJIIT -0203 ot 17.01.2022

YBaxaemblili Anexcanap MuxaijoBuy!

AHO JIIO «YuebHO-MeTomudeckuii meHTp «DUHKOHT» (NMICH3WS Ha OCYHICCTBICHHE OOpA30BATEIBHON NESITEITHHOCTH
Ne038386 ot 03.05.2017r) mpurnamaer Bac n Bamux xosurer B ¢eBpaine - mapre 2022 roga npuHATH ydacThe B Kypcax MOBBIIICHUS
KBaJTH(UKAIINN:

((HpO6J'ICMHBI€ BONPOCHI ABUKCHUA JICKAPCTBCHHBIX MIPCTIAPATOB B 2022 rogy. HpaKTI/I‘IeCKI/Ie PCKOMCHAAINH AJI1 MCAUIHUHCKUX U
allTCYHBIX OpFaHHSaHHﬁ»

10-11 ¢erpans 2022 rona, Mocksa

((CDapMaHeBTI/I‘IeCKaSI JIOTUCTHUKA»

28 deBpans-2 mapra 2022 r., . MockBa

Kypc npenHa3zHayeH 11 pyKOBOIUTENEH 1 CIISIMAINCTOB MEIMIIMHCKHX, alITEUHBIX U ONTOBBIX (hapMaleBTHYECKUX OpraHu3allni;
pyKkoBoauTenel GpapMaleBTHUECKUX MPEANPUATHIA, GapMAUCTPHUOBIOTOPOB, AUPEKTOPOB 10 JOTUCTUKE U YIPABICHHIO LETISIMU
MIOCTaBOK, AUPEKTOPOB MO 3aKyNKaM, PyKOBOAUTEINEH 1MoApa3AeiIeHni IOTUCTUKH, JIOTHCTUYECKUX OTIePaTopoB, pabOTAIOIINX UITH
TUIAHUPYIOIUX COTPYAHUYECTBO C (hapMalieBTHUECKUMU MTPEATIPUSTHIMHE.

C 1 mrons 2020 rona nepenaya cBeJCHUI 0 MapKUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax B CHCTEMY MOHUTOPHHIa
OBA3ATEJIBHA mins Bcex yuacTHHKOB oboporta. (DenepanbHeiid 3akoH oT 27.12.2019 roma No462-D3, [ToctaHoBIeHHE
[IpaBurenscTBa PD ot or 31.12.2019 No 1954).

Kypcsl moMoryT npoanann3npoBath MOCIEIHNE N3MEHEHHS 3aKOHO/IAaTEIbCTBA B IAHHOU cdepe, ITOATOTOBUTH OpraHU3alnuy U
yapexaenus kK padote B ®T'UC MJIII. PaccmaTpuBaroTcst epeoBbIe MPAaKTUKU YIIPABICHHS JIOTUCTHYSCKIMH MPOIIeCCaMu
(dhapManeBTUYECKOro MPEANPUITHS ¢ yueToM TpeboBanuii Hatexanmx npaktuk GMP, GDP, tpe6oBanuii MapKHPOBKH, COBPEMEHHbBIE
MOJIXOIbI ¥ TEXHOJIOTHH B IUIAHUPOBAHUH, CHA0KEHNH, YIIPABICHUH 3arlacaMu, XpaHEHHH, TPAHCIIOPTUPOBKH (hapMalieBTHYECKOM
MPOJYKIIMH, OPTaHU3alIMsl «XOJIOJOBBIX eTeil», TpeOOBaHus K MOCTPOSHHIO CUCTEMBbI KauecTBa CKJIa 0B B (hapMalleBTHKE, BBOJ B
rpaxxaanckuit ooopor. IIpakTudeckas 4acTh BKIOYAET pa30op OU3HEC-KeHCOB ONTUMHU3AINY JTOTUCTHKH, THITUIHBIX HECOOTBETCTBUH,
paboTy ¢ OpPOCHUKaMH KOHTPOJIBHO-HAJ30PHBIX OPTaHOB, MPOBOIAIINX ITPOBEPKH HA COOTBETCTBHE OTPACIEBBIM TPEOOBAHUM,
IIOCTPOCHHE CHCTEMBI TIOKa3aTenel, pa3oop Om3Hec-KeiCOB yYaCTHUKOB TPEHUHTA.

