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)CMBEHHOE A8MOHOMHOE 00PA308aMeNbHOE YUpedcOeHUe
151 « Poccutickuti ynusepcumem opyacovl Hapooo8»

Meouyunckuit uncmumym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

AKmyanbHble 60nPOCHL RPOMBIUIEHHOU (hapmayuu

O0BEM U CIUIIIINHEI

2 3E (72 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

OCHOBHBIE 3TAIIbI

CyOcranuus. ['otoBas nekapcTBeHHas ¢popma. [lepBuuHast 1 BTopuuHas

MIPOU3BOJICTBA yrnakoBKa. MapKupoBKa JIEKapCTBEHHBIX MTPETapaToB.
JIEKapCTBEHHOI'0 WupopmanmoHHbIe CUCTEMBI I MAPKUPOBKH JICKAPCTBEHHBIX
npernapara npenapaToB. OcCoOOEHHOCTH JOTUCTUKH: XpaHEHHE, TPAHCIOPT,
X0JIogOBasd LICIIb. CTaTyC JIOKAJIbHOT'O ITPONU3BOAUTCIIA
dapMaleBTUUECKUIA Crpykrypa hapmMarneBTHIECKOTO phIHKA. TEeHICHIIMH H3MEHEHUS

pbiHOK Poccun

peiHKa. ['ocnintanbHbii 1 anteynbiii cerMeHT. OTC u Rx. lonu
OPUTHMHAIBHBIX U JPKEHEPUKOBBIX NpenapaTtoB. CErMeHThI PbIHKA.
PbIHOYHBIE UTPOKH: TPOU3BOAUTEINH, TUCTPUOBIOTOPBL. METO 1B
OLIEHKH M MCCIIEI0BaHUs (papMalleBTUYECKOT0 phIHKA. ba3bl JaHHBIX
IMS, Headway, DSM

Ponb
npodeccHOHATBHBIX
BpayeOHBIX COOOIIECTB
Ha (apMaleBTUYECKOM
pBIHKE

[Tpodeccnonanbabie BpauyeOHBIC aCCOIUAIIMN U UX POJIb B pa3paboTKe,
PEerucTpaiv U NpOABUKCHUHU JICKAPCTBCHHBIX ITPCIIapaToOB

Ponp manmenTckux
OpraHu3anuil Ha
(dapmarieBTHYECKOM
pBIHKE

[TaneHTCKME OpraHu3alyy U UX pojib B pa3padoTKe, pErucTpalui u
IIPOJBYKCHHUH JICKAPCTBEHHBIX MTPENAapaTOB.

Ponb rocynapcrsa Ha
(bapmareBTHIeCKOM
pBIHKE

enoBoe perynupoBanue. Orpannunrtenbubie cnucku. XKHBJIIIL.
[TpunyauTensHOE TUIIEH3UPOBAHKE

PaspatGorunku

Jupexrop noapasaeieHus

LIKII (HOLI)

AbpamoBuy P.A.

3aB. kadenpoii oomIeH u

KJIMHUYECKON (hapMaKoJIOTUU

3bipsinoB C.K.

3aBenywmmii kageapoi

Kadenpa 6noxumuu um. T.T. bepezoBa

ITokposckuii B.C.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue AUCHUIIINHBI

Busnec-cmpamezuu ¢ pazpabomke n1exapcmeeHHbIX
npenapamos

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue TUCHHIINHBI

Ha3zBanmue pa3nesioB (Tem)
JHCITATITHHBI

Kparkoe cogepsxkanue pazgeoB (TeM) IMCIHUIIHHBI:

[uxn pazpabotku JIC vs.
buznec-uuxn JIC.

CBs13b )KM3HEHHOTO ITMKJIA TIpenapara (paHHss pa3padoTKa,
JKW, KU, peructparusi, oOparieHue, BHIBOJI C PhIHKA) U
Ou3Hec-1MKIIa (BBIOOP M IPUOPUTHU3AIIMS pa3pabOTOK, Tpe-
J0HY, JIOHY ¥ market access, 3amuTa OpeH/a, BEIBOJ C PhIHKA)

Crparernyeckoe miaHUPOBAHUE
pipeline komnanuu.
PanronanbHEI BEIOOP
TEpaneBTUYECKOM 00J1acTH,
Cocrasnenue «Products target
profile» JIC. Ynpasnenue
noptdenem pazpaboToK.

OreHka HayYHO-TEXHHUYECKOTO 3aJie/la U MOTpeOHOCTEl phIHKA.
Pouib xaiina B BEIOOpE KIMHUYECKOTO KaHIUAATA.
KonkypeHntHoe okpysxeHue. «PopcaiT»-IIaHUPOBAHUE.
[onsarue «Product Target Profile». bromxerupoBanue u
IUIaHUpoBaHue pa3padboTku. OreHka oTkioHeHuit ot PTP.
AnantuBHOe TutaHupoBanue noptdens. Steering Committee.

Kputnueckue Touku pa3paboTKu
JIC. ®apmpaszpaboTKa Kak crocod
pereHus npooeM.
Kommepueckas ontumuzanus

JIKU u KU,

[MapannenbHas win nocieaoBaTeNbHas pa3padoTKa.
Paspabotka «at risk». Kputnueckne He KITMHUYECKHE aCTIEKTHI
paspabotku JIC: maciiTabrpoBaHUE W ONTHMH3AIHS
MIPOU3BOJICTBEHHOMN CXEeMbl, KOHTPOJb KauecTBa JIC,
nporpaMMa cTabHIIbHOCTH, pernpe3eHTanus. Beioop
JIEKapCTBEHHOI (POPMBI U COCTaBa BCIIOMOIaTEIbHOTO
BEILIECTBA.

Mupogsie TpeboBanus vs. HarmonanbpHbie TpeOOBaHUS K
muzaiiny JIKM/KUW. Ontummsanus cxemsr JIKH.
[TepBoouepennsie 3amaun KU1 pa3Hbix sTanos, BEIOOD
koHeyHEIX Touek KU B 3aBucumocty ot PTP. Bxognoe
noka3anue JIC u ocHoBHoe nokazanue JIC. CyxeHnne
MAIMEeHTCKON MOMyJIAuH. buomapkeps! U COMyTCTBYIOIIAS
nuarnoctuka. FU-nokazanusd. [lequaTpuyeckuil miaH u apyrue
MUHOPHBIE TPYIIIIHI.




Crparerus Crapramna vs.
crparerus Gapmbl

Buyrpennee RD, ayrcopcunr HUOKP, BuptyanbHbie
KOMITaHUH, JTUIIEH3UPOBaHUE U ToriomeHue. Mcrounuku
¢unancupoBanus papadorok. Korna Hajno npoaats uuaero?
Korna Hago kynuts uznero? Crparerus 3amutsl UC: paznuuus
i craptana u gpapmxommnanuu. [upuna unu riryouna
nporpammsl paszpadotku JIC Baxunee? Kak onpenenutsb
MIPUOPUTETHI?

[Ipe-nonu, perucrpanus, NocT-
perucTpanoHHble aKTUBHOCTH
— HMCTOYHUK HOBBIX UEH WIH
npoOem?

AHanu3 pblHKA, aKTyalIu3alus NpooieMaTHKH,
MapKETUHIOBBbIE U MEIUIIMHCKHUE UCCIIEIOBAaHUS KaK HCTOYHUK
HOBBIX Hiel. Jlonu JIC. MexayHapoaHblii 1 HALIMOHAJIBHBII.

Peructpanus JIC. Bonpoch! peryiasTopHOro oprasa Kax IjiaH
yJIy4IIEHUS IPOAYKTA.

[TocT-peructpanuonnsie odsi3arenscTBa, KU ¢aszsr 4, coop
PKII, dhapmakonanzop, myOJIMKaIliid — HOBBIE TOPHU3OHTHI
paspabotku JIC. OBpucTHUeckuii aHanu3 oOparieHui Bpayeu u
IalIMueHTOB.

Pacmnpenue npoaykroBou
muHelikn JIC. FU-nioka3zanus.
OnruMusanus
MIPOU3BOJICTBEHHBIX PACXOIOB.
Dddext macmradba

JIC xak nuHelka IpoAYyKTOB WM NMAllUEHTCKUI OMNbIT. POpMBI
BBIIYCKA, PENPE3CHTALUH, COITYTCTBYIOLUE TOBAPbI, YIIAKOBKA.
dapManeBTUYECKUE BAPUAHTHI.

Pacmmpenue crincka nokazaHui: MaTOr€HETUYECKUN MOAXO0 1
TepaneBTHUECKUi nmoaxos. KomOunamu, 103upoBKy.

Lena, cebecTouMOCTh, Mapka, 00BEM MPOJAXK — UTO SABIACTCS
npaiiBepom OuzHec-pemieHus1? OCHOBHBIE CTpAaTeTuu
yIy4lIeHus: Ou3Hec-Keica mocie perucTpayy: MOBhIIICHUE
LIEHBI, CHIDKEHHUE PACX0/10B IIPOU3BOCTBA, FApaHTUPOBAHHBIE
IIOCTaBKHU, MaCIITAOMPOBAHUE IPOU3BOJICTBA.

Cwmeptsb JIC winm HOBOE
POXKJICHHUE: BBIBOJ MMPOJIYKTA C
peiHKa, kKanubamm3arus JIC,
JOKCHEPUYECKHE CTPATeTuu

Korma npoaykt mopa «y6uBatb»? ®a3za HHBECTUPOBAHUS U JIC-
nnBectupoBanus B JIC. «Cash-cow». 3amemnienue u
KaHuOaIM3aus IPOAYKTOB B HOpTderne, CMeHa MOKOJICHUN
IpernapaToB.

Kax nomyunts noxox nocie «emeptu» JIC: cmMeHa phIHKa,
KOHTPaKTHOE MPOU3BOICTBA, JIUIICH3UPOBAHHUE,
PENO3ULIMOHNPOBAaHHNE. DTHUECKUI BBIBOJ IPOAYKTA C PhIHKA.
PerynstopHble 1 MEAULIMHCKHE aCHIEKTHI.

Pa3padoTunku

JIMpeKTOop Mo peryiIsITOpHBIM BOIIpOCam

Abbvie B Poccun u ctpanax CHI', x.06.H.

3aB. kadenpoit Onoxumun MU

OBunHHUKOB [[.A.

ITokposckuii B.C.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

Buosmuka ¢ 0oKMuHUUECKUX U KTUHUYECKUX UCCTICO008AHUAX

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

TeopeTnueckue OCHOBBI

OMOMEINITMHCKOM 3THUKH.

OCHOBHBIE YTUYECKHUE
TEOPHUH U TIPUHITUTIBI

OMOMEIUNITMHCKOM 3THKH.

Beenenne B Onostuky. OcHoBHbIE MOHATHUS. [IpUIMHBI BOSHUKHOBEHUS
6unooTuku. Hampasnenus pa3BuTus OMOITHKH. 3aKOHOAATEIbHOE
perynupoBanre Ono3THKH. OCHOBHBIE POCCUHCKHE U MEXyHApOIHBIE
nokyMeHThI. [IpuHImnel BecemupHO MeqUIIMHCKOM acconnanu. akTopel
pa3BuTHUsl OM0ATUKH. brodTHYECKHe TPOOIEeMbl MEUILIMHEI.

DTHYECKHE ACTIEKTHI
JOKIIMHUYECKUX
HUCCIIETOBAHUH.

buostnueckue HopMbl M mpuHIMIBL Tpex R (replacement, reduction,
refinement). MunuMH3anMs cTpagaHuil  1a0OpPaTOPHBIX  SKMBOTHBIX.
I'ymanHoe copepkaHue. 3aMellleHHE  KUBOTHBIX  MOJIEKYJSIPHO-
OMOJOTUYECKUMH, KOMIBIOTEPHBIMU WJIM HMHBIMH MOJEJSMHU, HCIOJIb-
30BaHUE KyJIbTYp KJIETOK. DBTaHa3Ms JaOOpPaTOPHBIX >KUBOTHBIX. DTHKA
OTHOILIEHHUS K Ja0OpaTOPHBIM >KMBOTHBIM B MPAKTHKE MPENOJaBaAHUS.

DTHYECKHE ACIEKTHI
MIPOBEICHUS
KJIIMHUYECKUX
HUCCIIEIOBAHUI.

«HropuOeprckuit komeke» M «XelbCHHCKasg Jeknapaum»” BcemupHoii

MCI[HHHHCKOfl accomanumn Kak OCHOBOIIOJIararomme HCTOYHHUKHU
COBPEMCHHBIX  MOpAJbHBIX HOPM  IIPOBCACHUA  OKCIICPUMCHTOB H
KIMHUYCCKHUX HCIbITAHMHM Ha  YCJIOBCKC. HpI/IHLII/IHBI Ha,uﬂexcameﬁ

knuHnueckor npaktuku (GCP). DTudeckue KOMUTETHI, LIETH, 3aJa4d U
¢ynkunuu. IlpaBa UCHBITYeMBIX M OTBETCTBEHHOCTh CIEIMAIHCTOB,
MPOBOJSIINX SKCHEPUMEHTHI. JTHKA HAyYHBIX MyOJIHKAIMN pe3ylbTaToB
UCTIBITAHUI U SKCTIEPIMEHTOB.

OTHUYECKHUE ACTIEKTHI
Pa3BUTHUSI HEKOTOPBIX
HaIlpaBJIeHUI B

buoTtexHoI0rMM B OTHOIIEHUHU MHKPOOPIraHU3MOB, ) KUBOTHBIX W YC€JIOBCKA.
Bbuorexnonoruu B IMMOJIYUYCHUH JICKAPCTBCHHBIX CPCACTB. DTHYeCcKHe
HpOﬁJ’IeMBI TCHETUKU U TEHHOM HWHXCHCPUMU. HepCHeKTI/IBLI " OIrpaHUYCHUSA

OHMOTEXHOJIOTHH. TCHHBIX TEXHOJIOTHIA.
MOpaJ'H:HBIe HpOﬁJ’IeMBI MOp&J’H:HBIfI KIIMMAaT MCIHUIIMHCKOI'O KOJJICKTHUBA. HapTHepCTBO,
B3aMMOOTHOIICHUA ((MOpaHLHBIﬁ AYyX KOMaHAbD) U JIA4YHad OTBETCTBCHHOCTD.

Bpadei U yYEHBIX B
IPOLIECCE BpAaueBaHUS U

Hay4YHOT'O UCCIICAOBAHUA.

[TpodeccnonanbHas 3TMKa U 3TUKET. [IpaBwia Xoporrero Tona u
MIPUHLIMIIBI I€JOBBIX OTHOIIEHUH. ABTOHOMMSI Bpadya MM Y4EHOTO 1
aJIMAHUCTpaTHBHAs nuctuiuiiHa. [Ipobiema KomnernansHOCTH U
KOPIIOPATUBHOCTH.

Pa3zpadoruuk:

3aB. kadenpoit 00IIECTBEHHOTO 3/10POBbS,

31paBOOXpPaHEHHS U TUTHeHb MU

domnua A.B.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

Benuypnuwtit 6usnec u gpunancupoeanue papadomxu
JIEKAPCHEEHHbIX NPENapamos

O0BEM U CIUIIIINHEI

2 3E (72 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

OCHOBHBIE 3TAIIbI

Pucku. Microunnku pUHAHCUPOBAHUS OTICIBHBIX 3TAOB pa3paboTKH

pa3paboTKH JIeKapcTBEHHOTO npenapara. busnec-anrensl. Benuypasie GoHIbI.
JIEKapCTBEHHOTO I'panToBoe puHaHCcHpoBaHUE. METOANKH OLIEHKU PUCKOB MPOEKTOB U
npernapara: puck u UX IIYTH UX BO3MOKHOTO CHVDKEHHSL.

¢uHaHCHpOBaHHE

BenuypHblii Kanutai

VcToYHNKH BEeHUYpHOTO KanuTasia. BO3MOXXHOCTH phIHKa BEHIYPHOTO
Kanuraita, 00beMbl HHBeCTUIINH. Crieruduka moIXxo10B K
WHBECTUPOBaHUIO. [IprHATHE pelIeHnil B BeHIYPHBIX HHBECTUITHOHHBIX
donrnax. OOBIKHOBEHHBIE AKITUH, IPUBUICTUPOBAHHBIC AKIIHH.
[Ipumenenue pruHAHCOBBIX HHCTPYMEHTOB JJIsl 0TOOpa
WHBECTUIIMOHHBIX TPOEKTOB

DUHAHCUPOBAHUE
ounodapmareBTHIeCKIX
KOMITaHUI

Crapr-ambl, payHAasl (QuHaHcupoBanus. CHTyanuu, TpeOyromme
PECTPYKTypHU3allUuK, IMMyOJWYHBIE MPEAJIOKEHUS U NEPBUYHBIC
pasmemenns akinuid (POs u IPO) Kpayadanauar kak HMCTOYHUK
(¢uHAHCUPOBAaHMS  MHHOBALIMOHHBIX  JICKAPCTBEHHBIX  IpPENaparoB.

[TocT/mpe TMHBECTUIIMOHHAS CTOMMOCTh KOMIIAHUHU

Crparerun ynpasieHHUs
pHUCKaMH IOCJIe BBIXO/1a
Ipernapara Ha PbIHOK

LleHOBBIE CTpaTEeruy, yYuThIBatoLMe (PAKTOPHI BHEIIHEH PHIHOYHOM
CpEIbl: PETYIMPOBAHKE, MTOSIBICHUE TPOLYKTOB-KOHKYPEHTOB.
[lepecmotp moprdens npenapatoB. MHBeCTUIIUN B IPOJABIKEHUE.
Penosunuonnposanue. JINKBUIAIMOHHOE TPEMMYLIECTBO BEHYYPHOIO
WHBECTOpA B CTPYKTYpE CACIKHU. Pa3BoHEHHE KanuTana B
MHHOBAIIMOHHOW KOMITAaHUU B PE3Yy/IbTATEe NPUMEHEHHS HECKOIBKUX
payHI10B (PMHAHCUPOBAHHSI TPOEKTA

Kusns JIC nocie

RWE, noct-perucrpanroHHbie TpOrpaMMbl U 00513aTEILCTBA,

perucrparuu dbapmMakoHaI30p, MEAUIIMHCKUE 3aTIPOCHI, KOHTPOJIb KauecTBa,
JUTEPATYPHBIN TOUCK
HHHOBaIIOHHBIE Kpayndanauur, naiueHTckie opraHu3alnnu, 0J1aroTBOpUTEIbHBIE
3aKa34YuKU B ¢doHbI, rocynapcTBo, Bpauu. Kak crioHcop BAMsIET Ha MPOrpamMmy
dbapmpaszpaboTke pa3paboTku
Pa3patGorumk:

3aB. kadenpoit Ouoxumun MU

ITokposckuii B.C.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

Joknunuyeckue uccnedoeanusn u papadomka

O0BEM U CIUIIIINHEI

5 3E (180 uac.)

Kpartkoe conep:xkanue TUCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

Ilenu u 3amauu

MecTo JOKJIMHUYECKOU pa3paboTKU B 00OIIEM IIaHE HCCIIETOBaHUS.

