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06 yrBepxkaennn CTparerun pa3Butus papManeBTHYECKOH NPOMBIIIEHHOCTH
Poccniickoii ®eaepannn Ha nepuon a0 2020 roaa

C pensio peanu3alyy eIUHON rocyAapCTBEHHON MOJMTUKH B pelIeHHH IpoOJieMBI
JUHAMUYHOTO pa3BUTHA (hapMaleBTHYECKOH NMpoMBINUIeHHOCTH Poccuiickoit ®enepanun
Ha nepuof a0 2020 roga u B coOTBeTCTBUM ¢ mopydeHueM IIpaBurenncrsa Poccuiickoi
®enepanun ot 9 okTa0ps 2009 roga Ne BII-I112-45np npuka3biBalo:

1. ViBepautre  npunaraemyro  Crparermo  pa3BUTHA  (papMalleBTHYECKO
MPOMBIIUIEHHOCTH Ha nepuox 1o 2020 roxa.

2. Onpenenuts OTBETCTBEHHBIM 3a peammsanuio CrpaTerud pa3BUTHSA
(dapMarieBTHYECKOH TNPOMBIIUIEHHOCTH Ha mnepuox mo 2020 roxa JenapraMeHT
XMMHKO-TE€XHOJIOTHYECKOro KoMIulekca u 6uoutkeHepHsix TexHomnoruit (C.A. I1pi6).

3. KOHTpOJIB 334 UCIIOJIHCHUEM HACTOALICTO IPHKa3a OCTaBJIIIO 34 coboit.

B.b. XpucreHko
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HNACIIOPT

Crparernu pa3Butus (papmManeBTHUecKoH npomsiiieHHocTH Poccniickoii

®enepanuu Ha nepuox A0 2020 rona

HaumenoBanue

Crparerus pa3sBuTHs ¢papMalieBTHIECKOM
npoMbIieHHOCTH Poccuiickoit @enepanivy Ha EpUoa A0
2020 rona

OcHoeanue ona
paspabomku

TI'ocyoapcmeennbiii
3aKa34vuK

OcHoeHoli
paspabomuux

Ilenw

3aoauu

1. [Topyuenue ITpaButensctBa PO NeB3-1112-1366 ot 6
Mapta 2008 roma o pa3paboTke CTpaTeruu pa3BUTHA
OTE€YECTBEHHOH (papMalleBTUIECKOM NPOMBIIITICHHOCTH
1o 2020 roxa.

2. ITporokon coBemanus y [Ipencenarens
[TpaButenscTBa Poccuiickoit denepauyu B.B. ITyTuna ot
19 urons 2008 roga Ne BII-I112-8mp.

IIpaBurensctBo Poccuiickoit denepauyu.

MHuHHCTEPCTBO NPOMBILIIIEHHOCTH U TOproBiu Poccuiickoi
Denepauun.

Ilepexon Ha HHHOBAIMOHHYIO MOJEND Pa3BUTHA
¢dbapmaneBTHUecKoil MpoMbIlLIeHHOCTH Poccuiickoit
denepauum.

1. YBenmueHne 06ecnie4eHHOCTH HaceNleH!s, YUpeXICHUM
CUCTEMBI 3JpaBooxpaHeHus U BoopyxeHHsIx Cui
Poccuiickoii ®enepaiuu, ¢penepanibHbIX OpraHoB
HCIIOJIHUTENLHOM BJIaCTH, B KOTOPHIX 3aKOHOM
IIpefyCMOTpPEHa BO€HHas U IPUpaBHEHHas K Hel cny>1<6a
)KHU3HEHHO HEOOXOAUMBIMH M Ba)KHEHIITUMH
JIEKapCTBEHHBIM CPEACTBaMH OTEYECTBEHHOTO
TPOU3BOJICTBA, & TAKXKe JIEKapCTBEHHBIMH CPEJCTBaMH
JUTS JIeYeHUs peaKuX 3aboneBaHui.

2.IToBbImeHne KOHKYPEHTOCIIOCOOHOCTH OTEYECTBEHHOM
(apManeBTHYECKO# NPOMBILIIIEHHOCTH IIyTEM
rapMOHH3AIMHN POCCUHCKUX CTAaHJAPTOB IO pa3paboTke U
IIPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB C
MeXIyHapOoAHbBIMU TpeOOBaHUSAMH.

3. CtuMynupoBaHue pa3pabOTKH B MPOU3BOACTBA
HHHOBALIMOHHBIX JIEKAPCTBEHHBIX CPEACTB M MOAAEPKKA
3KCHOPTa POCCUHCKHX JIEKapCTB, B TOM YMCIE 3a CYET




Cpoku u smanwi
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BBIPaOOTKHU NOMOJHUTENbHBIX MEXaHU3MOB
(UHAHCUPOBaHUA OPUTHHAIBHBIX pa3paboToK.

4. 3amuTta BHyTPEHHETO PhIHKA OT HEAOOPOCOBECTHOMH
KOHKYPEHLMY U BbIpaBHUBaHHE yCIIOBHH IOCTyIIa Ha
PBIHOK JJISt OTEYECTBEHHBIX H 3apyOe)XHBIX
IIPOU3BOAUTEINECH.

5. Ocy1necTBiIeHHE TEXHOIOTHYECKOTO IIEPEBOOPYKEHUS
poccuiickoii ¢papManieBTU4ECKONH OTpaciu.

6. CoBepllEeHCTBOBaHUE CHCTEMBI IIOATBEPIKACHUSA
COOTBETCTBHA KadeCcTBa JIEKAPCTBEHHBIX CPEACTB,
BKJIIOYas MepHI 110 YCTPAHEHUIO U30BITOYHBIX
aIMHHUCTPATUBHBIX 6aphEPOB [0 PEruCTpaLluU
OTEUYECTBEHHBIX JIEKApCTB U obecrieueHre HaajIesxauero
KOHTPOJIS 32 UX KAYECTBOM.

7.CoBepIieHCTBOBaHHE CUCTEMBI IIOATOTOBKH
CTEIMAICTOB JUIA (papMarieBTHYECKON
IPOMBIIIEHHOCTH, B TOM YHCJIE€ CO3aHHE HOBBIX
IIporpaMM oOy4deHrs B COOTBETCTBHH C
MeXAYHapOAHBIMHU CTaHIapTaMH.

2009—2020 roapl, B TOM YHCIIE:

peanusauuu — I stam: 2009—2012 rosl.

— II atam: 2013—2017 roasl.

— III 3tam : 2018—2020 roasl. ,
Iepeuens CruMyHpoBaHHUe JIOKaTU3alluy Ha Tepputopuu PO
OCHOGHBIX BBICOKOTEXHOJIOTHYHBIX IIPOU3BOJCTB JIEKAPCTBEHHBIX
Meponpuamuii Ipernaparos.

CruMynupoBaHue OpraHu3alH MpoU3BOJACTBA
BBICOKOTEXHOJIOTUYHBIX XMMHUYECKUX H
OHOTEXHOIOTHYECKHX CyOCTaHIIUM Ha TEPPUTOPUHN
Poccniickoit @enepanuu.

CrumynupoBaHue 00513aTe€NBHOr0 Nepexoaa
OTEYECTBEHHBIX IPEeANpPUATHH (apMalieBTHIECKOM
MIPOMBIILIEHHOCTH Ha cTaHxapThl GMP He nosanee 2011
roaa.

CTPIMyJIHPOBaHHe pa3pa60TKH H IIPOHU3BOACTBA aHAJIOIOB
HMIIOPTUPYCMBIX JDKCHEPHKOBBIX H HHHOBAllTHOHHBIX
JICKApCTBCHHBIX CPEACTB.

Pa3paboTka HOBBIX B MOAMGHUKALMSA CYIECTBYIOIINX
00pa3oBaTeNbHBIX POrpamMM U MPOrpaMM MOBBIIIEHUS
KBaTH(pHUKanuy U1t obecniedeHus papmaneBTHIECKON




Hcnonnumenu

Obvemot u
UCMOYHUKU
Qunancuposanun

Ostcuoaemole
KOHeuHble
pe3ynbmamol
peanuzayuu
Cmpamezuu

HPOMBINUVICHHOCTH KaApaMH HOBOTI'O THIIA.

