O6wmit nhaH NeKuynii 1 CeMUHAPCKUX 3aHATUIA NO Kypcy

«¥XU3HEHHDbI1 LUKN NeKapCTBEHHbIX NPenapaToBy,

JleKTop K.X.H. goueHT POM MIY numenu M. B. lomoHocoBsa MeTpos A. B.

Pacnpep,eneHMe yacos

AyanTOpPHBbIX 3aHATMI: 33 Yaca, 13 Hux nekumin — 30 Yyacos, ceMMHapoB — 3 Yaca

CamocToaTenbHas pabota: 30 yacoB, U3 HUX paboTa Hag NPOEKTOM — 6 Yacos

KoHcynbTaumm: 3 yaca

3ayerT: 6 yacos

MTOro npoaoKnTeNnbHOCTb Kypca: 72 yaca

23.e.

MpadumK Kypca Ha nepsblit cemecTp 2024 r.

Mporpamma Kypca

Hauano kypca: 30.09

MocnegHee aygmutopHoe 3aHATMe: 09.12

KoHcynbTauma: 16.12

3avet: 23.12

Ne

Aarta

Tema

dopmar

OnucaHue

1

30.09.2024

BeseneHue

Nekuma

OnucaHne XU3HEHHOTO LIMKNA
JIeKapCTBEHHbIX CPeaCTB.
Pacnpenenenune noptdena npenapatos
Nno 3Tanam XM3HEHHOro UWKAa, MaTpuua
BKI(BCG): aoliHble KOPOBbI, 3BE34bI,
cobaku, npobaembl. 334341 U NPUHLMMBI
ynpaBneHua noptdenem nekapcTBeHHbIX
NpenapaToB C TOYKM 3peHUs
dbapmkomnaHmm. OcobeHHOCTH
OCHOBHbIX 3TaNoOB XMU3HEHHOTO LUKNA
JIeKapCTBEHHbIX NPEenapaToB: CPOKMU,
CTOMMOCTb, PUCKU, BEPOATHOCTb yCnexa.
CTaTUCTMKa perucTpaumm HOBbIX
NleKapCcTBeHHbIX npenapaTtos B CLUA n
Poccuun no utoram 2022

07.10.2024

CrpaTterunyeckas
naes cosgaHuns
HOBOrO
NeKapCTBEHHOro
npenapara

Nekuyma

OCHOBHbI€ UCTOYHWUKW CTPaTErnyYecKom
naeu: akagemumyeckue
dyHOaMeHTaNbHble Hay4Hble
nccneaoBaHuA U robanbHble
dapmaLeBTUYECKME KOMNAHUM.
LleHHOCTb M XapaKTepHble HeAOCTaTKK
Kaxgoro u3 Bugos. NMpumepsl




rnobanbHbIX M OTEYECTBEHHbIX
dapmpaspaboTok.

Mouck u BbIGOP dapmakonormyeckom
MmuwieHn. TpaHCAAUMOHHAA MeauuuHa,
Jlydlwine oTeyecTBeHHble U 3apyberkHble
NPaKTUKKU. IBOJIIOLUMUA  NEKAPCTBEHHbIX
npenapartosB oT nepsoro B Knacce (first-
in-class), o cneaytoulero (next-in-class)
M Nydliero B cBoem Knacce (best-in-class)

14.10.2024

CrpaTernyeckas
naen cosgaHun
HOBOIO
JIeKapCcTBEHHOro
npenapara

Nekumna

Bannpauma dapmakonormyeckom
MWLLEHN. MeTogb! Ba/IMAaLMMW.
KoHuenuua 5R. [etanbHbin  pasbop
noptdenbHOro aHanM3a Ha npumepe
rnobanocHoM dapmaLeBTUYECKOM
KOMMaHWUM: onpeaeneHue
npobaemaTunku, MeToAbl aHanu3a,
CBA3AHHbIE PWUCKWU, MPUHATbIE peLleHus,
NPaKTUYECKUIA Pe3yNbTaT Ha FOPU3OHTE 7
ner.