B nporpamme mpuHumaroT ydactue B kauecTBe cnukepoB OkcnepT ['BY3 «I'’Kb um. M.II. Konuanosckoro JI3My»; Okcnept
POC3APABHA/I3OPA mo koHTpoito B chepe oOpaiieHus JIeKapCTBEHHBIX CPEACTB U MEAUIMHCKUX n3nenuid; [Ipencrasurens OO0
«Kopnoparust  «[Tapyc»; Ilpencrasurens Kommannmm «IlepBbiit but» - odunmansnoro mnapraepa LIPIIT; skcmepr B chepe
(apmManeBTHYEeCKOH W TPAHCIIOPTHOW JIOTUCTHUKH, OPraHM3allMd Ierneil MOCTaBOK B COOTBETCTBHHM C TPeOOBaHMSMH CTaHIapTOB
GMP/GDP, ¢ ombiToM paboThl Ha PYKOBOSILIMX JIOJDKHOCTSAX B BeAyIIMX (papMaleBTHYECKUX Kommanusax. OOnagatens mUmioMa 3a
WHHOBAallMOHHBIE DEIICHUS B JIOTUCTUKE Ha KoH(epeHuuu Pharmlogic, a Ttakke NOCTOSHHBIA YYacTHHK MPO(ECCHOHAIBHBIX
KOH(EepeHINH U CEMUHApPOB IO JOTUCTHKE U YTPaBIEHHIO LIETAMH MOCTABOK. ABTOp yueOHBIX MPOTpaMM, KOHCYJIBTAHT B IMPOEKTaX C
i B 00JICTH SKCIICPTHBIX KOMIICTCHLIUHA.

IMpu perucrparuu 1 ortate yuactust 1o 30.12.2021 r. ckunka 10-15%
IIpocum Bac mnpomadopMupoBath 00 00y4eHHH PYKOBOJ @%’@9 BE TQUIMX IOAPA3JEJICHUHl OpraHOB MECTHOIO
caMOyIIpaBIIeHHUs, [TOJJBEJOMCTBEHHBIX U 3aMHTEPECOBAHHBIX
KoHTaKTHOE NHIIO 110 BOIIPOCAM OPraHH3allfH, TIPOBEICHHUS HYPER
Bacunbesuy, Tenepon +7(925) 001-61-79, e-mail igor.assanov@ff

1 TIQIYYCHUS [
& OUHKOHT

C yBa)xeHHEM, )
Pexrop AR £ T.A.MonokaHoBa

Ucnonaurens
AccanoB 1.B.
(985) 930-76-06
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IIpoGsieMHBbIe BONPOCHI IBHKEHUsI JIEKAPCTBEeHHBIX npenapaTos B 2022 roay. Ilpaktuyeckue
peKOMeHAANMH ISl MeAUIMHCKHX M AalTeYHbIX OPraHu3anmii

Kypc noBsimenuns kBanupukamum
. MockBa

| 10-11 deBpans 2022 roga ¢ 10.00 mo 17.30 ‘

HopmaTuBHO-IpaBOBbIe OCHOBBI CHCTEMbI MOHUTOPHHTA IBHKEHHS JIEKAPCTBEHHBIX
npenaparos.

[Tocnennue n3MeHeHUs: B HOpMaTUBHO-TIpaBOBOM 0aze nBrkeHus JIII. OCHOBHBIE 1€IM CUCTEMBI
MapKUPOBKHU U MOHUTOpHHTA ABMkenust JII1 mist rocynaperBa, Hacenenus, OuzHeca.