Obecneuenne nekapcTBeHHO# Ge3omacHocTH Poccuiickoi
denepanum.

Musnpomropr Poccun, Munsapascoupassutus Poccun,
MunskoHoMpaszsutus Poccun, Muno6praayku Poccun,
®enepanbHas aHTUMOHOMNOJNbHAA ciry’k6a Poccuu,
®denepanbHas TaMoXXeHHas cinyk0a Poccuu, @enepanbHas
ciryx6a no tapudam Poccun, MuHHCTEpCTBO BHY TPEHHUX
nen Poccun, ®enepanphas ciryxba 6e3omacHoctn Poccuu,
Musno6oponsl Poccun, MUHHCTEPCTBO 1O Ype3BbIYaHHBIM
curyauusm Poccun, MuHHCTEPCTBO HHOCTPAaHHBIX A€N
Poccun, ®enepanpHas ciry>x6a 1o KOHTPOIIIO 332 000pOTOM
HapKOTHKOB Poccuu ¥ apyrue 3auHTepecOBaHHBIE
(denepanpHbie areHTCTBA, BEIOMCTBA M HCTIOJTHUTEIbHbIE
opraHbl BjlacTH cyobpekToB Poccuiickoii ®enepauym.

Bcero na 2009—2020 roas! npexycmaTtpuBaetcs 177 620
MIIH. pyOieii (B uenax ¢espainsa 2009r), B TOM 4ucIe :

110 HanpasieHuIo «IloBsIMeHne KBaTUpUKalK KaApoB U
co3aHue HH(QPaCTPYKTyphI»:

— 35 220 muH. py6neit;
— 110 HanpasneHuio «Ilepexon na GMP»:
— 36 000 muH. pyOneit;

— 1o HampaBJieHuIo «Pa3paboTka JiekapCTBEHHBIX
CpeICTB»:

~ 106 400 mnH. pyOneii.

1. VBenuyenue nonu NpoayKLMH OTEYECTBEHHOTO
IIPOU3BOACTBA B 001eM 00beMe noTpebiieHus Ha
BHYTpeHHEM pbIHKe 10 50% B CTOMMOCTHOM BBIpa)KEHUH
K 2020 rony.

2. M3MeHeHHe HOMEHKIIATYphl POM3BOJICTBA
JIeKapCTBEHHBIX NPENapaToB, IPOU3BeIeHHBIX Ha
Teppuropun Poccutickoii @enepaunu, B TOM 9HCIE
yBEJIMUEHHE [0 HHHOBAIIMOHHBIX IperiapaToB B
nopTdensax JIOKaIbHBIX pousBoauTenei 10 60% B
CTOMMOCTHOM BHIpa)XEHHH;

3. YBenuuenue sxcnopra papManeBTHIECKOH IPOAYKIHH B
8 pa3 no cpaBHenuto ¢ 2008 rogom.

4. O6ecnieyenne nexkapcTBeHHOM 6e3omacHocTH Poccuiickoit
denepauyu cCornacHo MNEpevHIO KU3HEHHO HEOOXOAUMBIX




Cucmema
opzanu3ayuu
KOHmMpOna 3a
UCNOJIHEHUEM
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U BaXHEHIIHX JEKApCTBECHHLIX CPCACTB.

5. CtumynupoBaHue OpraHu3aliy IPOU3BOJCTBA
(dapMalLleBTHYECKUX CyOCTaHIMH HAa TEPPUTOPUH
Poccuiickoit @enepauuu B pasmepe, He0OXOAUMOM AJIA
obecrieueHus BoImycka 50% roToBsIX JIEKapPCTBEHHBIX
¢hopM B eHE)KHOM BBIpaXXEHHH, BKJIFO4as He MeHee 85%
10 HOMEHKJIaType U3 crnucka crparerudeckux JIC.

KonTpos 3a peanusanueii ocymiecTiser MUHIPOMTOPT
Poccun.




BBeaenune

Crparerus pas3Butus ¢apManeBTHUeCKOi MpoMsllIeHHOCTH Poccun Ha

nepuos 10 2020 rona (nanee Ctparerus) paspaboTaHa Ha OCHOBAaHHH:

— mnporokona cosemmanus y Ilepsoro 3amectutens Ilpencenarens IIpasurenscraa
Poccwuiickoit ®enepaiuu II.A. Mensenesa ot 22 Mapra 2007 roga NeJIM-T112-
9np «O Mepax 1m0 Ppa3BUTHIO OTEYECTBEHHOH  (apMaleBTHYECKOHN

NPOMBIIUICHHOCTH)

— mnocnanus Ilpesunenra Poccuiickoit ®enepanun B.B. Ilytuna @enepansHOMY
CobOpanuro Poccuiickoit Penepammu or 26 ampens 2007 roma B 4acTw,
Kacaroleiics memorpadudeckoit cutryaiuu B Poccumiickoit ®epepamvu M

Pa3BUTHsI BBICOKOTEXHOJIOTHYHBIX omacneﬁ NPOMBIIIUIEHHOCTH,

— mnopydenus [IlIpaButensctBa P® NeB3-I112-1366 or 6 mapra 2008 roma o
pa3paboTKe  CTpaTerdd  pasBHTHS  OTEYECTBEHHOH  (papMalleBTHYECKOi

npoMsinuieHHocTH 10 2020 rozaa; .

— mporokonma cosemanus |y Ilpencemarenss IlpasurensctBa  Poccuiickoi
®enepanun B.B. ITyruna ot 19 nrons 2008 roxa Ne BII-I112-8mp.

o Crparerus npenHa3zHa4YeHa:

— ONpeleNATh DPUOPUTETHBIE HANpaBIeHHA Pa3BUTHA  (apMaleBTHYECKOH
npoMelUieHHOCTH Poccuiickoii ®enepannu (manee — QapmaneBTHYECKOM

NPOMBILLIEHHOCTH) M ITyTH MX PeaIn3alliH,

4
— OBITh KOHLENTYAJIbHON OCHOBO# JUI rOCYAapCTBEHHO-YaCTHOTO MapTHEPCTBA IO

BOIIPOCaM pa3BUTHsA (papMalleBTHYECKOH NPOMBIILICHHOCTH;

—~ obecrneyuBaTh COIJIACOBAHHOCTh AEHCTBHIA OpPraHOB TOCYJapCTBEHHOH BJACTH
PasMYHBIX YpPOBHedl MO HampaBICHWSAM Pa3BUTHA OTPAacid B JOJINOCPOYHOM

NCPCIICKTUBE,




— ONpeneNnaTh CTpPaTerHyecKuii BeKTOp  JUIA pa3paboTKu MU KOPPEKTHPOBKH

HOPMAaTHUBHO-IPaBoBo# 6a3bl (papMalieBTH4eCKOi MPOMBILUIEHHOCTH,

- CHOY)XUTh OCHOBOH I/ NMpPUHATHS pELIEHHA Ha rocyJapCTBEHHOM YPOBHE IIO
pa3paboTKke W pea3alMy IENeBRIX MpOorpaMM M IPOEKTOB  pa3BUTHUS

(apMareBTH4ECKO TPOMBIIILTEHHOCTH.
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1. O0mue moJ10keHHus

1.1. IHeam, 3agayum H  NPHOPHTETbI TOCYAAPCTBEHHOH  MOJHTHKH
Poccuiickoii ®enepanun mo Ppa3BHTHIO HALHOHAJLHOH (papManeBTHYECKOH
NPOMBILIIJICHHOCTH

OCHOBHOH II€NIBI0 TOCyJapCTBEHHON mnoautukud Poccuiickoit depepauuu mo
Pa3sBUTHIO HALMOHAJIBHON (apMalleBTHYECKOH IPOMBINUIEHHOCTH Ha IIEPHOA [0
2020 roma sBnAeTCA CO3JaHHE YCIOBUM IJIA €€ Iepexoja Ha HHHOBALMOHHYIO
MOJIENIb Pa3BUTHS, YTO JOJDKHO IPUBECTH K POCTY 0OECHedeHHOCTH HaceneHus,
yupexJaeHud 31paBooxpaHeHHs M Boopyxennsix Cun Poccuiickoit ®enepaumu,
¢denepaibHBIX OpraHOB  HCIOJHHUTENBbHOH BJIAacTH, B KOTOPHIX 3aKOHOM
NpeAyCMOTpeHa BOEHHas M IIpHpaBHEHHas K Hell ciyx0a, JIeKapCTBEHHBIMH
CpPeACTBaMH  OTEYECTBEHHOrO0  IPOM3BOACTBA, IMpH  oOmeM  yBelIU4YECHUH
00€eCTIeYeHHOCTH HYXXAAIOIMXCS JIEKAPCTBaMH 10 CPEAHEEBPOIEHCKOro ypoBHs KakK
10 KOJIMYECTBEHHBIM, TaK M 10 Ka4YECTBEHHBIM I0Ka3aTellsIM.