HeyposnetBopeHHas MeANUMHCKan
NnoTpebHOCTb Kak OCHOBHOM ABuratenb
co34aHusA WHHOBALMOHHbIX
NIeKapPCTBEHHbIX CpeAacTB: BMAbI,
noTpebHOCTb CO CTOPOHbI MaLMEHTOB,
coumnanbHom cpeapbl, CUCTEMDI
3paBOOXpPaAHEHMA. Mpumepbl
rnob6anbHbIX dapmpaspaboTok Ha
OCHOBE YA0B/IETBOPEHUSA  aKTyasbHbIX
MeaNLMHCKNX noTpebHocTen.
3aBepLueHune stana CtpaTermyeckomn
naen, NpakTUYecKue LWaru gas ctapra
dapmaLeBTUYECKOM pa3paboTKu.
dopmunpoBaHmMe CcTapTan-KomMaHapl.

MnaH pa3paboTku npoekTa: Nnpodusb
LeneBoro NPoayKTa, MapKeTUHroBas
cTpaTerus, ctpaTerns 3awmTbl Npas
WMHTENNEKTYaIbHOM COBCTBEHHOCTH, NAaH
yNpaBAeHMA pUCKamu, BU3Hec-NAaH u
¢dMHaHcoBasA Moaenb NPOeKTa

21.10.2024

PaspaboTka
WHHOBALMOHHbIX
npenapaTos:
COBPEMEHHbDIE
MeToapbl,
TeHAeHUMN

Nekyma

dapmaueBTHyecKas paspaboTka: aTansbl,
CPOKMU, BIOAXKET, PUCKU. MCTOUHMKM gna
co3gaHua WMHHOBALUMOHHbIX
NeKapCcTBEHHbIX npenapatoB. MeToapl
NoucKa MepBOHaYaNbHbIX KaHAWMAATOB,
B3aMMOAENCTBYIOWMX C  BblbpaHHOM
dapmaKkonornyeckor mulueHbto (Hits).
OnTMmusaumsa nepBOHaYa/bHbIX
KaHamaaToB (Leads). Buonoruyeckue
TecTbl (Bioassays).
BbICOKONPOW3BOAMTENbHBIA ~ CKPUHWMHT
bapmaKonormyeckom  MULLUEHU UK
MOJIEKY/IAPHOrO  Mpouecca B  KUBOWM
KneTke, MHoronapameTpuyecKumii
aHanms (High Content Screen).




MCKycCTBEHHbIN WHTENNEKT B
COBPEMEHHOM dbapmaLeBTUYECKOM
paspaboTke: meTodosOMNA, MNPUMEpPDI
COCTOABLUMNXCSA " NnepcnekTUBHbIX
WHHOBALMOHHBIX pPeLLueHN.

OTKpbITble MHHOBALMM B
dapmpaspaboTre: MMPOBOIL OMbIT,
nepcneKkTUBbl NpuMeHeHus B Poccun

28.10.2024 Pa3paboTka Nekumna Mpouecc onTMMMU3aumnm
WHHOBALMOHHbIX nepBoOHaYabHbIX KaHAMAaTOB
npenaparos: NleKapcTBeHHoro npenapara (Hit-to-Lead
COBpPEMEHHbIE onTMMU3aLMA). IBOMOUMA  METOLOB
meToAbl, BbICOKONPOM3BOAUTENBHOIO  CKPUHUHTIA
TeHAEHLMM ans nposeaeHuUA HEKIMHNYECKNX

TOKCUKONOrnyeckux nccneposaHuin: fish-
on-chip, organ-on-chip, human-on-chip.
Tokcmkonorua in silico.
TOKCMKOreHOMMKa.