OcHoBHble niostoxeHus denepanbHoro 3akoHa ot 12.04.10 Ne 61-D3 «O6 obpameHnn
JIEKAPCTBEHHBIX CPEACTB» MPUMEHUTEIHHO K CUCTEME MAapPKUPOBKH JIEKAPCTBEHHBIX MPEMapaToB.
[IpaBOBbBIE 1 METOAOJOTMYECKHNE OCHOBBI CO3/1aHUSI aBTOMATU3UPOBAHHOMN CUCTEMBI
MOHUTOPHHTA IBUKEHUS JIEKAPCTBEHHBIX IpenaparoB. [IpuopurteTHsblil npoekT «JlekapcTBo.
KauectBo. bezonacnocts» (Y1BepxaeH [Ipesunnymom Coserta npu Ilpesunenre Poccuiickoit
®depaepalvil O CTPATETUYECKOMY PA3BUTHIO U IPUOPUTETHBIM MPOEKTaM).

HopMaTtuBHO-TIpaBOBOE peryJiupoBaHue BHEAPEHUS] HH(POPMALMOHHON CHCTEeMbl MAPKHPOBKH
JIEKapPCTBEHHBIX NpenaparoB Ha Tepputopuu PO.

[Topsimox B3anMoaeiCcTBYS MH(DOPMAIIMOHHON CHCTEMBI C UMEIOITUMUCS PECYPCAMH.
Peructpanus cy0bekToB 0OparieHus JekapcTBeHHbIX cpeacts Bo I'UC MUJIIL.

Bo3moxnoctu nuuHoro kabunera yuactouka UC MJUIII. JlopoxHasi kapTa npoeKTa BHEAPEHUS
NC MJJIIL.

[Topsiox mpoBeieHus: SKCIIEPUMEHTA IO MAPKUPOBKE KOHTPOIbHBIMU (MACHTU(PUKATMOHHBIMHU)
3HaKaMU 1 MOHUTOPHUHTY 32 000POTOM OTJIEIbHBIX BUJOB JIEKAPCTBEHHBIX MIPENapaToB.
NHcTpyKuus no NOAKIIOUEHUIO MeTUIMHCKUX opranu3anuil u antek k UC MJUJIIL. [Topsgox
MOJTyYSHHSI YCHJIEHHON KBaTHU(HUIIMPOBAHHOM 31eKkTpoHHON noanucu. [Ipucoenne koga ®UAC.

TexHonoruu padorsl yuactuukos B cucreme MC MUIIL.

[ToaroroBka cyObeKTOB OOpallieHus JIeKapCTBEHHBIX cpeacTB K BHenpenuto @I'MC MJJIIL.
KiroueBsie anmeMenTsl 1 OusHec-nporieccbl Cructembl Mapkuposku JIIT.

Buner onepanuii nevxenus JII, mo KOTOpeIM MEIUIIMHCKAs OpraHU3alus TOJKHA OCYLIECTBISATh
oomen ganabiMu ¢ @TUC MJIJITT. Bo3moskHbIe criocoObl 0OMeHa JaHHBIMH MEXKIY
ydactHukamu obopota JIIT u ®T'UC MJJIII.

MOHHMTOPHHTI IBHAKEHHUS JEKAPCTBEHHBIX NPENapaToB OT NPOU3BOAUTEISA 10 KOHEYHOI 0
norpeouTeJis.

OcobenHocTH padoThI ¢ MAPKHPOBAHHBIMH JIEKAPCTBEHHBIMH NpenapaTaMu MPU UCNO0JIb30BaHUM
KPHUITO3AIUTHI KOJI0B MAPKUPOBKH.
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PaboTa MeAUIIMHCKOI OPraHU3aIUM C MAPKHPOBAHHBIMU JIEKAPCTBEHHBIMH NpenapaTaMu
OT NPUEMKH Ha CKJIAJ /10 BHIOBITHS U3 000POTA ¢ HCNOJIb30BAHUEM HH(OPMAIMOHHOI CUCTEMBI.

