[loKyMeHT NoAnucaH NpocToit 3NeKTPOHHOM NOAMUCHI0
NHbopmaumsa o Bnagenbue:

ONO: Actpedep e paREROP ¢y napcTBeHHOd aBTOHOMHOE 06pa30BaTeIbHOE YUPeKIEHHE BbICIIEro 06pPa30BaHus

LlomkrocTb: PekTop «Poccniicknii yHUBepcUTeT ApYyx40bLI HapoaoB uMenu [arpuca Jlymymobn»
[ata nognucanus: 04.05.2026 15:52:29 ¥ P 24 P P ymy

YHUKanbHbI MPOrpaMMHbIN KIKOY:

2NA001N07Z£Q070LT7ZNTOA£1 000 10 en [ c i CT TyT
ca953a0120d891683f9596750/8ef1a989dae 18
(HAHMEHOBAHHE OCHOBHOTO yueGHOro moapasnenenus (OVYII)-paspaborunka OIT BO)

PABOYASA NIPOTPAMMA JTUCHUIIJIMHBI

KIIMHUWYECKHUE NCCJIEAOBAHUSA U PABPABOTKA

(HauMEHOBaHHUE JUCIUILIMHBI/ MOTYJIS )

PexomengoBana MCCH ajis1 HanpaBJieHUs1 MOATOTOBKH/CIeHAJIbHOCTH:

33.04.01 ITPOMBIIIIJIEHHASA ®APMALIUA

(KO,H 1 HAUMCHOBAHUEC HAIIPABJICHUA HOZ[FOTOBKI/I/CHC]_II/IaJ'ILHOCTI/I)

OcBoeHne  JUCHMIUIMHBI  BeleTcsl B paMKax  peaju3alldd  OCHOBHOM
npogeccuoHAIBLHON 00pa3oBaTeJIbHOM NporpamMmMbl Bbicuiero oopasoanus (OII

BO):

CO3JJAHUME U PAZPABOTKA JIEKAPCTBEHHBIX ITPEITAPATOB

(manmenoBanme (mpoduis/cienuanuzamms) OI1 BO)

2026 r.



1. EJIb OCBOEHMA JUCIIUITJIMHbI

Hucuummuaa «KITUHUYECKHEe WCCIeIOBaHUS W pa3padOTKa» BXOJUT B IMPOTPaAMMY
Maructpatypsl «Co3inaHue W pa3paboTKa JIEKApCTBEHHBIX IPENaparoB» IO HAaIPaBICHUIO
33.04.01 «IIpombinuiennas ¢Gapmanus» u u3ydaercs Bo 2 cemectpe 1 kypca. Jucuumiuny
peanusyet Kadenpa Ouoxumun mmenun akamemuka T.T. bepesosa. [lucnurmiuHa cOCTOMT U3 5
pazgenoB M 22 TEM MW HampaBlieHa HAa MW3Y4YE€HHE BOMPOCOB KIMHUYECKOH pPa3pabOTKH
JIEKapCTBEHHBIX IpEenapaToB Uil MEIUIUHCKOro mnpuMmeHeHuss B Poccuun/EBpaszuiickom
sxoHOMHUYecKoM coroze (EADC) u 3a pydexxom (Ha npumepe EBpocorosza u CIIIA).

Lenbto ocBOEHUS AUCHUILINHBI IBIIsIeTCS (POPMUPOBAHKE OOLIUX MPEICTABICHHUM O TOM, KaK
OCYIIECTBIISICTCS M PETyIUpPYeTCs KIMHUYECKas pa3paboTKa JICKapCTBEHHBIX IPENaparoB s
MEIUIIMHCKOTO TpuMeHeHus B Poccum/EBpasuiickom sxoHOMHueckoMm coroze (EADC) u 3a
pybexxom (Ha npumepe EBpocoroza u CIIIA).

2. TPEBOBAHMUS K PE3YJIBTATAM OCBOEHMUSA JUCHUIIVIMHbI

OcBoenue aucuuiinHbl «KiMHUYeCKWe WCClIeOBaHUS M pa3padOTKa» HANpPaBJICHO Ha
(dbopMupoBaHHEe y 00YYAIOIINXCS CICTYIOMNX KOMIIETEHIIUH (4aCTH KOMIIETEHIUH):

Tabnuya 2.1. Ilepeuenv komnemenyuil, Gopmupyemvix y 00yHarOWuxcs npu 0C80eHuu
OUCYUNTUHDBL (Pe3YIbMaAmbl 0C80EHUS OUCYUNTUHDL)

HNHankaTopsl J0CTHKEHHS] KOMIETEHIINT

Hugp Komnerenuus o
(B pamMKax JaHHOW IHUCIUILIIHEI)

Crioco0eH OpraHu30BEIBATH U
PYKOBOIHTH PabOTOH KOMaHIbI,
YK-3 BEIpabaThIBasi KOMaHIHYIO
CTPATETHIO VISl JOCTHKCHUS

MIOCTABJICHHOI 1eH

VK-3.3 [lmaHupyeT paHHIOW pa3paboTKy, TOKINHUYECKUE U
KIMHUYECKHE MCCIICIOBAHMS JIEKapCTBEHHOTO Iperiapara 1 ¢
YYETOM 3aITaHHPOBAHHOHN HCCIIEI0BATEIbCKOM paboThl (hopMupyeT
MOTPEOHOCTH B KaJ[pOBOM OOECIICUECHNH;

Crnioco0eH K opranu3anuu
B3aUMOJECUCTBUS
MIPOM3BOIUTENICH JT€KaPCTBEHHBIX
CPEICTB, HAYYHBIX OpraHU3AIHH C
(henepanbHBIMU OpraHAMH

OIIK-2 HCIIOJIHUTEJILHOH BJIACTU U
OpraHaMH UCTIOJHUTENIbHON
BIIACTH CyOBeKTOB Poccuiickoit
denepanuy, OCYIECTBISIIONIMMHI
TIOJTHOMOYHS B cepe oOparieHus
JIEKapCTBEHHBIX CPEACTB