KnnHunueckas pa3paboTka
JIeKapcTBeHHbIX npenapatoB. OCHOBHbIEe
NPUHLMNbI OpraHM3aLMmM 1 NpoBeaeHmA
KNMHUYECKUX nccnefoBaHuin.
Hapnexkawaa KAMHMYECKaa NpakTuKa
(GCP). KnioueBble aTanbl TPagULMOHHOM
KNMHUYECKOM pa3paboTku
JIeKapCTBEHHbIX CPeACTB

04.11.2024 Pa3spaboTka Nekuma KnnHuyeckasn pa3paboTka
WHHOBALMOHHbIX NIeKapCTBEHHbIX npenapaTos
npenapaTos: (npoponxkeHue). [Ou3aliHbl, uUeln U
COBpPEMEHHble 334344 KIMHWYECKOro  uccnegoBaHusA
meToapbl, ¢dasbl |, [ v 1ll. CoBpeMeHHble TeHAEHL MK
TeHAEHLMN B 061aCTN KAMHUYECKUX UCCNeAO0BaAHMIA:

ag4anTUBHbLIN 6ecLoBHbIN OV3aitH,
NOW1CKOBbIE (exploratory) n
noaTeeprKaatowme (confirmatory)
3pPeKTMBHOCTL n 6e3sonacHoCTb
nccnefoBaHms. Mpumepsl
NPaKTUYeCcKoro npUMeHeHnA
a[anTUBHOIO  AM3aMHA  KJAMHUYECKUX
nccnenoBaHUm B COBpeMeHHOM
[OKa3aTe/IbHOM MeanuumHe.
MocTperncrpaymoHHble KNIMHUYEeCcKue
nccnenoBaHus, daza V:
HEUHTEPBEHUMOHHbIE, MapPKETUHIOBblE
nccnefoBaHmA

11.11.2024 Pa3spaboTka Nekuma OpraHusauymsa NpPoOn3BOACTBA
WHHOBALIMOHHbIX NIeKapCTBEHHbIX CPeACTB  Ansa  uenei
npenapaTos: pernctpauun B P®.  Hapnerkawas
COBpeMeHHble Npou3BoACTBEHHasA npakTMKka (GMP).
meToApbl, OcobeHHoCTH NPOU3BOACTBEHHbIX
TeHAeHLUMn naowagokK B Poccum.

Mpouecc perncTpaumum eKapcTBEHHbIX
cpeacts B Poccun m 3apybexkom. O6wmii
TeXHWYEeCKMI  OokymeHT (CTD) Kak




byHAaMeHTaNbHasA OCHOBA ana
perucTpaumumn:  CTpyKTypa [AOKYMEHTa.
JloKkanbHble perynaTopHble TpeboBaHMA K
perncTpaunm nekapcTBEHHbIX CPeacTB B
Poccuun n ctpaHax EASC.

Kommepueckuin 3anycK, cTapT npogax
(Launch) HOBOIO JIeKapCcTBEHHOIO
npenapata Kak oyepenHoON cTapTan B
KM3HEHHOM  uuKne. CpaBHUTENbHaA
CTAaTUCTUKA  JIOHYEN  OPUTMHANBHbIX
npenapatos B Poccum u 3apybexom.
MoHaTne 6nokbacTepa, ycnewHoro W
NPOBaNbHOIMO NOHYEN. JUHAMUYECKUIA 1
CTAaTUYECKUN CErmeHTbl
bapmMaLLeBTUYECKOTO PbIHKA B KOHTEKCTE
HOBOTO KOMMepPYECKOro 3anycka.
OCHOBHble  3Tanbl, PUCKK, MNPUYUHDI
npoBana oHYen.

