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AKMyasnbHOCMb paspabomku

-

“3anaun OLM «DAPMA-2020»:

* BbiBOA Ha PbIHOK MHHOBALUMOHHOW NPOAYKLNN U
yBeJInYeHMe SKCNOPTHOro NoTeHunana
oTe4YecTBeEHHOW papmaLeBTUHECKON N MeANLIMHCKOM
NPOMbILLNIEHHOCTU

e KapapoBoe obecneyeHne nepexosa oTe4ecTBEHHOM
NPOMBbILLNEHHOCTU Ha UHHOBALUMOHHbIN NYTb
PA3BUTUA
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BocctaHOBrneHMe CTPYKTYpbl U
(pyHKLMKN TKaHEen U opraHoB
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XapakmepucmuKa mooynelu

BxoaHble TpeboBaHUA: BbiCLLEE AN cpefHee
cneumnanbHoe dpapmaueBTUYECKOE, XMMUYECKOE,
XMMUKO-TEXHONOIMYeckoe, buonoruyeckoe,
bnotexHonornyeckoe, MeaAnULIMHCKOE NN
BETEPUHaApPHOEe 0bpa3oBaHue

HanpasneHune noarotosku: «®Papmauma» (33.00.00)

YposeHb BO: cneunanutet (33.05.01), opanHaTypbl
(33.08.01 ®apmaueBTnyeckaa TexHonorua n 33.08.03
dapmaueBTnYECcKas Xumua n papmaKkorHosus),
aabloHKTypa (33.07.01) n acnupanTypa (33.06.01) a
TaKKe NPorpaMmmbl AOMOJAHUTENBHOTO
npodeccnoHanbHOro obpasoBaHusa gnsa auu,
paboTatowmx B 061aCcT COBPEMEHHOM NPOMbILLNEHHOW

dapmaumn.
TpyAaoeMKOCTb Kaxkaoro moayna — 15 n 18 3a4eTHbIX
eannunl, (M3 HMX 110 n 20 yacoB NpaKTUYECKOM PaboTbl)



Llenb u 3a0a4u mooynsa

3 Llenb - npeaocTaBuTb CyLlaTento BO3MOXKHOCTb NOy4eHuUs

“ag 6a30Bbix 3HaHMIK 06 anropuTMmax pa3paboTKkn U BHeAPEHUA B
KIMHUYECKYIO NPAaKTUKY TEXHO/IOTUM TEHHOW N KNIETOYHOM
/4 Tepanmu n TKAHEBOU UHXKXEHEPUU, HAaNPaB/IEHHbIX HA JIeYEHUNE U
NnpodUNAKTUKY 3aboneBaHMI, BKAOYAA Te, A1 KOTOPbIX B
HACTOAWMMN MOMEHT He cyullecTByeT 3PPEKTUBHbBIX CPeacTs
Tepanuu.

* Anropuntmbl pa3paboTKn N BHEAPEHUA B KIMHUYECKYIO
NPaKTUKY TEXHOJIOTUW TEHHOU Tepanmu

Co3aaHuMe sKkcnepMMeEHTaNbHbIX MoAenen ANA N3yYeHuUs
bYHKLUMN OTAENbHbIX FTEHOB U MEeXaHW3MOB Pa3BUTUA
NOJINF@HHbIX NAaTO/I0TUI

[Moaxoabl FEHHOM U KNETOYHOW Tepanuu ANA neYeHusn
TAXENbIX, COUMAaNbHO-3HAYNUMBbIX N HACNeACTBEHHbIX
3aboneBaHui;

[MPMHUMMNbI TKAHEBOW UHXKEHEPUM

OcHoBbI pa3paboTKM NpenapaToB KNETOYHOW Tepanuu AN
CTUMYNALUN BOCCTAHOB/IEHNA TKAHEN

fppt.com



Cmpykmypa moodyna «Cmpamezus pa3pabomkKu UHHOBAYUOHHbIX
6uonodobHbix Nnpenapamos»

~

KneTo4yHble TEXHONOMMU N TKaHeBaA UHXEeHepHnA
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i A Peuenuna n BHYTPUKAETOYHAA CUTHANU3aLUmUA:
'/aj%' MOUCK HOBbIX MULLEHEN
- (4 MopennpoBaHne GU3NONOTMYECKUX U

NaTONOrMMYeCKMX NPOoLEeccos in vitro un vivo
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[eHHaA Tepanna U TpaHCIAUMNOHHbIE NCCnenoBaHNA
reHHO-TepaneBTUHEeCKMX NpernapaTtos

B10.