OIIK-2.4 CriocoOeH opraHu30BbIBaTh PA0OTHI 110 U3YUYCHUIO U
BHCAPCHUIO HAYYHO-TEXHUICCKUX }:[OCTI/I)KCHI/Iﬁ nepea0BOTroO
OTEYECTBEHHOTO 1 3apyOEKHOI0 OIBITA pa3pabOTKU
JIEKapCTBEHHBIX CPEICTB;

OIIK-3.1 Crioco0eH mIaHApOBaTh STAIlbl paHHEH pa3paboTKH,
JIOKJTMHUYECKHUX U KIIMHUYECKUX MCCIICI0OBAHUH JIEKapCTBEHHOTO
npemnapara ¢ yuetoMm target product profile (tieneBoro nmpoduis
JIEKapCTBEHHOTO IIpernapara);

Crioco6eH poBOANTE 1
OpraHU30BBIBATH HAYUHBIE

OIIK-3 HCCIIEA0BaHMs B 00/1aCTH
OIIK-3.4 ®opMupyeT U KPUTUIHO aHAIN3HUPYET IIaH
oOpareHns J1eKapCTBEHHBIX .
CpencTB KIMHAYECKHUX MCCIIEOBAHUH JISKApCTBEHHOTO MIperapara ¢ y4eToM
p COBPEMEHHBIX METOJIOB HCCIICIOBAHINA U PETYIIATOPHBIX
TpeOoBaHNUl;
CriocobeH pyKOBOANUTh [TK-1.1 Criocoben pykoBOANTE pa3pabOTKOii MIIaHOB
HCCIEeJOBAaHUAMH B 00J1aCTH (apmarieBTHUECKON pa3pabOTKH, JOKIMHUYECKUX UCCIIEIOBAHUN
CO3J1aHus U pa3paboTKH JIEKaPCTBEHHBIX CPE/ICTB U KIMHUYECKUX MCCIIEI0BaHNI
JIEKapCTBEHHBIX MIPEMapaToB B |[JIEKAPCTBEHHBIX IPENapaToB;
[K-1 cooTBeTcTBUM ¢ ycTaHOBIeHHbIMU |[IK-1.4 MHTepnpeTHpyeT pe3ynbTaThl JOKIMHUUECKUX

’I‘p€60BaHI/IHMI/I U NEpeJ1OBbIM I/ICCJ'IC,HOBaHI/Iﬁ JICKApCTBCHHBIX CPEACTB U KIIMHUYCCKUX
OTCYCCTBCHHBIM 1 3apy6€)KHBIM I/ICCJ'IC,HOBaHI/Iﬁ JICKApCTBCHHLIX MPETIApATOB U IIPUHUMACT PCIICHUEC

OTIBITOM TIPOM3BO/ICTBA 00 MX TIPOJIOIDKEHUH WIIH OCTAHOBKE C YI€TOM CTPATeTHH
JICKapCTBEHHBIX CPE/ICTB KOMIIaHUU-Pa3pab0TIHKa;
IK-2 CriocobeH mIaHupPOBaTh I1K-2.5 OneEnBaeT NpOMEXXYTOYHBIE M OKOHYATEIIbHbIC




I/IH}II/IKaTOPLI JOCTHIKCHHUSI KOMIIETCHIINHN

Mudp Komnerennus o
(B paMKax JaHHOUW TUCUUTUIMHBI)
HCCIICOBAHMS B 001aCTH Pe3yIBTATHI KIMHIIECKUX HCCIICIOBAHMH JEKapCTBEHHBIX
co3/1aHus U pa3paboTKu IpernapaTos;
nexapcTBeHHBIX npemapatoB  |[1IK-2.6 [IpoBonut aHamm3 puckoB 0e30macHOCTH U 3PPEKTHBHOCTH
JIEKapCTBEHHBIX IPENapaToB MO Pe3ylIbTaTaM KIHHUIECKUX
HCCJICIOBAaHUM;
[IK-3.5 Bnageer 3HaHUSMU O METOAMKAX pacyeTa 103 AJs IEPBOro
KIIMHAYECKOTO MCCIICIOBAHNUS JIEKAPCTBEHHBIX CPEICTB,
UCTIOJIb3YET METO bl IPOTHO3UPOBAHNS TOKCHYHOCTH
Cnoco06eH npoBOJHUTh JIEKapCTBEHHBIX MPEIapaToB;
K-3 HaOmonenus u msMmepenus npu  [1K-3.6 Biiageer 0cCHOBHBIME TEOPETHYECKUMHU 3HAHUSIMHY,
MCCIIEJIOBAaHMAX JIEKAPCTBEHHBIX |ONpEACISAIOINME TpeOOBaHUs K 00beMY M BUJIAaM JOKINHHUYECKUX
NpenaparoB HCCIIEJOBaHNUH JIEKAPCTBEHHBIX CPEACTB KIMHUYECKUX
UCCIIeJOBaHHH JIEKapCTBEHHBIX IIPENaparos;
[1K-3.7 Bnageer MeToaMu IJIAHUPOBAHUS KIMHUUECKUX
HCCIICIOBaHHUH JIGKAPCTBEHHBIX MIPEapaToB;
CmocobeH pa3zpabaThIBaTh U
AQHAJIN3UPOBATH MPOEKTHI [1K-4.5 Pa3zpabaTpIBacT 1 aHATH3UPYET TOKYMEHTHI KIIMHIYECKOH
[IK-4 JOKYMCHTAIIH TI0 YaCTH PErHCTPAIMOHHOTO J0ChE, TUIAHBI M OTYETHI O KIIMHUYECKUX
HCCIICTOBaHMUSAM JICKAPCTBEHHBIX |HMCCIIEIOBAHUAX JICKAPCTBEHHBIX MPEIIAPATOB;
NpenaparoB
ITK-5.2 OcyiecTBiseT MOUCK M aHATU3 HAYYHOW HHPOPMALIUY IS
Cnoco0eH aHaIM3upOBaTh perieHus mpodeCCHOHANIBHBIX 3a7a4y B 00JacTh (hapMarieBTUICCKOI
K-5 Hay4HYI0 HH(OPMAIHIO B pa3paboTKu, JOKIMHUYECKUAX UCCIICOBAHUMN JIEKAPCTBEHHBIX
00J1aCTH MTPOBOAUMBIX CPE/CTB U KIMHUYECKUX MCCIIEI0BaHMUIT JIeKapCTBEHHBIX
HCCIIeJOBAaHUI NpernaparoB, B TOM YHUCJIE C UCII0JIb30BAHUEM HCKYCCTBEHHOTO
MHTEJUJICKTA,;
I1K-6.2 Bnaneet 3HanusiMu 0 TpeboBanusix COrJIAICHUS O SAUHBIX
CriocobeH aHaIM3UpOBATh
PErYISTOPHYIO HH(OPMALIIO B MPUHINTIAX 1 TIPaBHIIax oOpamieHus JIeKapCTBEHHBIX CPEICTB B
[IK-6 pamkax EBpa3uiickoro 3JKOHOMHYECKOTO CO¥03a, TPeOOBaHUS K