Puckn B paspaboTke NeKapCcTBEHHbIX
npenapatos. Cnocobbl  ynpaBieHus
puckamn. dapmakoHagzop. KoHuenums
YepHoro nebesa B NPUIOKEHUU K

bapmuHayCcTpUn

18.11.2024

Kommepueckui
aTan
KM3HEHHOrO
LMKNa

Nekuma

NHTennekTyanbHas CcobCTBEHHOCTb
(Intellectual property, IP) B
dbapmaueBTUYECKOM busHece.
OcobeHHoCTH 3aLNTDI npas
WHTENIeKTYa/IbHOM cobcTBEHHOCTY.
HenaTteHTHble NpaBa WMHTENNEKTYya/bHOM
cobCTBEHHOCTH: TOoprosoe
HaumeHoBaHMe  (bpeHA), ynNaKOBKa,
OOMeHbIl, aBTOPCKME NpaBa, Hoy-xay.
MaTeHTbl B GapMUHAYCTPUMU: CTPYKTYPa,
0COBEHHOCTM  MPABOMNPUMEHUTENIbHOM
npakTMkn. lMonesHas MoAenb  Kak
OCHOBHO BWpA, 3alUMTbl Npas IP: naTeHTbl
Ha KOMMO3ULMIO, MeZUUMHCKoe
npumeHeHne, popmynaumio. UHole BUAbI
NaTeHTHOM 3aluMTbl: MATEHT Ha AM3aliH,
pacTeHue.

Buapl nNpaBoBOM M perynAaTopHoOM
3aWMThI npas pa3paboTumka
NIeKapPCTBEHHbIX npenapaTos.
locypapcTBeHHble meToabl
CTUMYNIUPOBaHUA pa3paboTku
WHHOBALMOHHbIX TepaneBTUYECKUX
cpeacts. OcobeHHOCTU CTUMYNNPOBaHMUA
pa3paboTkm  dapmnpenapatoB  Aas
KOMMepPYEeCKU HenepcneKkTUBHbIX
NoKasaHui: npenapatbl ans
neanaTpuyecKkoro NPUMeHeHus,
opdaHHble Nnpenapartbl

25.11.2024

Kommepueckui
aTan

Nekumna

CermeHTbl ($apMauUEBTUYECKOTO PbIHKA
Poccumn: KOMMEpPYECKU, TOCMUTabHbIN,




YU3HEHHOro
UMKna

TEHAEPHbIN. 0630p pesynbLTaToB
dapmpbiHKa PO B 2022: OCHOBHblE
0COBEHHOCTM  PasBMTUA  CErMEHTOB,
NepcrnekTUBbl U HanpaB/JeHUA Pa3BUTUS,
PENTUHI OTEYECTBEHHbIX M 3apybeXKHbIX
npoussoauTenei.

PO3HWYHBIN KOMMEPYECKUIA  CEermeHT:
opraHusauma npoaax, NPUHLMNbI
LeHoobpa3oBaHMA JNIEKAPCTBEHHbIX
cpencTs, 0CO6eHHOCTM PaboTbl anTeYHbIX
cetem W 3NEKTPOHHbIX  UMPPOBbIX
naowanokK (mapkeTnnelicsl, e-
commerce), PeNTUHT OCHOBHbIX
Yy4YaCTHMKOB aTOoro CermeHTa.
focnuTanbHble M TEHAEPHbIE NMPOAANKN B
P®: npuHUMNBI OpraHM3aLmm, OCHOBHbIE
YYaCTHUKM cermeHTa (npowussoauTtenu,
ANCTpUBYTOPbI).

