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3anpoc 0 TpeAOCTABIEHHH KOMMEPYECKHX NPERAOKEHHi

®TAHY «OHOUPUIT um. ML Uymakosa PAH» (MHcTHTYT nonuoMmmenuTa) NNAHHPYET NPOBEACHHE
HpOLEAYPBI 3aKyNKH Ha OKa3aHWUe IUTATHRIX 0Opa3oBaTeNbHLIX YCIIYT, B COOTBETCTBHE ¢ DeepaibHEIM 32KOHOM OT 18
mionsa 2011 ropa Ne 223-@3 «O 3akynkax ToBapos, paboT, yCIyr OTAENbHBIMH BHAAMH IOPHIMYECKHX JIULD). '

Cnocob 3aKynKH — B 3ABUCHMOCTH OT CYMMBI PACYETa HAYANLHOH MAKCHMAJIBLHOH HENbLI AOTOBOpA.

Ne Eaunnuna KonnyecTBoO
HaumenosaHue nporpamMmm _
n/n H3IMEpPEeHHUsA
Kypc nopblnenye xpaiupUKAHY IO TEME: CAKTYaNBHBIE aCNEeKThl YeNIOBEK 66
1. HajiexKaleH npoussoacTeeHHoH npaktukn GMP (yrioybnénxpiii
ypoeeHs)». Cpok OCBOSHHS Kypca: He MeHee 72 yaca.
Kype nopsitrenus ksamuduxauy « IpoH3BoOACTBO CTEPIIBHEIX 4eoBEK 1
2. JICKapPCTREHHEBIX CPEACTR: aKTYANbHbIE aCTIEKThl HA/VIEHAIIHX IIPAKTHK.
Cpok ocBOeHHA Kypca: He MeHee 72 yaca.

1. Tpebopanns k Ucnoxnarenio:

1.1. Hanuuue AeiicTBYIOWIEH JIMUEH3MM Ha OCYUIECTBICHHE OOpazoBaTENBHOH NEATENPHOCTH B COOTBETCTBHM C
MdenepanbHEIM 3aKOHOM 0T 29.12.2012 Ne273-03 «O6 obpazopanuu B Poccuiickoii ®enepaiumy,

1.2. Hannuwe B urrate MenonHuTess HEOOXOMHMOr0 KOJUYECTBA IPETIOIaBATEIECKOrO COCTARA, CHELHANIM3HPYIOUIErOCs
B MaHHOH o6nacTi 00pasoBaTeNLHBIX IPOTPAMM K COOTBETCTRYIONIEH MaTePHATBHO-TEXHUIECKOH HaskL.

2., TpeGosaHus K pe3yJbTATAM: .

2.1. Bce yenyrH HOMKHBI OBITH OKAzaHBl B TNONHOM OGBEME, KAYECTBEHHO M CBOSBPEMEHHO B COOTBETCTBHH €
TpeGOBAHHAMH ¥ HOPMATHBHBIMHU [IDABOBBLIMH JOKYMEHTAMH, IIpeRyCMOTPEHHEIMH 3aKOHOAATEILCTBOM PO 11 faHHOrO
BHaa Ycmyr.

2.2. CoTpynuuky 3aka3uuka, YCHCUIHO MPOIUE/IIeMY MTOTOBYIO TPOBEPKY 3HaHuid, jomkHO OBITE BBIAAHO
VY pocToeperde O TOBBIUICHMH KBamuduKaiuu (B COOTBETCTBHM C JIMUEH3HEH Ha NPaBo BeleHHs oOpa3oBaTenbHoOH
JeATeBHOCTH, BhIMaHHol JlenapramMenTom o6pa3oBasys H HayKH ropoa MocCKBbI).

3. HporpaMmbl oGydeHH: ' ‘

3.1. Kype nmnoBbimenue KBadHQUKAlMH 10 TeMe: «AKTyaJdbHbI€ ACIHEKThI  HaljdeRalleH
nponzsoacrsennoil npakTHkn GMP (yriy0nénuslit yposenn)».