MpaKTUYeCcKmne 3aHATUA B PaMKax OCBOEHUA moayna byayT npoxoanTb B TOM YMUC/1E HA OMbITHO-
NPOMbILIEHHOM Y4aCTKe YHUBEPCUTETCKOMN KANHUKKN MY, cepTudumumnpyemom no ctaHAapTam
GMP n ocHaweHHOM obopyaoBaHMeMmM ANA NPOM3BOACTBA NpPenapaTos nepeaoBon Tepanmu



Mpumep npakTUYECKoro 3aHATUA No pasaeny «feHHasn

Tepanna U TpaHCIAUUNOHHbBIE UCCNeJOBAHNA TEHHO-
TepanesTUHYeCKMNX NpenapaTtos»

PoneBasa urpa «Pa3paboTka u ucnbitaHmMA npenapara ANAA reHHOM
Tepanum»

*  IddPeKT «NorpyKeHmna», KoTopbin Npu noaaepkke Moagepartopa
(npenopaBatensa) no3BonAeT MObMAMN30BaTb BCE 3HAHMSA,
NoJIy4YeHHble B paMKax Kypca

« (dopmnpoBaHMe YyBCTBA OTBETCTBEHHOCTM 33 MPUHUMAEMbIE
pelleHnsa — oT BbiIbopa MULLEHEN A0 PeryiaTOPHbIX acneKToB

MoaepaTtop (npenoaaBaTenb, KOHTPOAMPYET XOA, U OLEHUBAET pe3ynbTaThbl). «PykoBoauTens
nccnenoBaHMA» (KOHTPOAb U PYKOBOACTBO nccneaoBaHma proof of concept Ha aTane
NOK/IMHUYECKOW pa3paboTKn npenapaTta). «PykoBoauTenb otaena reHHoM Tepanmm
dapmaueBTUYECKOM KOMNaHMN» (NOTEHUMANbHbIA MHBECTOP). «Cneunanmctbl No
AOK/IMHUYECKUM UccnegoBaHMaM» (AM3alH U SKCNepTM3a A0KANHUYECKMUX UCNbITAaHUN NO
oueHKe 6e30nacHOCTM, TOKCUYHOCTM U aHAaNM3 NPeAoCTaBAAEMbIX NCC/IEA0BATENAMMU
[AHHbIX).«Bpauun-nccnepgosatenn» n «Pykosogmtenb KAMHUYECKOro UCCneaoBaHUA»
(oTBETCTBEHHOCTb 33 NPOBeAeHNE KANHUYECKoM dasbl UcnbiTaHKUA). «MpeacTtaBuTenu
BEHYYypHOro 6mMsHeca» (NOTEHLUKWANbHbIM MHBECTOP).
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KomneTeH LN BbIMYCKHNKOB
ObuwenpogeccuoHanbHble KomnemeHyuu (OK):

OK-1. CnocobHOCTb NOHUMaTb BMoMeaANLMHCKME OCHOBbI Pa3paboTku
npenapaToB NepeaoBoM Tepanuu;

OK-2. CnocobHOCTb aHaNM3npoBaTb MMPOBOM ONbIT B pa3paboTke
npenapaToB NepeaoBow Tepanuu;

OK-3. CnocobHOoCTb camocToATeNbHO pa3pabaTbiBaTh NpenapaTbl NepeaoBown
Tepanuu;

OK-4. CnocobHoCTb aHanIn3npoBaTb BOCTPEOOBAHHOCTb, 3PHEKTUBHOCTD U
6e30MacHOCTb NpenapaToB FreHHOW M KNeTOYHOM Tepanuu;

OK-5. CnocobHOCTb OpraHM30BbIBaTbL NPOU3BOACTBO NPENAPaATOB reHHOM U
KNEeTOYHOM Tepanmmn c yY4eTOM MEXKAYHAPOAHbIX HOPM;

OK-6. MpoBoauTb perncTpauunto U BHegpPeHNe B NPAKTUKY NpenapaTos
FeHHOM U KNeTOYHOM Tepanun.