00JTacTH IPOBOIUMBIX
HUCCIIEI0BaHUAN

NOpsAAKY MPOBEACHUA KIIMHUYCCKUX I/ICCJ'IGZ[OBaHI/Iﬁ JICKapCTBCHHBIX
npenaparoB (Haz[nen(amaﬂ KIIMHUYCCKasa HpaKTI/IKa);

3. MECTO JUCIIMIIJIMHBI B CTPYKTYPE OII BO

Hucuunnuna «KinHUYeckue MccleoBaHusS M pa3paboTka» OTHOCHUTCS K 00s3aTeNbHOM
yacTu 65oka 1 «Jlucuunmuuel (MOIyiH)» 00pa30BaTEIbHOM MPOTPAMMBI BBICIIIETO 00Pa30BaHUS.

B pamkax o0Opa3zoBaTesibHOM NpoOrpamMmbl BBICIIET0 O0pa30BaHUsS OOy4YaIOIIMECS TaKXKe

OCBaAMBAKOT Apyrue JUCIHUITIINHBI I/I/I/IJ'II/I IMPAaKTHUKHU, CHOCO6CTBYI'OH_II/IC JOCTUXXCHHUIO
3aHJ'IaHI/IpOBaHHBIX peSYJ'II)TaTOB OCBOCHHUSA JUCIHUIIJINHBI ((KJ'II/IHI/ILIGCKI/IG HUCCIICOOBAHUA WU
pa3paboTKay.
Tabnuya 3.1. Ilepeuenv komnonenmos OII BO, cnocobcmeyrouux 0ocmudiceHuro
3ANIAHUPOBARHbLX pe3)1bmamoe OC60E€HUA al/lCl/ﬂ/ll’lJlqul
IIpenecTBylommue ITocaenyrwomue
HInd Hauvenosanue ncpul:mnHLJMom JU /(" l/ll'[.]'ll/li[l)]il/l\];lo JIU
P KOMIIETEHIIHH Aucn *ﬂy ’ Amch *Hy ’
NPAKTHKH MPAKTHKH
PeanbHas knuHUYecKas
MPAKTHKA: JaHHbIE,
CriocoOeH opraHu30BEIBaTh TEXHOJIOTHH, IPOCSKTHI,
U PYKOBOJHUTH PabOTOM . Co3manue
Py JUATH P JKu3HEHHBIH UK JIEKAPCTBEHHOTO A
KOMaH/ 15, BbIpa0baTbIBast ) 6rodapmareBTHIECKUX
YK-3 Ipemnapara;
KOMaH/IHYIO CTPATETHIO IS MPEnaparos.;
JIOCTHYKEHHS ITOCTABIEHHOM VYupasienue
Lenun MHTEIIEKTYaIbHOU
COOCTBEHHOCTHIO;