JOKJIMHUYECKUX [Tonxonp! Kk KnaccuuKay JOKITMHUYECKUX UCCIIeI0BaHUM.
UCCJICIOBAHHA dapmakoguHaMHYecKue, (hapMaKOKUHETHIECKHUE, TOKCHKOIOTUIECKUE
uccneaoBanus. Llenn TOKIMHUYECKUX UCCIIeA0BaHUH
B3aumooTHoO1IEHNE O6ocHOBaHME HaYalla ¥ TPOJIOKEHUS KITMHUIECKON Pa3pabOTKH.
JTOKJIIMHUYECKOM, O6ocHoBanue peructparuu. OCOOCHHOCTH TPOTrpamMM JTOKIMHHUYIECKUX
KJIIMHUYECKOU pa3paboTOK JIEKAPCTBEHHBIX MPEMAPaTOB PAIMYHBIX TPYII
pa3paboTKu u (HM3KOMOJIEKYJICKYJISIPHBIE TIPernapaThl, OMOTEXHOJIOTHUECKIE
perucrpanuu npernapaTsl, MPOTUBOOITYXOJIEBBIE TpenapaThl, paanodapMnpenapaTsl,

TeHHAas Tepanus)

Bunp! >)KUBOTHBIX,
HCIIOJIb3yEMbIE B

Hcropus ucnosib30BaHUs AKUBOTHBIX B UCCIEAOBAHUSX JIEKAPCTBEHHBIX
npenapaToB. MBI, KPBICHI, KPOJIUKU, MOPCKHE CBUHKU, XOPbKH,

JOKJIMHUYECKHUX MUHH-TIUTH, cOO0akH, TpuMaTbl. OO0CHOBAHUE UCIIONB30BAHMS
HCCIICJOBAHMSIX Pa3IUYHBIX BUJIOB )KHBOTHBIX
OKCepUMEHTAJIbHbBIE JInnelinble )KUBOTHBIE. TPAHCTEHHBIE U HOKAYTHBIC MBIILIH.

MOACIH > KUBOTHBIX

NmmyHOnepUIMTHBIE )KUBOTHBIE. | 'eHeTHuecKkas craHAapTU3aLus
KHUBOTHBIX. MuKpoOuonornueckas crangaprusanus. SPF xuBoTHbIC

OTHKa B JOKJIIMHUYCCKUX

[Tpuntumner 3R. lupextua EC 2010/63/EU. Dtuueckue BOMpOCH

UCCIIEI0BAHUSIX 9BTaHA3UM )KUBOTHBIX. [ [pUHITUTIBI TYMaHHOTO OOpaIIeHHs ¢
KUBOTHBIMU. [IpaBa )KMBOTHBIX. DTUYECKHE KOMUTETHI,
MEXIYHApOJAHbIE OpraHu3auu 1o 3ammuTe npas KkuBoTHBIX (ECVAM)

AJIbTEepHATUBBI KynbsTyps! knetok. 3D kynbTypsl. OmyxoneBbie chepouibl.

HCIIOJIb30BaAHUS Mukpodmonnuka. KommeiorepHoe MonenupoBanue. Moaenu st

JKUBOTHBIX MOJEIeH OLICHKM MeTaboIn3Ma in vitro

Uccnenosanus Octpas TokcuuHoCcTh. [TogocTpas TokcnuHoCcTh. CyOXpOoHHYECKas

OO0IIETOKCHYECKUX TOKCHUYHOCTh. XPOHUUYECKAsi TOKCUYHOCTh. M3yuaeMble mapameTpsl:

CBOICTB natomMopdosorus, KIMHuYecKasi OMoXuMus, (PYHKITHOHAIbHBIE TECTHI,
Busyanusanus. CtannapTHble naHenu TkaHeill. PykoBoactso EMA no
MCCJIETOBAHUIO OOIIETOKCHYECKUX CBOMCTB. CTaHIapTHBIE MPOTOKOJIbI
ODCP. Pacuer cTapTOBBIX 103 17151 KIMHUYECKUX UCCIIEIOBAHUM,
BIIEpPBBIE MPOBOAMMBIX Y YEJIOBEKA

UccnenoBanus KpaTkocpounble TeCTbl Ha TeHOTOKCHYHOCTB in Vitro 1 in vivo. In vitro:

T€HOTOKCUYHOCTH TecT DitMca, MUKposiiepHbIi Tect, MLA, XxpoMmocoMmHbIe abeppariuu. In

ViVO: XpOMOCOMHBIE abeppaliuu, MUKPOSIEPHBIN TECT, pa3phIB IEMTOYCK
JHK. ICH S2. Crangaptasie npotokosibl O9CP




HUccnenosanus
KaHIIEPOT€HHOCTH

JKusoTHble Mogienu. KparkocpouHble U TOATOCPOUHBIE TECThI. [(n3aiiH
uccienoBanuil. Metoael onienku pe3ynbraroB. ICH S1. CrangaptHeie
npoTokoisl OOCP

PenponyktuBHas u

KuBoTHBIC MOIEH. B3auMOOTHOIIIEHUE ¢ KIMHUYECKOU Pa3pabOTKOM.

OHTOT€HETHUYEeCKas ICH S5. Cranpaptasie npotokosibl O9CP

TOKCHUYHOCTH

Crnenuduueckne BUABI UccnenoBanus ¢potorokcnaHocT. MccnenoBanue

TOKCHUYHOCTH I/IMMyHOTOKCI/I‘-IHOCTI/I. TOKCI/I‘IHOCTB JUIA 3HI[OKpI/IHHI>IX OpFaHOB.

Keamudukamus npumeceit. OrieHka aHTUTEHHOCTH. MecTHast
nepeHoCcUMOCTh. OlIeHKAa TOKCHYHOCTH HA HETOJIOBO3PEIIbIX JKUBOTHBIX

dapMaKkOKHMHETHKA U
TOKCUKOKHWHETHKA

Mopenu 1 MeTOABI JTsl K3YYCHHUsI MPOIECCOB BCACHIBAHMUSI,
pacnpenenenus, MeTabor3Ma 1 BbIBEJICHUS JIEKAPCTBEHHBIX BEIIECTB.
OcHoBHBIE hapMaKOKHHETHYECKHE TTapameTphl. MccnenoBanms
CTaOMIBLHOCTH B IUIA3M€ U META00INUECKOH CTaOMIBHOCTH.
TOKCHKOKHHETHYECKOE COMPOBOKICHIE TOKCUKOJIOTHIECKUX
HCcClIeqOoBaHu. Bamumanus MeTo10B TOKCHKOKMHETHYECKOTO aHaAIH3a.
Onenka UMMyHOTEeHHOCTH. VccnenoBanus papMakOKMHETHYECKUX
B3aNMMOICUCTBUHU

HUccnenosanus
(bapMakoIMHAMHUKU

HccnenoBanus mepBUYHON (hapMaKoIMHAMUKH, UCCIICIOBAHHMS
BTOPUYHON (hapMaKOAMHAMHKH, UCCIICAOBAHUS (PapMaKoIOrHuecKon
6e3onacHocTH. MccnenoBanus (papMakoIMHAMHUYIECKUX
B3aumopercteui. ICH S7A, ICH S7B

Mopenu 1 METOAEI
JOKJIMHUYECKOU OICHKH

Monenu nHEeKIMOHHBIX 3a001eBaHU. MoIenn 310KauyeCTBEHHBIX
HOBOOOpa3zoBaHuil. Moaenu st u3ydenus 3¢ppekruBHOCTH

(bhapMakoIOTHIECKOTO aHaJBIeTHKOB. Moienn HelpoiereHepaTUBHBIX 3a00neBanuii. Monenu

JICUCTBUS 3a00JIeBaHUI CEPIIEYHO-COCYAUCTON crucTeMbl. MoJienu caxapHOTo
nuabeTra M MeTaboIMYECKOTO CHHAPOMA

[Mpunuunst GLP TpeOGoBaHMs K TOMEIICHUSIM ISl IIPOBEACHUS JOKIMHUYECKUX
uccienoBannii. KoHTponb kadecTBa uccnenoBanuii. TpeGoBaHus K
NepCcoHally, MPOBOASIIEMY UccaeaoBaHus. JJoKIMHYEeCKre
uccienaoBanus, Tpedyrorue yciaoBuit GLP B 00s3aTensHOM TTOpsiike

Pa3paborumnkmn:

AccucrteHt kadeapsl o01el BpaueOHON MPAKTHKH,
3aB. naboparopueli MEXaHH3MOB XUMHUYECKOTO KaHIIEPOTeHe3a
HMMUII onkonmorun um. H.H. broxuna, k.0.H. Kupcanos K.H.

Crneunanuct mo pa3paboTKe U peryIsTOPHBIM BOIpOcam
OOO «lleHTp Hay4HOTO KOHCYJIbTUPOBAHUS»,
K.M.H, KJITHUYECKHU# hapmMakosor HuszoB P.P.

3aB. kadenpoit onoxumuu uMm. T.T. bepe3ora [Toxporckuii B.C.




DedepanbHoe 20Cy0apCcmeeHHoe A8MOHOMHOe 00PA308amMebHOe YUpedcOeHUe
svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma
«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumeHnoBanue /Ku3nennulii YUK 1eKapcmeeHHblX NPenapamos
AUCIHUTLTHHBI
O0BbEM TUCHUTITHHBI 3 3E (108 uac.)
Kpatkoe cogepkanue JUCHUILVIHHBI

HasBanue pasneiion Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:
(TeM) TUCHUILIHHBI
OcHOBHBIE 3TaIbI Oco0eHHOCTH )KU3HEHHOTO ITUKJIa JIEKApCTBEHHOTO Ipernapara. 3a1aqu,
pa3paboTku IPOJIOJIKUTEIBHOCTh U CTOUMOCTh OCHOBHBIX 3TaloB pa3paboTKu
JIEKapCTBEHHOI'O JIEKapCTBEHHOI'0 IIpernapara 10 €ro BEIBEACHUSI Ha PbIHOK. PaHHsIsA
npernapara pa3paboTka, no3aHss pazpadorka. [locnenoBaTenbHOCTE U B3aMMOCBS3b

ATAIOB pa3pabOTKH
JKn3HeHHBIE IUKIIBI HuskoMmonekymnspHble cCOeAMHEHNs. BHOTEXHONOrHYecKre npenaparsl.
OTACJIbHBIX IPYIIII I'enepuxu u 6uoananoru. I'ennas u xinerounas tepanusi. PHK
IIpenapaToB TEXHOJIOTHS
DuHaHCUPOBAHUE HcrouHnky (pmHAHCHPOBAHUS OTAEIbHBIX ATANOB Pa3paboTKU
pa3paboTku JIeKapCTBEHHOT O npemnapara. busnec-anrensl. Benuyphsie GpoHabI.
JIEKapCTBEHHOT O ['panToBOE huHaHCHpOBaHUE. Prucku
npernapara Ha
Pa3IUYHBIX dTanax
YKU3HEHHOTO IMKJIa

Pa3patGorumk:

3aB. kadenpoi buoxumun MU IToxposckuii B.C.




DedepanbHoe 20cy0apcmeeHHoe A8MOHOMHOe 00pa308amebHoe YupedcoeHue
svicute2o oopasosanus « Poccutickuii ynueepcumem opyaicovl HApoOoosy

Azpapuo-m €XHO102UYeCKUIL UHCM umym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma
«Co3nanue u pa3padoTKa JieKapCTBEHHbIX MPeNnapaToB)

HanmeHnoBanue JUCHUILIMHBI

HNHocTpaHHbIi A3bIK B MPO(eccHoHATbLHOM
AeSITeJIbHOCTH

O0BEM U CIUIIIINHEI

9 3E (324 uaca)

Kpatkoe

CoACpKaHuC NUCIHUIIJIMHBI

Ha3Banue pa3nesioB TUCHUNJIMHBI

Kparkoe conepskanue pa3aesioB (TeMbl) TUCHHUIIHHBI

[IpakTHyeckuii Kypc HHOCTPAHHOTO
SI3bIKA

Cucrema  BUAOBpEeMEHHBIX  ¢opM  Tjaroina U
COIJIACOBAaHUE BPEMEH. AKTHUBHBII U NTaCCUBHBIN 3aJI0TH.
OO6pazoBanne u (QyHKIMM HHOUHUTHBA, TEPYyHIUS,
npuyactusi. MHuauTHBHBIE KOHCTpYKUMH. CIoXKHOE
nononHenue. CnoxHoe mnojexamiee. [lpudactHele
000pOTHI: CTPYKTYpa U YIoTpebieHue.

CnoxHoe MpeJIoKEHUE. Cno>XHOCOUMHEHHOE
npeayiokeHue. Tumbel CBsi3e B CIOKHOCOYMHEHHOM
npennokeHuu.  CIO0XHOIOAUYMHEHHOE  IPEAJIOKEHUE.
Tunbl NPUIATOYHBIX TPEAJTIOKEHUM.

IlepeBos1 Hay4yHOM TUTEPATYPHI 11O
CIICIMaJIbHOCTHU

TepmuH B A3pIke HaykH. Kpurepun TepMUHOIOTMYHOCTH
CJIOBA. Hedununums TEpMUHA. ITonsTne
TEPMUHOCUCTEMBI. TepMHHOOOpa3oBaHHE B  S3bIKaX.
Kiaccsl TepMHUHOB.

Crnenuduka nepeBoja Hay4YHbIX TEPMHHOB, €IMHUI]
u3Mepenus, (opmyn, rpadukoB, UMEH COOCTBEHHBIX,
reorpadyeCKUX Ha3BaHWM, HA3BAaHUH OpraHU3AIINM.
Ilonsatue crpareruu nepesoza. IlepeBomueckuil aHanus
TEKCTa KaK KOMIIOHEHT CTPaTerMd IHCBMEHHOTO
[IepeBOAA.

ITapameTppl Hay4yHOTrO TEKCTAa, PEJIEBAHTHBIE UL
[IepeBoaa.

Ilytu pocTrkeHUs aneKBaTHOCTU M SKBUBAJICHTHOCTH
IIPU NIEPEBOJIC HAYYHOU JIUTEPATYPBI.

Pabota co cioBapsiMu U ClIpaBOYHUKAMH.
Hcnons30BaHre KOMIBIOTEPHBIX TEXHOJIOTHI B IIEPEBOJIE

AHHOTHpOBaHHKE, peepupoOBaHUE U
cocTaBJieHHE 0030pOB

[TepBuyHbIE 1 BTOpUYHBIE TEKCTHI. BhIeIeHne OCHOBHOM
U BTOPOCTENEHHOM uH(popManuu TekcTa. BrineneHnue
CPEICTB CO3/aHUS LEJIbHOCTH U CBSI3BHOCTH TEKCTA.
OcHoBbl KOMIpeccuu Hay4dHoro Ttekcra. Co3gaHue
BTOPUYHBIX TEKCTOB Pa3HOU CTENEHU KOMIIPECCHH.
OcHOBHbBIE IPUHIMIIBI U 3374 pedeprupoBaHUsL.

Tuner  pedeparoB.  Hammcanmme  pedepara  Ha
MHOCTpaHHOM  si3blke.  CocTaBleHHME  CBOJHBIX W
0030pHBIX pedepaToB 1O HAYYHOM TEMAaTHKE Ha
MHOCTpaHHOM si3bIKe. CocCTaBlIeHHE MOHOTpaUUECKHX
pedepaTos.




OCHOBHBIE TpPUHLUIIBI W 33Ja4¥ AHHOTHUPOBAHMS Ha
WHOCTpaHHOM si3bIke. CoCTaBJICHUE aHHOTAIIUH.
CocraBnenue ONUCATENbHBIX U pedepaTuBHbBIX
AHHOTALIUM.

CocraBrieHHE aHAMTUYECKUX O0030pPOB HMHOS3BIYHON
Hay4YHOU JIUTEPATYPHI 110 CIEHUATHLHOCTH.

Pa3zpabdorunkm:
3aB. kadenpoii UHOCTPAHHBIX SA3BIKOB, MPO. E.A. Hotuna
3am. 3aB. Kadeapoit HHOCTPAHHBIX SI3BIKOB, TIPOQ. N.A. beikoBa

3am. 3aB. Kadenpoii MHOCTPAHHBIX SI3BIKOB, CT. MPEIl. B.D. YmommxueBa
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HaumenoBanue
TUCHUILINHBI

Knununueckas ¢papmakosiorus

O0BEM U CIUIIIINHEI

6 3E (216 uac.)

Kpartkoe conep:xkanue TUCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

Knunnueckas
(dbapMakOKHMHETHKA

dapMakOKHMHETHYECKE TapaMeTphl K METO/IbI UX pacyera. [ paduyeckue
mojenu. Bo3pactHas ¢papMakokuHeTHka. BinusHue naronoruu Ha
(dapmakoKUHETHYECKHE TTapaMeTphl. 3HaueHne (papMaKOKUHETHKH B
pa3paboTKe JIeKapCTBEHHBIX CPEACTB. BMOJOCTYTHOCT 1
OMOAPKBUBAJIEHTHOCTH JICKAPCTBEHHBIX cpeAcTB. MccnenoBanus
010’KBUBAJIEHTHOCTH. [loHsATHE 0 OMOAHAINTHYECKUX METOAAX.

Knunnueckas
dbapmakoguHAMUKA

Muiienu nericTBuUs JEKapCTBEHHBIX CPEACTB. MeXaHU3MBbl 1€MCTBUS
JIEKapCTBEHHBIX cpecTB. D PeKThl JeKapCTBEHHBIX cpelcTB. Jo3a u
JI03UPOBAHUE JIEKAPCTBEHHBIX CPEACTB. BiusiHue naronoruu Ha
dapmakogunamuky JIC. Bo3pacTtHbie actiekThl (hapMakoIMHAMUKHY. .
3HaueHue GpapMaKkoJUHAMHUKHU B Pa3padOTKe JIEKAPCTBEHHBIX CPEICTB.
B3anMocBs3b (hapMaKOKHHETHKH U (papMaKOTMHAMHUKH.

TokcHuHOCTH

JIEKapCTBEHHBIX CPEJICTB.

B3aumoenictBusa

JIEKapCTBEHHBIX CPEJICTB.

Tokcndeckne peaklnu JIGKapCTBEHHBIX CPENICTB: MPUPO/Ia
BO3HUKHOBEHUS U MYTH MpeoiosieHus. TepaneBTuyeckuil
JIEKapCTBEHHBII MOHUTOPUHI. MexXIIeKapCTBEHHBIE B3aUMOICHCTBUSA:
dapmarneBTrueckue, papmakoauHAMUIECKre, (hapMaKOKMHETHICCKHE.
[TpuHIMTIBI PAlTMOHATBHOTO KOMOMHUPOBAHUS JICKAPCTBEHHBIX CPEICTB.
OcobenHocTH pa3paboTKH (PUKCUPOBAHHBIX KOMOWHAIIANA
JIEKapCTBEHHBIX CPECTB.

Knnanaeckas
dapmakonorus
CEPICYHO-COCYIUCTHIX
JIEKAPCTBEHHBIX CPEJICTB
U CPEJICTB, BIUSIOIIUX
Ha CBEPThIBAaHUE KPOBU

OCOo0eHHOCTH PEryIMpPOBAHUS T€MOIMHAMUKY, IPUHIHIIBI TATOJIOTUH
cepAeyHO-cocyIucTol cuctembl. Kiaccudukanus 0CHOBHBIX TPYIII
npenapaToB. AHTUTHIIEPTEH3UBHbIE ITpenapatel. [IpenapaTs s
TCpannun CGp,Z[@‘-IHOfI HEOOCTAaTOYHOCTH. AHTHaHTHHAJIbHEIE nmpemnaparsl.
[N'mnomunuaemuueckue npenapatsl. [Ipenapats! ans repanun
HapyLIeHUH pUTMa cepaua. AHTUKOATyJISIHThl, aHTHArTperaHThl,
TpoMOosnTuKH. [Ipenaparsl, MOBBIAIONINE CBEPTHIBAIOIIUI
noTeHIMaI KpoBU. PapMaKOKMHETHKA U (papMaKoJUHAMUKA TPYIIIT
IpenapaToB U OCHOBHBIX IpezacTaBuTeneil. [IpuHIMIBI TOMCKa HOBBIX
TPYIII CEPACUYHO-COCYUCTHIX IpenapaToB. HoBble Mumenu s
CepAECUHO-COCYIUCTHIX NpenapaToB. [1yTu noeimeHns 3pHEeKTUBHOCTH
1 0€30MacHOCTHU MPH pa3pabOTKe CepIeUHO-COCYIUCTBIX MPENapaToB.
BiusiHue Bo3pacTa u maToJoruu Ha napamerpsl 3(pPEeKTUBHOCTH U
0€30IaCHOCTH OCHOBHBIX I'PYIIIT IPENapaToB.