3.1.1. OG30p akTyanmbHRIX MexiayHapoaueix H EADC HOpMaTHBHBIX AOKYMEHTOB B cdepe obpauenus
JICKapCTBEHHBIX CPEICTB, NPHHATEIX B passuTHe nipapun GMP: _
3.1.1.1. TIpapuna GMP — BBICOKHE CTaHZAPTHI YIIPABIICHHMS KaYECTBOM JICKAPCTBEHHBIX CpeAcTB (Bpomuas



JESKIHST)

3.1.1.2. O630p Pemenmii EDK u axTyanpHSIX MEXKIYHAPOAHBIX HOKYMEHTOB B cdepe obpalneHms
JIEKapCTBEHHEIX CPENCTB, IPHHATHIX B pasBuTue [Ipasun GMP

3.1.1.3. Usmenenms mnpapun GMP EADC, srenpennpie B pamkax Pemenus Cosera Espasmiickoit
SKOHOMHYeckoit kommcceu oT 14.07.2021 Ne 65«0 puecemuu wmsMeHeHuit 8 llpapuna nHamnexamei
TIPOM3BOJICTBEHHOM NpakTHKH EBpasuiickoro 3KOHOMHYECKOTO COI03ay.

3.1.2.1lenoctHocts ganuerx/ DATA INTEGRITY B dapMaueBTHUeCKOM CHCTEMe KA4ecTBa:

3.1.2.1. ObecnedeHne IeM0CTHOCTH AaHHBIX. PykoBoncTtBo EADC «llenocTHOCTh JAHHBIX M BaTHIALHS
KOMIIBIOTCPU3UPOBAHHEIX CHCTEM)

3.1.2.2. I{enocTHOCTL JaHHBIX.

3.1.2.3. Crparerust o oOecnedeHHIo NelocTHocTH JaHHBD(/Data Integrity Strategy Perynuposanue
OYMAKHBIX M HICKTPOHHBIX JIAHHLIX B COOTBETCTBEY ¢ TpeboBauusmu «ALCOA».

3.1.2.4. Peanu3zaiis CHCTEM KA4YeCTBA B COOTBETCTBHH C TPeOOBAHMSIMH LETOCTHOCTY JAHHBIX

3.1.3. AxryanbHble BONPOCH BAIMAALHM K KBanuukatiy B GpapMaleBTHUCCKOM NIPOH3BOACTBRE!

3.1.3.1. BouauMe TexXHOAOTHYecKoro o0OPYNOBAaHHS M YHCTBIX Cpell Ha HPOM3BOIUMBIE JICKAPCTBEHHBIE
IpenaparTsL.

3.1.3.2. Bammmamus © KBanmudukanus TexHonorumueckoro ofopynoeanus u  cucreM. [IpakTHdeckoe
IpPUMEHEHHE PE3YNHTATOR B PYTHHHOM MPAKTHKE.

3.1.3.3. Bammnanus TpaHCIOPTHPOBKH.

3.1.3.4. O630p TpeboBaumil H peKOMEHIALNH 10 BATMAAIMH CTEPRIM3YIOIIEH HHIILTPaHY.

3.1.4. Hanneskaras mpakTika B 1a60paTOPHAX KOHTPOJ KAYECTBA NPOM3BOJHTENEH JIEKapCTBEHHBIX CPEICTR:

3.1.4.1. ®apmauertuyeckas cucrema kadecrsa (PCK)ms naboparopuii apmipoussonurenei. ’
3.1.4.2. MukpoGuoiOrAUecKHii MOHMTOPHHI NPOH3BOJCTBEHHOH cpeisl Wi MuxpoOHomorus amd He
MUKPOOHONOIOR. _ ' _ ,

3.1.4.3. llopTBepxacHue anTHMHKPOOHOH 3 dekTHBHOCTH Ae3HHGUINPYIOUIUX CPEACTE.