®uHaHcupoBaHue  papmaLeBTUHECKOM
pa3pabotkn. MpuHUMNbI  PUHAHCOBOM
OLEHKM CTOMMOCTM MPOEKTa Ha PasHbIX
3Tanax YKU3HEHHOTO UMKNa
JIeKapCcTBEHHOrO npenapaTta. BapuaHThbl
duHaHcupoBaHuA ¢dapm-pa3paboTkn B
MWPOBOWA NpPaKTUKe 7 P®:
pasmbiBaloWMe M HepasMblBatoLLMe
WUCTOYHUKM GUMHAHCOB, NPEUMYLLECTBA U
HeA0CTaTKU, CBA3AHHbIE PUCKU

10

02.12.2024

Kommepueckui
aTan
KM3HEHHOIO
LMKNa

Nekuma

OcHOBHble meToapbl ynpasaeHus
YKM3HEHHbIM  UMKIOM  /IeKapCTBEHHbIX
npenapaTos. PacwwupeHune CruckKa
NnoKasaHui K NPUMEHEHWIO.
Cybnonynaunmu nauMeHToB n
NnepcoHann3npoBaHHan MeanumHa.
HoBble [O3MPOBKY, peXuMbl
NpPUMeHeHus, dopmynaumm.
duKcnMpoBaHHble KOMBMHauuu
npenapatos. CBoO6oAHbIE KOMBMHALUK C
WNHbIMM cpeacTsamu Tepanuu.
PacwwupeHne reorpadmm npuMeHeHus
npenapata. [lepeBos B  KaTeropuio
6e3peLenTypHbIX npenaparos.
MocTpoeHMe  LEHOBOM  JI0SAJIbHOCTU
6peHay.

BocnpousseaeHHble npenaparbi:
ocobeHHOCTH perynaTopHbIX
TpeboBaHMA.  [IKEHEepUKU  yCKopsAtoT
nporpecc paspaboTkM MHHOBALMOHHbIX
npenapartos

11

09.12.2024

CTpaTernyeckue
noptdenbHbie
peleHus
dbapmMKoMnaHui

CemuHap

Mprmepbl ONTUMU3ALUK
KOMMEPYECKOTO 3Tana *KM3HEHHOTo
LMKNa NEeKapCTBEHHbIX NpenapaTos
OTEYECTBEHHbBIX U 3apybeKHbIX
dbapmKomnaHuii. [leTanbHblit pa3bop




Cyabb6bl HECKONbKMX NPENapaTos, aHaNU3
npob6aembl, oueHKa 3pPpeKkTUBHOCTH
NPUHATOrO peLLeHns, NOUCK
aNbTEPHATUBHbIX PeLLeHUN

12 16.12.2024 M3HEHHbIN KoHcynbTauua | OTeBeTbl HA BONPOCHI ayaAnTopum,
LMKA [0MOJIHUTENbHbIN Pa3bop CNOXKHbIX TEM,
JNIeKapCTBEHHbIX NOAroTOoBKa NPOEKTa A4 3a4eTa
npenapaTos

13 23.12.2024 3auer 3awmTta npoekTa: 10 mmnHyT goknag, 10

MWHYT OTBETbI HAa BOMPOCHI

JNutepartypa, ucnonb3oBaHHaA ANA NOATOTOBKMU Kypca

CnucoKk nutepatypbl BKAoYaeT 6onee 40 pas/NMYHbIX MCTOYHMKOB B BUAE OPUIrMHANbHbIX CTaTel,
0630p0OB, KHUI, MHTEPHET-CAalTOB M NpPOY., M3A4aHHbIX B nepuog 2012 — 2024 rr. 3TU UCTOMHUKMU

notpebyloTca cTygeHTam B TOM YUC/Ae A/1A CaMOCTOATENbHOM paboTbl B paMKax NMOArOTOBKU K NIEKLMAM,
CeMUHapam, 3awmTe cobCTBEHHOTO NpoekKTa. Mcnosblyeman antepaTypa HOCUT BapUaTUBHbIN XapaKTep
B CBA3M C ObICTPbIM Nporpeccom B 061actv noptdenbHoro ynpasneHma dapmnpenapaTos.

Huke npmBeneHbl OCHOBHbIE UCTOYHUKKU MHPOPMaLMK. JoNoAHUTENbHbIE UCTOYHUKM ByayT yKasaHbl B

maTepuanax neKkumi.
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