Knunnueckas
dapmakonorus
Mpenaparos,

Oco0eHHOCTH perylIupoBaHus ra3000MeHa B OpraHu3Me, TPUHIIUIIBI
NaTOJIOTUU JIbIXaTeNbHON cucTeMbl. Kitaccudukanys OCHOBHBIX TPYIII
npenapartoB. [Ipenapars! qist Tepanun OponxuanbHOi acTMbl 1 XOBJI.




NPUMEHSICMBIX TTPU
3200JI€EBAHUSAX
JIBIXATENbHOU CUCTEMBI

[TpoTuBOKanUIeBbIe IpenapaThl, MyKOJIUTUKH, MyKOKUHETHKH,
MYKOPETYJISITOPBI, IbIXaTeIbHbIC aHAICTITUKU, TIPETapaThl
cyphakranta. ®apMakoKHHETHKA U hapMaKOIUHAMUKA TPYIIIT
MpernapaToB U OCHOBHBIX TpecTaBUuTeNNel. [[pUHITUITBI TOMCKA HOBBIX
rpynn npenapatoB. HoBbie Mumenu st npenaparton. [Iytu
MOBBIIICHUS 3(PPEKTUBHOCTH U OE30MMACHOCTH TIPH pa3paboTke
IpenapaToB, BIUSIONINX HA (YHKIIMN OPraHOB JbIXaHus. BausHue
BO3pPACTa U MAaTOJIOTUU Ha TapaMeTpsl 3PPEKTUBHOCTH U O€30IaCHOCTH
OCHOBHBIX I'pyMI NPEnapaTos.

Knununueckas
bapmakoorus
MPenapaToB, BIUSIONIINX
Ha QYHKIIH
KEITYT0YHO-KUIIIEYHOT O
TpakTa

Oco0eHHOCTH NHILEBAPEHUS, IPUHLUIIBI TATOJIOTUH MUIIEBAPUTEIHHON
cucteMbl. Kitaccugukaiys OCHOBHBIX TpyII mpernapatoB. [Ipemnapatsr
JUISL TepaliK SI3BEHHOM OOJIE3HM Key/Ka U JIBeHaIaTUIIEPCTHON
KHIIKH, TTperaparsl PepMEHTOB, TeNaTOMPOTEKTOPHI, IPETapaThl s
Tepanuu oxkupeHus. PapMakokMHETHKA U (papMaKoAMHAMUKA TPYIIIT
IpenapaToB U OCHOBHBIX NpeacTaBuTeneil. [[pHHIMTIBI TOMCKa HOBBIX
rpym npenaparos. Hossle Mumenu i npenapartos. 1lyrtu
MOBBIIICHHS 3P (HEKTUBHOCTH M 0€30MMaCHOCTH TIPH pa3paboTke
IpenapaToB, BIUAIOMUX Ha (QYHKIIUM OpraHoOB NHIeBapeHus. Biausaue
BO3pacTa M MaTOJIOTHH Ha mapaMeTpsl 3PPEKTUBHOCTH B 0€301MaCHOCTH
OCHOBHBIX I'DYIIII IIPENapaToB.

Knnanaeckas
(apMaKoIorusi CpesCTB,
MPUMEHSEMBIX TIPH
HIOKPUHHBIX
3a00JIeBaHUSIX

Ponb ropmoHoB B romeocTtasze opranuzMa. OCHOBHBIE TPYIIITbI
SHIOKPUHHBIX 3a001eBanmii. Kiaccudukanus OCHOBHBIX TPYIIIT
npenapatoB. [IpenapaTsl TOpMOHOB THUIIOTAJIaMyca U TUIIO(HU3a.
[IpenapaTsbl 110I0BBIX TOPMOHOB, UX arOHUCTHI U AHTArOHUCTHI.
Anabonnueckue ctrepouisl. [Ipenaparsl TOPMOHOB IIMTOBHIHON
JKeJe3bl 1 aHTUTUPEOUIHBIE cpeAcTBa. [Ipenaparsl napamuTOBUIHBIX
)kene3. [IpenapaTbl TOPMOHOB MOIKETYIOUYHOMN KETE3bI U
CUHTETHYECKHE aHTHANA0ETHUeCKHEe cpecTBa. [Ipenaparsl ropMOHOB
KOpbI HaAno4eyHukoB. dapmakoknHeTHka U papMakoJuHAMUKA TPYIII
MpenapaToB U OCHOBHBIX MpeAcTaBuTeneil. [[puHIMIBI MOMCKA HOBBIX
rpynn npenapatoB. HoBbie Mutienu juist npenapatos. [Iytu
MOBBIICHUS 3PPEKTUBHOCTH U OE30MMACHOCTH TIPH pa3paboTke
IpenapaToB, BIUSIONINX HAa HJIOKPUHHBIE Opranbl. BiusHue Bo3pacra
¥ MaTOJIOTUH Ha mapameTpbl 3 pekTuBHOCTH U 0€301MacCHOCTH
OCHOBHBIX I'pYyII NPEnapaTos.

Knunnueckas
bapmakoaorus
MpenaparoB, BIUSIONINX
Ha QYHKIIH
LIEHTPaJIbHOW HEPBHOMU
CUCTEMBI, aHECTETUKOB,
ananbsretukoB u HIIBC

Ocuosusbie Menuatops! LIHC. [Mpunnuns perymsauuu padots LITHC.
Knaccugukaius ocHOBHBIX Tpynin npenaparoB. CHOTBOPHBIE U
cefaTtuBHbIE npenapatsl. [IpoTHBOCY10pOKHBIE TpenapaThl.
IlcuxorponHsle npenapaTsl. MeCTHbIE aHECTETUKH U ITpenapaTsl 1Jis
Hapko3a. AHansreruku. HIIBC. ®dapmakokuHeTnka u
(apMakoMHaAMKKa IPYIII IPENApaTOB U OCHOBHBIX MIPEICTABUTENEH.
[TpuHIMTIBI TOMCKA HOBBIX TPYII MpernapaTtoB. HoBble MUIIIeHH 1151
npenapartoB. [IyTu noBsimenus 3pGHeKTHBHOCTH 1 0€30MMaCHOCTH TIPH
pa3paboTKe MpenapaToB, BIUSIOMMX HA SHIOKPHHHbIE OPTaHbl.
BiusiHue Bo3pacTa 1 maTooruu Ha napamerpsl 3pPEeKTUBHOCTH U
0€30IaCHOCTH OCHOBHBIX I'PYIIIT IPENapaToB.

Knnanaeckas
dapmakonorus
MPOTUBOMH(EKITMOHHBIX
JIEKAPCTBEHHBIX CPEJICTB

Knaccudukanus 0CHOBHBIX TPy MpenapaToB. AHTUOMOTUKH,
CHHTETHYECKHE aHTUOAKTEPHAJIbHBIE TIPEnapaThl, IPOTUBOBUPYCHBIE
npenaparsl, IPOTUBOTPUOKOBLIE Mpenapathl, IPOTUBONPOTO30MHbIE U
IIPOTUBOTE€JIbMUHTHBIE Ipenaparbl. DapMaKOKUHETHKA U
dapmakoguHamuka. [[puHIKIIBI TOMCKA HOBBIX TPYII MPENapaToB.
Hosble Mumienu ans npenapatoB. [yt noBbieHus 3pQeKTUBHOCTH U




0e3omacHOCTH NpH pa3paboTke mpenaparos. BimsHue Bo3pacta u
[aTOJIOTUU Ha NapaMeTphl 3PHEKTUBHOCTH U OE30MACHOCTH OCHOBHBIX
TpYI MpenapaTos.

Pa3paborumnkmn:

3aB. kadenpoii oomIei u
KJIMHUYECKON (hapMaKoJIOTUU 3sipsiHOB C.K.

3aB. yu. 9acThio Kadeapsl oomieit u
KIIMHUYECKOU (papMaKoJIoruu Bbyrpanosa O.H.
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HaumenoBanue
TUCHUILINHBI

Knunuueckas snudemuonozusn

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

TTouck MmeaguIIMHCKOMU
uHpopmarun

Anroputm PICO. ®opmuposanue 3anpocoB. Kpurepuu cyxenus u
pacmupenus novcka, GpuibTpel. CymiecTByrome 0a3bl JaHHBIX.
Ucnonb3oBanne MeSH B Pubmed. Pabora ¢ Oubmuorpadueii.
Hcnonb3oBanue Zotero st pabOThI C TUTEPATYPOU

O1LeHKa DKCIIO3UINY B
KIIMHUYECKOU
SMUIEMUOIOTHHA

CyOBbeKTHBHBIE U O0BEKTHUBHBIE METO/IbI KOJIMYECTBEHHOMN OLIEHKH
AKCHO3ULMHU. TUITHMYHBIE aITOPUTMBI 3200pa PO B AMHUIEMHUOIOTHU
npoeCCHOHANIBHBIX 3a00JIeBaHMI M O0JIe3HEH OT BO3JCHCTBUS
(daxTopoB okpyKatomien cpeasl. ucnepcnonnslii ananus ANOVA

MeToObI OLIEHKU U
HpeﬂCTaBﬂeHH}I
accoryanun
«IKCMO3HUIIMSA — UCXOI»

OreHKa HCXO0O0B B KIIMHHNYECKOU drnaeMuonorun. KonnyecTBenHas
XapaKTePUCTUKA acCOIUAIIUU. AOCOIOTHBIC U OTHOCUTEIILHBIC
BEJTMYMHBI OIEHKH BEPOATHOCTH (ITAHC M PUCK). TaOIHIIBI COMPSKEHUS
2*2. Kiimanueckoe 3Ha4YeHNe OTHOIIEHHS IIIAHCOB ¥ OTHOCUTEILHOTO
pHucKa

Jn3aitH KIMHUYECKUX
HCCIEeOBaHUN

OO0cepBallnOHHBIC U KCTIEPUMEHTAIBHBIE HCCIIETOBaHUS.
[IpenmyiiecTBa M HEIOCTATKY MOMEPEYHBIX, HCCIEI0OBAHUN «CITy4daii-
KOHTPOJIbY», KOTOPTHBIX U 3KCIIEPUMEHTAIbHBIX UCCIIEI0BAHUIA.
Panpomuzanus. [lepekpEécTHble Au3ailHbl. AJaNTUBHBIE TU3AMHBI.
Ju3aiiHel U1t paHHel pa3paboTku. Pa3znuynble moArpymnsl
MHHOBAIIMOHHEIX JU3aMHOB UCCIeNOBaHUNA. MeTOILl MAaTEMATHUECKOTO
BhIpakeHUs 3 (PeKTa B pa3sTMuHbIX HCCIETOBAHUSX.

CucreMaTndeckue
OILIMOKHU

CucremaTuieckue omuOKu 0TO0pa, KiiaccuPpuKauu u
BMeIIMBAIOMXCcs (HakTOpoB. METOIbI UX BBISBICHUS U
MPEIOTBPALICHUS HA Pa3IMYHbIX 3Tanax BeaeHus ucciaegoBanus. DAG.
Mouduxarms s¢dexra.

AHann3 JaHHEBIX

Mertobl IpecTaBIeHIs Pe3yIbTaTOB HCCIIEOBAHUHN C TOMOIIBIO
OTHOCUTEIILHBIX BEIHUYMH. PerpeccronHsbIil ananms, perpeccust Kokca.
Knuanyeckoe 3HaueHNE PHUCKOB U aHAJTUTUIECKHE METO/IbI
OJIOKMPOBAaHMS BMEITUBAIOIUXCS (DAKTOPOB.

MeTtonomorus
CUCTEeMAaTUUYECKUX
0030pOB 1 MeTa-
AQHAJIM30B

Anroputmbel PRISMA, PRISMA-P. Onenka kadecTBa ncciieI0BaHUM.
Cunres pe3ynbraroB. KilmHnueckoe 3HaYeHUE CUCTEMaTHYECKUX
0030poB 1t IpUHATHS perieHns. CTaTuCTUYECKHE MaKeThl 11 MeTa-
ananmu3a (STATA, NCSS). Moaenu GpUKCUPOBaHHBIX M CITy4aliHBIX

2 dexToB.

Kputnueckas onenka
yOJTUKYEMBIX

AJNTOPUTMBI KPUTHYECKOM OIICHKH OITYOJIMKOBAHHBIX HCCIIETOBAHUH.
Penien3upoBanmne HayYHBIX MyOJUKAIUH.




HCCIEeN0BaHUN

Paspaborumnkmn:

Homu. xadbenpsr buoxumuu MU Bunnukos /I.B.

3aB. kadenpoii buoxumun MU IToxposckuii B.C.
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HaumenoBanue
TUCHUILINHBI

Knunuueckue uccneoosanusn u pazpadomka

O0BEM U CIUIIIINHEI

4 3E (144 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Iloustue u 1eab
KIIMHUYECKOU pa3pabOTKH

Knunnueckas pazpaboTka Kak 3Tarn )HU3HEHHOTO LIUKJIA
JIEKapCTBEHHOT'O Ipenapara. Y clIOBHs Hadaja ¥ MPOJAOJDKCHUS
pa3paboTKu: mpeaBapuTeNbHbIe apMaKoIMHAMUYECKHE,
(apMaKOKMHETHYECKHE U TOKCHYECKHE CBOMCTBA [UIsl TPAHCIIALIUY B
KJIMHUKY. IHTepIpeTalys B 3aBUCUMOCTH OT pa3padaThIBAaEMOT0
IOKa3aHMSL.

CBs3b ¢ TOKIIMHUYECKON U
dbapmareBTUIeCKOn
pa3paboTkoit

[IpoaBmxeHre KIUHUYECKON pa3pabOTKH B 3aBUCUMOCTH OT 00beMa
BBITTOJIHEHHBIX JOKITMHHYECKHX UccaenoBannii. DapMarieBTHIecKas
paspaboTka HopMyIISIHH JUTS TIEKAPCTBEHHOTO BEIIECTBA TSI
KJIIMHUYECKHUX HCCe0oBaHui pa3HbIX (a3. PazpaboTka mporecca
IPOM3BOJICTBA, 00BEM YCTAHOBIICHHS XapaKTEPUCTHK JIEKAPCTBEHHOTO
BEIIlECTBA/Ipernapara u pa3paboTka cTpaTeruy KOHTPOJIS B
3aBHCHUMOCTH OT CTAJMU Pa3pabOTKH

Otanbl KINHUYECKOH
pa3paboTKu U menu
3TaroB

[ToaroroBUTENBHBIN dTAIl; MUHUMAILHBIA 00bEM JOKINHUYECKUX
WCCJICIOBAHMM JIsI HaYaJla KITMHUYECKON Pa3paOOTKH U UCIIBITYeMbIe
00pexThl. Kitmanueckue uccienoBanus in silico. ®a3pl KIIMHAYECKON
pa3paboOTKH U 1eNi KITMHUYECKUX MCCIeA0BaHNN Ha
COOTBETCTBYIOIIMX (pa3zax B 3aBUCUMOCTH OT MIPUPOBI UCCIEIOBAHUH.
«IIpenskcepuMeHTaIbHBIE)», MUJIOTHBIE, TOMCKOBBIE U ONIOPHBIE
KJIMHUYECKUE UcciieqoBadusl. Maciurad uccienoBaHui

IIporpaMMBbI KITUHUYECKHUX
HCCIEN0OBAHUN OCHOBHBIX
TPYIII JIEKAPCTB

HoBsie neiicTByrOIMME BELIECTBA: HU3KOMOJIEKYJISIPHBIE,
OMOTEXHOJIOTHYECKHE, UMMYHOJIOTHYECKHUE (BaKIIMHBI),
MIPOTUBOOITYXOJIEBbIE MPENapaThl, FEHHAS U KJIETOUYHAs Teparusl,
MPOTUBOMHUKPOOHBIE CPENICTBA, KAPIUOJIOTUYECKUE, META0OINYECKIE
Y HEBPOJIOTMYECKHUE MTPenapaThl, paCTUTEIbHbIE MPENapaThl.
Bocnpoussenennblie n 610aHAIOTMYHBIE JIEKapPCTBEHHBIE NPENnapaThl

KoneuHble TOUKH
KIMHAYECKUX
HCCIICIOBAHUI U UX
U3MEpEHHEe

TToHsITHE KOHEYHBIX TOUEK U UX COOTHOIICHHUS C 33.60JI€B3.HI/IGM u
pa3pabaTbIBacMbIM JIEKapCTBOM. TBepble U CyppOTraTHbIE KOHEYHBIC
TOYKU. BanmuaupoBaHHbie 1 pazpabaTbiBaeMble CyppOraTHbIC
KOHEYHBIC TOYKH. bBuoMapkepbl 1 X pa3HOBUAHOCTH.
BI/IOXI/IMI/I‘-IGCKI/IG, TCHOMHBIC 1 BU3YAJIN3alIlUOHHBIC 6HOMapK€pBI.
[Tporpammel kBanudrkauu 6noMapKepoB

JIn3aiiHbl KITMHUYECKUX
HCCIENOBAaHUN B
3aBUCUMOCTH OT IEJTU U
OTpaHUYECHU

[IpeBocxonacTBO, HE MeHbIIAsA 3PPEKTUBHOCTH, SKBUBATCHTHOCTb.
[TapannenbHbIN, TEPEKPECTHBIN U PEIUIMKATUBHBINA IU3aiHbl. Jln3aitHbI
panHux uccinenosanuii (SAD+MAD). I'pynnoBsle 1ociiejoBaTeabHbIe
nu3aitHbel. DakTOpHBIC MU3aiHBL. AnanTuBHbBIE Au3aiHbl. Add-on-
IU3alHbI

Jloche Ha KITMHUYECKOe

3asBnenue Ha uccienxyeMmoe HoBoe jgekapctBo (IND) B CIIIA u




HCCIIENOBAHUE

3asiBJICHUE Ha pa3pelieHne Ha kimandeckoe uccnegopanue (CTA) B
EBpocoroze. Jlocbe kianHnyeckoro uccaenopanus B Poccun/EADC

[TpoTOKON KIMHUYECKOTO
HUCCIICAOBaHUA U
WUHAUBHUAyaJIbHAS
perucTpaloHHas KapTa

[TonsTue nmpotokona knuHuueckoro uccienoanus. [ICH E6. Ces3b ¢
JIPYrUMU JOKYMEHTaMU Ha KJIIMHUYECKoe uccienoBanue. Hayunsie u
MPOIIECCYaIbHBIC ACTIEKThI. AJITOPUTM COCTaBJICHUS: 11E€ITh
UCCJIEI0BAHMS, KOHEUHbIE TOUKHU, KPUTEPHUH, TUTIOTE3A,
OouocrarucTrka, npoueaypbl. @opmanbHbie TpeOoBaHUs. ba3bl JaHHBIX
i mpotokosioB. Medical writing. MnauBuyanbHast
pErUCTpaIOHHAS KapTa W YIIPaBJICHUE TaHHBIMH

Bbpourropa uccnenosarens

Henb cocraBnenus nokymenta. ICH E6. I[Tonroroska 6portops
UCCIIeI0BATENs: JKU3HEHHBIN LIUKJI IOKyMEHTA, HaunHasi ¢ IEpBOTo
KJIIMHUYECKOIO UCCIIETOBaHMS

OT4eT 0 KIIMHUYECKOM

Odunmanpabie TPEOOBAHMS K COCTABICHHUIO U (hOpMAT: TEKCT U

UCCIIEI0BAHUHT npunoxxkenus. ICH E3. Anroputm cocraBienus. Konnexktus
COCTaBUTENEH: METUIIMHCKUN TUCATeNb, MEHEJKep JaHHbIX,
OMOCTaTUCTHK, CIICUAIHCT MO0 0€30MaCHOCTH, METUITUHCKUN IKCIIEPT,
(dhapMaKOKHMHETHK, OMOMH(POPMATHUK
Pa3zpadorunkm:

Crniennanuct mo pa3paboTKe U peryIsITOPHBIM BOIPOcam
OO0OO «lleHTp Hay4HOTO KOHCYJIbTHPOBAHUS»,
K.M.H, KJITHUYECKHU# hapmMakoior HuszoB P.P.