lMpogheccuoHanbHbie komnemeHyuu (K):

MK-1. CnocobHOCTb MCNONb30BaTb PyHAAMEHTANIbHbIE HAaY4YHbIE€ 3HAHMA ANA
pa3paboTKM NpenapaTosB NepeaoBon Tepanmu Ana Ne4YeHms n NPoPUNaKTUKN
3aboneBaHum;

MK-2. CNocobHOCTb OCYLLECTBAATL Pa3pabOoTKy, UCMbITaHME U PErncTpaLmIo
NpenapaToB reHHOM N KNEeTOYHOW Tepanuu.
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Llenb n 3agaun moayna

Llenb - npegoctaBuUTb CAyLLIATENH0 BO3MOMKHOCTb NoydeHUss 6a30BbiX 3HaHMIK NO
bnomegnumnHe, yrnybeHHoOro n3ydyeHmus MeToaoB NpoBeAeHMs MOUCKOBbIX
OOKJAMHNYECKUX nccnefoBaHMM, METOA0B CO34aHMA in Vivo moaenew,
a[leKBATHbIX NATO/IOTMYECKUM COCTOAHUAM OPraHM3Ma Ye/I0BEKA, U3yYEeHUA
0cobeHHOCTEN BbINONIHEHMNA AOK/INHUYECKUX UCCIeA0BAaHUN B COOTBETCTBUM C
NPUHLUMNAMWN HaANEKALLEN COBPEMEHHOM NabOPaTOPHOM NPAKTUKM.
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OpraHu3auma NOUCKOBbIX AOKAMHUYECKUX HaYUYHbIX UCCAed0BaHWUN:
COBPEMEHHbIe HOPMATUBHbIE NONOXKEHUA U TpeboBaHUA, PYHKLMOHANBbHO-
OpraHW3aUMOHHasA CTPYKTypa labopaTtopuit, ponb U 0683aHHOCTU HAay4YHOTO U
TEXHUYECKOro NepcoHana, N1aHMpoBaHME N MaTepuasnbHoe obecneyeHue
nccnenoBaHnin. CooTBETCTBUE AOKANHUYECKUX BUOMEANLUHCKUX
nccnegoBaHUM He TO/IbKO HALMOHANbHbIM AN MeXAYHapPOAHbIM
COrnaweHnAM U pyKoBOACTBAM, HO U TpeboBaHMAM HaaeXallen
nabopatopHon npaktukm (GLP). (HaumoHanbHbIM cTaHaapT PoccuncKom
depepaunm NOCTP 53434-2009, npeaycmaTpumBatoLWLnMm NpuBeaeHNeE BCEX
AOKNNHNYECKNX, BHEKIMHNYECKUX U IKCNEPTHbIX UCCAEeA0BaHMN B
COOTBETCTBUE C MeXAyHapoAHbIMU cTaHAapTamu GLP).

BuosTnyeckme n 3aKoHOZATeIbHbIE aCNEKTbl NCMOAb30BaHMA NabopaToOpPHbIX
YUBOTHbIX. [MpaBnno «3Rs».

In vivo mogenu, ncnosbayemble B COBPEMEHHbIX AOKANHUYECKUX
nccnenoBaHUAX: BUAbl 1ab0OPaTOPHbIX }KUBOTHbIX, 06A3aTeNIbHOE NPUCYTCTBUE
Hapaay c 1abopaToOPHbIMU XKMBOTHLIMU U anbTePHATUBHbLIX BUoOMoaenen,
OLEHKa UX aaeKBaTHOCTU



Cmpykmypa mooynsa «JoknuHuyeckas oyeHKa 6e3onacHocmu
um-:oeauuom-lblx 6uon0006Hblx npenapamos»

JTabopaTopHble }KMBOTHbIE B AOKANHUYECKMX
nccneaoBaHUAX

OcHoBblI nposeaeHnA aKCNEPUMEHTA/IbHbLIX

‘ nccneaoBaHMM

MeToabl NnpoBeAeHNA AOKANMHUNYECKUX UCCNe0BaHUMN

I'IpMHu,MHbl Hagnexauwen nabopatopHom NpakTuKKu (GLP
CTaHAapPT)

BI1O.