JIMYHBIA KAOMHET YYACTHUKA CUCTEMbI MAPKHPOBKH.

o JInuHbIl KAOWHET y4aCTHHUKA CHCTEMBI MApKUPOBKH, ¢ mpuMeHeHueM Y CO, mocpenctsom API.
o HMHcTpykuus onepaTopa 1o NOAKIIOYEHUIO MEAUIIMHCKUX opranu3anuii u anrek k MC MUJIIL.
o IIpumepst unterpanuii ¢ ®T'UC MJIII.

Criocoonl perucrpanvm BbIBOAa U3 060p0Ta JJEKAPCTBCHHLIX IPEIiapaToB.

o Pexomennanuu no cnoco0am perucTpanuu BbIBoJa U3 000pOTa JIEKAPCTBEHHBIX MPENapaToB
110 TUIIAM Y4aCTHHUKOB 000poOTa.

o Peructpauus seiBoga JIII n3 o6opota ¢ momoursio KKT.

o PexuMbl paboThl pErUCTPATOPOB BHIOBITHS.

» KimroueBsle ycinoBus ycTaHOBKY M 00cnykuBanusi PB o tunosomy norosopy.

Oco0ennocTu padoThl B MEIMIUHCKUX OPraHU3anMsAX.

o Pexomennmanuu s METMIIMHCKUX OPTaHU3AIMH, allTeK MO Hayary paboThl B CUCTEME
MapKUPOBKH.

e AnTrOopuTMBI pabOTHI B CHCTEME.

o (Cxema B3aMMOOTHOIIICHUN y4acTHUKOB (hapmarieBruueckoro peiaka B MC MJUJIIT. Anroputm
ycnemHou peructparusa B UC MJIIL

o (Cxema paboThl MEIyUpEKICHUS OT 3aKyMKHU Mpernapara J0 BblJJauu B OT/ACJICHUE/ TTAIUEHTY.

IMoaroroBka anrteku MeIUIUHCKONH OpraHu3anuu K padore B cucreMe MOHMTOPHUHT IBUKEHUS
JIEKAPCTBEHHBIX NMPenaparos.

e ANropuTMBI JEHCTBUH AJI COTPYIHUKOB alITEKU MEIULIMHCKON OpraHU3alliy BO BpeMs Ipruema
MapKHpPOBAHHOTO TOBapa.
o ANTOpUTMBI AeHCTBUI pabOTHI BO BpeMsl BbIJIaUH, PETUCTPATOP BHIOBITHS.

OcHnamenue perucrparopamMmu BBLIOBITHS MEAUIHUHCKHUX U alITEYHbIX opraﬂmaum”l.

« Pabora c peructparopamu BEIOBITHS MPU OTITYCKE JIEKAPCTBEHHBIX MPENapaToB MEIUITTHCKIMHU
Y allTEYHBIMHU OpraHU3aLUsIMH.

IIporpamMMHBbIe IPOAYKTHI U MOAYJIH AJiA nepeaaun uHpopmanuu B ®I'MC MIJIII.

e O030p MporpaMMHBIX MIPOAYKTOB M Moaynel ais nepenaun nHdopmaiuu B DTUC MJITT
npou3BoacTBa komnanuu «llepseiit but» — opunmansnoro napraepa PIIT, OOO
«Kopnopanus «Ilapyc».

o JlelicTBuUs anTeK U MEAUIIMHCKUX OpTaHU3aINil, HEOOXOAUMBIE JJIs MOJYYESHHs perucTpaTopa
BBIOBITHSI.

o Pabora c peructparopamu BEIOBITHS MPU OTIYCKE JIEKAPCTBEHHBIX MPENapaToOB METUITTHCKIMHU
Y allTEYHBIMHU OPTaHU3ALUSAMH I10 JIbIOTHBIM PELEIITAM.