OcHoBHbIMU 3aga4amMu CTpaTeruu ABJIsIOTCS:

1. VBenuueHue  00eCIIEUEHHOCTH  HACENICHUS,  YUPESKACHUA  CHCTEMBI
3apaBooxpaHeHus u Boopyxennbsix Cun Poccumiickoit ®enepanuu, denepaabHbIX
OpraHOB HCIOJIHHUTENBHOM BIAacTH, B KOTOPBIX 3aKOHOM NPeAyCMOTpEHAa BOCHHAs H
NpUpaBHEHHass K HeH ciayx0a, J>XHM3HEHHO HEOOXOAMMBIMH H Ba)KHEHIIHMH
JIEKapCTBEHHBIM  CPEJCTBAMH  OTEYECTBEHHOIO  IPOM3BOJACTBA, a  TakKxe
JIEeKapCTBEHHBIMH CPECTBaMH AJIS JIEYCHHS PEAKUX 3a00eBaHmii;

2.  mNoBBIIIEHHE KOHKYPEHTOCIOCOOHOCTH OTEYECTBEHHOH (papMaleBTHYECKOH
IIPOMBIIIJIEHHOCTH IYyTEM FapMOHHM3AlMH POCCHMCKHX CTaHIApTOB IO pa3paboTke H
IIPOHM3BOACTBY JIEKAPCTBEHHBIX CPEJCTB C MEXIyHapPOAHBIMU TpeOOBaHUAMH;

3.  cTuMynupoBaHHMe  pa3pabOTKH W IPOU3BOACTBA  HMHHOBALMOHHBIX
JIEKapCTBEHHBIX CPEICTB;

4.  3amuTa BHYTPEHHEro pbIHKa OT HeJOOpOCOBECTHOH KOHKYpEeHIMH H
BhIpaBHHBaHHE YCJIOBMM JOCTyna Ha PHIHOK JUIA OTCYECTBEHHBIX H 3apyOe)KHBIX

NpOU3BOAUTENEH;
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5.  ocymecTBieHHE TEXHOJIOTHYECKOTO IIEPEBOOPYKEHHS poccuiickoit

¢dapmaneBTHYECKOH OTpaciy;

6.  COBepIIEHCTBOBaHHWE CHCTEMBI TOATBEPXKICHHS COOTBETCTBHA KayecTBa

JIEKapCTBEHHBIX CPEACTB, BKJIIOYas Mepsl @0 YCTPAaHEHHIO H30BITOYHBIX

aJIMHHHUCTPATHUBHBIX 6apbepOB M0 PETHUCTPALIMH OTEYECTBEHHEIX JIEKAPCTB;

7. TOATOTOBKA  CHENHAINCTOB  JUIi  pa3spaboTKM M IPOHM3BOACTBA

¢dapMaLeBTHUeCKOH NPOAYKIIUH B COOTBETCTBHH C MEXIYHAPOJAHBIMH CTaHAAPTaMH.
Crpareruss pa3BUTHA HalMOHAIBHON (papMalleBTMYECKOH IPOMBILLIEHHOCTH

OCHOBBIBAa€TCS Ha CIIEAYIOIUX IPHOPHUTETAX:
— MPUOPUTET HHHOBAI[MOHHOW MOJIENN Pa3BUTHSA OTPACIIH;
— IPHOPUTET KauecTBa, 3P¢PEKTHBHOCTH U 6€30MTACHOCTH JIEKAPCTBEHHBIX CPE/ICTB,

— TMpPUOPUTET HAUMOHANbHOW  ¢dapMaleBTHYECKOH OTpPacid B pealn3aluu
roCyIapCTBEHHBIX TporpaMM B ofnacth  oOecrieueHMs  JIEKApCTBEHHBIMH

Cpe€aCcTBaMu,

~ MPHOPHUTET MPOU3BOACTBA BHICOKOTEXHOJIOTHYHBIX (papMaleBTHIECKMX CyOCTaHUMMA

Ha Tepputopus P®;
— MPHOPUTET Pa3BHUTHS IKCIIOPTOCIIOCOOHBIX MPOU3BOJICTB M HOBBIX pa3paboToK;

— IIPHOPHUTET 3aMCIICHHUA HMIIOPTHBIX JIEKAPCTBEHHBIX CPEACTB OTCYCCTBCHHBIMH,

TOJIHBIA LK MMPOU3BOACTBA KOTOPBIX HAXOAUTCSA HA TCPPHUTOPHH Pq),

— mpuopuTeT (hapMaleBTHIECKOH IPOMyKIMH, HPOM3BEIeHHOH Ha Teppuropun PP, B
3aKyIKax II0 MEPEYHIO JXH3HEHHO HEOOXONMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
CPEJICTB, a TAKXKe IPH OCYIIECTBIEHUH TTOCTaBOK JiekapcTB M Boopyxkernsix Cut
Poccuiickoit ®enepaiun, QenepaibHBIX OpraHOB HCIOJIHHMTENBHOM BJIAcTH, B

KOTOPBIX 3aKOHOM ITPEAYCMOTPEHA BOCHHAA U INIPUPaBHEHHASA K Hel cnyxcﬁa.

1.2. Oxunaaembie pe3y/bTaThl peaauzanund CTpaTeruu



12

OxunaeMbIM pe3yIbTaToOM peanusanuu Crpareruu pasBUTHA
¢apmaneBTHYECKO# nMpoMbIIUIeHHOCTH Poccniickoi ®enepanuu Ha nepuox a0 2020

roaa J0JIXKHO CTaThb.

= YBCJIHYCHHC OOJIM MNPOAYKIHH OTCYECTBEHHOI'0 IIPOU3BOJCTBA B 06II.ICM obpeme

notpelGieHUs Ha BHYTpeHHeM phIHKe 10 50% B CTOMMOCTHOM BhipaxkeHHd K 2020
romy,

— M3MEHEHHEe  HOMEHKJIAaTyphl  IIPOM3BOJCTBA  JIEKAPCTBEHHBIX  IIPEMapaToB,
IpOU3BeJIeHHBIX Ha TeppuTopuu Poccuiickoil Penepaliny, B TOM YHCIIE YBEINYEHUE
IO MHHOBAIMOHHBIX NPENapaToB’ B MOPT(ENIX JOKATLHBIX IPOH3BOIHUTENEH 0

60% B CTOMMOCTHOM BBIPAXKEHUH,

— YyBelH4YEHHE 3KCIopTa (hapMaLeBTHYECKOH NpOAyKIMH B 8 pa3 10 CPaBHEHHIO C

2008 romom; :

— obecmnevenne JekapcTBeHHOW OesonmacHocTH Poccuiickort Penepanyu COracHO

HOMEHKJIATYpe CTPAaTETHYICCKHA BAXKHBIX JIEKAPCTBEHHBIX CPEICTB H BaKIIMH.

— CTHMYJIMPOBaHHE OpPTraHM3allM IPOU3BOACTBA (apMaLEBTHYECKHX CyOCTaHLMH Ha
teppuropuu Poccuiickoii Penepaiuu B pa3Mepe, HEOOXOIUMOM I 00€CTICYEHHUA
BBIITycka 50% roTOBBIX JIEKAPCTBEHHBIX (OPM B JEHEXHOM BLIPAXEHMH, BKIIOYas

He MeHee 85% 1o HoMeHKIaType u3 crucka crparermdyeckux JIC.