3.1.5. Tpebopanus GMP k cybcTanmusM Ansg IpOU3BOACTBA JIeKapCTBEHHBIX CPEACTB!

3.1.5.1. TpeGoranus Hamnexameii npakruky GMP keybeTaHIHAM N4 IPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTR.
3.1.6. ToxcukonoTHYECKasA OlEHKA B YNPABIEHHM PHCKaAMM NPH OpPraHU3al{H MYALTH MPOJYKTOBOIO IPOH3BOICTBA
NIEKAPCTREHHBIX CPEAICTR:

3.1.6.1.Toxcukororuueckas OlcHKa KaK CPeICTBO YIIPaBiCHHS PUCKAMH.

3.1.6.2. TIpuMeHeHHe TOAXOJOB K YIPABIEHHIO DHCKAME IEPEKPECTHOH KOHTAMHHAUMM B DAMKax
IIPOEKTHPOBAHUS WK MOJEPHU3anUH MEOTOHOMEHKIATYPHOTO [IPOH3BOCTBA.

3.1.7. HoBele TeHaeHIMK B HaUieskaniel npor3BoAcTReRHOM npakTKe GMP:

3.1.7.1. Agile Bites/BBICTpOTa M MAHEBPEHHOCTH, PTHOKOCTE H MOOHIBHOCTH B Hpolieccax.

3.1.7.2. CratuctudecKyie MeTOMbI, HCIONb3YEMbIC B (JApMAaNeBTHYECKOM IIPOU3BOICTBE.

3.1.8. Bebunaps! (oxnaiiH)

3.1.8.1. Pa3bop mpakTHyecKHx CHTyaUuH (CHTyallHOHHBIX 3amad) no Temam xypca. OTBeTHl Ha BOMPOCH!
CIYINATENEH.

3.2. Kypc noebimenss kpamuduxkanmpu <«IIpou3BoACTBO CTepUIBHBIX JEKAPCTBEHHBIX CPEACTB:
AKTYAJIbHBIE ACTIEKTHY HANIEKALIUX NPAKTHE?.

3.2.1. Breaenue B TeMy Kypca:

3.2.1.1.BBojusiil BeOHHADP ~MHCTPYKTXK O IIPOXOIKIEHIH Kypca 00 yuenus.

3.2.1.2.0630p HOPMATHBHO-TIPABOBOrO IIONsT M OOBEKTOB pEryadpoBaHUs B 00JacTH IIPOHM3BOLCTBRA
CTEePUIBHBIX JIEKAPCTBEHHRIX cpencTB. CTpyKTypa yueOHOH MporpaMMBL

3.2.1.3.0co0eHHOCTH aHAMH3a PHCKOB I 300PORbS ITAIHEHTOB, CRI3aHHBIX € TEKapcTBeHHOH (opMOH.
3.2.1.4.0630p COBpEeMEHHEBIX TEXHONOT K IPOU3BOACTBA CTEPHIIBHBIX JIEKAPCTBEHHBIX CPELCTB

3.2.2.Ctagum  pa3paGorkM W perucTpauMu: 0coleHHOCTH, XapaKTepHble IS CTEPHJbLHBIX
JIEKAPCTBEHHBIX CPEACTR: '

3.2.2.1. OcoGenHocTH papMaueBTHyeckol pazpaGoTKH CTEPUIBHEIX TEKAPCTBEHHEIX CPEACTB.

3.2.2.2. OcobeHHOCTH COCTARJICHHS MOAYJIA 3 JOChE IIPH PErNCTPalii CTEPHIIBHEIX JIEKAPCTBEHHBIX CPEACTR.
3.2.2.3. ITlporusopeuns, nupobrembi ¥ crnocoOBl HX peIICHHI ITIPH pa3paloTKe M BAIUJANMM ITHKIOB
CTepUAN3ALUE/ NeNHPOTreHU3AlUH.