0030p cymecTBYIOIUX pelieHnii, B KOTopbie BcTpoeHa «1C:bubdauorexka nnrerpanuu ¢ MIJII»,
THIIBI OPTaHU3AIUM, JJI51 KOTOPHIX OHU NMpPeIHA3HAYEHbI U UX LIEHOBAsl MOJUTHKA:
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e 1C:Menmununa. bonpanuHas anteka pen. 2.1.

e 1C:Po3auma. Anrexa.

e 1C:VYnpaBneHue anTeuHOU CETHIO.

e 1C:Memumuna. CtomaTonoruueckas KJIMHHAKA.

e Oo6mnaunoe pemenne (FRESH) «1C: MJIJII».

o DBUT.YnpaBnenne MeAUIMHCKAM LEHTPOM.

o« BUT.Cromaronorus.

e «1C:bubmuoteka unrerpanuu ¢ MJI» nis cucrems! «1C:Menuuuna. bonbHuuHas antexa»
pen. 1.1.

e 0030p UCTOYHUKOB HH(GOPMAITUK U HHCTPYKIIHH 1O BBIIIETIEPEYUCICHHBIM CHCTEMAaM.

o JlemoHcTpanus pemeHuii ¥ OCHOBHBIX Olepanuii (B 3aBUCIMOCTH OT TUIIOB YYaCTHUKOB).

o Hacrpoiika u 3anonnenune cnpaBouyHukoB: PJIC, «Bunsl HomeHkiatypey, «Homenkmatypay,
«CKI1azapD».

e «KoHTpareHTs» U T.1I.

o 0O030p nepeuns HauboIee pacnpocTpaHeHHbIX oneparuii ¢ MIJIII.

e 0O030p pemenuit. JleMmoHCTparus pabOThI pEIICHUH ¢ HCTIOJIb30BaHHEM TepMHUHAJIA cOOpa
JTAHHBIX.

e «1C: Memununa. boipHIYHAS anTeka.

e «1C: bubnmoreka unrerparuu ¢ MIJII» nus cucrems! «1C: Menununa. bonpHuuYHas anTexa»
pen. 1.1.

e «bUT. YnpaBnenne MEAUIIMHCKUM LIEHTPOM.

e «BbUT. CromaTonorusy.

Pexomenpanum no padore B UC M/IJIII Ha npuMepe neHTpa KOMIIETEHUUH MPOEKTA
«Mapkuposka JIII».

AKTyaJIbHbIe BONPOCHI JILIOTHOI'0 JIeKapCTBeHHOro odecneyenus B 2022 roxy.

KoHTaKTHOE JINIIO0 TI0 BOMPOCAM OPTraHU3aINU, MPOBeAEHUS Kypca U MOJTydeHHus
JAONMOJHUTEIbHON nHpopmanuu AccanoB Urops Bacuiabeuy, Teiaedon +7(925) 001-61-79
e-mail igor.assanov@fcaudit.ru
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dapmManeBTHYECKAS JJOTUCTHUKA
Kypc noBbimenusi Kpajaupuxkanuu

r. Mocksa

28 derpans - 02 mapta 2022 1. ¢ 10.00 go 17.30 Aptukyi (ID):

Aptukyi (ID):
(OHJIaHH-TPaHCIISIIIHA )

[Tporpamma oOyueHus

Henn 1

CoBpemeHHbIe TPeOOBAHUS K JIOTHCTHKE apMalieBTHYECKOT0 MpeANnpusTHs.

Jloructuka u YIIpaBJICHUEC LCIIAMHA ITOCTABOK B Q)apMaueBTHKe, 0a30BEIC ITOHATHS U OIpCaciICHUs.