,

! iHHoBaIMOHHBIH NIpenapar (MHHOBALHOHHOE JIEKAPCTBEHHOE CPEICTBO) — IEKAPCTBEHHOE CPEACTBO, AKTHBHASA
dapmaueBTHUECKast CyOCTaHIMA KOTOPOTO 3allHINEHa TATEHTOM H/HITH 3aMaTeHTOBAaHbl TEXHOJIOTHH MONyYeHHA
rOTOBO JieKapCTBEHHOH GOpMBI H/HITH criocofa JOCTABKH.
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Pucynok 1.1. loJisi poIHKA NPOAYKIMA 0T€YeCTBEHHOr0 H 3apy0exxnoro npon3sojacrsa s 2007
roay u wianupyemasi Crparerneii k 2020 roay.

2007 2020

3apybexndibie OTevecTBOHHDIC Sapybextivie OTevecTBOHHbIO

s

; v

o

e
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2. AHaau3 cocTosiHus (papMaueBTHYECKO# NPOMBILIIEHHOCTH
Poccuiickuii ¢apmaneBTHYECKHii PHIHOK IIpeACTaBisieT Co0OH OAMH M3
Haubollee IUHAMHYHBIX H OBICTPOPACTyLIIMX MHPOBBIX pPHIHKOB (pHCYHOK 2.1).
ITponaxu ¢apmaneBrudeckoit mpoxykuuu B Poccuiickoit ®eneparuu B 2007 roxy
COCTaBUJIM B KOHEYHBIX IIeHax MoTpeOneHus okono 298 mupx. py6naeit, B 2008 -
okojio 360 Mapxa. py6seil. Ilpu 3TOM BecbMa 3HAUUTENBHBIM SBIISECTCS TOTEHIIMAI
pOCTa phIHKA: €XeroAHblit poct He MeHee 10—12% B rox B py6max ¢ 2003 roxa. B
pe3ynbTaTe O00BEM pHIHKA € Y4YeTOM (HHAHCOBO-3KOHOMHUYECKOH CHTYalluH
nocturder 400—500 mupxn. py6seit x 2011 rogy u 1000—1500 mupa. pybaeit k
2020 roxmy (KoHe4Has CTOMMOCTh AiA norpeburtenei). Ilpu BeINOJHEHHH
rOCYyJapCTBEHHOM 3aJayM HOCTIXKEHHS CpPeJHECBPONEHCKOro ypoBHS NOTpeOiIeHHs
JIEKAPCTBEHHBIX CPEACTB Ha JYIIy HaceleHHs M YBEIMYEHHS YHCICHHOCTH
HaceyeHuss coracHo KOHIEenuu JONroCpovyHOro COLHAIBHO-IKOHOMHYECKOTO
pasButus Poccuiickoit denepanun Ha nepuox a0 2020 r. go 142-145 mnH. pasmep

¢apManeBTH4IeCKOro pbIHKa JocTUTHET 1,5 TpiH. pybneit x 2020 r.
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Pucynok 2.1. /Ilunamnaka pocta poccuiickoro (papmaneBTHIecKoro poinka B 2004—2007
roaax H nporuo3sl pocra xo 2020 roga (MJpA. py6Jiel, HeHbl KOHEYHOI0 NOTpedIeHHs, ¢
yuerom HIC).

1500

043 2014 2015 2016 2047 2018 2018 200

2004 2005 2008 2007 2208 ; 2009 2010 2014

= [IPOrHO3 POCTa Phika A0 Kp =B P HO SHBMUKY POCTA PhiHKa

Bnarogapsi rocy1apcTBEeHHBIM IporpaMMaM B T€4eHHE ABYX NOCIEIHMX JIET
TI0Ka3aTeNb €XXeroAHOro IPUPOCTa MOTPeOJICHUS JIEKapCTB COCTaBIIAET 0K0JI0 26%. B
TO € BpeMs, MNOTpeGJIeHHe TOTOBHIX JIEKAPCTBEHHBIX CPEICTB POCCHHACKOIrO
IpOU3BOACTBA HAa (OHE pocTa phlHKa majgaioT Ha 1—2% B roa, U B 2008 roxy

COCTaBWIH UG 19% B TeHeKHOM BBIpaXEHHUH.

§

CTpyKTypa pOCCHIiCKOTO pBIHKA 3HAYUTENBHO OTJIMYAETCS OT pHIHKOB
Pa3BHTEIX CTPaH B CTOPOHY NpeoGiajaHus «GPECHIMPOBAHHBIX» JKEHEPHKOB’, B
OCHOBHOM HHOCTPAaHHOTO IIpoM3BOACTBAa. PesynpTaroM sBisieTcs Meperara
KOHEYHBIM IOoTpeOuTeieM (B TOM YHMCJIEe W IOCYAapcTBOM) 3a TOProBble Ha3BaHHA
IpernapaToB, O4ac MOPAILHO YCTApEBUIMX, YTO 3HAYUTENFHO 3aTOPMAXXHBAET POCT
IOOCTYIHOCTH JIEKapCTBEHHBIX IpEnapaToB Il HacelleHHA. B cuily HemocTaTouHOM
Pa3sBUTOCTH CHCTEMBI 3JPaBOOXpAaHEHHS OCHOBHBIM IOKyINaTeJeM JICKapCTBEHHBIX
IperapaToB  3a4acTyl0  BBICTymaeT caM  MalUeHT,  OCYLIECTBISAIOLIMM
HenpogecCHOHATIBHBI BHIOOp, NPEUMYIIECTBEHHO NOJA AEHCTBHEM pPEKJIaMBEl.

CnoxuBIIasics CHCTeMa TPOJABHXKEHHSA CTUMyIHpyer (apMnpousBoauTesnei

2 Bpenn-mwkenepux — NekapcTBEHHOE CPEACTBO, Y KOTOPOTO AeHCTBYIONIEE BEWECTBO (CYOCTaHIMA) BBILUIO H3-TOA NATEHTHOM
3a1LUMTHI, HO AKTUBHO TNPOJABHUraeTCA TOProBOE HAHMEHOBAHHE.
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BKJI2bIBaTh GOJIbIIE CPEACTB B MAapKeTHHI U IPONAXH, a He B pa3pabOTKy HOBBHIX
3¢ QeKTHBHBIX IpenapaToB, YTO CYNIECTBEHHO 3aMEJIAE€T pa3BUTHE OTpacid [0
HHHOBAILIMOHHOMY CLIEHApHIO.

Poccmiickas  ¢apMaleBTHYecKas  OTpacib, INpPOMIPHIBad B  BaJIOBOM
JOXOJJHOCTH, TEM HE MeHee, B cpeaHeM Ha 68% obecneunmBaeT OTEYECTBEHHOE
31paBOOXpaHEHHE JIEKAPCTBEHHBIMH CPEICTBaMH B HATYPabHBIX IOKA3aTelsiX; B
TOCIIMTAILHOM CEKTOpE 3TOT MoKa3artelb AocTUraer 72%. IIpu 3TOM OCHOBHYIO 4acTh
NPOAYKTOBHIX  NMOpPTdenel  OTEYEeCTBEHHBIX  IPOM3BOAMTENEH  COCTaBISIOT
HU3KOpPEeHTa0eNnbHble  JDKEHEpPUKOBBIE  MpemapaThl, 4TO  HE  IIO3BONISET
(apMIIpOM3BOAHUTENSAM BBLAEIATH HAa MCCIENOBAHUA M pa3pabotku 6omee 1—2% ot
cBoeii BRIpyuKH. Jlyis cpaBHenus, papmnpoussoaurend B CIIA u 3anaaHoit Esporne
BeizensoT 10—15%, yrto mo3BosisgeT UM (GOpPMHpPOBaTh Oosiee IOJOBHUHBI CBOHX
NPOIYKTOBBIX MOpTdee# 3a cueT HHHOBALIMOHHBIX NIPENapaToB.

Pucynox 2.2. lons peiHKa HPOAYKIHH 0T€4eCTBEHHOT0 B 3apybexnoro nponssoacrsa B 2007
roay no maTeHTHOMY CTaTyCy.