3.2.2.4. DKOHOMHYECKHE ACIEKTHI CTEPUIIbHAIX JEKAPCTBEHHRBIX NPENAPATOB KaK OCHOBEI [ TPYIIIEL JKBJIHIT:
TEHIEHIHY PHIHKA, peryIHpOBaHue EHo00pa3oBaHue, pa3top PaKTHUECKHX KeHCOB.

3.2.3. ®apMAHKHHHUPHHT B IIPOH3BOJCTBE CTEPHIUIBHBIX JIEKAPCTBENHLIX CPENCTB.

3.2.3.1. TIpoexTHpOBaHHE IPOH3BOCTBA CTEPHIBHEIX TEKAPCTBEHHEIX CPEACTB.

3.2.3.2. Kpanudukanus YHUCTHIX HOMEUICHAH JUI IIPOU3BOJICTBA CTEPHILHEIX JIEKapCTBEHHBIX CPEACTB.
3.2.3.3. Kpanuduxanys YHCTHIX Cpeli B MPOR3BOJCTBE CTEPUIIBHBIX JIEKAPCTBEHHAIX CPEICTR.

3.2.3.4.BebuHap ¢ OTBETaMH Ha BONIPOCH ciaymarenei no temMam 1-3 moxynet.

3.2.4. IlpoM3BoaCTBO M KOHTPOJIbL KAMecTBa CTEPHILHLIX JIEKADCTBEHHBIX CPE/ICTE.

3.2.4.1. Bamupamnus Impoiecca NPOU3BOACTRA CTEPHIILHBIX JIEKAPCTBEHHBIX CPELICTB.

3.2.4.2. Ilepconan B IpPOM3BOJCTBE CTEPHIGHBIX JICKAPCTBEHHBIX CpejCTB. Bammpanus acelTHHECKOro
npouecca.

3.2.4.3. Monenuposasue acenTHIeCKOro npomecca. OCHOBHBIE aCIIEKTHL

3.2.4.4. MoHUTOPHHT IPOM3BOACTBEHHOH Cpeibl.

3.2.4.5. KoHTponk Ka4ecTRa B IIPOM3BOJICTEE CTEPUIIBHEIX JICKAPCTBECHHBIX CPEACTB.

3.2.4.6. MuxpoOHONIOTHYECKHE METOIBI B KOHTPOJIE KAYECTBA CTEPHIILHBIX JIEKAPCTBEHHBIX CPEICTB.

3.2.4.7. BeIIyck mo mapaMeTpaM B IPOH3BOJACTBE CTEPUIBLHEIX JIEKAPCTBEHHBIX CPENCTB.

3.2.4.8. Bebunap «[Ipaxtaueckuil onbIT BHEAPEHHI KOMIBIOTEPH3UPOBAHHOM CHCTEMB] PETHCTPAIIHH JaHHBIX
B JOCHE HA CEPHIO B UMCTHIX IIOMEIUCHMAXY,

3.2.4.9. Bebunap «lIpakTmuecKkue acleKTbl HPOH3BOACTBA COBPEMEHHBIX CTEPHIBHBIX JEKAPCTBEHHBIX
CpelCTB: BOIIPOCH! # OTBETEL.

3.2.5. UHcneKTHMPORAHME NIPOM3BO/ICTBA CTEPUILHLIX JIEKAPCTBEHHBIX CPEICTB.

3.2.5.1. OubIT HHCIIEKTUPOBAHYUS IPOU3BOAUTENCH CTEPUIBHBIX JTEKApCTBEHHBIX CPEACTB.

3.2.5.2. 3Bammce BeOMHapa «V3meHeHus B YacTH KBamR(UKaIUM AN MPOIECCOB TEINIOBOH CTEPHIH3AIME
(BIAXKHEIM JKapOM H CYXHM JKapOM) B COOTBETCTBUH C HOBEIM npHNokenueM 1 Esponefickoro GMP».