3aB. kadeapoii buoxumuu uM. T.T. Bepesoa IToxposckuii B.C.
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HaumeHnoBanue Konuuecmeennana knunuueckaa papmaxonozusn
AUCIHUTLTHHBI
O0BbEM TUCHUTITHHBI 3 3E (108 uac.)
Kpatkoe cogepkanue JUCHUILVIHHBI
Bseznenue B mpeamer OTnuune  KIMHUYECKOM  ¢dapMakosoruu OT  (yHIAMEHTAIbHOM.

Paznuuus mexnay 3apyOeXKHbBIMH M OTEYECTBEHHBIMH TMOJIXOAAMH K
mpenoagaBaHunIo. BapI/Ia6eJII>HOCTI: 1 MCCTO KOJIMYCCTBCHHBIX MCTOJOB.
[Tonsitne hapMakOMETPUKHU U CUCTEMHOMN KJIMHUYECKOMN (hapMaKOIOTHN

buoxumuueckue UenmoBeKk Kak cHCTeMa OWOXMMHUYECKHMX peaknuii. BkioueHue

MIPUHIUIIBI JeKapcTBa B METa00IM3M U BIMSIHUE JIEKapCTBa Ha PA3IMYHbIE MUIIICHH.

KHU3HENEATENFHOCTH U | OMUKM  JUIi  XapaKTEpUCTHKH  (apMaKOJOTHYECKUX  IPOLIECCOB.

ux MoayiaupoBaHue | bonbiive nanHble

JIEKapCTBAMHU

Knunnueckas OcHoBHBIE (hapMaKOKHHETHYECKHE TPOIECChl U MaTepUaIbHbIN OamaHC

(dapmakoOKMHETHKA JIEKapCTBa. 3aKoH COXPaHEHHUS MaccBbl. MonenupoBanue
(dhapMaKOKMHETHYECKHUX MPOIIECCOB

KomMnapTmeHTHBII Pacnpenenenue nexkapcrsa U ero MoaenuposaHue. OU3HOIOrHYECKas

aHaIu3 3HAYMUMOCTh  KOMIAapTMEHTalu3auuu.  Hekoropele  ypaBHEHUS.
DapMaKOKHMHETHKA, OCHOBaHHAas Ha (PU3UOJIOTHH

buodapmarneBTuka AOcopOumst W OHOJOCTYMHOCTh KaK BEAYyIIHE ONTHMH3UPYEMbIC
napameTpsl BO BpeMs pa3paboTku. OTHOcUTENbHAs OMOIOCTYITIHOCTD U
TE€HEPUKHU. BHO3KBUBaJIEHTHOCTD. OcHOBHBIE peryasTopHbIe
PYKOBOJCTBA

[TonynauronHas AHanu3 (QapMakOKMHETHYECKHX JAaHHBIX. 3HAYUMOCTh U MECTO B

(apMaKOKMHETHKA pa3pabotke. IHTepnperanus pe3ynpratoB. Ykazanus FDA

MeTtabonu3m u | Cuctembl  OuoTpanchopManuy, 3HAYMMble B  KJIMHHYECKOU

TPaHCIIOPT JIEKAPCTB bapmakosorum. [lepenocumku: KHILIEYHUK, MOYKH,

remMaTodHIehaTnIecKuii bapbep, IarneHTa

JlekapcTBeHHBIE N3ydenune nekapCTBEHHBIX B3aUMOJEHCTBUH B paMKax KIMHUYECKOU
B3aUMOJCUCTBUS pa3pabotku. Hayunsie pykoBoacrsa FDA u EMA

buoxumuueckue CoBpeMeHHbIE MOAXOABI K OLIEHKE TOKCHMYHOCTU: adverse outcome
MEXaHU3MBbI pathways. JlexapcTBeHHast MeYEHOYHas TOKCHUYHOCTb.
JIEKapCTBEHHOM NmMmyHOMIOrNYeckas TOKCHYHOCTh

TOKCHUYHOCTH

dapmakoguHamMuka — u | Monekymspaas — ¢dapmakosorus.  buomapkepel.  Busyamumzamms.
OIICHKa JieKapcTBeHHBIX | DapMakoreHoMuKa

BIIUSHUU

VYcraHoBneHue 3aBucumocTu f03a — otBeT. Il ¢a3a knmunnyeckux uccnenpoBanuii. ICH
onTUMaIbHBIX 703 U | E4. ®apmakoauHamuyeckue MOJEIu

pPEXKUMOB JJO3UPOBAHUS

OcoObie  rpymnmbel B | BapuabenbHOCTh B 3aBUCHMOCTH OT 110J1a, BO3pAcTa U COMYTCTBYIOIIMX




KIIMHUYECKON 3a0osieBaHU
dapmakosoruu
Bnusinue KauecTBa | YucTora MW MpUMECH, BalMIHOCTH Ipoliecca  IMPOU3BOJICTBA,
JICKapCTB Ha | CACTEMHOCTh M IPEEMCTBEHHOCTh pa3pabOTKH  JIEKapCTBEHHOTO
dapmakonorunyeckue mpermapara W Ipoliecca €ro IpOU3BOACTBA. BO3MOXHOCTH U
CBOICTBA OTpaHWYCHUSI METOJIOB KOHTPOJISI KAYEeCTBA.

Pa3paborumnkmn:

Criermanuct o pa3paboTKe U peryasTOPHBIM BOIIPOcaM
OO0 «lleHnTp Hay4YHOTO KOHCYJIBTUPOBAHUS,
K.M.H, KIMHIYEeCKHH (hapmakoor

3aB. kadenpoii 6moxumuu um. T.T. bepe3zona

Huszos P.P.

IToxposckuii B.C.
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HaumenoBanue
TUCHUILINHBI

Mapkemunzogwvie ucciedosanus 6 30pagooXpaHeHuu

O0BEM U CIUIIIINHEI

2 3E (72 uac.)

Kpartkoe conep:xkanue TUCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pazaeioB (TeM) IMCIHUIIAHBI:

OCHOBBI MapKETUHTA B
3IpaBOOXPaHEHUH.
OcHOBHEBIE 1I€/IH, 32291
1 QYHKIIUM MapKETUHTA
B 37IpaBOOXPAHCHUH.
OOBEKTHI UCCIIENOBAHUS.

MapKeTuHT B 34paBOOXPAaHEHUH, €TO CYITHOCTh U OCOOEHHOCTH.
Kpatkwuit uctopuyeckuii 0030p pa3BUTHS MaPKETUHTA M MApKETHUHTA B
31paBooxpaHeHuu. OCHOBHbIE TEPMHUHBI U MOHATUS. OCHOBHBIE
MOAXObI, UCIIOJIB3YEMbIE B MAPKETUHTI€ B 3JPABOOXPAHEHUU:
COLIMAIbHO-3TUYECKUM MAPKETHUHT, CTPATETUYECKUM U OllepalliOHHBIN
MapkeTHHT. OCOOEHHOCTH TUIAaHUPOBAHUS B MEIUIIMHCKOM U
(dapmarieBTHYeCKOM MapKeTUHTe. MapKeTHUHTOBasi HHPOPMaIMOHHAsS
cucrema. MapketunroBoe ynpasieHre. OObeKThl UCCIEIOBAHUS B
MEIUIIUTHCKOM U (papMalieBTH4eckoM MapkeTHHre. OKpyxKaromas
MapKeTHHroBas cpena. Mukpocpena u makpocpena. Kontpoaupyemoie
U HEKOHTPOJIUPYEMbIe (DaKTOPbI OKPYKAIOLIEH CpeIbl.

MapKeTHHTOBbIE
UCCIIEI0BAHUS:
COCTaBJICHHE TIJIaHa
MapKETUHT OBbIX
WCCIIEIOBAHU M, U3yUEHUE
CIIpOcCa U MPEeJIOKEHUS
MEAUIMHCKUX U
(dapmareBTUYeCKIX

YCIIYT U IPOAYKTOB.

MapKeTHHTOBBIE HUCCIIEOBAHUS B 3/IpaBOOXpaHeHUH. TpaauiiioHHbIC
OOBEKTHl ~ MAapKETMHTOBBIX  HCCJIECIOBAHUU. MapKeTuHTOBBIE
UCCIICIOBAaHMSI PbIHKA MEIULMHCKUX M (hapMaIleBTUYECKUX YCIYT H
NPOJYKTOB: CETMEHTAIUsl, €MKOCTb, KOHBIOHKTYpa, 3JaCTUYHOCTb
CIpoca, >HU3HEHHbIE IMKIIbI, KOHKYPEHTOCHOCOOHOCTh, CHpPOC H
npeiokenue.  LleHbl u  1eHooOpa3oBaHHME B~ MapKETUHTE
MEIUIUHCKUX YCIYT M TMPOAYKTOB. Poib pekiambl B MapKeTHHIe
MEIUIUHCKUX  yciIyr.  M3ydeHue  BIMSHHMS ~ peKiiaMbl — Ha
CTUMYJIUPOBaHHE COBITA.

CermeHTHpOBaHUE U
MO3UI[MOHUPOBAHNE Ha
PBIHKE METUIIUHCKUX U
bapmareBTHIECKIX
YCIYT U IPOJYKTOB.
OrneHka

KOHKYPEHTOCIIOCOOHOCTH.

OOme moaxonbl K CErMEHTHPOBAHMUIO PBIHKA M MX OCOOCHHOCTH.
Knaccudukanus OCHOBHBIX NEPEMEHHBIX, MO KOTOPBIM IPOBOJIST
CETMEHTUPOBAHUE pBHIHKA IPU MApPKETUHIOBBIX MCCIEIOBAHUAX B

3IpaBOOXpaHeHUH. M3MEpUMOCTh, JIOCTYIIHOCTh, 3HAYUMOCTh U
IMPUTroJHOCTb ITUX MEPCMCHHBIX JJISL aHaJn3a PBIHKA.
MmuorodakTopHas CerMeHTaIus pBIHKA. OcobenHoctu

NO3ULIMOHUPOBAHUS HA PBIHKE MEIUIMHCKHX YCIYI U HPOAYKTOB.
[TapameTpsl mosunuoHupoBaHusa. CTparerusi MO3MIMOHUPOBAHUSL.
Ponp crammapTu3anmMu M CepTUUKAIMM B CHUCTEME OOecredeHus
KayeCcTBa M KOHKYPEHTOCIIOCOOHOCTH TPOAYKTa M YCIyTH B
3npaBooxpaHeHnH. OIEHKa KOHKYPEHTOCHOCOOHOCTH MEIUIUHCKUX
yCIyr W TpOAYKTOB. BnmsHme pplHKa Ha  Ka4ecTBO |
KOHKYPEHTOCIIOCOOHOCTb.




Opranuzanus CTpyKTypa MapKETHHTOBOU CTy>KOBbI. OpraHu3aiusi 1eITeIbHOCTH
JESTEIIBHOCTH MapKeTUHTOBOM ciryk0bl. Kputepuu orneHku 3¢h(hekTuBHOCTH U
MapKETUHTOBOM CIIYKOBI. | pe3yJbTaTUBHOCTH PAOOTHI MApPKETUHTOBOM CITY>KOBI.

Pa3paborumk:

3aB. kadenpoii 00IECTBEHHOTO 3I0POBbSI,
31paBOOXpaHeHus U ruruensl MU ®omuHa A.B.
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Mamemamuueckue memoovl aHAIU3A 8 OUOIOZUU U MEOUUUHE

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

Mecto u pois | I3 ucrtopuu pa3BuTHs MareMaTuku. [[puMeHeHne MaTeMaTu4ecKux
MAaTeMATHKH B | pacueToB B OMOJIOTHH, METUIIMHE, (DApMaKOIOTHH.

dbapmakoioruu

Matpunibl u  paeiictBus | MaTpuibl; BUIbl MaTpULl U AelcTBUA HaJ HUMU. [loHsiTue oOpaTHOM

HaJ HUMH

MaTpuubl. Panr matpurel. Onpenenurenu BTOPOro U TPETHETO MOPAJIKA,
HUX CBOMCTBA.

CucreMbl JJUHEUHBIX

Cucrembl TUHEHHBIX anredpandeckux ypaBHeHuil. Kpurepuii

ypaBHEHUU COBMECTHOCTH CUCTEMBI JINHEHHBIX ypaBHEHU. MaTpuyHas 3anuch
CHCTEMBI JIMHEHHBIX alredpanyecKkux ypaBHeHUNH. MeTo bl petieHus
cucreM: MaTpuuHbIi, hopmyner Kpamepa, meton ["aycca. OgHopoaHbIe
CHCTEMBI JIMHEHHBIX alredpanyecKux ypaBHEHUN

OYHKIUH. [Ipenen | Onpenenenue u cnocoOwl 3a1anus GyHKIUU. O030p dJIEMEHTAPHBIX

bynKIEN ¢ynkuuit u ux rpagpukoB. CrnoxxHast 1 oOpatHas QpyHKIus. Yuco e.
[Ipenen dyukmuu. [lepBriii 1 BTOpOii 3amMevaTebHbIC TTPEACIIbI, HX
cienctBusa.Onucanye BcacblBaHUS U BBIBEJCHUS JIEKAPCTB
9KCIOHEHIMAIbHON QYHKIIMK OT BpeMEHU

[IpousBoaHas u | IloHsTHE TPON3BOIHON, TEOMETPUUYECKUIA U (PU3UIECKUIN CMBICIT

nuddepeHIman npou3BoaHON. [IpaBuna guddepeHnupoBanus U MPOU3BOTHBIC

aneMeHTapHbIX (QyHKIMHA. [IponsBoaHast c10KHON QYHKITUH.
Jlorapudpmuueckoe nuddepennuposanne. [{uddepenunpoBanne
napaMeTpUUecKy M HEesBHO 3alaHHbIX QyHKIMA. Juddepenman
byHKIIMH, TeoMeTpuuecKuil cmbich auddepennuana. CBolcTBa U
npuMeHeHne auddepeHnnanoB Kk NpuOIMKEHHBIM BHIYHCICHUSM.
[TpousBoaubie u MU GepeHITaIbl BHICIINX MTOPSIIKOB

UccnenoBanue GpyHKINNA

Bospacranue u yosiBanue QpyHKIMI, MAKCUMYMbI 1 MUHUMYMBI,
HanOOJIbIINE ¥ HAaNMEHbBIIINE 3HaYeHUS QYHKIMHA. BRITyKI0CTh 1
BOTHYTOCTh Tpaduka pyHKIUH, TOUKU Meperndoa. ACUMIITOTHI K
rpaduky byakmun. [locrpoenne rpadhrkoB GyHKITHNA

(DyHKI_[I/II/I HECKOJBKHX

TIEPEMEHHBIX

[TonaTne QyHKIIMU HECKOJIBKHUX ITEPEMEHHBIX, TEOMETPHUECKOE
n300pakeHue, Ipeiell, HeMPephIBHOCTh. YacTHBIE TPON3BOIHBIC U
NoJHBIN tuddepenran GyHKINNT HECKOIBKIX IepeMEeHHBIX. YacTHbIe
pou3BOAHBIE U AU (HepeHIHaTbl BEICIINX MOPSIIKOB. DKCTPEMYM
(GYHKIMHU IBYX TEPEMEHHBIX




[TepBooOpasnas u | [lonsTre nepBooOpa3HO U HEONPEIETIEHHOTO UHTETpasla, CBOMCTBA.

HEONPeIeCHHBIH [IpaBuna uaTerpupoBanus, Tabauma nHTerpaioB. OCHOBHBIC METOIbI

HHTerpan MHTETPUPOBAHUS HEOIIPEIETICHHBIX UHTETPAJIoB (3aMeHa IepEeEMEHHOI,
WHTETPUPOBAHUE 110 YACTSIM)

OrnpeneneHHbIN [TonsiTHE OMpEIEeIEHHOTO UHTErpasa, CBOMCTBA. ['eomeTpruecKkuit

MHTErpa CMBICT ompeneneHHoro naterpana. ®opmyna Herotona-Jleiibuumna.
Teopema o cpeaHeM. MeTo/1bl UHTETPUPOBAHHUSI OTIPEICTICHHBIX
uHTErpasioB. [IpunoxeHus onpeaeneHHOro HHTerpaia

HecoGcTBeHHbIC HecoGcTBeHHbIE HHTErpaibl IO OECKOHEYHOMY MPOMEXYTKY (1-ro

MHTETPAITBI poia); HECOOCTBEHHBIEC MHTETPAIBI OT HEOTPAHUYCHHBIX (DYHKIIUN Ha
oTpe3ke (2-ro pojaa); HeCOOCTBEHHBIE HHTETPAJIbI OT Pa3PhIBHBIX
GyHKUINI Ha OTpe3Ke); MPU3HAKU CXOJUMOCTH HECOOCTBEHHBIX
MHTETPaJIOB

Huddepenunansabie 3anauu, npuBoAIKe K aupdepeHnuanbHpIM ypaBHeHuAM. [lonsTre

ypaBHEHHS nuddepennuanpHoro ypasuenus. {uddepennuranbaoe ypaBHEHHE
MIEPBOTO MOPSIKA, €r0 00IIee PEelIeHUE U HAYaIbHbIC YCIIOBUS.
YpaBHEHUS C pa3aeasaiONIMMUC IEPEMEHHBIMU. JIMHEHHbIE,
onHopoaHble nuddepeHInanbHbIe YpaBHEHHSI IEPBOTO MOPSIKA,
nuddepeHraibHbIe YpaBHEHUS B MTOTHBIX AuddepeHInanax.
[Mpumenenne quddepeHIHaTFHBIX YPaBHEHUH MIEPBOTO MOPSIKA B
MeAUIMHE (3aKOH PaCTBOPEHHUS JIEKaPCTBEHHBIX (DOPM BELIECTBA U3
TabJIeTOK, nudPepeHmaibHbIe YPAaBHEHHS B TEOPUN TTHICMUIN)

Jluneitabie [Tonsitre o nuddepeHnaNTbHBIX YPaBHEHUSAX BBICIINX MOPSIKOB.

i depeHImanbHbIe JuddepeHnnansHbie ypaBHEHUS BTOPOTO TOPSAKA, €ro obiee

ypaBHEHHUS BTOporo | PELICHUE 1 HAYANLHDIE YCIOBHA, yPABHEHNA, JOMYCKAOLIIe

P — MOHIKeHUe nopsaka. Jluneitasie nuddepeHuanbapie ypaBHEHHUS
BTOPOTO MOPSAKA C MOCTOSHHBIMU K03 puninentamu. Meron
Jlarpanxa. Merton Dilsiepa

CucreMsl JMHENHBIX | MeTon Ditsiepa penieHus JMHEHHBIX OJTHOPOJAHBIX CUCTEM C

nudbepeHIranbHbIX MOCTOSTHHBIMH KO3 hutimeHTaMu. MaTpuuHbIA METO/T PEeIICHUS

ypaBHeHwuit JUHEHHBIX OAHOPOJHBIX CHUCTEM C MOCTOSSHHBIMU KO3 pUlineHTaMu.
JIuHeliHbIE HEOTHOPOIHBIE CUCTEMBI. MeTo 1 Baprallii MPOU3BOILHON
MOCTOSIHHOM. MeTto Diiepa peleHus: HEOJHOPOIHBIX CUCTEM.
HccnenoBanue cUCTeM ¢ MOMOIIbIO MeT0/1a (ha30BOM MIIOCKOCTH

Uucnennsie MeTobl | UucnienHble MeTo bl perieHust quddepeHnanbHbIX ypaBHEHUH: (METO/

penieHns Pynre-KyrTa u meton Ditnepa). Ucnionb3oBanue st pelieHust

b epeHIMATEHBIX MOCTaBJIEHHBIX 3a7a4 IPUKIATHOTO MPOTPAMMHOI0 00ecieueHus

ypaBHeHH i (cpenctBa MathCad unu Maple), mpenocTaBISIOMUX MUPOKHE
BO3MOXKHOCTH JIJIs1 penieHust tuddepeHanbHbIX ypaBHEHUH.