% WHHOBALMOHHBIE NpernapaTh UMNOPTHbIe

. MHHOBaLMOHHBIe NpenapaThbt oTevecTBeHHbe

23y [KeHepuKu UMNOPTHLIE

@ reHepuKku oTeyecTseHHbIe

[—
46480404044

mMeHee 1% E BpeHa-AKeHepUKIA UMMNOPTHBIE

*

Loes
i;‘:u
\

% BpeHa-aKeHeprky oTeyecTeeRHbIe

Ha nauano 2008 roga B oTpacind HacUdTHIBANOCH OK0J0 600 mpeampusiTuid,
MMEIOIIHX JIMLIEH3MH Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB. IIpu 3TOM Ha 1M0JIE0
10 maubonee KpymHBIX 3aBOAOB mpuxoawinock Oosiee 30% Bcex BBITYCKaeMBIX B
Poccuu JieKapCcTB B JIEHEXHOM BBIPAXCHHH. PealbHbIH 'IIOTCHIII/IaJI notpebneHus
JIEKapCTBEHHBIX CPEICTB, NPOM3BOAMMBIX HAIMOHAIBHOH OTPACibIO, COCTAaBIACT HE

6onee 10—15% priHKa B JE€HEXHOM BhlpaXeHWH M He Oonee 50—60% — B
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TOBapHOM, 4YTO CBHIACTCIBCTBYET O HaIW4YHH TCHACHIHH K nanLHeﬁmemy

OTCTaBaHHUIO POCCHICKOM papMalleBTHIECKOH IIPOMBIIIICHHOCTH.

4

B wHacrosmee Bpems poccuiickas (apMarieBTHUeCKas IPOMBIIIEHHOCTD
HCIIONB3YeT OKOJIO 8 THICSY YCIOBHBIX TOHH CyOCTaHLMH B IO, H3 KOTOPBIX OKOJIO
1,7—1,9 ThiCS4 YCIOBHBIX TOHH IPOHM3BONAT pocCcHiickue npenanpusatusd. ons
BBICOKOTEXHOJIOTHYHBIX CyOcTanumii (6onee 6 craguit cuHTe3a) cocrasiuieT 35% (B
ToM yucie 15%, npousBeneHHBIX B PD) B KOIMYECTBEHHOM BhIpakeHHH H 34% (B
TOM uHcie 5%, npousBeneHHIX B PD) B IeHEekKHOM, a 011 OMOTEXHOJNOITHYECKHX,
COOTBETCTBEHHO, — 39% B JIeHEXKHOM BBIpaXXEHHH, U3 KOTOpBIX B PD npoussoauTcs
Bcero 2%. O6pasyromuiics e(ULHT 3aKpHIBACTC UMIIOPTOM CyOCTaHIIMiA, IpH 3TOM
OCHOBHBIMH CTpaHaMH, U3 KOTOPBIX HPOHCXOAST NOCTABKH HAa POCCHICKHH PHIHOK,
asnstores Kurait u Maaua (cymmapHo okoso 70% oT Bcero uMmnopTta cyOcTaHIuii B
2007 romy). Jlns cpaBHenus, B 1992 romy B Poccum mnpoussommiocs 272
HaMMEHOBaHHA (papMaueBTUUECKUX CyOCTaHIMH o6mMM 06bEMOM OKoyI0 17 ThICAY
YCIIOBHBIX TOHH, IPH 3TOM yIoBieTBopeHHe moTpebHocTH npomssoxactsa ['JIC na
BHYTPEHHEM PHIHKE B PasHBIX Ipymmax coctaBisuio ot 70% mo 100%; xpome Toro,
3HAYHUTENbHAs YacTh IIPOU3BOIUMBIX CYOCTaHIMIA IKCIIOPTHPOBaiach B cTpansl COB.
3a nepuox ¢ 1992 mo 2008 roxsl 06veM nmpousBoacTBa cybcTanuui B Poccuiickoit

depepanuu cokparuiica 6onee yeM B 20 pa3 (puc. 2.3.).

Pucynok 2.3. Temnbl nagenns npou3BoacTBa cyOcTanumii no roxam.
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IMpu >TOM HEOOXOOWMO OTMETHTb, YTO CYOCTaHLUM, MPOU3BEJAEHHbIE B
Pa3sBUTHIX CTpPaHaX IO CTaHAapTaM GMP’, uMeIoT 1ieHBI, COTOCTABMMbIE HIIH AAXe
6onee BHICOKHE IO CPaBHEHHIO C IleHaMH Ha CyOCTaHIMHM, Mpou3BeleHHble B PO,
KoHKypupoBaTe pOCCHHACKAM IPOHM3BOJUTENSAM CyOCTaHUMH IMPUXOOMTCA B
OCHOBHOM C TE€MH IPOU3BOACTBAMHU U3 Pa3BHUBAIOLIMXCH CTPaH, KOTOPbIE HE UMEIOT
GMP-cepTrdHKaIi U KOTOPbIE IPOBOJAT AEMIIHHTOBYIO MOJIUTHUKY. \

Poccuiickas ¢dapmaneBTHYeCKass OTpacib NPaKTHYECKH HE NpeACTaBlieHa Ha
MEXIYHAPOAHBIX PBIHKAaX. OKCIOPT TOTOBBIX JIEKADCTBEHHBIX CPEICTB H
dapmanesTudeckux cybcranuuii u3 Poccuiickoi ®enepaiyu B 2007 rogy coctaBUi
oKono 6 MipA. py6umeii, uto cocraBiuser MeHee 0,04% ob6memupoBoro obsema
nponax  (apMaleBTHYECKOH  HPONYKIMM.  YYMTHIBasg, YTO  POCCHMCKMI
(dapManeBTHYEeCKHH PBHIHOK B Omkailnee NECATHIETHE MOXeT CTaTb OAHHM H3
KpynHeiimux B EBpore, CIOXUBUIA’ACS CHTyalMs BRIMIAAMT TeM Goiee
HeCIpaBeJINBOH.

Bo MHOroM 3KCHOPTY OT€YECTBEHHBIX JEKAPCTBEHHBIX CPEACTB MeIlaeT
OTCYTCTBHE CTAaHAAPTOB, TFapMOHU3MPOBAHHBEIX C MEXIYHApPONHBIMU IPaBHJIAMH
GMP, xoTophle peryaMpyloT IPOU3BOJACTBO M KOHTPOJb KaueCTBa JIEKaPCTBEHHBIX
CPEACTB U ABJISIOTCS 0053aTeIbHBIMU )11 papMalleBTHYECKO! IPOMBINIICHHOCTH.

Bonpoc o npunatid rapMoHu3upoBaHHoi ¢ EC HanmonansHoi ®apMakoneu

TAK)KE€ OCTacTCA OTKPBITHIM. B Hacrosee BpeMA KaXXno€ NpECAnpHUATHE HCIIONb3YCT

cBoM (hapMaKoIEHHBIE CTATHH, YTO BHI3BIBAET PETYIATOPHBIE IIPOGIEMBI.

3 Cranpapr GMP («Good Manufacturing Practice», Haltexaias MpoH3BOACTBEHHAA MPaKTHKA) — CHCTEMa HOPM,
NpaBHI M YKA3aHMA B OTHOUIEHHM MPOM3BOLCTBA JEKAPCTBEHHBIX CPEACTB, MEMMUMHCKHX YCTPOJHCTB, H3IEIHH
AMarHOCTHYECKOTO HAa3HAYeHHsA, MPOAYKTOB NMHTaHHMA, MHILEBBIX N00ABOK H aKTMBHBIX HHrpeaMeHToB. B otimumne or
npoueaypsl KOHTPOJNA KauyecTBa MNYTEM HCCNENOBAHMA BHIOOPOYHBIX 0OpasLOB TaKHX MPOAYKTOB, KOTOpas
obecneyuBaeT NPUTrOAHOCTD K HUCTIONB30BAHHMIO JIMIUbL CAaMHX 3THX 06pa3lioB (M, BO3MOXHO, NapTHH, H3TOTOBICHHLIX B
6nuxaiimee K NaHHOW NapTHH BpeMms), crauzapt GMP oTpakaeT LeJOCTHBIM MOAXOZ, MOCKONBLKY PErymHpyeT H
OlEHMBAaeT COGCTBEHHO NapaMeTpsl Npou3BOACTBA M naGopatopHo#t mposepxH. Cranmaptet GMP mpuHATBL Kak
o6s3aTenbHble 1A HCNONHEHHs B GONBIIMHCTBE Pa3BUTHIX CTpaH, Hanpumep, B CLLA, crpanax EC u SinoHun.
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3. IIpobGaembl papManeBTHUECKOI 0TpacC/IH

3.1. Onpenenenne cHCTeMHBIX Npobiem

Cnegyer  OTMETHTh  JBE€  CHCTEMHBIX  IPOOJIEMBI  POCCHMCKOM
¢dapManeBTU4ECKOH IPOMBILIUIEHHOCTH.