3.2.6. Bedonnapn! (onaiin).

3.2.6.1. 3axmouHTeNbHBIH BeOHHAD ¢ OTBETAMM Ha BOIIPOCH! HO TEMaM Kypca.

Popma oGy TeHHs: JUCTRHLHOHHAS,

Cpox oCBOEHMS Kypea: B COOTBETCTEMH C TIPOrpaMMOi Kypea.

Mecto obyuenns: T. Mocksa.

IpennoiaraeMplie CPOKH BPOBENEHHS NPONEAYPHI 3aKyNKH: OkT20pE 2024 .

IMopaaoK OmaThl: OIUIATA [POUIBOAMTCS 3aKa3uMKOM NyreM Oe3HAIMYHOrG pacyera clefylomuMm obpasom:
npepornara B pasmepe 30% ot noaHo# cTorMOCTH 0bpazosaTensHOH yesryru o Jloroeopy, B TedeHue He bonee 7 (Cemu)
pabouux aHeil co mus 3axmoveHus Jloroeopa ¥ nony4eHus cuera oT Meronmautens. OKOHYATENRHbIH pacueT B pazmMepe
70% OT cyMMBI OKa3aHHBIX YCTYr NPOM3BOAMTCA 3aKa3uukoM B TeveHwe He Oomee 7 (Cemu) pabounx IHell c nathl
HPHEMKH OKA3aHHBIX YCIYT, moAnucasus CTOPOHAMH aKTa clavd — NPHeMKH OKazaHHOH o0pasoBaTe/IbHOH YCiyTH u
nonyuenus oT Mcronuurens cyeta Ha Omuiary.

OcobenHoCTH: NPOUEYpa 3aKYIKH OYIeT MPOBOAKTECA B COOTBETCTBHH ¢ TpeboBanuamu DenepansHoro sakoHa ot 18
miona 2011 roga Ne 223-D3 «O zakynkax TOBapoB, paboT, yCIIyT OTHebHEIMH BUAAMH IOPHIAHYECKHX THI» ¥ [TonoxeHua
0 sakynke denepasbHOro rocyJapcTBEHHOr0 ABTOHOMHOTO HAYYHOTO yupexaeHHs «DenepanbHbli HaydHbIH LEHTP
HCCAenoBaHMit W paszpaborTku  umMyHoOuosormdeckux mnpenapatos uM. ML Uymaxosa PAH» (Macturyr
IMOAHOMHEIHATA).

OTBeTsl NOWKHL 6BITE NORaHel ¢ 27 7L ' 2024 r. o LS, /O 2024 r. BRIFOYMTENBHO IO
aapecy: umto(@chumakovs.su.

Pexomendyem ¢ meme RUCLMA YKA3AMbL HOMEDP 30NPOCA KOMMEPYECKLX NPEOROICEHUT.
B xomntepueckom npedaodicerun 0623amensHo OORJHCHEL OblMb PEKGU3UMBL: HOMED U 0ama.
Hpoeedenue dannoi npoyedypw c6opa ungopmarul ve enewém 3a coboil 03RUKHOBEHUA KAKUX-MUb0 06a3amenene
3axazyura, He agnaemca opepmoi.

 Ipu nameauns mexHuNecKux Owubox U HemMoYHOCME NPy onucanuy Yeryau npocum coobuume 3aKasuuxy. _
Ecau ocnosnvie yeaosus ucnoanenus [l02060pa OMauNaiomcs om RPeoNoNCeHHbX — npocum coobujume 3axazuuxy 6
Kommepuecxom npednocenu.

IlepBriii 3aMecTHTENb IeHEPaNbHOIO JHPEKTOpa
OIAHY «DHITAPHIL um. M.IT. UYymaxosa PAH»
(MHCTHTYT TIOTHOMHEEHTA)