Pa3zpadoruuk:

Criermuanuct 1o OMOCTaTUCTHKE U PETYIISITOPHBIM BOIIPOCaM
00O «lleHTp Hay4HOTO KOHCYJIbTUPOBAHUS» Hpanuneiaa MLA.

Criermanuct 1o pa3paboTKe U peryasTOPHBIM BOIIPOCaM
OO0 «lleHnTp Hay4YHOTO KOHCYJIBTUPOBAHUS,
K.M.H, KIMHIYEeCKHH (hapmakoor Husasos P.P.

3aBenywmmii kageapoi
Kadenpa 6noxumuu um. T.T. bepezoBa [Toxporckuii B.C.
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AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma
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HanmeHnoBanue JUCHHUIIHHBI

Memoowvt hapmaxoneiinozo ananuza

O0BEM TUCHUIIIIUHBI

3 3E (108 uac.)

Kpatkoe cogep:xaHue TUCHMILINHBI

Ha3Banue pa3nenoB (Tem)

Kparkoe conep:xkanue pasaesioB (TeM) TUCHMILIAHBI:

JTACHHUILTHHBI
dapMaleBTUUECKUI aHanmu3 | CucremMa OLIEHKM KadyecTBa JIEKAPCTBEHHBIX  CPEACTB.
(BBeneHUE) YHuukanus u CTaHIapTH3aIMsS OJHOTHITHBIX UCTIHITAHUI B

rpynmnax JIeKapCTBEHHBIX BemecTB. OOmme IMOJ0XKeHus,
o0IIMe ¥ YacTHBIE CTaThU (hapMaKoIen, X B3aUMOCBS3b.

Nnentndukanus HeEOpraHUYECKHX
U OpPraHuYecKUX JIEKapCTBEHHBIX

[Ipumenenne wunHbpakpacHot (MK) cnekrpodoTromerpun,
CHEKTPOCKOIUHU SJIEPHOTO MarHuTHOro pe3oHaHca (SMP),

BEIIECTB  (MHAMBUAYAIBbHBIX U | MAacC-CIIEKTPOMETPUH (MO), BBICOKOA () (DEKTUBHOM

BXOJSIIMX B CJIOJKHBIE | )KUIKOCTHOM Xxpomatorpaduu (BOXX) um muxpockonuy;

JIEKapCTBEHHBIC (DOPMBI) OCOOEHHOCTH  HCIOJIb30BaHUSI  CTaHIAPTHBIX  00Opa3lioB
JIEKAPCTBEHHBIX BEIIECTB M CTAHJAPTHBIX CIIEKTPOB.

OO6mue dapmakorneiinbie | [Ipupoma w  xapaktep mnpuMmecedl (MPOU3BOJCTBEHHBIC

MOJIOKEHUS NIl OMpeeNieHUs | IPUMECH, TIOTYIPOIYKThI, UCXOTHOE CHIPhE).

MIOCTOPOHHUX BEILIECTB B | BiusHue npumecell Ha Ka4eCTBEHHBIM M KOJWYECTBEHHBIN

JIEKapCTBEHHBIX CPEICTBaX | COCTaB  JICKAPCTBEHHOTO  CPEACTBA W  BO3MOXKHOCTH

(McTIBITaHMS HA YUCTOTY) W3MEHEHUS ero (dhapmMakoI0THIECKON AKTHBHOCTH
(cienuduueckre u o0IIHME TPUMECH ).
Pa3Butne TpebGoBaHM1 B OTHOIICHUH HUCTIBITAHUN HA YUCTOTY
B JIEKAPCTBCHHBIX BEIIECTBAX W JICKAPCTBEHHBIX (opMax.
Joctmwxkennst B obmactu  (apMaleBTUUECKOTO aHalu3a M
COBEPIICHCTBOBAHNE PALMOHAILHOTO IMOAX0/Aa K 00heMy U
CTENEeHH BAXKHOCTU OT/IEIbHBIX HCIIBITAHUM.

Yuudukanus MeTonoB | Obmme CTaThbu lNocynapcrBenHoit dapmakoren.

KOJIMYECTBEHHOTO aHanm3a | OCOOEHHOCTH KOJIMYECTBEHHOI'O aHalln3a MPUMEHHUTEIBHO K

JEKAapCTBEHHBIX  CPEACTB, €€ | MHANBUAYAIBHBIM BEIIECTBAM M JICKAPCTBEHHBIM (HhopMaM.

3HayeHue. COBPEMEHHBIE METObI
MHCTPYMEHTAJILHOIO aHAIN3a

Banupauus ananuTHYECKUX METOOB.

Ontuyeckne ™etonsl: Y®- u HK-cnexrpodoromerpus,
AMP-cniekTpockomnus, ¢GOTOMETpUsS B BHAMUMOW 00JaCTH
CHEKTpa, pePpakTOMETpHUs, TOIIPUMETPHSL.
Xpomarorpadguueckue METO/IBI: ra30-KUJAKOCTHas
xpomarorpadus (IKX) u BeicOKOAIQPEKTHBHAS KUIKOCTHAS
xpomarorpadus (B2XKX), sanexrpodopes.

Mertonbl, OCHOBaHHbIE Ha TEPMOJAMHAMHYECKHUX CBOMCTBAX
BEIIIECTB: TepMmorpaduueckue, METOJ (dazoBoii
pPacTBOPUMOCTH.

CTaOUIIbHOCT M CPOKH TOJHOCTH
JIEKAPCTBEHHBIX CPEJICTB

Tunsl peakiuii, HanboIee YacTo MPUBOIAIINX K U3MEHEHUIO
BEIIECTB TOJ] BIUSHUEM (HAKTOPOB OKPYXKAIOIIEH Cpeibl
(oxkucnenue, THIPOJIU3, n3oMepu3als,




NeKapOOKCHUITUPOBAHKUE, KOHICHCAIIHS | TIP. ).

[Tytu pewmenuss npoOneMbl CTaOMIBHOCTH  (TIOBBILICHHE
TpeboBaHUH K YUCTOTE HCXOIHEIX COCITMHCHHUMH,
cTabum3anus JeKapCTBEHHBIX (OpM).

AHaM3 JCKapCTBCHHBIX BEIICCTB B
OHOJIOTUYECKUX KUIKOCTAX

OCOoOEHHOCTH Ka4eCTBEHHOI'O M KOJIMYECTBEHHOI'O aHaIu3a
JCKapCTBEHHBIX ~ BEIIECTB W  HMX  METabOJHUTOB B
OMOJIOTNYECKUX KUAKOCTSIX.

CpaBHUTENbHAS OIIEHKA ONTHYECKUX, XPOMATOrpaduuyecKux
U JpYyruX METOAOB, MNPHUMEHSAEMBIX I OIpPEAEIICHUs
JICKapCTBEHHBIX BEIIECTB B OMOJIOTHYECKUX KHUIKOCTSX.

CranmapTuzanusi  JIEKapCTBEHHBIX
CpelCTB

O6merocynapcTBeHHAs cucrema YUPEKIACHUN u
MEpOIPUATUM, HANpaBICHHBIX HAa  IUIAHUPOBAaHUE U
pa3pabOTKy HOPMATUBHON TOKYMEHTALIMU Ha JIEKAPCTBEHHBIE
CpEICTBA.

CrangapTusanys JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUU C
yHU(PUIMPOBAaHHBIMHU TPEOOBAHUSAMHU M METOJAMH UCIIBITAHHS
JIEKapCTBEHHBIX CPENICTB.

ObecnieueHne KauecTBa MpU MPOU3BOJCTBE, pacIpeeIeHUN,
XPaHEHHUHU M NTOTPEOJICHNH JIEKAPCTBEHHBIX CPEJICTB.
IlepcniekTvBEl pa3BUTUS MCCIECJOBAHUW II0 H3BICKAHUIO
HOBBIX JICKAPCTBEHHBIX CPEACTB M COBEPIICHCTBOBAHUS
METOJIOB X OLICHKH

KonTpons Ka4yecTBa u
cepruduxanys JIEKapCTBEHHBIX
CpEICTB

OOmue MeronuMyeckue TMpHEMbl B  OIEHKE KadyecTBa
JICKApCTBCHHBIX BCIICCTB U UX JICKAPCTBCHHBIX (bOpM.
Cucrema cepTuduKaMy  JEKapCTBEHHBIX  CPEICTB B
Poccutickoit denepanuu.

MexayHapoiHble CHUCTEMbI CepTH(PUKALMU JEKAapCTBEHHBIX
CpEACTB

Pa3zpadoruuk:

JupekTop noapasneseHus
LIKTI (HOLL)

P.A. A6pamoBuu
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HaumenoBanue
TUCHUILINHBI

Ocroevl Ouocmamucmuxu

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

3HaueHue
CTaTUCTHYECKUX
METOJIOB B pa3paboTke
JICKapCTB

IIpuMepsl IpUMEHEHNS CTATUCTUYECKUX METOIOB HA IIPOTKEHUH
KHU3HEHHOTO LIMKJIA JIEKApCTBEHHOI' O Mpenaparta: pa3paboTka,
IIPOU3BOJCTBO U KOHTPOJIb KA4E€CTBA, JTOKJIMHUYECKUE U KIMHUYECKUE
HCCIIEOBAHMsL. DKCIEPTHU3a CTATUCTUYECKHUX ACIIEKTOB B JOCHE IS
IIOJIYYECHUS PA3PEILICHUS Ha IPOLAXKY

XapakTepuCTHKH
CﬂyqaﬁHBIX BCIIMYNH

OYHKIMY paclpeesieHns U TUIOTHOCTH, MaTEMaTHYEeCKOe 0KUJaHUE U
AUCTICPCHUU, HC3aBUCUMOCTD CJIy‘-IElﬁHBIX BCJIMYHMH; IPUMCPEI U3
AKCIEpPTHHIX 0T4eTOB FDA

OCHOBBI
CTaTHCTHYECKOTO
BBIBOJA: CTATUCTHYECKOE
MOJICTTUPOBAHUE H

[Tapamerpuueckue cratuctuueckue mozenu. [lapamerpuueckoe
onieHuBanue. CpaBHeHUE OLEHOK. [IpuMepsl U3 HIKCIIEPTHHIX OTYETOB
EMA

OIICHKU
OCHOBBI JloBeputenbHbIN YpOBEHb. METOABI MOCTPOECHUSI HHTEPBAJIOB.
CTaTHCTUYECKOTO Paccrostaus B cratuctuke. [IpuHINAIT MaKCUMaTbHOTO MTPABIOMOI00MS.
BBIBOJIA (Statistical O1eHKH MaKCUMaJIBHOTO MpaBionoaooust. [Ipumepsr:

inference): (GYHKIMOHATIBHBIE SKCIIEPUMEHTHI JUIsl OLICHKH OHOJIOTUYEeCKOM
JIOBEpUTEIIbHbBIE AKTUBHOCTHU

HWHTCPBAJIbI U MCTO/AbL
TMMOJIYYCHH S OLICHOK

OCHOBBI
CTAaTHCTHYECKOTO
BBIBOJLI: BBEIICHUE B
IPOBEPKY TUIIOTE3

HccnenoBaTenbckas M CTaTUCTUYECKUE TUTIOTE3bI U ATbTEPHATUBBIL.
Omm6xku I u 11 ponga, MomHOCTE, ypOBEHBb KpuTepus, p-values.
[Ipumepsl: mIaHUPOBaHUE HCCIEA0BAHUSA YPPEKTUBHOCTH

IIpoBepka runores

Pacnipenenenune Xu-kBanpar. t-kputepuii CTblo/IeHTa U IpYTHe 4acTo
UCIOJIb3yeMbIe KpuTepuu. IIpuMepsl: epBUYHBIN aHAIIN3 PE3YIbTATOB
OIIOPHOTO HcclIeA0BaHMs () (HEKTUBHOCTH

Pa3mep BeIOOpKH

OCHOBHBIE TIOJIOKCHUS U PETYJIATOPHBIC TpeboBaHus. Ju3aiin
WCCJICIOBAHMSI U TIPOLIeypa OlleHKH oO0beMa BeIOOpkH. OlieHka o0bemMa
BBIOOPKU /17151 MCCIIEIOBAHUS CpeIHUX 3HaueHui. [Ipumepsl: olieHKa
MaciTada KIMHUYECKOTO HCCIEI0BaHMUS

MHoroBsI0OpOYHBIE
TUIIOTE3BI.
JlucriepcuOHHBIN aHAIN3

Wctounuku Bapuanuu. VIcXoaHble MPeanoa0KeH s, TEPMUHOJIOTUS 1
npoueaypa JUCIIEpCHOHHOTO aHanu3a. OUKCHPOBaHHBIC U CITydaliHbIC
3¢ dexThl. [Ipumepsl: IIaHUPOBaHHE HKCIICPUMEHTOB IS
HNPOEKTUPOBAHUS U ONTHMHU3AIMHN IPOLIECCOB MTPOU3BOCTBA
dopmymsuuit (Design of Experiments), onieHuBanue
OMOPKBUBAJIEHTHOCTH




JIluneitnas perpeccus

YpaBHeHue JTUHENHON perpeccuu. MicxoaHbie MpeanosoKeHus 1
npouenypa. [Ipumepsl: rcciieoBaHre NponopuuOHATBLHOCTH J103

Pa3zpadoruunk:

Criermmanuct 1o OMOCTaTUCTHKE U PETYIISITOPHBIM BOIIPOCaM
OO0 «lleHnTp Hay4YHOTO KOHCYJIBTHUPOBAHUS Hpanunbsina M.A.

3aB. kadeapoii buoxumun uM. T.T. Bepesoa IToxposckuii B.C.
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HaumenoBanue Ouemca uumeﬂﬂekmyaﬂbuoﬁ cobcmeenHocmu u nepe&aua npae na
JAUCHUITIMHBI JIEKAPCME6EHHblEe npenapan bl

O0BbEM TUCHUTITHHBI 2 3E (72 4gac.)

Kpartkoe conep:xkanue THCHHIINHBI

HasBanue pasneiion Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

(TeM) TUCHUILIHHBI

WNuTennexryanbHas [TonsiTHE, IpEeAMET, METO M UCTOYHUKH MTPaBa HHTEIUICKTYAITbHON
COOCTBEHHOCTD cobcTBeHHOCTH. BUbl 00bEKTOB MHTEIUIEKTYaTbHON COOCTBEHHOCTH.

HcTroynuky peryaupoBaHus B IIPaBe UHTEIUIEKTYaIbHON
cobcTBeHHOCTU. HanmoHanbHOE 3aKOHOIATENIbCTBO

[TatenTHOE IIpaBO [lonaTre, MPUHLIMIBI M CUCTEMa NAaTEHTHOTrO paBa. OOBEKTHI
naTeHTHOro npasa. [lopsnok peructpanuu n300peTeHus U mpoueaypa
nojiyueHus nateHra. IIpekpalenre 1 BOCCTaHOBIEHUE JIEHCTBUSA
nareHTa. Mexaynapoubiid, EBpasuiickuii mateHt, [larenT Poccuiickoi
Deneparun. 3anUTa IpaB aBTOPOB U MaTeHO00 a1aTeNei

Kondunennuanbaas Bunpr kondunennmnansaoi nadopmarnuu. Kommepueckas taiiHa.

uHpopManus Oxpana koHpueHIaTbHON HHpopMarun. Corjamenus o nepegayue
KOH(pHAeHIMAIbHON HH(OpMaIuu.

OOBEKTHI ToproBsie Mapku, H300peTEHNS, TPOMBIIICHHBIC 00Pa3IIbI,

MHTEIJICKTYaTbHOM KOMMepuecKas TaifHa (HOy-Xay), KOMMep4YeCKOoe HauMEHOBAHHE,

COOCTBEHHOCTH B ToBapHbIe 3HaKH. OOBEKTHI: JEHCTBYIOIIEE BEMIECTBO U CIIOCOO €ro

dapmarneBTHUKe NOJTy4YEHUs, JIeKapcTBEHHas (popMa U criocod ee MmorydeHus,
dapmareBTHIeCKasi KOMITO3HIIHS, CIIOCO0 MPUMEHECHHS

OreHKa CTOUMOCTH OreHKa CTOUMOCTH MHTEIUIEKTYalIbHON COOCTBEHHOCTH KOMITAHHH.

MHTEIJIEKTyaJIbHOM O1neHKa CTOUNMOCTH JTUIIEH3UH.

COOCTBEHHOCTH U

HeMaTepUalbHbBIX

AKTHUBOB

JlunensupoBanue u OcHOBHBIE IPUHILIUIIBI CTPYKTYPUPOBAHUS CIIEIOK: anipOHTHI,

nepegaya npas MaMJICTOYHBI, pOSUITH, 00beMHBIE 00s13aTenbcTBa. CyOnHiIeH3upOBaHHeE.

WHTEJUIEKTyaJIbHON JInuensunonssle cornamenus. MckmountenpHple npasa. CornameHus o

COOCTBEHHOCTHU nepegaye TOproBoi MapKu

Pa3zpadoruuk:

3aB. kadenpoit Onoxumun MU [Toxporckuii B.C.
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HaumenoBanue
TUCHUILINHBI

Ilouck noevix JIEKAPCMBEHHbIX MOJIEKYJL

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue TUCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

BBenenue. OcCHOBHEBIE
Lean a MOHSITUSI
MEOUIIMHCKON XUMHUH

buonornueckn akTUBHOE COEIMHEHUE M JIeKapcTBO. MeauuMHcKas u
dapmaneBTuueckass xumus. CBOMCTBA, KOTOPBIMH JOJDKEH O0JanaTh
JeKapCTBeHHbIM mpenapar. OOmas cxema CO3/JaHus JIeKapcTBa Ha
OCHOBE CIUIOIIHOTO OMocKpuHHMHTA. COeIMHEHUS-XUThl U COCAMHEHMUSI-
munepbl. KomOuHaTtopHelid cuHTe3. CTpaTerud MOMCKA COEAMHEHUS-
auaepa.  BBICOKONpPOM3BOAUTENBHBIA ~ CKPUHMHT.  BupTyalbHbII
OMOCKpUHUHT. PparMeHTHO-OPHEHTUPOBAHHbBIN nu3aiiH. JluranaHo- u
CTPYKTYPHO-OPHEHTUPOBAHHbBIN JTW3alH.