Uctopus coznanus GxP u akTyanbHble HOpMaTHUBHBIE TPEOOBAHUS K JIOTUCTUKE (hapMaIleBTHUECKUX
npennpustaii PO, tpedoBanus Haiexamux npaktuk EADC.

Ceprudukaiys v cTaHIapTU3aKs onepaiuii B hapmaresruueckoii oructuke (1SO, Lean Production,
GMP-GDP).

MapxkupoBka nekapctBeHHbIX cpeactB MJIIT. Obiee onucanue cucTeMsbl, CTaTyC BHEAPEHUS.
BHyTpeHHHUI ayAUT COOTBETCTBUS JIOTUCTUKH OTPACTICBBIM TPEOOBAHHSIM U JIOTUCTHUECKUH ayTUT
npeanpusatus. B yem pazauna? BHyTpeHHUI 1 BHEIIHUI O€HUMapKUHT.

ABTtomatu3zaius, cucteMbl ERP u SCM.

AKTyasbHbIE TEHAECHIUHN Pa3BUTH JOTUCTUKU (hapMalleBTUYECKON MPOTYKIIUH.

HpaKTI/IKYMI Amnamus TCKYyHIUX HpO6JICM JIOTUCTHYECKON CUCTEMBbI KOMIIAHUH: IIOUCK AJIbTCPHATUBHBIX KaHAJIOB
IIOCTAaBOK M ITOCTAaBIINKOB.

dapmaneBTHYCCKHE CKJIAAbI: TPEOOBAHUA U 0COOEHHOCTH.

CucreMbl CKIIaAMPOBAHUS JIEKAPCTBEHHBIX MPENapaToB, TPeOOBAHUS U OTPaHUUYEHUS, IPUHLIUIIBI yueTa
xpanenus LIFO, FIFO, FEFO.

IIpoekTupoBaHue cKilafia ¢ yueTOM 30H U ABH)KEHHUS TOBApPOB.

O030p CyLIECTBYIOIINX COBPEMEHHBIX CKJIAICKUX TEXHOJIOTHIL: YeIOBEK K TOBapy, TOBAP K YEIIOBEKY,
azipecarisi, TeXHOJIOTUH 00pabOTKH.

WMS — cucremsl, GyHKIIMOHATLHOCTH, OCHOBHBIE TpeOoBanus. Jlydmmue npaktuku BHeaAperus WMS B
(bapMarieBTUYeCKON JIOTUCTHKE.

TpeboBanust k moMenieHusIM 1 000pyI0BaHHUIO.

TpeboBaHMs K KOMIBIOTEPU3UPOBAHHBIM CHCTEMAM.

CaHuTapHO-TUTHEHHYECKHE TPeOOBaHMS K CKJIay (TMTHEHA MepCoHaa, OYMCTKA MOMEIIEHUH U HOPMBI TI0
MO/ICPKAHUIO YACTOTHI).

[TpakTukym: Bei6op Mex 1y BOZMOKHBIMU CXEMaMH OPTaHU3AIUH CKIIAJICKUX OIEeparIHid.
ITepconay JorucTuku GpapmManeBTHIECKOro NpeanpusiTUs.

OpraHu3anMoOHHO-IITATHAs CTPYKTYpa, KBATU(HUKAIH, IPaBa U OTBETCTBEHHOCTh I€PCOHANIA, TPUHIIUIIBI
yIpaBJIEHUS IEPCOHAIIOM.

Ponb 0TBETCTBEHHOIO JIMIIA CKJIa/1a, IPUHLIMIIBI U 30HBI OTBETCTBEHHOCTH.