(1) Hecrnioco6HocTh OGecmeunBaTh HaceneHue Poccuiickodt demepauyu OCHOBHOH
HOMEHKJIATypOid COBPEMEHHBIX JICKAPCTBEHHBIX IIPeNaparoB, BECh LHUKII
IIPOM3BOICTBAa KOTOPHIX Haxomwics Obl Ha Tepputopur PP (Hecrmoco6HOCTH
00ecreYuTh B TEKYIHH MOMEHT BPEMEHH).

(2) Huskuit ypoBeHb MHHOBALHMA U TEXHOJNOTHH, HCIOIb3yEMBIX NP pa3paboTKe U
npousBozactse JIC (Hecnoco6HOCTE 00eCIeunTh B «IEPCHEKTUBEY). OTa obumast
npobjeMa  pOCCHIICKOH  3KOHOMHKH 0COOEHHO aKTyajbHa  AJd
(bapMaLIeBTHYECKOTO CEKTOPA.

(3) Huskuii ypoBeHb oOecieueHHs JeKapCTBEHHOH Oe3omacHocTH Poccuiickoid
denepauun, B ToM uncie BoopyxenHslx Cun Poccuiickoit ®@enepanuu, o
HOMEHKJIATYpe JIEKapPCTBEHHBIX CPEICTB, MCIIOJIB3YEMBIX B BOCHHOE BpeMs A
OKa3aHWsd MEIMIMHCKOM IOMOINY M JIEYEHHS NOPAXEHHBIX HOHHM3MPYIOLIMM

H3JIYYCHHEM H 00€eBBIMH OTpaBJIAIINMHA BEMIECTBAMH.

3.2. CocraBasiiomue (pakTopbl CHCTEMHBIX HP00/1eM

3.2.1. Inc6anaHc peryJasiTOpHBIX TpeGoBaHHH K 0T€4€CTBEHHBIM H 3apy0eKHBIM
NpeanpUATUSIM-NIPOH3BOXHTEISAM

PerynsaTopHple mnpouenypsl, INpeAyCMOTPEHHBIE 3aKOHOHATEIBCTBOM IS
OTEeYeCTBEHHBIX H MHOCTPAaHHBIX MPOM3BOAMTEINEH, B 1ieNoM pasnuyHbl. Hanpumep,
IpOLEAYpsl PETHCTPAlMH (apMalleBTHIECKHX CyOCTaHIMA B HacTosllee BpeMs
ABJAIOTCS CYIIECTBEHHO OoJiee CIOXKHBIMM H JUIMTENBHBIMHM IS OTCYSCTBEHHBIX
NPOU3BOAUTENEN M0 CPABHEHHIO C 3apyOeXXHBIMH. Tak, MOPANOK BBIAAYH JHLEH3UH
Ha TIPOM3BOJACTBO CyOCTaHIMH OTEYECTBEHHBIM IIPOM3BOIUTEILIM NPEIIonaraeT

(bI/IBI/I‘-IeCKI/Iﬁ KOHTPOJIb BCEro INpOHU3BOACTBEHHOIO IIHKJIA (a TaK)X€ IIPOBEACHUC
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NOCNIENYIOLIMX MPOBEPOK HAa COOTBETCTBHE JIUIIEH3UOHHBIX TPEOOBaHMI M YCIOBHI
KaxKaple 2 roia), B TO BpeMs KakK 3apyOexHBIM HaUIE)XHUT TOJLKO O3HAKOMHTBHCS C
nokymeHTanueil. CriegyeT OTMETUTb, 4TO OTHENBHONH MpOLENyphl PETrHCTpaliHH

cy6crannuii B ctpanax EC u CIIIA Boo61ne He cyImecTByeT.

3.2.2. DxoHoMHYecKasi AeMOTHBAIMS 0Te4eCTBEeHHbIX NPOH3BOAHTE/IeH

Beicokuif ypoBeHb HHOIALUM, YKpeIuleHue pyOuss, BBICOKHE CTaBKH
MPOLIEHTOB IO KPEOUTaM, pocT Tapu(oB Ha 3HEPrOHOCHUTENH, BBHICOKasi CTOMMOCTH
KaluTaJbHOTO  CTPOMTENBCTBA B CHIY " reorpadMuecKkoro  pacIoNOXeHHs,
JEMIUHroBas MOJHMTHKA a3MaTCKUX TOCyAapcTB — Bce 3TH (aKTOphl M3HAYaIbHO
CTaBWIH JIOKAIHHOIO IIPOM3BOJUTENS B HEpaBHbIE KOHKYDEHTHBIE YCIOBHA C
3apy0eXHBIM H, II0 3KCIEPTHHIM OLIEHKAaM, CHH)KAJIM KOHKYPEHTHYIO CIIOCOOHOCTB
OTe4eCTBEHHBIX (apmipousBoauteneii 1o 50%. OnHako BbI3BaHHOE 00IIEMHPOBBIM
KpusucoM ociabieHue py6is B HAacTOAIMA MOMEHT OTYacTH CHHMMAeT NaHHbIe
Ipo0IeMBI U CO3/JaeT NMPEANOCHUIKH AN 6osiee YCKOPEHHOT0 HMIIOPTO3aMEeLIEHHS.

Be3 yuyera HAC u momoxomHoro Hajora Ha 3apa0OTHYIO IUIaTy POCCUMCKHE
KOMIIaHMM BBHIILIAYMBAIOT 10 HajoraM 12—14% ot oObeMa mpopax; 3apyOexHbIE
KOMIIAaHHH, HE MMEIOIMe NpPeACTaBUTENLCTB B POCCHH, OIUIaYMBAIOT TOJNBKO
HEe3HaYMTENIbHBIN TamoxeHHsI# c6op (o1 0 mo 10%).

Cucrema npedeperHnnii 4as Majoro 6M3Heca B rocyJapCcTBEHHBIX 3aKyIKaxX
JIEKApPCTBEHHBIX CPEACTB B OTIMYHE OT JPYTMX pa3BUTBIX CTPaH peEaH3yeTcs

Hea(hdheKTHBHO.

3.2.3. lepuuur BbICOKOKBAIH(PHUHPOBAHHBIX KAAPOB AJifl papMaleBTHYECKOMH
OoTpacjH

H3-3a oTCyTCTBHS MacmTaOHOro CIpoca cO CTOPOHBI MHAYCTpHH, B Poccuu
NPaKTUYEeCKH OTCYTCTBYET MOATOTOBKAa BHICOKOKBAIM(GHIMPOBAHHBIX KaJIpOB JJIs
COBpPEMEHHOro (papMIIpOU3BOACTBA M HHAYCTpUAIbHOMN \Hayxn. Hanaxupanue
ONepeXxaroleil NOArOTOBKM M IIEPENOATNOTOBKH TaKMX CIICLHAINCTOB SABISAETCA
KITIOYEBBIM YCJIOBHEM YCNENIHOH peanmu3anuu Hacrosmed Crpaterud. JT1a 3ana4a

npuobperaer o0coOyl0 akKTyaJdbHOCTb, Y4YHUTBIBass CUTYaTMBHOE, CBS3aHHOE C
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KPHU3UCHBIM TIEPHOIOM, BBICBOOOXKIEHHE TPYAOBBIX PECYPCOB, KOTOPhIE MOTYT OBITH
3a/1elicTBOBaHbI B (papMarieBTHYECKOM NPOU3BOACTBE.