MpaKTMYeCcKne 3aHATUA B paMKax OCBOeHMA moayna byayt npoxoantb B nabopaTtopumn
MeanKo-papMaLeBTUYECKOrO TEPPUTOPMAIbHOTO MHHOBALMOHHOIO Knactepa «lywmHo»,
» KOTOpaa nmeet aencTsyowWwmin ceptudumkat GLP




KON\I'IeTeHLI,MM BbINMYCKHNKOB

e (OK-1. CnocobHocmb ucnosnb3o8ams oCHo8bl buosmuyecKux 3HaHUU 04
Mo (hopMUPOBAHUA MUPOBO33pPeHYECKOoU rno3uyuu;

* OK-2. CnocobHocmeb ucnosns308amos hyHOAMEHMAIbHbIE COBPEMEHHbIE HaOYYHbIE
3HAQHUA 8 chepe rnpogheccuoHanbHOU 0essmenbHOCMU 07158 MOCMAHOBKU U
peweHuUs Ho8bix 340a4;

~_* OK-3. CnocobHOoCMb npumeHAMb Memoou4YecKue 0OCHO8bI MAAHUPOBAHUS U
S ‘BbInOﬂHE‘HUFI aKCnepuMeHmMasnbHbIX UcciedosaHull;

* OK-4. 3Hamb u ymemo npuMeHamMeo NPUHYUNsI cucmemesl yrnpasneHus
Kayecmeom opeaHu3ayuu u rnposedeHus O0KAUHUYECKUX UCCaed08aHuUl

MK-1. CnocobHOCTb NPUMEHATb NPUHLUMNbI TYMAaHHOIo obpalleHua
NnabopaTtopHbIMM XKUBOTHBIMU NPU NpoBeaeHUN bBuomegULUNHCKUX
uccnepoBaHUM

MK-2. 3HaTb U yMmeTb NCNONb30BaTb NPUHLMUNbI HaA/EXallen
NabopaTopHO NPAKTUKU NPU OpPraHM3aLUn U BbINO/IHEHUM
uccneao0BaHUM N0 MeaUuLUMHCKOM 6e3onacHOCTH

NMK-3. CnocobHOCTb NOAroTOBUTL 3aABKY Ha paboTy ¢ abopaTtopHbiMKU
YXUBOTHbIMU B  6MO3TUUECKYIO KOMUCCUIO

MK-4. CnocobHOCTb COCTaBUTb MPOTOKO AOKANHUYECKOro
nccneposaHuA, BbINONIHUTb ero U NOAroTOBUTb OTYET B COOTBETCTBUU C
COBPEMEHHbIMU MEXKAYHAPOAHbIMU TpeboBaHUAMMU
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[MpeanocbiIKM yCNewHoro BHeAPEeHNa Moay/ien
'~ * VI3yyeHune gUCLMNINH MOAYNEN YXKe BKAOUYEHO B
. nporpammy MmarmcTpaTypbl No HanpasaeHuto «Papmauymsa»

* MIY nmerHn M.B. JlomoHOCOBa UMeeT onbIT
AOKNNHNYECKOU pPa3paboTKmM MHHOBALMOHHbIX NPEenapaTos
ONA reHHOW U KNeTOYHOMU Tepanumn, ABNAETCA UHNLMATOPOM

5% " KAMHUYEeCKOro uccneaoBaHuUA reHHoTepaneBTUYECKOoro

| npenaparta

YHuBepcuTeTckaa KanmHnuka MIY nmeet onbITHO-
NPOMbBILUJIEHHbIN YYaCTOK, cepTUOULMPYEMBIN NO
ctaHpgapTam GMP, ocHauweHHbIM 06opyaoBaHnem ANS
NnpPoM3BOACTBA NPenapaToB NepeaoBon Tepanuun.

B3anmopencreue ¢ segywmumm buodpapmauesrmyeckumm
opraHusaumamm (MmegmnKko-bapmaLleBTUYECKUN
TEPPUTOPUANbHbIK MHHOBALIMOHHbIN Knactep «lywmnHo»,
LIBT «Xumpap», Komnanmm «P-Oapm», «PapmctaHaapT»)
obecneuynBaeT TPYAOYCTPONCTBO BbIMYCKHUKOB.
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Cnacubo 3a BHUMaHue!