Murieau NEUCTBUS
JIEKAPCTBEHHBIX CPEJICTB

OcHoBHbIe THNBI Ouomosiekyn u wmumeHu neiictBus JIC. Tumbl
B3aUMOJICUCTBUSI MUIIEHL - Juragn. JIMmuabpl Kak MHUIIEHU OEHCTBUA
JIEKapCTBEHHBIX cpencTB. Penentopel. [lonsitue penenTopa U BUIBI
peuenTopoB. ATOHHMCTBI, YAaCTUYHBIE AaroHUCTHI W AHTArOHHUCTBHI.
[Ipuémbl co3maHus aroHUCTOB UM AHTATOHUCTOB. AUETHUIXOJUHOBBIC

peuentopsl. AMHMHOKHUCIOTBI M OMOTE€HHBIE AMUHBI KaK JIMTaHJIbI

pEeLEenTOpOB.
[TpuHIIMTIBI BrisiBnenue Ka4eCTBEHHBIX 3aBUCUMOCTEN «CTPYKTYypa -
YMO3PHUTEIBHOTO o6uoaktuBHOCTE»  (SAR).  Ilpunmmn  nponekapctB.  [IpuHimmn
nM3aiiHa XUMUYECKOH Moaudukarmuu. MeTaboauTel W aHTUMETAOOJUTHI.
JIEKapCTBEHHOI'O ®apmakodop. M3octepsr u  Ouomsoctepsl. I[IpuBMIIErHpOBaHHBIC
npernapara CTPYKTYPBI. DMIHPHUYECKOE MTPaBmIO JIMMMMHCKOTO.
Buonndopmaruueckue HcTtoynuku nHbOpMaLMU O MPOCTPAHCTBEHHON CTPYKTYpE JIUTaHI0B U

0a3bl JaHHBIX

MakpoMosiekys. OcHoBHBIE OuomHpopmaTudeckue 0a3bl JaHHBIX:
NCBI. I'enomuble Opay3epbl. ba3bl JaHHBIX MO HHU3KOMOJEKYJISPHBIM
COETMHEHUSIM

OcHOBaHHOE
CTPYKTYpC
MPOSKTUPOBAHHE
JIATAHJI0B

Ha

MopemupoBanue in  silico. CADD. Pomb  KOMIIBIOTEPHOTO
MOJICITUPOBAHMS B TOMCKE M Pa3pabOTKe HOBBIX (hapMaIleBTHUECKIX
cyOcranmuii. TpanuimoHHble (2HATOTOBBIE) METOIBI OOHAPYKEHUS
MOJICKYJI-JTUIEPOB ¥ BUPTYAIbHBIA CKPUHUHT. CKPUHUHTOBBIC METOJIBI,
OCHOBaHHBIC Ha MPOCTPAHCTBEHHOU CTPYKType yuranaa (metoast 2D u
3D crpykrypHoro momobus, QSAR) wu cTpykrype OHOMUIICHH
(Monexkynsipablii  okMHT U de novo nuzaiin). [lomydenue u
HCIIONIb30BaHUE TpexMepHbIX (apmakodopos. Iloctpoenne wmomenu
dapmakodopa. TIpUHIUIEI MONIEKYISIPHOTO JOKWUHTA. MONEKyIspHbBIE
neckpuntopsl. In silico metoner nmpornosupoBanus ADMET-cBoiicTB
HOBBIX MOJICKYJI-KaHM/IaTOB.




TexHonornn  co3maHus
OuonpenapaToB

buomnpenaparbl: IUTOKHHBI, (EPMEHTHI, MOHOKJIOHAJIBHBIC AHTHUTENA.
TexHonoruu TMONYYCHHUS] PEKOMOMHAHTHBIX OenkoB. Ilpemapartbl
MOHOKJIOHQJIbHBIX ~ aHTHTEN: (aroBelid  JWCIUICH, THOPHIOMHBIC
TEXHOJIOTUHM, W30JUPOBAHUE AaHTHUTEI W3 B-KIETOK, TyMaHU3aIws,
cozpeBanue adpuHOCTH. DddekTopHble  (QYHKIIUHM  aHTUTEIN.
bubnuoTeku aHTHTEI

ITepenoc JTaHHBIX,
NOJYYEeHHBIX in silico, B
OKCIIEPUMEHTBI i71 VIIro

[IpoGiembl cBsA3bIBaHUS C MulleHblo. [IpoOieMbl pacTBOPUMOCTH.
[Ipobnembl HU3KON cnenuPpUUHOCTH. MyIbTUTAPTeTHBIE WHTHOHTOPEI
TUPO3WHKUHA3. B3auMopeiicTBue MOJIEKYJIbl M MUIIEHU. ATOHUCTHI,
AQHTaroOHUCTHI, OOpaTHBIE ArOHUCTBI  PEIENTOPOB, HHTUOUTOPHI
dbepmMeHTOB

Pa3paborunk

Houent xadenpsr oprannueckoit xumuu PYJIH, k.x.H. INomanmos H.E.

JoneHT kadeapbl TEXHOIOTUN XUMHUKO-(hapMaIieBTHYECKIX
1 KocmeTnueckux cpeacts PXTY
uM. /I.1. MenneneeBa, K.T.H Capayumikun M.B.

3aB. 1aboparopueii OMOJOTUN CTPOMATBHBIX KJIETOK OITyXOJIeh
HWU kanueporeneza HMULL onkonoruu
uM. H.H. bnoxuna M3 P®, 1.0.1. I'paueB A.H.

3asenyrommii kadenpoi
Kadenpa 6noxumuu um.T.T. bepezosa [Toxposckuii B.C.
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IIKII (HOI])

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX MPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

Hpulmunbt KOHmMpOJsl Kauecmea 1eKapCmeeHHblX cpeocme

O0BEM U CIUIIIINHEI

4 3E (144 uac.)

Kpartkoe conep:xanue TUCHHIINHBI

Ha3zBanmue pa3nesioB (Tem)
JHCITATITHHBI

Kparkoe cogep:kanue pa3aeoB (TeM) JMCHHIIJIMHbI:

BBenenue B crieiiaabHOCTD.
OO6mue onpeaeneHus

[ToHsATHE KauecTBa Kak 0OBEKTUBHOTO BBIpAKEHUS 0€30MaCHOCTH
1 3¢ (PEeKTUBHOCTHU JIEKapCTBEHHOTO Npenapara. OnpenencHue
kauectBa 1o MCO. @apmarieBTHUECKOE KaueCTBO —
onpexaenenue o ICH. /loMeHsl kauecTBa: HAYYHBIE U
npoleccyagbHble TpeOOBaHUS K KAYECTBY

TpeGoBaHus K Ka4eCTBY U
pUCKH

dopMynHrpoBKa TpeOOBAHUM K KAYECTBY C TOUKU 3PCHHS
IICJICBOTO 3a6OJIeBaHI/I}I 148 H@HGBOﬁ HOHy.H}II_II/II/I IIannucHTOB,
MOHSATHE 11e7IeBOTO Tpodris nmpenapaTta. OrpaHUYEHUS/PUCKH IS
KauecTBa C TOYKU 3PEHUs CBOMCTB JIEKAPCTBEHHOTO BELIECTBA U
0COOEHHOCTEH mpoliecca ero Mpou3BOJICTBA, CBONCTB
BCIIOMOT'aTCJIbHBIX BCIICCTB U yHaKOBO‘IHI:IX MaTepI/IaJIOB 148
0COOEHHOCTEH MPOIIECCOB UX MPOU3BOJICTBA, CBOMCTB TOTOBOTO
JIEKapCTBEHHOT'O TIperapaTa U 0COOCHHOCTEH ero MpOu3BO/ICTBA.
Pucku, mpruBHOCHMBIEC TPOMBIIIIIICHHBIM XapaKTePOM
MPOU3BOJCTBA. PUCKH C TOUKHU 3pEeHUS TPAHCIIOPTUPOBKHU
XpaHeHus. PUCKH MPpU MTOTyYeHUH TOTOBOTO IIpemnapara y mocTeinu
ITalfucHTA.

Ilenesoit mpoduiib kKauecTBa
npernapara

[Tonyuenue neneBoro npoduis kauecta npenapara (LIITKIT) u3
1eseBoro npogwis npenapara. opmynupoBka TpeOOBaHUN K
JIEKapCTBEHHOMY BEILIECTBY U JIEKapCTBEHHOMY Ipenapary, a
TaKKe Ipoleccam Ux npousBozcTsa Ha ocHoBanuu L{ITKII ¢
YYETOM TEXHOJIOTHUYECKHUX BO3MOXHOCTEH U OTPAaHUYECHUH,
BKJIIOYast 0OCOOCHHOCTH UCXOHBIX U IIEJIEBBIX MAaTEPUATIOB.
dapmarneBTHYECKas pa3paboTKa Ha OCHOBE MPUHLIUIIOB
npoektupoBanus kauectsa (QbD)

[Tponecc nmpous3BoACTBA

Pa3paboTka npoiiecca mpou3BOICTBA U €r0 COBEPIICHCTBOBAHUE
Ha IMPOTSLKEHUM IPOrPaMMBbl JOKIMHUYECKON U KIMHUYECKON
paspabotku. [Ipen-GMP u GMP-nipousBoactBo. JlabopaTopHoe,
OIIBITHO-IIPOMBIIIJIEHHOE U MIPOMBIIIEHHOE ITPOU3BOJICTBO.
WnxeHepHble, TPEHUPOBOYHBIE, OMBITHO-IIPOMBILIUICHHEIE,
TpaHc(epHbIe U MPOMBIIICHHBIE cepuu. Banunanus npouecca
MPOU3BOJICTBA. JJokyMeHTHpoBaHKE pa3pabOTKU U MPOU3BO/ICTBA.
Batch Record u Master Batch Record.

XapakTepuCTHKH
JIEKapCTBEHHOI'O BEILIECTBA,
HCIIOJIb3YEMbIE JJ11 KOHTPOJIS

YcraHoBIEHNE XapaKTEPUCTHUK JIEKAPCTBEHHOIO BEIIECTBA U
JIEKapCTBEHHOTO Mpernapara U Moaxo/bl K BEIOOpY
XapaKTEPUCTHUK, MOATBEPIKIAIOIINX COCTOSHUE KOHTPOJISL.




KadyeCcTBa

OpTOroHanbHOCTh MPU YCTAaHOBJICHUU XapaKTepUCTHK. [loHsaTHE
crenu(puKay 1 ee KU3HEHHBIH UK. [loHsaTHe cTpaTerun
KOHTPOJISI, €€ DJIIEMEHTHI.

AHaAIUTUYECKUI KOHTPOJIb
KayecTBa

Oo6ocHoBaHME BEIOMPAEMBIX TIOKa3aTeNIel KauecTBa,
AHATIMTUYECKUX METOAMK U KPUTEPUEB IPUEMIIEMOCTH
(o6ocHoBanue crierudukanun). MeTpoaoruueckue CTaHAapThHI B
aHaJIM3e: BAIMAALNS aHATUTUYECKUX MEeTOAUK. JKU3HEHHBIH IIUKIT
aHATTMTUYECKUX MEeTOAUK. HeBO3MOXXHOCTh 0OecrieueHHs
Ka4yecTBa C IOMOIIbIO OJHUX JIMILb HUCIBITAHUI TOTOBOIO
npernapara Ha COOTBETCTBHUE CIICU(UKAIINN: BaXKHOCTh KOHTPOJIS
HCXO/IHBIX U CBIPhEBBIX MAaTEPUAJIOB, BHYTPUIIPOU3BOICTBEHHOTO
koHTpoist, GMP, Banunanum nponeccos Npou3BOJICTBA U
CTa0MJIBHOCTH

®dapmakones

[ToHsiTHE MUHMMAJIBHBIX CTAHJIAPTOB KayecTBa. MecTo
¢dapmakornen B o01Iell cTpaTerun KOHTpoJid kauecTBa. CUTyanuu,
KOT/1a JOMYCTUMO OTKIIOHSTHCS OT (hapMaKOIIEHHBIX CTaHIapPTOB.
TpeboBanus K COCTaBICHUIO (PApMaKOTICHHBIX TEKCTOB:
MexJIabopaTopHasl BIMJAMS U TIOHATHE MEXIa00paTOpHOI
MPEIU3HOHHOCTH (BocTpon3BoauMocTh). CpaBHEHHE TpeOOBaHUH
rocynapcrBeHHol ¢apmakonen Poccuu ¢ USP u Ph. Eur.
MexnynapoaHas dhapmakories.

PedepenTHbie cTannapTh
(crarmapTHBIC 00Pa3Ilbl) U UX
3HaUEHUE B KOHTPOJIE

[Tpon3BOACTBO, yCTAHOBJICHUE XaPAKTEPUCTUK U KBaNU(UKALUs
cTaHaapToB. IlepBUYHbIE 1 BTOPUYHBIEC CTAHAAPTHI.
CoOcTBeHHbIe, (hapMaKkoneiHble U MeKIyHapOIHbIE CTaHIAPTHI.

KauyeCcTBa.
ObocHOBaHME HY>KHOCTH OTiune NpoMBINUIEHHOTO POU3BOACTBA JIEKAPCTBEHHBIX
HaJuIeXalen [IpenapaToB U UX KOMIIOHEHTOB OT IIPOMBIILIJIEHHOTO

IIPOU3BOJCTBEHHON IIPAKTUKH

MIPOU3BOJICTBA APYTUX MOTPEOUTENHCKUX TOBapoB. McTopus
GMP. ITonsATHE pricka © MUHUMU3ALIMSI PUCKA: YUCTOTA
MIPOU3BOUMBIX JIEKAPCTBEHHBIX MPENAPATOB U PUCKU
HEXeJIaTeIbHBIX PEAKIINi; MPUMECH U KOHTAMUHAHTHI,
KIIaCCU(UKALINS;, YCTOWIHBOCTH TPOU3BOJICTBA M PUCKH
BaprabeTbHOCTH XapaKTEPUCTHK JICKAPCTBEHHBIX IIPETIapaToB
(TIOUTMHHOCTB, CO/IEpP)KaHNEe, aKTUBHOCTH, OMOJOCTYITHOCTH );
MaJIble KOHIICHTPAIMH U CYIIIECTBEHHOCTh HEOOBITNX
OTKJIOHEHHH, MUKPOOUOJIOTUYECKUE PUCKH, ACETITHKA U
CTEPWJIBHOCTh. BaXKHOCTh TOKYMEHTHUPOBAHHUS

Cynpb6a nexapCcTBEHHOTO
npenapara 1mnociue
IPOM3BOJICTBA U JI0 €T0
BBE/ICHHSI TAIIUEHTY

TpancnoptupoBka u xpanenue. Hamnexaras 1uctpuObloTopeKas
IIPAKTHUKA U HAJUIeXkKallas anTedHas npaktuka. [IpuHumns

OcobeHHocTu pa3paboTKH,
IPOU3BOJICTBA U KOHTPOJLS
KaucCTBa OTACIIbHBIX I'PYIIIT
JIGKapCTBEHHBIX MTPENapaToB

OcobeHnHoctr pa3paboTKH, MPOU3BOICTBA U KOHTPOJIS KauecTBa
HU3KOMOJICKYJISIPHBIX JEHCTBYIONINX BEIIECTB, (2)
OMOTEXHOJIOTMYECKHUX JACHCTBYIOUINX BEIIECTB, (3) pacTUTENbHBIX
BEIIECTB, (4) paAOAKTUBHBIX JICUCTBYIOIINX BEIIECCTB.

JlaGopaTopus KOHTPOIIS
Ka4ecTBa B
(dapmareBTUIeCKOI
HPOMBIIICHHOCTH

Mecto cmyObl KOHTpOJS KadecTBa B CHCTEME KayecTBa
dbapmmpeanpusitasi. Opranuzamus padotsl [IKK B cootBeTcTBUY €
TpeOOBaHUSMU  JUIICH3UPOBAHUS  MPOU3BOJCTBA.  [Ipsimbie
ob0s3anHocTH  lleHTpa KOHTpoOis KadecTtBa. TpeOoBaHus K
MIPOBE/ICHUIO UCTIBITAHUI KOHTPOJIbHOM JTabopaTtopueit.

TpeboBanmsi k cucreme KadectBa Jjabopartopum  I[KK:
JOKYMEHTAaIus, TepCcCoHall, TTOMETIECHUS, PEaKTHUBHI,




obopynoBanue. CoBpeMeHHBbIE TpeOOBaHHMS K OCHAIICHUIO
KOHTPOJILHOH J1aOOpaTopuu (papMIpeaArnpHusITHs.
O6mas ¢unocodpust GMP u GLP.

Oranbl KOHTPOJIS KauecTBa
IIPOM3BOJICTBA JICKAPCTBEHHBIX
CpeACTB

VYupasnenue gokymenranueir B cucreme GMP. GMP u yucteie
nomenieHuss. Poms  YJI Ha npenmpusitun. TpeGoBanus K
MOBBIIIEHUIO KBanubukanuu YJI mpu BbIIyCKe JIEKapCTBEHHBIX
CPEICTB JJIs1 MEIULIMHCKOTO U BETEPUHAPHOT'O TPUMEHEHH.

TpeGoBanust K KadecTBY CyOCTaHIMH M BCIIOMOTaTEIbHBIX
BEIIECTB Ha cTaguu  (apMaleBTHUYECKOW  pa3pabOTKU B
coorBercTBUM ¢ ['® PO XIV. Bnusaue ¢dapmaneBTHUECKUX
(haKTOpOB Ha KAYE€CTBO TBEPJBIX M MITKHUX JIEKAPCTBEHHBIX (OpM;

O0ecrieueHne KauecTna
(dhapmareBTUIeCcKoro
IPOM3BOJICTBA

Aynutr. IloaroroBka Kk mpoBeaeHuto ayaura. OpraHuzanus
BHYTPEHHET0 M BHEIIHETO ayuTa

MOHUTOPHHT U yIIpaBIeHHUE
kauecTBOM. QA B mpoiiecce
WCCJICIOBAaHUH U pa3pabOTKH.

Opraam3anus  paborer B IIKK. MonuTOopuHr KauyecTsa.
VYnpasinenne  kadectBoM.  KBanudukaunuss — abopaTopHOTro
obopynoBanus. QA B mporecce UCCISIOBAHUN B pa3pabOTKH.
CaMOMHCHIEKITHsI BaJIMIAIUH.

Pa3patGorumk:

JupekTop noapasnesieHus
LIKII (HOLI)

P.A. AbpamoBuu




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
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Pezynamopnuie éonpocwl pazpadomku u 6b16€0eHUA HA PbIHOK
JIEKAPCHEEHHbIX NPENapamos

O0BEM U CIUIIIINHEI

4 3E (144 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Bsenenue B npeaMer.
JlekapcTBEHHBIM
npenapar Kak 00beKT
peryaupoBaHus

Omnpenenenue peryasTopuku. OCHOBHBIE Pa3Aeibl PETYIATOPUKH.
Otnnune OT I0pUANYECKUX BOIPOCOB. OnpeeseHne JIEKapCTBEHHOTO
npenapara i OTJIM4AE OT CMEXKHBIX IIPOJYKTOB: MEAULIMHCKUX U3CIIHMN,
KOCMETHKH, IPOAYKTOB nuTaHusA. «Hacrosimee» 1ekapcTBo u
0JI00pPEHHOE PETYIATOPAMH JIEKAPCTBO — MOYEMY MOT'YT CYIIECTBOBATh
pa3Iu4us

3aauu U pa3aeisl

dopmynupoBKa TpeOOBaHUH K JIEKAPCTBEHHOMY IIpeTapary U ysSCHEHHE

PEryasTOPUKH acreKToB, TpeOyromux perinaMmenTanuu. OCHOBHBIE pa3/ielibl:
BBIBE/ICHHE HA PHIHOK, POU3BOJICTBO U pealin3aius, HHHOpMaIUs O
JIEKapCTBEHHOM TIperapare U pekiaMa/mpoJIBUKeHue, papMakoHaaA30p,
KJIMHUYECKast pa3paboTka

Perynaropnas OpuruHanbHble, BOCIIPOU3BEACHHbIE, THOPUAHbBIE, OMOAHATIOTHYHBIE,

KJIacCU(UKALIUS CMEIIaHHOE JI0Che, KOMOMHUPOBAHHBIE, YCTOSBIIEECS IPUMEHEHHE,

JIEKAPCTBEHHBIX OpenaupoBanHbie. Hu3koMounekysipHeble,

npenaparoB OMOTEXHOJIOTHYECKHE/ONOIOTUYECKUE, PACTHTEIbHBIE,

BBITEKAIOIINE paanodapmaleBTHIeCK1e, TOMEOaTuYECKue.