OcCHOBHBIE MIOKA3aTeNHN JOTUCTHKH, ucnoib3oanue KPIl mis co3nanus cucteMbl MOTUBALMU TIEPCOHAIA,
cBsa3b KPI u omnats! Tpyaa.
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L4 praBJIeHI/IC 10 OCJIAM U MO0 KOMIICTCHUOUAM, TCOPUHU MOTHBALINH, YPOBCHD 3PCJIOCTH KOMAH/IbI.
L4 CDYHKI_II/II/I KOHTPOJIsA, AOCTATOYHOCTD IIPOTHUB HM30BITOYHOCTH.
L4 CDOpMBI OILUIAaThI Tpyda 1 MOTHUBAIIUU IICPCOHAJIA CKJIaAa.

[Tpaktukym: Pacyer mokaszaresst — ypoBeHb CepBHCA.
[TpakTukym: Pacuer moka3zaresneiil pabOTHI IeTIapTaMEeHTa JIOTHCTUKH U 3aKYITOK IS CHCTEMbI MOTHBAIIMH
PabOTHHKOB.

enn 2

3aKkynku v ynpasJieHUe 3anacaMu Ha (papManeBTHYECKOM MPeINpPUsITHH.
e [lporecchl muIaHUPOBaHUSI, COBPEMEHHBIE TTOIXO/IbI U TEXHOJIOTHUH.

e O0630p TpedoBanuit GXP u MCO k paboTe ¢ MoCTaBIIUKAMH.

e TpeOoBaHMs HAISKANIMX MPAKTUK K BHEITHEMY O0CCIICYCHHUIO U AyTCOPCUHTY.

o Kpaymdukaus v orieHKa OCTABITUKOB, PEIICHHS 110 PE3yJIbTaTaM OICHKH.

e (O030p TEXHOJOTHUIl yIpaBlieHus 3amnacamu, 3pPeKTUBHOTO CHAOKESHHUSI.

e Bunsl 3anacos, kareropuzaius accoptumenta, ABC u XY Z ananusz, onTuMaabHBIN pa3mep 3akasa.

e O0opaynBaeMOCTh U JIpyTHe MOKa3aTeIn KadecTBa YIPABICHHS 3aIlacaMH.

e Pabora ¢ puckamu neduIIUTa ¥ HEJTMKBUIOB.

e [Ipuniunel 1 TpeOOBaHUS K pabOTE C AyTCOPCUHTOM.

e HampasneHnus onTUMH3aIMN: 0OECTIeUeHUE COOTBETCTBHSI TPEOOBAHUSIM KayecTBa, MOBBIICHUE HAJIEKHOCTH
o0ecrieYeHus1, COKpaleHne COBOKYITHON CTOMMOCTH BJIaICHHS.

[TpakTukym: OLeHka 1 BEIOOp MOCTaBIIMKA C IIOMOIIbIO METOIa PEHTUHIOBOM OLICHKH.
[IpakTukym: Pacuer cTouMOCTH OTCPOYKH OILIATHI, TpUBeAcHUE MpennoxenHus k CCB.
ITpaktukym: ABC-knaccudukarys.

[IpakTukym: PacyeT onTHMaIbHOIO pa3Mepa 3aKasa.

XoJ1010Bast Henb B (papMaleBTHYECKOM L[eNOYKe MOCTABOK.
e VYPOBHHU «X0JIO/I0BOI 1IeN», TpeOOBaHUs K 000PY/I0BaHUIO.

e TpeOoBaHus K TEMIEPATYPHOMY PEKUMY TPAHCIIOPTUPOBAHUS U XPAHEHUSI MEAUIIMHCKUX
MMMYHOOHOJIOTHYECKUX MIPETapaToB U APYTUX JIEKAPCTBEHHBIX CPE/ICTB.

e TemneparypHoe KapTHpOBaHUE.

e PexoMeHJalMy MO 3aKIFOYEHUIO JOIOBOPOB MTOCTABOK B YACTU 00ECTIEUEHUS «XOJIO0BBIX IIeTIeh.