OpHoit w3 BaxHeHmMX mMpoOjieM MOATOTOBKM KaapoB AN OTEYECTBEHHOM
GapMHUHAYCTPUH SBISAETCA YPE3BbIYAHHO HHU3KUH ypOBEHb OIUIaTHl TpyJa
npodeccopcKo-Tpenoaasarebckoro cocrasa BY3oB. Bece 3T0 NpUBOIUT K OTTOKY
KBaTH(UIMPOBAHHBIX KAJPOB B Apyrue cdepsl AeATENLHOCTH U 3a IPaHUILy, K yTpaTe |
TpaIdUWii W YPOBHS MpENOJaBaHUS M3-3a yXOJa NOXMIBIX INpenonaBaTeNici, He
HMMEOIIUX BO3MOXXHOCTH IIepeiaBaTh CBOIO KBATH(HUKALHUIO MOJIOOH CMEHE.

Cepbe3Hoit mpoGiieMoit sBIsieTCS HENOCTAaTOYHas IPaKTHYECKas MOAroTOBKA
BBIIYCKHUKOB — CIIEACTBHE, KaK HEPa3BUTON MaTepuUalIbHO-TEXHHYECKOH 6a3bl
BVY30B, Tak ¥ HeJ0paGOTOK B COAEPKATEIBHOM acrekTe 6a30Boif mporpaMmel. JTH
Xe mpoOsieMBl XapaKTepHBI MOJIs IOCIEBY30BCKOTO M JIONOJHHUTEIBHOIO 3TaloB
o6paszoBanus. ClieICTBHEM OTTOKa MOJOIBIX MmpernojaBaTenedl B Apyrue obnactu
XO03HCTBa SBNAETCS HU3Kas OpHUEeHTHpoBaHHOCT BY30B Ha BocmnpHaTHE K

06Y‘ICHHIO HOBBIM HAIIPaBJICHUAM HAYKH H TCXHOJIOTHH, ITOCTOSHHO ITOABJIAIOIHNMCHA

B MHDE.

3.2.4. OTcyTcTBHE MEXAHH3MOB (PHHAHCHPOBAHMS Pa3paboTOK JeKapPCTBEHHbIX
cpeacTB

Be3 Hamuuusd OOCTATOYHOrO O0OBEMa BHICOKOPEHTAOEIBHBIX HHHOBAIIMOHHBIX
NPENapaToB B CBOMX IPOAYKTOBBIX NOPTdeNnsiXx pocCHHCKHE (apMalleBTHYECKHE
IIPOU3BOAMTENH BBIHYKACHHl KOHKYPHpPOBaTh 3a CYET LIEHbBl M DEKJIaMbl, 4YTO,
COOTBETCTBEHHO, CHIDKAaeT 00BEMBI CPeACTB Ha pa3pabOTKy HOBOM IPOIYKLIHH.

B crnoxuBLieiicsa cutyauuu poccuiickas (papMHUHIYCTPHSI HE CMOXET BRDKHUTE,
Oyay4unm 3akara MeXAy 3alaJHbIMM TPAHCHAIMOHAJIBHBIMM  KOPIOpPALHAMH,
IMKTYIOIMMH IpaBUjIa HWrpel B cdepe TEXHOJNOTHMH H HHTE/UIEKTYalbHOU
COOCTBEHHOCTH, M mpou3BoauTesMi U3 Muaun u Kuras ¢ mx GecnpelLieIeHTHBIM
LIEHOBBIM  JaBjieHMeM. Hu  3apoxparomuecss OTE€YECTBEHHBIE  KOMIIAHHH-
pa3paboOTYHKH JIEKAPCTB, HA CO3[aBaeMble BeHYYpHble (OHIBI IIOKA HE TOTOBBI

duHAaHCHPOBaTh JOJIOCPOYHBIE M PHCKOBaHHBIE IO CBOeif Ipupone paspaboTKH
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HMHHOBAllMOHHEIX (apManeBTHYecKuX npenapaToB. CyecTBYIOmMM JacTHEIH 6u3HeC
M BEHUYPHBIE HHBECTOPHI YYaCTBYIOT B Pa3sBHTHH JIHIIb TE€X IOACEKTOPOB, KOTOpBIE
JalOT NpuOBUIE B KOPOTKHE CPOKM M He TpeOYIOT KpPYNHBIX PHCKOBaHHBIX
HHBECTUIMH (anTeuHble ceTH, (paOpuKu MO MPOU3BOACTBY IOTOBLIX JEKAPCTBEHHBIX
¢dopM, GHOTOTHYECKH aKTUBHBIX 100aBOK H Jp.). PakTHYECKH pedb UIAET O paspriBax
B KDUTHYECKHX IeTIOYKaX B3aUMOJECHCTBHH, o006ecneYnBalOMUX HEpepbIBHOE
(GYyHKIMOHMPOBaHHE HHHOBALIHOHHOH CHCTEMBI 0 CO3AHMIO HOBBIX OTE€UECTBEHHBIX
npenapartoB. bojee Toro, HeRo(GHHAHCHPOBaHHE PAHHHX CTafui pa3pabOTKH HOBBIX
JIeKapCcTB B BHAE TPAaHTOB W IIOCEBHOTO (MHAHCHPOBAaHHs, IPHBOAHUT K
dakTHIECKOMY OTCYTCTBHIO OTpacieBoi HaykH. OnHako, HEOOXOAMMO OTMETUTH YTO
HIyIIMi MUPOBOH KPU3HUC CO3IaeT JOTOIHUTENbHbIE BOZMOXHOCTH ISl POCCHICKON
¢bapMuHycTpum o Tpancdepy B Pocchio 3amamHeIX pa3pabOTOK, OCTaHOBJIEHHBIX
U3-3a HeNO(QHHAHCHPOBAHWS, HA OYEHb BBITOJAHBIX YCIOBHMAX. JTH BO3MOXHOCTH
MOryT OBITh peanu3OBaHbl TONBKO IIpPH KOMIIIEKCHOH (puHaHCOBOH ¥
OpraHM3alLIMOHHO#) TONEPXKKE CO CTOPOHBI TOCYApCTBA U IPUBJIEYCHHIO KIIOYEBBIX
MHCTHTYTOB pa3BuTus, Takux Kak ['K «PocHanorex» m OAO «PBK» (cosnanue
KOPIOPAaTUBHBIX  BEHYYPHBIX ¢$oHI0B), I'K «baHk  pa3BUTHA U
BHEIIHEOKOHOMHYECKOM aesTeNbHOCTH (BHemskoHOMOaHK)» ‘ (MHBECTULIHOHHOE
¢unancuposanne) u I'K «Pocrexnomorum» (comeiictBue paspaGoTke H

IIPOU3BOACTBY).

3.2.5. HenocraTouHblii ypoBeHb POCCHICKOro NAaTEHTHOIO0 3aKOHOAATE/IbCTBA H
3aKOHONIPUMEHHTEIbHOMH NPAKTHKH OTHOCHTEJIbHO MEKIAYHAPOAHBIX
CTAaHAAPTOB

HCCMOTpH Ha OTMe4YaceMbleé MHOI'MMH DJ3KCICpTaMHU YIIY4YIICHHUA B obacTu
3allluThl HHTeJIHeKTyaJIBHOﬁ COGCTBCHHOCTI/I, poccnﬁcme opraHusallid  H
HHCTUTYTHI, pa60Ta}omne B 3TOM C(l)epe, IIOKa HE€ rOTOBBI aJCKBAaTHO OTBEYaTh Ha

TpeOOBaHUS BPEMEHH.
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3.2.6. OTcyTcTBHE 00M13aTE/ILHBIX AJIA HCIIOJIHEHHS NPABHJI IPOH3BOACTBA H
KOHTPOJISI KAYeCTBA JIEKAPCTBEHHBIX CPeCTB, HASHTHYHbIX MEKAYHAPOIHBIM
npasuwiam GMP

Hecmotps Ha TO, yto I'occrannaprom Poccum yTBepXKIeH HalMOHAIBHBIN
craugaptr I'OCT P 52249-2004 «IlpaBuia NpoW3BOACTBA M KOHTpOJSA KayecTBa
JIeKapCTBEHHBIX CPeICTB» (CTaHIAapT SBIETCS HWISHTHYHBIM mnepeBonoM IlpaBmin
GMP EBpormneiickoro cor3a), 10 cux mnop Bonpoc o6 obs3arensHocTH npasun GMP,
HACHTHYHBIX MEXIyHApOXHBIM, OCTAaeTCd OTKPHITBIM, YTO TOPMO3UT HE TOJBKO
BBINYCK 00Jjiee Ka4eCTBEHHOM MPOIYKLMH JJI1 OTEYECTBEHHOT'O NMOTPEOUTEN, HO U €€

BBIXOJ HAa MCXXAYHapOIHBIC PBIHKH.