TpeOOBaHUS Op¢annsle, nepenopas Tepanus, npenapartsl i aereid, [MO

Crannmaptel BeieHus Ha | [loHsTHE MOB3BI U prucKa. Jloka3zaTenbCTBO 3PHEKTUBHOCTH.

PBIHOK YcKkopeHHbIE TPOLEyphl BRIBEACHHUS HA PHIHOK

Knunnueckas Lens kmuHUYeCKOU pa3paboTku. [IoHITHE KIMHUYECKOTO

pa3paboTka UCCJIEI0BAHMS U OTIUYNE OT MEIUIIMHCKON MPAKTUKU. Y CIIOBUS ISt
Hayaja 1 MpoJIOJDKEHUS KIMHUYECKOM pa3paboTku. JloKITuHIYeCKHe
uccienoBanus. PerynsTopHbie acCeKThl HaIeKAIIHNX JTA00paTOPHOU U
kinHn4Yeckou npaktuk: CCP u GLP

CranpapTHbie OpuruHanbHbIe, BOCIIPOU3BEICHHbBIC U OMOAHATIOTHYHEIEC TPEnapaThl.

MIporpaMMBbl pa3padoTKH

CTpyKTypHpOBaHHE OChE: OOMUN TEXHUIECKUN JOKYMEHT. 3asBIICHHUE
Ha pa3pelieHre Ha MPOJAKY

lenoctHOCTH
pa3paboTku

CBs13b MEXTY JOKIMHUYECKOM, KIIMHUYECKOW B (papMarieBTHIECKOM
pa3paboTKoH, a TakkKe ¢ pa3paboTKOoi mporecca MPOU3BOICTRA.
[TonsTusa Banmuaanuu U kpamudukamuu. OCOOEHHOCTH IS
OpI/II‘I/IHaJIBHBIX, BOCHpOI/ISBeI[eHHBIX nu 6I/IOEIHa.HOI‘I/I‘IHI:IX HpenapaTOB

KauecTBo nexapcTsa

Copneprxanue nonstusi. KirtoueBble acnekThl: pa3paboTka,
IPOM3BOJICTBO, MACHITAOMPOBAHKE U BAJIMIALMs, yCTAHOBICHHUE
XapaKTEpUCTHK, CTpaTerus KOHTposist. KauecTBO Bcex MHIPENUEHTOB,
peareHToB U MaTepUalIoB, ¢ KOTOPBIMH CONPUKACAETCS JIEKapCTBO WIH
€ro MHIpeAueHThl. MieabHOE KaueCTBO U PEAJIbHO TOCTHKUMOE
kayecTBO. KauecTBO NPOMBINIIEHHO TPOU3BOIUMBIX TOBApOB




[TpousBoAcTBO U

Pa3pemienne Ha MpoOU3BOACTBO M HAJIEXKAIIAs IPOU3BOJICTBECHHAS

peanu3anus npaktuka (GMP). [Ipunuunst GMP. MHcniekTupoBanue Ha
cootBercTBUE. GMP akTHBHBIX (papManieBTUIECKUX HHTPEIUCHTOB U
BCIIOMOTATEJIbHBIX BEIIECTB. Peanu3anus u Hajiexanas
JUCTPUOBIOTOPCKAs TPAKTUKA

Perynsropnas Opranuzanus pabotsl BO3, ICH, FDA, EMA, PIC/S, PDA, ISPE,

nH(ppacTpykTypa NCO, IPEC u ap. UnTepHer-iopTansl. PeryasatopHbie JOKYMEHTHI.

["apmonu3anus

[Tpouenypsl noaydeHus
paspelieHus Ha
IPOJAKY

CHIA, EBporneiickuii coro3: TpeOOBaHHUs, CPOKH, TOKYMEHTOOOOPOT,
BHUbI, CTOUMOCTb PETYIATOPHBIX HPOLELYD

[Ipouenyps! nmonyyeHus
pa3pelieHus Ha
IPOJAXY

EADC u Poccus: TpeGoBanus, CpOKU, JOKYMEHTOOOOPOT, BHUIHI,
CTOUMOCTH PETYJISITOPHBIX IPOIIECITYP

Perynaropuka BaxxHbIX
HOJArPYINI JEKAPCTB

Opdannsle, s nerel, paguodapmaleBTHUECKHE, ITepeioBasi Tepanusi:
JENCTBYIONINE PETYIATOPHBIE PEKUMBI

Pa3zpadoruunk:

Criermanuct mo pa3paboTKe U peryasTOPHBIM BOIIPOcCaM
OO0 «lleHnTp Hay4YHOTO KOHCYJIBTUPOBAHUS,

K.M.H, KIMHIYEeCKHH (hapmakosor

3aB. kadenpoii buoxumun uM. T.T. Bepesoa

Huszos P.P.

IToxposckuii B.C.
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Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HanmeHnoBanue Co3zoanue u pazpabomka npoOmMuUEOONYX0.J1€6bIX J1€KAPCMEEHHBIX
JM CIUTIJINHbI npenapamoe
O0BbEM TUCHUTITHHBI 3 3E (108 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

OCHOBHBIE CBOWCTBA
3JIOKaUeCTBCHHOU
KJIETKHU

CamMo010cTaTOYHOCTD B PO (epaTUBHBIX CUTHAJAX.
HeuyBCTBUTETBEHOCTS K POCTHHTUOUTOPHBIM CUTHAJIaM. beckoHeUHBII
pEeIUIMKaTUBHBIN NOTEHLMAN. Y KIOHEHHE OT anonto3a. OmyxoJeBblii
anruorenes. TkaneBas unBaszus. MeracrazupoBanue. Hapymenue
KJIETOUHOM nuddepeHmpoBku. ['eneTrnueckas HeCTaOUIbHOCTD.
MeTtabosnnyeckuii aTUNN3M

HoBrle Mumenun
MIPOTUBOOITYXOJIEBBIX
MpernaparoB

benku CUrHaNIbHBIX MYTEH, PETYIUPYIOUX KIETOYHBIN UKL,
npoiudepaluio u anonro3. Perentopubie THPO3UHKHUHABHI.
BHyTpukieTouHbsle THPO3UHKUHA3BI. MeMOpaHHbIe aHTUTCHBI.
[{uxnuH3aBHUCUMBIE KMHA3bl. UMMyHHBIE YeKITOWHTHL. MoieTupoBanme
CBSI3bIBAHMS KaHIMJAaTa C MUIICHbIO. MyJIbTUKHHA3HbIE HHTUOUTOPEI

Mopenu oneHKH
IUTOTOKCHYECKOTO
addexra in vitro

NMMopTanm3oBaHHbIE KYyIbTYpHI KileToK. Cheponnbl. Moaenun
MHOT'OCJIOMHOM KyJIbTypbl. IlepBu4HbBIE KYIbTYpBI OT IALIMEHTOB.
[Tanens NCI-60. Cmemannbie KyabTypbl. MTT-tect. [Ipunumun metona.
Jn3aliH ucciaemoBaHusI

Mopenu o OIeHKHU
MPOTUBOOITYXOJIEBOTO
addexra in vivo

CrioHTaHHBIE OITyXOJIH KUBOTHBIX. VIHOpeiHbIe KUBOTHBIE (YMCThIE
nuHun). [lepeBuBaemMbIe OMyX0JH JKUBOTHBIX. MHAYIIpYyEeMbIe OITyXO0JIn
AKHUBOTHBIX. MoJienn onyxoJsei 4eaoBeka y UMMYHOAE(DUIIUTHBIX
mbliied. Jngdysnonnsie kamepsl. [TonoBonokonnas moaens (hollow
fiber). Oproronuyeckas TpancranTaius. [lepsuunbie kceHOTpadThI
OIyX0JIeH yesnoBeKka. HokayTHbIEe )KUBOTHBIE

OcobenHoctu J1030MMHUTUPYIOIIUE BUABI TOKCUYHOCTH. PEKMUMBI MPUMEHEHUS Y
JTOKITMHUYECKUX KUBOTHBIX. OTpeiesieHne 10361 A ucnoiib3oBanus B I daze
UCCJIETOBaHUM KJIMHUYECKHUX MCCIIEJOBAaHUM y YelIoBeKa
Jln3aiin uccrneaoBaHus OIEHKH IPOTHBOOIYX0JIEBOTO Y deKTa.
Kpurepun 3¢ HeKTHBHOCTH HOBBIX areHTOB
Ocobennoctu Ocobennoctu au3aiina I ¢a3bl KIMHUYECKOTO UCCIIECAOBAHMS.
KIIMHAYECKUX TpaguuuoHHbIe TU3aliHbI. ATBIOBAHTHOE, HEOAIbIOBAHTHOE U
UCCIeI0BAHU I KOMOMHHPOBAaHHOE TPUMEHEHUE.

[lepBruuHbIE 1 BTOPUYHBIE KOHEUHBIE TOUKH. [[poAOIKUTENBHOCTD
JKU3HU, 00111ast BelkuBaeMocTh (OS), BEDKUBaeMOCTh 6€3
nporpeccupoBanus (PFS). O6bexTuBHBIN 0TBET: TTOHBIN OTBET (CR),
yactuuHblid 0TBET (PR), cTabunu3zanus, nporpeccupoBanue, KOHTPOIb
pocta onyxomu. [{lutorenernueckas pemuccus. MonexkysipHas
pemuccusi. CypporaTHble KPUTEPHH: OITYXOJIEBbIE MapKEPHI.




Pa3zpadoruuk:

3aB. kadenpoi buoxumun MU IToxposckuii B.C.



DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

anaeﬂeuue KAUHUYECKUMU UCC/IE0068AHUAMU

O0BEM U CIUIIIINHEI

3 3E (108 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

PannoMusupoBanHble Mertoas! pangomusanuu. Ocnennenue. [lnane6o. Pazmep BoIOOpKH.
KIIMHUYECKHE MommnocTts ncenenoBanus. Koneunsie Touku. TUIBI KIMHUYECKHUX
uccinenosanus (PKIN) HCCIICIOBAHU M.

Pernament 3aKoHOATENLHOE PETYINPOBaHUE CHEephl KITMHUISCKUX UCCIICTOBAHNM.
IIJIAHUPOBAHUSA U Otnyeckuil KoMuTeT. MUHHCTEPCTBO 3/1paBooxpaHeHuss PO. OcHoBHBIE
IIPOBEICHUS 3aKOHBI M aKkThbl. PaboTa ¢ nepcoHanbHbIMU JaHHBIMU. [lonydenue
KIIMHUYECKHUX paspelleHns Ha IPOBEACHNE KIIMHUYECKOTro nccienoBanus. Cucrema

uccienoBanuii (K1)

I'PAaHTOB U UX MCIIOJIb30BaHHUE B KIMHUYECKHX HcciaeloBaHuAX. OLeHka
puckos npu rianupoBannu PKU. Pa3pabortka nporokona PKU.
Pa3paboTka cucTeMsl penopTUpOBaHUs O TEKYILUX dTanax
VICCJIEOBAHMSI U UX pe3ysbTaTax.

Nunmmanusanus KU

UccnenoBarenbCkuii KOOpAMHAUUOHHBINA LIEHTP. DopMupoBanue
uccienoBarenbckoi komanabel. Knuundeckoe uccnenoanue (KIMN) xak
ousHec-mozenb (MapkeTuHr). COIIbl. Pa3paboTka makera TOKyMEHTOB
KU. ®opmel cOopa TaHHBIX, UHANBUIYAILHBIE PETHCTPAIIIOHHBIC
kaptel (MPK). MenemxkmenT nanapix B pamkax KU (data management),
poBepKa BBOJAA JaHHBIX U Bamuaanus. Co3nanue ocHOBHOTO (haiina
uccienoBanus - Trial Master File (TMF). Bei6op rinaBaoro
uccienosarens U mecra nposeaeHust KW. IlepBuuHeblil BUSUT B LIEHTP
KW. Pacuer Gromkera uccienoBanms. OCOOEHHOCTH MEXIYHAPOIHBIX
VCCIICIOBAHU M.

ITposenenne K1

Pa6ota ¢ TMF u daitnamu neatpa nposeaenuss K. Bxatouenune
MAIMEHTOB B UCClIeIoBaHue U nepuoy Habmoaerus. Coop u
MEHEKMEHT JaHHbIX. 3amuTa AaHHbIX. MornuTopunr K. Aynut u
uHcnekuuu B pamkax KM. Ouenka u nposepka kauectBa (Quality
assessment and quality check). Drug management. Ynpasnenue
6e3omacHOCThIO B pamkax KW. CucteMbl pernopTHpOBaHHUS.

3aBepuienne KU1

3aBepiieHre Habopa NanMeHToB. Bupl 3aBepiieHns ucciae10BaHus
(mIaHoBOE, TOCPOYHOE, OCTAaHOBKA). PaboTa ¢ OCHOBHBIMH BHIAMH
(UHUIITHON TOKyMeHTaluu. Bo3BpaT HEU3pacxo10BaHHBIX MaTepHaIOB
B pamkax KJ. ®uHaHCOBBII OTYET.

HToroBrlit oTUeT U
myOTHKaAIIU

Oramnbl GopmupoBanus utTorooro oruera no K. O6padoTka u
UHTEpIpeTanus pe3yibTaToB ucciuenoBanus. [loaroroska myonukanuit
o uroram KI.




ApXuUBHpOBaHHE Oco0eHHOCTH apXUBUPOBAHUS B OJHOLIEHTPOBBIX U MHOTOLIEHTPOBBIX
HUCCIICOOBAHUAX. XpaHeHHe U YHUYTOKCHHUC JOKYMCHTOB.
Vcnonp30BaHre apXUBUPOBAHHBIX JAHHBIX B OyIYIIMX HCCIEIOBAHUIX
Pa3paborumnkmn:

3aB. kadenpoii oomIei u
KJIMHUYECKON (hapMaKoJIOTUU 3sipsiHOB C.K.

3aB. yu. yacThio Kadeapsl oomieit u
KIIMHUYECKOU (papMaKoJIoruu Bbyrpanosa O.U.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma
«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue AUCIHHUIIINHBI

Dapmakonaozop

O0BEM TUCHUIIIIUHBI

2 3E (72 uyac.)

Kpatkoe

CoaACpKaHuEC NUCIHUIIJIMHBI

Ha3Banue pa3nenoB (Tem)
JM CITUTIJINHbI

Kparkoe conep:kanue pasaesioB (TeM) TUCHMILIAHBI:

be3onacHOCTh JIeKapCTBEHHBIX CPEJICTB

MexaHu3Mbl BO3HUKHOBEHHS II00OOYHOrO JIE€HCTBUS
JICKapCTBEHHBIX CpeACTB. Buapl moOouHBIX 3¢ QEeKTOB.
Knaccudukannm vexxenarenbHbix peakuuii (HIIP).

Cucrema ¢apmakoHa3opa

OcHOBHBIE  TOJIOXKEHMA U 00JacTe  JeWUCTBUS.
CymecTtBytonye cucteMmbl (papmMakoHaa30pa B MHpE:
CHIA, Espomeiickom Coro3ze, ctpanax CHI', Poccun.
MexnayHapoaablii  MOHUTOpPUHT  Oe3omacHoctu  JIC.
MexayHaponHbele cTaHAapTsl B cdepe papmakoHaa3zopa
1 JIEKapCTBEHHOM 0€30MacHOCTH.

CoBpeMeHHasi HOPMAaTHBHO-IIPAaBOBAs
6a3a (hpapmakoHa30pa

CoBpeMEHHOE 3aKOHOAATEIBHOE perynupoBaHue PO,
EADC.  VYyactHukm  cuctembl  (papmakoHaa3opa
(perynsTopHBIE OpraHbl, KIMHMYECKHE (hapMaKoJIoTH,
Bpauy, NAUEHThI, IPOMU3BOIUTENN U IIP.)

MeTtobl u3ydeHusi 6€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB.

Tepmunonorus cucremsl (apmakonamzopa (MedDRA,
ATC wu gp.). OcHOBHBIE HCTOYHUKH HWH(OpMAIUU O
0€30MacHOCTH JIEKApCTBEHHOT'O CpeACTBa. Peructparus
HP B wmemumumHckoit mpaktuke. Dopmer  cOopa
uHpopmanuu o HP.

PaboTa ¢ o6pamenusimu u 6azamu
nanaex 00 HJIP

O06paboTka WHIAMBUAYATbHBIX cooOmeHuid. OleHka
KpuTepueB cepbe3HocTu. OlleHKa TPeIBUICHHOCTH.
OneHka CBS3M MEXIy MPUMEHCHHEM IIpermapara u
npousomeamuM  cobbitueM.  Kapra-uspemienue o
HEKeJIaTeIbHOM peakuuu WIIN OTCYTCTBHH
TepaneBTHUecKoro 3(dexra 1eKapCTBEHHOTO Mpernapara.
Cnoco6sr mepemaun coobmienuit o HP. O6paboTka,
BaJixgarus n apXI/IBI/IpOBaHI/Ie JAaHHBIX 10
dbapmakoHnagzopy. PabGora ¢ 06azamMu JaHHBIX O
HCIKCIIATCIIbHBIX peaKL{I/I}IX Ha JIeKapCTBeHHBIe Cpe,Z[CTBa.

MenemxmenT 0e30MacHOCTH

VYnpasienue curHaiom o Oe3omacHoctu. Cucrema
yrnpapieHus: puckamu. Ilman ympaBieHus pHCKaMHU.
Mepbl MUHUMU3ALHUH PUCKA.

[Tepuonnueckn OOHOBIIIEMBIH OTYET MO OE30MACHOCTH
JIEKapCTBEHHOTO CpeICTBa. [IpencraBnenue
nH(popManuu 1Mo 6€30MacHOCTH B PETYIISTOPHBIE OPTaHbI.
W3menenust B MHGOpMaUU 1Mo 0€30MacHOCTH, MOPSI0K
MPUOCTAHOBJICHUS WJIW TIpeKpalieHue npumenenus JIC.




N3yuenne 6€30macHOCTH Y OCOOBIX TPYIII MAIIUEHTOB.

Paspaborumnkmn:

3aB. kadenpoii oOeit u
KIIMHUYECKOU (hapMaKoJIOTHN

3aB. y4. yacTbio Kadeapsl oOmiel u
KJIMHUYECKOU (hapMaKoJIOTUU

3eipsinoB C.K.

Bbyrpanosa O.1.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

(Dapmakoakouomuuecxue UCCI1e008aAHUA

O0BEM U CIUIIIINHEI

2 3E (72 uac.)

Kpartkoe conep:xkanue TUCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pazaeioB (TeM) IMCIHUIIAHBI:

Knnnnko —
SKOHOMMYECKHI aHaJIN3
JIEKAPCTBEHHBIX
MpEnapaToB Kak 4acTh
KOMIIJIGKCHOM OIICHKH

JIII.