Jensb 3

YnpasJjieHue TPAHCIIOPTOM M yIIPpaBJIeHHEe TAMOKEHHBIMHU NPOLEAYPAMH IIPH IePeBO3Ke
(papmaneBTHYECKON NPOAYKIUH.
e TpaHcnopTHas XxapaKTepUCTHKA U Ki1acCU(UKAIHS IPY30B, UX COBMECTUMOCTD.

e Mapumpyruszanus NepeBo30K U CHCTEMbl MOHUTOPUHTA YCIOBUN NIEPEBO3KH.
e  daxTopsl, BIUAIOLINE HA KAYECTBO U CTOMMOCTb TPAHCIIOPTHBIX YCIIYT.

e OnTumuzanus paboThl TPAHCTIOPTHO-TOTMCTUYECKOM CUCTEMBI TPEIIPUSATHSL.
e Kpurepuu BbIOOpa TPaHCIIOPTHO-IOTUCTHUECKUX KOMITAHUH.

e [loxasarenu B TPaHCIIOPTHOM JIOTUCTHKE, HAIIPABICHUS ONTUMU3ALIMH.

e (Oco0EHHOCTH TaMOXXEHHOTO O(hOpMIIEHUSI M KOHTPOJISI MApKUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB.

IocTpoenue cucrembl kKauecTBa B Jioructuke (GxP), npoueccusbrii moaxoxa 1SO.
e Hannexamme npaktuku GxP u 1SO.
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e Pernamenranus: onucanue MpoLeccoB, TPeOOBaHUS, IPUMEPHI.

e JIOKyMEHTHI 10 XpaHEHUIO U MIEPEBO3KE JIEKAPCTBEHHBIX MIPENAPATOB.

e Jlorucruyeckue acrekThl BO3BpaTa ToBapa U OT3bIBA MPOAYKIIHH.

o Pucku B norucTuke u 3akynkax. YIpasiieHHE pUcKaMu (TIOHUMaHUE, OIICHKA, CTPATEeruy pabOoThl C PUCKAMHU).

IIperen3uonnas padora papmManeBTHUECKOr0 NMPeANPHUITHS, YHACTHE JOTUCTUKH.

e Kak opranuzoBath NpeTeH3MOHHYIO paboTy, MOCIE0BATENILHOCTD Pab0T, TpeOOBAaHUS HAITIEKALTUX
MPaKTUK.

e [Ipouenypa Bo3Bpara ToBapa OT KJIMEHTOB.

e [Ipouenypa oT3bIBa IPOAYKIIMHU C PHIHKA.

OnTuMu3zanms U3JepPxKeK, CBIA3AHHBIX € JOTHCTHKON U CHAOKeHUEM.

e [loBbImIeHNE MPONU3BOAUTEIBHOCTH TPY/a, 3PPEKTUBHOCTH LIETIEH MOCTABOK.

e  OnTuMU3aIMsA TEXHOJIOTHYECKUX TporieccoB. [Ipumenenne npuniuna orpanudenuii (Teopus ["onaparra) u
aHaJIM3a LEHHOCTH OIlepalni.

e OOs3arenabHbIC TPOLEAYPHI KOHTPOJIS PUCKOB U U3MEHEHUH.

e [IpobGnemsl mpu BHEAPEHUN METOIUK ONTHMH3ALINH.

[Ipaxktukym: IIpuMepbl ONTUMU3AaLNK U3AEPKEK POCCUMCKHUX U 3aI1aHBIX KOMIIAHUM.

AyIll/IT COOTBETCTBHSA JIOTUCTHYECKOH CHCTEMbI TpeﬁoBal—[HﬂM GxP.

e [Ipemayaur no pernamentam u COIlam, ucnonp3oBanue onpocHbix auctoB P3H.
e PaboTa ¢ BHEIIHUMH ayTUTOPAMHU U PETYASITOPHBIMHU OpraHaMu.
e [loaroroBka u JOKyMEHTapHOE COIIPOBOXKIECHNUE TPOBEPOK, CEPTUPHUKALINY, TULIEH3UPOBAHMUS.
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