OCHOBBHI KyJIbTypaJIbHON




[penmecrByrommue Hocnexyromue
HaumeHoBaHue pex YOI AYTom
HIudgp JUCIUTITHHBI/MOTYJIH, JUCIUTITHHBI/MOTYJIH,
KOMIeTeHIHU * «
NPAKTHKH NPaAKTHKHU
paboTsr;
IIpouecchl u annapatsl
(apmareBTHUECKON
pa3paboTKy;
Crioco0OeH K opraHu3anuu
B3aUMOICHCTBUS
MPOU3BOIUTENEH
JIEKapCTBEHHBIX CPEZCTB,
Hay4YHBIX OpraHu3alnui c JKM3HEHHBIH UK JIEKapCTBEHHOTO
PerynstopHble BOpoch
(enepanbHBIMHM OpraHaMu npenapara;
. pa3paboTKy U BBIBEACHHS Ha
UCIIOJIHUTENILHOM BIACTH U OCHOBBI OHMOTEXHOJIOTHHY;
OIIK-2 . PBIHOK JICKApCTBEHHBIX
OpTaHaM¥ HCTIOJHUTEIBHOM Broxumuueckne 0CHOBBI
MIPEnaparos.;
BJIACTH CYOBEKTOB (apmakororum;
Poccuiickoit ®enepanum,
OCYIIECTBIISIOIIMHA
HoJTHOMOYHSA B chepe
oOparieHus JIeKapCTBEHHBIX
CPEJCTB
ITpuHIMIBEI KOHTPOJIS
CriocobeH NpoBOAUTE U P ™
Ka4ecTBa JIEKapCTBEHHBIX
OpraHU30BBIBATh HAyYHBIE .
OCHOBBI METUIIMHCKON XHUMUH; CPE/CTB;
OIIK-3 HCCIIeI0BaHMs B 001aCTH
IIpousBoncTBeHHO-
oOpalieHus JIeKapCTBEHHBIX
TEXHOJIOTHUeCKask PaKTHKa;
CpPEeICTB
OCHOBBI KyJIbTYpaJIbHOM
a0OoTEHI;
CriocobeH pyKOBOAUTH P ’
[Ipoueccs! n armapatsl
HCCIIEJOBAaHHUAMHU B 00JIaCTH .
(hapmaneBTHIECKON
CO3JaHUs U pa3paboTKu
pa3paboTku;
JIEKapCTBEHHBIX ITPENapaToB
. Peanpnas ximHUYIECKas
B COOTBETCTBHU C JKM3HEHHBIH LUK JIEKAPCTBEHHOTO
i NpaKTHKa: IaHHBIE,
IK-1 YCTaHOBJIEHHBIMU rnpenapara,
TEXHOJIOTHH, IPOEKTHI;
TpeOOBAHUSIMH U
Ynpagnenue
NepeIOBbIM OTEUECTBEHHBIM .
UHTEJUIEKTyalbHON
1 3apyOeKHBIM OTIBITOM
COOCTBEHHOCTHIO;
HPOU3BOJICTBA
MapkeTusr B
JIEKapCTBEHHBIX CPEACTB
(hapmaneBTHIECKOM OU3HECE;
Co3snanue
OrodapMaIeBTHIeCKIX
OCHOBBI METUIIMHCKON XHMUH; TIPenaparos.;
CnocobeH miIaHupoBaTh OCHOBBI OMOTEXHOJIOTHH; OCHOBBI KyJIbTYpaJIbHON
K-2 HCCIIeIOBAaHMS B 001aCTH bruoxumuueckre 0CHOBBI paboTsr;
CO3/1aHMs U pa3paboTKH (apmaxkonoruu; dapmakoHaaA30D;
JIEKapCTBEHHBIX MpenapaToB O6mas hapMaKoJIOTHs; PeanbHas kmuHUYeCKast
NpaKTHKa: IaHHBIE,
TEXHOJIOTHH, IPOEKTHI;
IIpouecchl u annapatsl
(apmaneBTHIECKON
OCHOBBI OMOTEXHOJIOTHHY; pa3paboTKy;
CnocobeH npoBOJHTh .
Broxumuueckre 0CHOBBI OCHOBBI KyJIbTYpaJIbHOH
HaOJIOAEHNS U U3MEPEHHS
IK-3 (apmaxonoruu; paboTsr;
MIPU UCCIIEIOBAHUAX
O6mas dapmakosorus; PeanpHas ximHUYIECKas
JIEKapCTBEHHBIX IIPENapaToB
MIPaKTHKa: JaHHbIE,
TEXHOJIOTHH, IPOEKTHI;
I1K-6 Crioco0eH aHaIM3upOBaTh PerynsTopHbie BOIPOCH




HIudgp

HanmenoBanue
KOMIIETEeHIUH

IIpenmecrByromue
JAUCHUTIIUHBI/MOAYJIH,
NPaKTHKH*

Mocaenyromue
JUCHMITHHBI/ MOAYJIH,
NPaKTUKH*

PETYISTOPHYIO
HHPOPMALHIO B 00JIaCTH
MPOBOJHMMBIX HCCIICIOBaHHH

pa3pabOTKH U BHIBEICHHS Ha
PBIHOK JIEKAPCTBEHHBIX
MIPEnaparos.;

OCHOBHI KyJIbTypaJbHON
paboTsr;

dapmaKoHa30p;

I1K-4

CmocobeH pa3zpabaThIBaTh U
AQHAITU3HPOBATH MPOCKTHI
JOKYMEHTALMH 10
HCCIIeI0BAaHUAM
JIEKapCTBEHHBIX MIPENapaToB

IIpuHIUIBI KOHTPONA
Ka4yecTBa JIEKaPCTBEHHBIX
CpPEICTB;

YnpaBieHue kauecTBOM Ha
(apmaneBTHIECKOM
MIPOU3BOJICTBE;

IIpouecchl u annapatsl
(hapmaneBTHIECKON
pa3paboTku;
PerynaropHsie BOIIPOCHI
pa3paboTKy 1 BBIBEACHHS Ha
PBIHOK JICKapCTBEHHBIX
IpenapaTos;

OCHOBBI KyJIbTypaJIbHOH
paboTsr;

Peanpnas knuHUYeCcKas
MIPAKTHKA: JaHHBIE,
TEXHOJIOTHH, IIPOEKTHI;

IK-5

CriocobeH aHaIM3UpPOBAThH
HaYYHYIO HH()OPMAIIHIO B
00J1aCTH POBOJUMBIX
UCCJIEJOBAHUM

OCHOBBI MEAULIMHCKON XHUMHUH;
Broxumuueckne 0CHOBBI
(hapmakoioruu;

Oo6m1ast hapmakoorus;
Huocmpannwiii a3vik 6
npogeccuoHanbHol
oesmenvHocmu **;
WHocTpaHHBIN SA3BIK;
Pyccruii sazvik 6 npogeccuonanvroii
oeamenvHocmu **;
Pycckuit s13pIK Kak HHOCTPaHHHBII;
OCHOBBI OMOTEXHOJIOTHH;

OCHOBBI KyJIbTYpaJIbHOM
paboTsr;
dapmakoHam30p;
[Ipoueccs! n armapatsl
(hapmMareBTHYCCKOM
pa3paboTku;
Hnocmpannulii A3viK 6
npogeccuoHanbHol
oeamenvrocmu **;
MHOCTpaHHBIN S3BIK;
Pycckuii s3vix 6
npogeccuonanvHou
oeamenvHocmu **;
Pycckuii s3b1k Kak
HMHOCTPAHHBIIH;

* - 3aMONHAETCS B COOTBETCTBUH ¢ MaTpuueit komnereniuii u CYII OIl BO

** - 3JIeKTUBHBIC AUCIMIUINHBI /TIPAKTUKH




4. OFbEM JUCHUILIVNHBI U BUJIbI YYEBHOM PABOTHI

OO1m1ast TPYA0EMKOCTh JUCHUILTUHBI «KITMHHYECKIE UCCIICIOBAHMS U Pa3pabOTKay COCTABISET «4) 3a4ETHBIC CTUHHIIBI.
Tabnuya 4.1. Buowl yuebHOU pabomuvl no nepuooam 0cC80eHUsi 0OpA308amMenbHOlU NPOSPAMMbL BblCUEe20 00paA308aHUst Olsl OYHOU (HOopMbl
0OyueHusl.