Orenka 3aperuCTpUPOBAHHOTO IpenapaTa, aHajau3 WH(OPMAIMU O €ro
CPaBHUTEIBHON KIMHUYECKOW dS(PGPEeKTHBHOCTH © 0€30MacHOCTH,
OLICHKAa SKOHOMMYECKHMX IOCJIEICTBUIA €ro IPUMEHEHUSA. Y CIOBUS
BKJIIOUEHUsl mpernapara B llepedeHb >KM3HEHHO HEOOXOJWMBIX U
Ba)XHEHIINX JiekapcTBeHHBIX npenaparoB (IDKHBJIII). denepanbubiii
3akoH oT 12.04.2010 N 61-®3 (pea. ot 29.12.2015) «O6 obpameHnu
JIEKapCTBEHHBIX cpencTB». Ilocranosnenus IlpaBurensctBa PD ot
28.08.2014 r. «O06 yTrBepkIeHHH MPaBWI (POPMUPOBAHUS TEpPEUHEH
JIEKAPCTBEHHBIX MPENapaToB JJsi MEAUIMHCKOIO MPUMEHEHUS U
MUHUMAJIBHOTO  aCCOPTUMEHTa  JICKapCTBEHHBIX  IPENaparos,
HEOOXOUMBIX JIJIsl OKa3aHUsI METUIIMHCKON TOMOIIIH

Knuandaeckas u
SKOHOMMYECKAs [ICHHOCTD
npenapara. Mecto
npenapara B Tepanuu
OTIEIbHON HO30JIOTUH

Knuanueckast BbIroga. ODKOHOMMYECKas BBIFOJAa OT IPUMEHEHHs
npenapara.  XapakTepUCTHKM  Tpemapata HU  OCOOCHHOCTH
[aTOJIOTMYECKOr 0 MPOLecca — MECTO IpenapaTa B Tepanum.

MeTtop1
(hapMaKO’IKOHOMUYECKOTO
aHann3a. MeToabl
MOJETUPOBAHUS
ucciaegoBanuii. Bunpl
3aTpar.

Amnanus "3atpatsl - 3PEeKTUBHOCTD"

Ananu3 "MUHUMUH3AIMHU 3aTpaT"

Amnainus "3aTpathl - HOJAE3HOCTh (YTUIIMTAPHOCTD)"

KauectBo xu3Hu u KOU.

[TapameTpsl 3¢pPeKTUBHOCTH JIEKAPCTBEHHOTO Ipernapara Mo HToram
KU1

JuckontupoBanue. llpsAmble MEAUIUMHCKUE  3aTPATHI.
HEMEIMIMHCKUE  3aTpaThl. KocBeHHble  3aTpaThl.
YYBCTBUTEIbHOCTU. MaTteMaTndeckoe MoaenupoBanue KOU.

IIpsimble
Ananus

OCHOBHBIE ATaNbl
KJIUHHKO-
SKOHOMHYECKOT0
uccnenoBanus (K9UN)

OmnpezneneHue MokazaHUM K NPUMEHEHMIO Ipenapara; OIpeAeeHHe
yCIOBUM TPUMEHEHHUsl TIpernapara; BBIOOp IIpernapara CpaBHEHHUS;
OIpe/IeIEHNEe XapaKTEePUCTUK LIEJIEBOM HOMYJIALUN
NaIMEeHTOB; BEIOOP  KPUTEPUEB  OLIEHKHU 3G HEKTUBHOCTH U
0€30I1aCHOCTH UCCIIEAYyEMOr0 IpenapaTa M IpenapaTa CpaBHEHUS;
BeIOOp Merona KDU; ompenenenue BpemeHHoro ropusonta KOU;
pacuer 3aTpar 0 UCCIeAyeMOMY  IIpenapary u npenapary
CpaBHEHMs; pacueT TIOKa3areleld COOTHOIIEHUS CTOMMOCTH U
s dexTuBHOCTH (aTBTEPHATUBHBIX IMOKa3aTesci); MOBEACHUE aHAIHM3a
YyBCTBUTEIBHOCTH PE3YyJIbTATOB PACUETOB K KOJICOAHUSAM MCXOIHBIX
napameTpoB. TpeOoBaHMsI K KaKIOMY U3 HTAIOB.




[TpencraBnenuio Hocurenu nunpopmanum 1 10KyMeHTOOO0OPOT B paMKaxX MCCIEI0BaHUS.
pe3ysbTaToB Crpyktypa otueta, TtpeboBanuss ['OCT. uddepeHnmrpoBanHbie
CPaBHUTEIBHOTO pe3ynbTaThl uccienaoBanus. ®opma npencrasieHus pe3yiabratoB KOU.
KJIMHUKO-
SKOHOMHYECKOTO
VICCJIEJOBAHMUSI
Jlxenepuku u Oco0OeHHOCTH MPOU3BOJCTBEHHOIO IHMKJIA U HUX MaTepUalbHOE
OpUTHUHATOPBI BBIp@)KEHHE B CTOMMOCTH mpemnapatoB. OcoOEHHOCTH IPOBEICHUS
KOW u nnaTepnperannn ux pe3yabTaToB.
Pa3paborumnkmn:

3aB. kadenpoii oomIeH u
KJIMHUYECKON (hapMaKoJIOTUU 3sipsiHOB C.K.

3aB. yu. 9acThio Kadeapsl oomeit u
KIIMHUYECKOU (papMaKooruu Bbyrpanosa O.H.




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma
«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HanmeHnoBanue JUCHHUIIHHBI

(Dapmaueemuqecmm Ouomexmnonozus

O0BEM TUCHUIIIIUHBI

5 3E (180 uac.)

Kpatkoe cogep:xaHue TUCHMILINHBI

Ha3Banue pa3nenoB (Tem)
JM CITUTIJINHbI

Kparkoe conep:kanue pasaesioB (TeM) TUCHMILIAHBI:

OCHOBBI COBPEMEHHOMI
OMOTEXHOJIOTHYECKON KOHIIEIINU

Brenenue B coBpemeHHyr0 OnorexHonoruto. [lonsitue
6uoobbekra. Kimaccudukamnus 61000bEKTOB Kak
IPOAYLICHTOB JIEKAPCTBEHHBIX U AUArHOCTUYECKUX
npemnaparoB. MicTopus pa3BUTHS U IEPCTIEKTUBEI
OMOTEXHOJIOTUU. [IpUHIIUIIBI U METO/IBI
COBEpIICHCTBOBaHUs 0M000BEeKTOB. OCHOBHI OpraHU3allun
MIPOM3BOJICTBA OMOTIPENapaToB. DTAIbl U CIIOCOOBI
KYJIbTUBUPOBaHHS OMOO0OBEKTOB /ISl IIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB METOJAMU COBPEMEHHOM
o6uotexnonoruu. IIpasuna GMP npumMeHHTENBHO K
OMOTEXHOJIOIMYECKOMY TPOU3BOACTBY

Kierounsie TeXHOIOTUN

KynbTypa KJIeTOK, OpraHoB ¥ TKaHEW pacTEHUH.
Knerounble TEXHOJIOTHH B MEIULIUHE.
NmmoOunu3oBaHHbIe KIETKU U (hepMEHThI. MeTo bl
uMMOOHIN3aui. MeTobl COXpaHEHUs KIETOYHBIX

KYJBTYP.

JlekapcTBEeHHBIE CpeICTBA
OHMOTEXHOIOTHYECKOTO
npoucxoxaeHus. OCOOEHHOCTH
MIPOM3BOJICTBA, KOHTPOJISl Ka4eCcTBa U
MPUMEHEHUS

Antubuotuku. UMmyHnHubie penapatsl. @epMeHTHBIC
npemnapatsl. [IpoOMOTHKH 1 HOPMOQIIOPHIL.
AMUHOKHUCHOTBL. CTEpOUIHBIE COeTUHEHUA. BuTaMuHbl 1
KopepMeHThl. OCHOBHBIE MPOAYLIEHTHL. Cxema OMOCHHTE3a
U IyTU UHTeHCUPUKauu nporecca. [yt nomyuenus
TOTOBBIX JICKAPCTBEHHBIX POPM.

ITocTreHoMHBIC TEXHOJIOTHHI

OCHOBBI IOJTy4eHUSI PEKOMOMHAHTHBIX OEITIKOB.
['eHHOMH)KEHEPHBIN HHCYJIMH U NENTUAHBIEC (GaKTOPBI
pocTta

Pa3zpadoruuk:

3aB. xadeapoi O0mIei hapmaneBTHUIECKON U

6HOM€I[HHHHCKOﬁ TEXHOJIOI'MH

C.H.Cycnuna




DeodepanvHoe 20cyoapcmeeHHoe a8MOHOMHOE 00paA308aAMeENbHOE YUpexcoeHue

svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym
AHHOTAIIUS YYEBHOM JUCIUILIUHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HaumenoBanue
TUCHUILINHBI

Dapmayeemuueckan ouoxumus

O0BEM U CIUIIIINHEI

6 3E (216 uac.)

Kpartkoe conep:xkanue THCHHIINHBI

Ha3Banue pasaenoB
(TeM) TUCHUILIHHBI

Kparkoe cogepkanue pa3geoB (TeM) IMCIUIIHHBI:

benkoBeie MOIEKYIIBI

AMMHOKHUCIIOTHBIN COCTaB, YPOBHHU CTPYKTYPHOM OpraHu3aluu
0eKOBBIX MOJIEKYI. CBsI3b CTPYKTYpPHI U QyHKIHH. Donauar. bemok-
OeNKOBbIC B3aUMOJICHCTBUS

OH3UMOJIOTHS

Kunernka pepMEeHTaTUBHBIX PEaKIINid, MEXaHU3M PaObOTHl ()EPMEHTOB,
pEryJsius akTUBHOCTH ()ePMEHTOB, HHTUOUPOBAaHUE (PEPMEHTOB.
O6parumoe 1 HeoOpaTUMOE HHTHOMPOBaHUE (PEPMEHTOB Kak
MEXaHHU3MBI JEHUCTBHS (papMaIeBTUIECKUX MPEmapaToB.
depMeHTO3aMecTUTENbHAs Tepanusi. DepMeHThI CHHTE3a U
KaTabOoIU3Ma Pa3IMYHBIX TPYII COCTUHEHUN KaK MUTIICHH TSl HOBBIX
IpernapaToB

Knerounsie MemOpaHbI

CrpoeHue KIeTOYHbIX MeMOpaH. MeMOpaHHbIe pelenTOpbl, MEXaHU3MbI
TpPaHCIOpPTa BEIIECTB uepe3 MeMOpaHsl. Perienitopsl, cBsizannbie ¢ G-
6GJIKOM U pCUCITOPHBIC TUPO3UHKHWHA3BI. buoxumuueckue acreKThl
BCAChIBaHMSI U aJJpECHO TOCTaBKHU IpernaparoB. biokana TpaHcmnopra u
nepeHoca OMOIOTUYECKUX MOJICKYJ KaK MEXaHU3M JIeUCTBUS
(dapmalleBTUYECKUX MPEnaparos.

Bnyrtpukiierounas
nepegaya CurHaa

CurHangbHBIC MOJIEKYJIBI: TOPMOHBI, (PaKTOPBI POCTA, IUTOKUHBI U
xeMoKkuHbI. O011ast cxeMa repeadu curHaia BHyTpH Kietku. [ Td-
CBSI3bIBAIOIME OCJKH, IPOTEUHKUHA3BI U poTenH(pochaTassl,
aJlanTepHbIe OCIKU, BTOPUYHBIC TOCPETHUKN. AMITTH(HUKAINS CUTHAIA
Y B3aUMOJICHCTBHE CUTHATILHBIX TyTel (cross-talk)

HYKJ'ICI/IHOBI)IG KHCJIIOTHI

Matpuunsie 6nocunTe3bl. Penapamus JITHK, Tpanckpumnius,
TpaHcisius. Perynsuus skcnpeccuu reHoB. GepMEHThI PEIUIMKALUY U
penapanuy Kak MUILEHH JIJIs IPOTHUBOOIMYXOJIEBbIX MIPEmnapaToB U
AHTUOMOTUKOB

MeTaloiIn3M KIETKH

Anabonudeckue U Karaboanueckue mporecchl. OOMeH OeKOB, )KHUPOB
u yrieBoaoB. MaTerparus meradonusma. Perymsius oOMeHHBIX
nporieccoB. ['opMOHaBbHAS PETYIISIHSL.

buorpanchopmarius Peakuu 6mnorpanchopmarmu. MukpocomMaibHOE OKHCIICHUE,
JIEKapCTBEHHBIX KoHbIorupoBaHue. OCHOBHBIE (PePMEHTHI META0OIN3MA JIEKAPCTBEHHBIX
IpenapaToB CPEICTB

Pa3paborumnkmn:

Acc. kadeapsr omoxumun MU

bamapos M.M.




Hou. xadbenpsr buoxumuu MU HBanosa-Pankesuu B.1.
Hou. xadbenpsr buoxumuu MU Ky3nenosa O.M.

3aB. kadenpoit Onoxumun MU [Toxporckuii B.C.
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svicuteco oopasosanus « Poccutickuti ynueepcumem opyaircovl HApoOo8y

Meouyunckuit uncmumym

AHHOTALMS YYEBHOI JUCHUILINHBI

OO0pa3zoBaTenbHas mporpaMma

«Co3nanue u pa3padoTKa JieKapCTBEHHbIX NMPeNnapaToB)

HanmeHnoBanue JUCHHUIIHHBI

Dapmayeemuueckan pazpadbomka

O0BEM TUCHUIIIIUHBI

3 3E (108 uac.)

Kpatkoe cogep:xaHue TUCHUILINHBI

Ha3Banue pa3nenoB (Tem)
JM CITUTIJINHbI

Kparkoe conepxanue pas3aesioB (TeM) IMCHUIINHBI:

OcHoBbl ®P u 6nodapmanmm

OcHoBHBIE cTaguu (papmarieBTHYECKON pa3padoTku. PazpaboTka
JeKapCTBEHHBIX (hopM. DTarbl (hapMareBTHIECKON pa3pabOTKH.
OcHoBbI Onoapmanum.

OCHOBHBIE CTaIUU
dbapmareBTUIeCKOn
pa3paboTKH.

QapmaneBTuyeckas  pa3paboTKa B COOTBETCTBHH  C
MexayHapoaasiMu TpeboBanusmu ICH Q8, Q9, Q10; Panuss
cTanaus pa3pabOTKH OPUTHHAIBHOTO mpemnaparta; Pa3paboTka
cocTaBa W TexHOJOrMM TBepasix ¢opm cormacio ICH Q8.
MacmtabupoBanie ¥ TpaHChep TEXHOJIOTMH  TBEPABIX
nexkapcTBeHHBIX GopMm. Tabnetkn. OCOOCHHOCTH TEXHOJIOTHH
[IpakTHyeckre peKOMEH AN NP TPOU3BOICTBE TAOJIETOK.

N3yuenune cTabMIbHOCTH

HccnenoBanue CTaOMIBHOCTH JIEKAPCTBEHHBIX CPEJICTB Kak
Ba)XHEHIIass 4YacTh (papmaneBTuueckoil paspadbotku. CMK -
rapaT 3pPEeKTUBHOCTH U 0€301TaCHOCTH JICKAPCTB.
HopmatuBHbIE NOKYMEHTBHI IO MCCIIEJOBAHUIO CTaOMIBHOCTU
JIeKapCTBEHHBIX CPEICTB. CtpeccoBblie UCIBITaHUS
dapmaneBTUYeCKHX ~ CyOCTaHIMA.  YCTAaHOBJIGHHE  CpOKa
rogHoctu AD@C. MccnenoBaHre COBMECTUMOCTH MHTPEIUEHTOB
JIeKapCTBEHHOH (OpMBI — TOKa3aTeib HaJJIekallero KauecTBa
npenapata. COBMECTUMOCTh HWHIPEIUEHTOB, COBMECTHMOCTh
JeKapcTBEHHON  (opMBl ¢ MaTepuaJioM  YIAaKOBKH.
HccnenoBanne  CTaOMIBHOCTH  JICKAPCTBEHHOH  (popMBI,
YCTAHOBJICHHE  CPOKOB  ee  rogHoctH.  MccnenoBanue
CTaOUJIPHOCTH JIEKAPCTBEHHBIX CPEACTB HAa BCEX CTAAMSIX
KU3HEHHOTO IMKiIa rmpenapara. Ilpoguns cTaOUIbHOCTH,
00BEKTUBHO OTpaXKAIOUTUH KAa4yeCTBO — BBIOODP IMOKa3aTesle u
KputepueB  npuemiaemoctd.  llonarue — "AHamuTuueckue
METOJMKH, CBHUACTEIBCTBYIOIHE O cTabuiabHOCTH" (stability-
indication procedures)

TexXHOIOTHYECKUE aCTIEKThI
pa3paboTKu MATKUX
JIEKapCTBEHHBIX (hOpM

buodapmaneBTrueckue actekTsl pa3pabOoTKH CYIITO3UTOPHUEB.
Pa3paboTka CcOCTaBOB ¥  W3TOTOBIEHHE CYIMIO3UTOPHEB.
3HayeHne  ymakoBku. OIlleHKa  BIUSHUS ~ yIIaKOBOYHBIX
MaTepraIoB Ha KA4ECTBO CYMIO3UTOPHEB.

Hcnons3oBanue
(bapmareBTUYeCKIX
TEXHOJIOTUH IS TOBBITIICHUS
OMOJJOCTYITHOCTHU ¥ CHIKEHUS
tokcnuHocTH JII1

DKCTpy3Hs TOpAYEro paciiaBa. MUKpOHU3aIUs




JlexapcTBeHHBIC (HOPMBI CO
CILTOLIHOM KUJKOW U BSI3KOU
JTUCTIEPCUOHHOM Cpenoi

Teopernueckre OCHOBHI pacTBopeHus. JlekapcTBeHHBIE (POPMBI,
NpPECTaBISIOMKE COOOW: BOAHBIE W HEBOJIHBIC PACTBOPHI,
pactBopel BMC, cycneH3uu, 3MyabCUd U KOMOWHHPOBAHHBIC
cucteMbl. MaseBble JekapcTBeHHble (opmbl OOopynoBaHue,
MPUHIIMIIBI M CITIOCOOBI MPOU3BOJICTBA, CTAaHAAPTU3ALIKS.

JlexapcTBeHHbIE (YOPMBI 151
HapeHTEPATEHOTO IPUMEHEHUS

TpeGoBanwsi, MPEAbSBIIEMbIC K KAUECTBY JIEKAPCTBEHHBIX (HhOpM
JUIsl  MIAPEHTEpPaJIbHOTO NPUMEHEHWUs M NPUHLUIBL  UX
obecrieuenus. Bunapt JI® 11 mapeHTEpalbHOTO BBEICHUS.
[Ipou3BoacTBo ammyn wu  (uakonoB. IlpuroroBneHue wu
cTabunu3alus UHHEKIIMOHHBIX PACTBOPOB. AMITyTMPOBaHHUE.
JI® nmna tma3. OO6opynoBaHWe, NPHHIUIBI W CIOCOOBI
MIPOU3BOJICTBA, CTAHAAPTU3AIIHS.

DKCTpaKIMOHHBIE MTpernapaThl

OKcTpakuuoHHbIe (uTonpenaparsl. [IpomblluieHHbIE METObI
JKCcTparupoBanus. HacTOMKH, OKCTpakThl IIOJIy4YeHUE H
cranpaptuzauus. Ilpenaparst u3 JIPC u KHUBOTHOTO CBHIPBA.
MakcumanbHO OYHMIIEHHBIE mpenapatbl. OpraHonpenaparsl.
OO6opynoBaHue, TMPUHIOUNBI W CIIOCOOBI  TTPOU3BOCTBA,
CTaHJapTU3aLUS.

BapuatuBHbI€ J1IEKApCTBEHHBIE
dbopmbl

MeaunuHCKUE Karcyiel, a’spo3oiu (cucremsl mnojauun JIB B
JEeTKue), IUIACTBIPY M TpaHCAEpMallbHbIE TeparneBTUYECKHE
cucteMsl, cynno3uropuu. OOopynoBaHuE, TNPHUHLUUIB U
Croco0bl IPOM3BOJICTBA, CTAHJAPTU3ALMSL.

Pa3zpadoruuk:

3aB. kadenpoit Obmel papManeBTHICCKON 1
OMOMEIUIIMHCKON TEXHOJIIOTHHA C.H.Cycnuna

JupekTop noapasnesieHus
LIKII (HOLI)

P.A. A6pamoBuy
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