Bux yueoHoii padoThI BCETO, ak.u. CeMeczT pCEr)
Koumaxmmnas paboma, ax.u. 36 36
Jlexrun (JIK) 18 18
Jlabopartopusie pabotsl (JIP) 0 0
IMpaktryeckue/cemunapckue 3ansatus (C3) 18 18
Camocmosmenvras paboma 00y4arOWuxcs, ax.u. 81 81
Koumponw (ax3amen/3auem c oyenkoil), ax.u. 27 27
OO01asi TPYI0E€MKOCTh THCHHILTHHBI aK.4. 144 144
3a4.e/1. 4 4




5. COAEPKAHUE JTUCIUIIJIMHbI

Tabauya 5.1. Codepoicanue oucyuniunvl (MoOYas) no 8U0am y4eonol pabomoi

Bun
Homep HaumenoBanmue pazaesna .
HaunmeHnoBanue TeMbl Copep:xaHue TeMbl yueOHoit
pa3neia JUCHHITHHBI %
padoThl
Knmangeckas pa3paboTka Kak 3Tan
Knunuueckas pa3paboTka Kak 3Tal XKU3HEHHOTO IHKJIa
1.1  |>KU3HEHHOTO LIMKJIa JEeKapCTBEHHOTO JIK, C3
JIEKapCTBEHHOTO ITpernapara.
mpernapara.
VYcnoBus Havana U NPOJOKEHHUs pa3padoTKu:
npeBapuTeIbHbIe papMaKkoIUHAMHYECKHE, YcnoBus Hauana v IpoJ0IDKEHUs pa3pabOTKU: MPeABAPUTEIbHBIC
12 (hapMaKOKMHETHYECKHE M TOKCHYECKHE (apmakoanHaMuueckue, papMakOKMHETHYECKUE U TOKCUUECKHE K. C3
o o 1 1o ' CBOMCTBA JUISI TPAHCIIALUY B KIIMHUKY. CBOWCTBA JUISL TPAHCIIALMY B KIMHUKY. VIHTepIpeTanys B ’
HATHE U LIeNb
K WuaTepnpeTanus B 3aBUCEMOCTH OT 3aBHCHMOCTH OT pa3padaThiBa€MOT0 ITOKA3aHHI.
KIIMHAYECKOH pa3paboTKH.
. pa3pabaTbIBa€MOT0 MOKA3aHMUS.
CBs13b ¢ TOKIHMHUYECKOH 1 =
. [IpoxBmwxeHNe KITMHUIECKOH pa3pabOTKH B
Pasznmen 1 | papmaneBTideckoit .
43060 TKON. DTallbI 3aBHCUMOCTH OT 00BheMa BBIITOTHEHHBIX [IponBrkeHNe KIMHUIECKOH pa3pabOTKU B 3aBUCHMOCTH OT 00beMa
pasp M JIOKITMHIYECKUX MCCIICTIOBAHUH. BEITIOJTHEHHBIX JOKIMHIYIECKUX HCciIenoBanuil. dapmaneBTudeckas
KIMHUYECKOH pa3pabOTKH n 1.3 JIK, C3
R — ®dapmarieBTHUecKas pa3padboTka GopMysuna | pa3paboTka GOPMYIIAIHNA IS JISKAPCTBEHHOTO BEIIECTBA IS
JUTS JIEKapCTBEHHOTO BEIIECTBA IS KITMHAYECKUX MCCIICIOBAHNH pas3HBIX (a3.
KJIMHUYECKHMX MCCIIEJOBAaHUH pa3HbIX (a3.
Pa3paboTka mpoiiecca mpou3BoOACTBa, 00bEM
PazpaboTka nporecca Npou3BoOACTBa, 00bEM YCTAHOBIICHHUS
YCTaHOBJICHHSI XapaKTEPUCTHK
XapaKTEepUCTHUK JIEKAPCTBEHHOTO BelllecTBa/IpernapaTa u
1.4  |;mexapCTBEHHOTO BellleCTBa/Ipernapara u JIK, C3
pa3paboTKa cTpaTerny KOHTPOJIS B 3aBUCIMOCTH OT CTaUH
pa3paboTKa CTpaTeruu KOHTPOJIS B
pa3paboTKy.
3aBHCHMOCTH OT CTaJINHU pa3pabOoTKH.
IIporpamMmsbl KIMHUYECKUX IloAroToBUTENBHBIHN 3TAll: MUHUMAaJIbHBII
HCCIe0OBaHUN OCHOBHBIX 00beM JOKITMHUYECKUX UCCIICOBAHMM JJIS IToaroToBUTENBHBIN 3TAIl: MUHUMAIBHBIH 00hEM JOKIMHUIECKUX
rpym jgekapcTB. Koneunsle 2.1 |Hauana UccleI0oBaHUH IS Havyana KIMHUYECKOH pa3paboTku U JK, C3
TOUKU KITMHUYECKUX KJIMHUYECKOH pa3pabOTKU U UCIIBITYEMbIE UCTIBITyeMble OOBEKTHI.
UCCIIEIOBaHUN U UX 00BEKTHI.
n3Mepenue. JluzaiHbl Knuangeckue uccnenoBanus in silico. ®@assl R N
. . Knuanueckue uccienosanus in silico. da3pl KIMHUYECKOH
Pasznen 2 | knuHUUYECKUX UCCIENOBaHUN KJIMHUYECKOH pa3pabOTKH U 1Iein .
. pa3paboTKy M eI KIMHUYECKUX UCCIIEeI0BaHNi Ha
B 3aBUCHMOCTH OT LIEJIU U 2.2 KJIMHUYECKUX MCCIICIOBAHUI Ha JIK, C3
. COOTBETCTBYIOIINX (ha3ax B 3aBUCHMOCTH OT ITPHUPOJIBI
orpannueHuil. Jlocre Ha COOTBETCTBYIONTNX (ha3zax B 3aBUCHMOCTHU OT HCCTe HOBAHM
KJIMHUYECKOE UCCIIEJOBAHUE. MIPUPO/IbI UCCIIEIOBAHMIA. )
IIpoToKON KIMHIIECKOTO «[IpempKcepuMeHTaIBHBICY, TIIOTHEHIE,
«[IpemKcepuMeHTaIBHBICY, TIIOTHBIE, IIONCKOBEIE U OMTOPHEBIE
UCCNE0BAHUS U 2.3 |mOMCKOBEIE M OTIOPHBIE KIMHUYECKHE JIK, C3

WHAWBUAYyaJIbHAA

nuccienoBanms. Macmrad ucciaeqoBaHMiA.

KIMHUYECKHUE UCCIenoBanusa. Macmrad ucciaeIoBaHuil.




Bun

Home HaumenoBanmue pasgeia .
P pasit HaumeHoBaHue TeMBbI Copep:xaHue TeMbl y4eOHo
pas3nesa AUCHUTLTUHBI .
padoThI
perucTpanoHHas Kapra. Hossle neifcTByronue BemiecTna:
Bpomrtopa uccnenosarens HHU3KOMOJIEKYIISIpHBIE, OnoTexHOIoTHUeckne, | HoBble melicTByomMe BemecTBa: HU3KOMOJIEKYJIISIPHBIE,
WMMYHOJIOTHYECKHUE (BaKI[UHBI), OMOTEXHOJIOTHIECKHE, IMMYHOJIOTHIECKHE (BaKIIWHBI),
24  |MPOTHBOOTIYXOJIEBbIC NPENAPATEL, IeHHAs 1 IIPOTHUBOOITYXOJIEBBIC TIPETIAPATHI, TeHHAS U KJICTOYHAS TEPAITHs, K. C3
' KJIETOYHAS TE€PanHsi, IPOTHBOMUKPOOHBIE MIPOTUBOMHUKPOOHBIEC CPEICTBA, KapANOIOTHIECKHUE, ’
CpeACTBa, KapANOJIOTUIECKHE, METabOJIMYECKHE M HEBPOJIOTUYECKHE TIPETapaThl, PACTHTEIbHBIC
MeTaboIMYECKHEe H HEBPOIOTHUECKHE TIpenaparsl.
IpernapaTsl, paCTUTENIbHBIE IIpenapaThl.
25 BocmpousBeneHHble 1 OMOaHaIOTUUHBIE BocnpousseneHHble 1 O10aHATOTHYHbIE JEKAPCTBEHHBIE K. C3
' JIeKapCTBEHHbIE penapaTsl. npenaparsl. ’
IloHATHE KOHEUHBIX TOUEK M UX COOTHOIIECHUS
[oHsiTHE KOHEYHBIX TOYEK U MX COOTHOLICHUS ¢ 3a00JIeBaHIEM U
3.1 |c3aboneBaHueM U pa3padaTHIBAEMBIM JIK, C3
pa3pabaTbIBa€MbIM JIEKAPCTBOM.
JICKapCTBOM.
TBepble U CypporaTHbIe KOHEUHBIE TOUKH.
ITonsTue n nens TBepasle U cypporaTHble KOHEUHBIE TOUKH. BanuaupoBanHbie u
. BanuaupoBaHHble 1 pa3padaThiBaeMble
KIMHUYECKOH pa3paboTKu. 3.2 paspabarbIiBaeMble CypporaTHble KOHeUHbIe Touku. buopmapkepsi u | JIK, C3
. CypporaTHble KOHEUHbIE TOUKH. BruopMapkeps!
CBsI3b ¢ JOKIMHUYECKOH 1 H MX PaSHOBHEOCTH MX Pa3HOBUIHOCTH.
apMareBTHIECKOM -
(1)a3p a6L(I)TK0f/'1 Sratm brnoxumuueckue, reHOMHBIE U
imﬁmqecxoﬁ A3PAGOTKI I 33 |BH3YIM3AIHMOHHbIE 6uomapkepsl. [Iporpammer | buoxnmideckne, reHOMHBIE U BU3YallM3allMOHHbIE OMOMapKEphI. K. C3
Pazmen 3 pasp ' KBaTH(pHUKAIAN [IporpamMmel KBaMpUKAIIH OHOMapKEPOB. ’
nenu stanoB. [Iporpammel BHOMapKepoB
KIIMHUYECKUX UCCIIEJOBAHUM -
OCHOBHBIX TPYIIII JIEKAPCTR ITpeBocxoncTBO, HE MEeHbIIAS 3(HEKTUBHOCTS,
KOHEUHbIC TOUKH ’ 34 |PKBUBAICHTHOCTD. IMapannensHsii, [IpeBocxoncTBo, HE MeHbIIas 3()(HEKTUBHOCTD, IKBUBAIEHTHOCTb. TIK. C3
. ' HEPEKPECTHBIN [TapasnenbHbli, IEPEKPECTHBIN U PEIIMKATUBHBIN TU3aliHBbI. ’
KIIMHAYECKUX HCCIEI0OBAaHIH 1 peITHKATHBHEII JH3aiiHbI
U UX U3MEpPEHHE = —
M3aifHBl paHHHUX MCCIIEOBaHUI . .
A P A Hwsaitael panaux uccnepoBauanid (SAD+MAD). I'pynmoBsie
(SAD+MAD). I'pynmoBsle IocIe10BaTENbHBIC N .
35 " N ToCJIe/IoBaTeNbHbIC AU3aiHbl. DaKTOPHBIC AU3aNHBI. ATalTHBHBIE JIK, C3
nu3aitabl. @akTOpHBIE AU3aiHBL. ATaNTHBHEIE M .
. . nu3aitael. Add- ON-nu3aifHEL
mu3aiael. Add- ON-au3aiHeL.
M3aifHBI KIIMHAYECKUX 3asBIeHHE Ha UCCIIEAYEMOE HOBOE JIEKAPCTBO
A N Ay P 3asBreHne Ha ucciexyemoe HoBoe JekapcTo (IND) B CHIA u
HCCIIEIOBAaHUM B 3aBUCUMOCTH (IND) B CILIA u 3asiBIeHHE Ha pa3pelieHne Ha
. 4.1 3asBJICHUE Ha pa3pelieHue Ha knuHuueckoe uccnenosanue (CTA) B | JIK, C3
OT LIEJIU U OTPaHUYEHUN. kmuHIYeckoe uccenosanue (CTA) B EBpocorose
Paznen 4 |Jocke Ha KITMHUYECKOE EBpocoro3e. ’
uccnenosanue. [Iporokon 0Cb€ KIIMHUYECKOr0 UCCIIEA0BaHUS B
A p 4.2 A a Jocke kmHMYeckoro uccnenoBanus B Poccun/EADC. JIK, C3
KJIMHUYECKOTO Poccun/EADC.
UCCJICI0OBaHUS U 4.3 IToHsTHE MPOTOKOJIA KIMHUYECKOTO ITonsarue nporokona kanHudeckoro uccnegosanus. ICH E6. Ceaze | JIK, C3




Bun

Homep HaumenoBanmue pasgeia .
HaumeHoBaHue TeMBbI Copep:xaHue TeMbl y4eOHo
pas3nesa JAUCHHILTAHBI .
padoThI
UHAUBUAYaJIbHAs uccnenoBanud. ICH E6. CBs3b ¢ apyrumu C IpYT'MMH JOKYMEHTaMHU Ha KIIMHUYecKoe uccnenoanue. Hayunsie
peTHCTpalMOHHAsT KapTa. JOKyMEHTaMH Ha KIMHUYECKOE MCCIIEIOBAaHNE. |H IPOLECCyaNbHBIE ACHIEKTHL. AJTOPUTM COCTAaBICHUS: LIENb
Bpomtopa uccnenosarens HaydHble 1 porieccyanbHbIE aCTIEKTHI. HCCIIEIOBAaHNs, KOHEYHbIE TOUKH, KDUTEPUH, THIIOTE3A,
ANTOPUTM COCTaBJIECHUS: [IENIb HCCIEIOBAHMA, |OHOCTATHCTHKA, TIPOLETYPHI.
KOHEYHBIC TOUKH, KPUTEPHH, TUITOTE32,
OHMOCTaTUCTHKA, IPOLEAYPHI.
®opmanbHble TpeOOBaHMA. ba3pl qaHHBIX AT
dopmanbHbIe TpeOOBaHMA. ba3bl JTaHHBIX AT IPOTOKOJIOB.
MPOTOKOJIOB. MEANIIMHCKOE MHCATENBCTBO.
MenunuHcKkoe nucaTenscTBo. HANBUyadbHAs PErHCTPAllMOHHA
4.4  |MHnuBuayanbHas perUCTpallMOHHAs KapTa U JIK, C3
KapTa ¥ ynpaslieHue nanHbiMu. Llenb cocraBnenust qokymenta. I[CH
yrpaBieHue JaHHbIMU. Llens cocTaBneHus E6
nokymenrta. ICH E6. )
[ToaroroBka OpOLIOPHI HCCIIEAOBATEIS:
KM3HEHHBIN IMKJI JOKyMEHTa, HaunHas ¢ IToaroToBka GPOLIIOPHI UCCIIEOBATENS: )KU3HEHHBIN UK
MEPBOTO KIMHIMYECKOTO HCCIIeIOBAHHUS. JIOKYMEHTa, HAUMHAas C MIEPBOTO KINHIYECKOTO UCCIIEI0OBAHHUS.
4.5 [TonsTre mpoToKoJIa KIMHUYECKOTO [Tonsitue nporokoina knuauueckoro uccinenoanus. ICH E6. Cesizp | JIK, C3
uccnenoanus. ICH E6. Ces3b ¢ apyrumu C IpyTUMHU JIOKYMEHTaMH Ha KJIMHUYECKOe uccieaoBanue. Hayunsie
JIOKyMEHTaMH Ha KJIMHUYECKOE HCCIIEIOBAHKE. |H IPOLECCyalbHbIC aCTIEKTHI.
HayudHble 1 mporieccyaibHble acIeKTHI.
ANTOPUTM COCTaBJIEHUSL: 1IENTb HCCIIEIOBAHMS,
KOHEYHBIE TOYKH, KPUTEPHUH, TUIIOTE32, AJNTOPUTM COCTaBJICHUS: IIETIb NCCIIEJOBAHHSI, KOHEYHbIE TOUKH,
6uocrarucTuka, npoueaypsl. DopManbHble KPHUTEpHUH, TUIIOTE3a, OMOCTATHCTHKA, ITpoueaypsl. DopMaibHbIe
4.6 TpeGoBanus. ba3sl TaHHBIX IS TPOTOKOJOB. | TpeboBaHUs. ba3bl MTaHHBIX AT MPOTOKOIOB. MeanuIimHCcKoe JIK, C3
MeauimHCKOE MACATEIBCTRO. nmucaTenbeTBO. IHAMBUAYalbHAS pETUCTPAIIIOHHAS KapTa U
WunnBuayansHas perucTpaniioHHas KapTa M | yIpaBlIeHHE JaHHBIMU.
yrOpaBiIeHHE JaHHBIMH.
OdunmanpHbIe TPeOOBAHMS K COCTABICHUIO U
OdunmansHbIe TPeOOBAaHUS K COCTABICHUIO U Y(opMaT: TEKCT U
51 |udopmat: TexcT n npunoxenus. ICH E3. JIK, C3
npunoxenns. ICH E3. Anroputm cocraBienus.
AJITOPUTM COCTaBIICHUSI.
TlonsiTue u 1enp v =
Paznen 5 N Konnextus cocraBuTenei: MeAUIMHCKUN . .
KIMHUYECKOH pa3paboTku KonnexTtus cocraBuTeneil: MEAMLMHCKUN MUCATENb, MEHEIKED
nHcaTesb, MEHEeJDKEp JaHHbIX, OMOCTAaTHUCTHK,
5.2 JTAHHBIX, OHOCTATUCTHK, CIIEIUATKCT MO 0€30IaCHOCTH, JIK, C3

CHELUAIHCT 110 O30ITaCHOCTH, METUIIMHCKUN
9KCHepT, papMakOKHHETHK, OMOMH(OPMATHK.

MEIMIIMHCKHUI 3KCIepT, (hapMaKOKHMHETHK, OnonH(pOpMaTHK.

* - 3anonuseTcs Toiabko mo OUHOW dopme oOyuenus: JIK — nexyuu; JIP — nabopamopusie pabomul; C3 — npakmuueckue/ceMunapcKue 3aHamusl.




6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUME JJUCHUIIJINHBI

Tabnuya 6.1. MamepuaneHo-mexnuueckoe obecneuerue OUCYUNIUHbL

Cneuunajau3supoBaHHoe
yueOHoe/1adopaTopHoe
obopynoBanme, IO u
MaTepuabl 1Jis1 0CBOCHHSA
AUCHUTLTAHBI
(mpu HE0OXOAUMOCTH)

Tun aynuropun OcHaleHue ayauTopun

Aynuropus JUIs IPOBEICHUS 3aHATUI
JICKIIMOHHOTO THIIa, OCHAIICHHAS
JleximonHast KOMIUICKTOM CIEIUATH3UPOBAHHON MEOeIH;
JIOCKOH (9KpPaHOM) U TEXHHYECCKUMU
CpeJICTBAMU MYJIbTHMEIHA MTPE3CHTAIIHIA.

AyauTopus Juisl IPOBEICHUS 3aHATUN
CEMUHAPCKOT0 TUIIA, TPYIIOBBIX U
VHJIMBU1YaJIbHBIX KOHCYJIBTALIN, TEKYILEro
KOHTPOJISI U IPOMEXKYTOUHOU aTTECTaIlUH,

CemuHapckas
OCHAII[CHHAs] KOMILJIEKTOM
CHeIMaTU3UPOBAHHON MeOeH U
TEXHUUYECKUMU CPEICTBAMHU MYJIbTHUMEINA
IIPE3CHTALNMN.
Aynuropus Ui CaMOCTOSITEIbHON pabOThI
Tins oOyJaronuxcs (MOXKET UCIOJIb30BATHCA IS
. | MpoBeIeHUs] CEMHUHAPCKUX 3aHATHI U

CaMOCTOSITENILHOM 9

KOHCYJIbTAIIHi1 ), OCHAIICHHAS KOMIIEKTOM
paboTsl

CreLMaNIN3UPOBaHHON MeOenu U
KoMibroTepami ¢ goctynoM B QUOC.

* - ayIUTOPHS JJIsL CAMOCTOSTENbHOM paboThl oOyuaromuxcs ykassiaercs OBA3ATEJIBHO!

7.  YUYEBHO-METOJAMYECKOE W HWH®OPMAIIMOHHOE OBECNEYEHMUE
JTACHMIUINHBI

Ocnoenas numepamypa:

1. Atkuncon Aptyp Jx., AGepueru Happenn P., Isunanc Yapns U. [lep.: Cyxux I'.T.
Penakrop: Atkuncon Aptyp k., A6epreru Happenn P., [lsuuanc Yapns U. [Ipaktuueckas
Mmeaunuaa, 2013 r.

2. JIekunoHHbBIE MaTepUaIbI.

Lonoanumenvnasn tumepamypa:
Pecypcel ungopmayuonno-menekoMmyHuKayuonnou cemu « umepnempy:

1. O9bC PYIH u croponnue 3bC, Kk KOTOPBIM CTyI€HTBl YHUBEPCUTETA UMEIOT JOCTYII
HAa OCHOBaHUH 3aKJIIOYEHHBIX JOTOBOPOB

- DnekTpoHHO-0mbMoTeunas cucrema PYJIH — 9bC PY JIH
https://mega.rudn.ru/MegaPro/Web
- OBC «YHuBepcuteTckas 6ubianoreka onnan» http://www.biblioclub.ru
- OBC «Opaiit» http://www.biblio-online.ru
- ObC «KoHcynbpTaHT cTyeHTay www.studentlibrary.ru
- OBC «3nanuym» https://znanium.ru/
2. ba3bl JaHHBIX ¥ TOMCKOBBIE CHCTEMBI
- Sage https://journals.sagepub.com/
- Springer Nature Link https://link.springer.com/
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- Wiley Journal Database https://onlinelibrary.wiley.com/

- Haykomerpuueckas 60a3a nannabix Lens.org https://www.lens.org
Yuebno-memoouueckue mamepuansi 015 cCAamMocmoamenbHol pabomul 00y4arOWUXCa NPU
0CBOCHUU OUCYUNTUHBL/MOOYAA ™!

1. Kypc nekiuit no quctuminHe « KimHu4eckne ueciae1oBaHus U pa3padboTKay.

* - Bce y4eOHO-METOIUYECKUE MATePUANIBl JJII CAMOCTOSTEIBHONW PaboThl 00yYatOIUXCst
pa3MeIarTCs B COOTBETCTBUU C ICUCTBYIOIIMM MOPsAIKOM Ha cTpaHulle quciuruimasl B TYUC!
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PABPABOTYMUK:

AccucreHT kadeapbl OHOXUMUN
nMmenu akagemuka T.T. bepe3oBa

Hpanuneina Maprapura

AnekcanapoBHa

Jonocnocms, BYIT

PYKOBOJIUTEJIb BYII:

3aBenyronmii kKageapoit
OMOXMMUY UMEHH aKaJIeMHKa
T.T. bepe3oBa

Tloonuce

Damunus U.0.

[TokpoBckuit Bagum
CepreeBuu

Jonoscnocms BYIT

PYKOBOJIUTEJIb OII BO:

3aBenytomnuii kageapoit
OMOXUMHH UMEHH aKaJeMUKa
T.T. bepe3oBa

Tloonuce

Damunus U.0.

IToxposckuit Bagum
CepreeBuu

Honocnocms, BYIT

Hoonucw

Damunus 1.0.
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