3.3. BeiBoan!

Vka3zanHsle npoGieMbl BeqyT K TOMY, YTO IIPH HBIHEIIHEM HHEPUHMOHHOM
c;leﬂapnn pa3BUTHSA, HECMOTPS Ha UMEIOIIKECs MO3UTHBHBIE NPEANOCHUIKI, BKIIOYas
MOBEHIIIEHHE KOHKYPEHTOCTIOCOOHOCTH OTE4YEeCTBEHHBIX NpOMU3BOAMTENEH 3a CYET
ocinabnenus pyons, B Poccum B o06o03pumMom OynaymeM MOryT IepecTaTh
CyIIeCTBOBaTh KaK ©0a30Bblii IPOM3BOACTBEHHBIA  CEKTOp, IPOM3BOAAIIKI
JieKapCTBEHHBIE CyOCTaHIMH, TaK M COMPSHKEHHBIH ¢ HUM HAay4YHO-TEXHOJIOTHYECKHH

CEKTOp.
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4. AnbTepHAaTHBHBbIE CLICHAPUM PA3BUTHS

B pamkax Crpateruu paccMaTpuBalOTCd M MOZAEIHPYIOTCS JBa CLEHapHs
pasBUTHA (apMalleBTHYECKOH OTpacid -— HHEpPIHOHHBIH H HHHOBAlLMOHHBIM.
Hcxonnele moxazarenu JAns MaKpOSKOHOMHUYECKOTO MOJAEIHPOBAHMSA B3ATH H3
yTBepxaeHHOH KoHuenuuu nojarocpoyHoro COuHalbHO-3KOHOMHYECKOrO Pa3BHTHS
Poccuiickoit @enepanuu 1 Konnenuuu nemorpaduyeckoit nmonutuku Poccuiickoit

®enepanun Ha nepuoA ao 2025 r.

Bo BHHMaHMe IIPUHSTO BIHAHHE MEXIYHAPOIHOr0 (PMHAHCOBO-3KOHOMHYECKOTO
Kpusuca. B OMIKHECPOUYHOM IEpCreKTHBE PeakUUA Ha KPU3HMCHbIE SABJIEHHA CTaBAT
BOIIPOC O TOBHINEHHH 3(PPEKTHBHOCTH TOCYJApCTBEHHBIX pacxoJoB Ha
30paBOOXpAaHEHHE M JIEKApCTBEHHOe ofecredyeHHe, B TOM YHCIIE B 4YacTH
IIEpEOPUEHTALIIM  TI'OCYJAPCTBEHHBIX 3aKyNOK Ha IPOXYKLIHIO OTEYeCTBEHHBIX
npousBoguTeNieil. Bo3MOXHO 3HAYUTENIPHOE YMEHBIIEHHE KOMMEPYECKOTO CEKTOpa B
JIOJTapOBOM JKBHUBaJIeHTe (M yBeJMueHHe B pyOjieBoM) 3a cueT ocnabneHus pyons u
BBICOKO# JIOJIK MPOAYKIIMK HMITOPTHEIX Ipou3BoauTeneil. OXHaKo CleqyeT y4ecTb, YTO
JIeKapCTBEHHBIE CPECTBA SBJIAIOTCSA TOBapaMH HE3NACTHYHOTO CIPOCa, B CBSA3M C YeM
IPOTHO3UPYETCS UX CTAa0WIbHOE MOTpeOJieHHe NaXke C YYeTOM YMEHBIIEHHS JOXOHOB

HaceneHus (cM. puc. 4.1.).

Pucynok 4.1. IIporaos norpeb/jenns JiekapcTBeHHBIX PENapaToB Ha AyNly Hace/IeHHA.
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4.1. UnepuHOHHBIH cLieHapHIA

VHepuuoHHbIN clieHapuil COOTBETCTBYET NACCHBHOM CTpaTerud rocylapcraa
II0 OTHOUICHHIO K (apmaneBTHyeckoii ortpaciu. JlaHHBIA cleHapud sBIseTcs
MPOTHO30M pa3BUTHA OTpacid Oe3 ydeTra TIOCyAApCTBEHHBIX HHBECTHULMHA H
yBEITHYEHHS roCyZapCTBEHHBIX 3aKynoK IIPOAYKIUU OTEYECTBEHHBIX
mpousBoauTeNied W Oasupyercs Ha MPEANONOXEHUH 00 aKTHUBHOM pa3BHTHH
JEATENFHOCTH MEXIYHAapOAHBIX (apMaleBTHUYECKMX KOMIaHUH Ha pblHKe PO.
O61beM peIHKA M €T0 CTPYKTYpa IIPY HHEPLIMOHHOM CHEHApHHU Pa3BUTHA [0 KpHU3HCaA H
€ YYETOM ITOCIIECTBUI KpU3HCa OTPa)KEHb] Ha pUCYHKax 4.2.—4.3.

Pucynox 4.2. IIporao3 pa3BuTus ¢papManesTH4ecKoro poinka P@ B ciyyae HHEpIHOHHOIO
creHapus.
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Pucynox 4.3. {loJia pbIHKA 0T€E€CTBEHHBIX H 3apy0eKHBIX JIEKAPCTBEHHBIX CPEACTB B CIyvyae
HHEPIHOHHOIO CLEeHAPHS (B J€HEKHOM BbIPA’KEHHH).

2020: UcxoaHblil NPOrHO3 2020: MNMporHo3 ¢ yueToM
Kpu3uca "
0

1%

OTtevecTBeHHbI® - W €4eCTBEeHHbIe
MHHOBaLMOHHbIE & OTeyecTBeHHbIE KEHEPUKN PEHA-MKEHEPUKN
mMnopTHbie 4 MIMOPTHbIE
VIHHOBpaLU/?OHHble E':’ VanopTHble JKEeHepukn a gpeH -DKEeHepPUKn

OcCHOBBIBafACh Ha MOOJTOCPOYHBIX mHporHozax pocra BBII P® u noxonos
HaceJieHHs, MOXHO IPOTHO3UPOBaTh, YTO OO0BEM  POCCHUICKOro  pHIHKA
JIEKapCTBEHHBIX CPEACTB, HECMOTpA Ha MHEPLMOHHBIHA CLIEHApMd pa3BUTHA H
3aMeJJIEHHEe TEMIIOB pocTa B Omkaiiiue Tpu roxa, k 2020 roxy yBenuuurcs Gosee
yeM B 2,5 pa3a, CyLIECTBEHHO IOBBICUTCS JOJIsi IIPENaparoB HOKa3aTelbHOH
MEJUIMHbI, HWHHOBAllMOHHBIX IIPENAapaToB M BBICOKOKAYECTBEHHBIX KEHEPHKOB.
Onnako ciiefyeT OTMETHTD, YTO YKa3aHHBIH pocT OyAeT MPOUCXOAUTE B OCHOBHOM 32
CYeT HMMIIOPTa, a JOJIi HHU3KOpeHTabenpHOH, neumeBoil M MeHee d(GeKTHBHOM
OTeYeCTBEHHOM MpoAyKuuH 6yxeT HEYKJIOHHO CHHXKaTbca. B ciyyae MHEpIMOHHOIO
ClLeHapud pa3BUTHA NOTpeOHOCTh B opuruHanbHeIX JIC 6yner nokpsita Ha 100% 3a
cyeT UMIIOpTa. B 11e10M MOXKHO KOHCTaTHPOBAaTh, YTO JOJIS MMIIOPTA JIEKAPCTBEHHBIX
npenapatoB coctaBur Oonee 85% ot of0mero konudecTBa MOTPEOIIEMBIX
JIeKapCTBEHHBIX IpemapatoB (pucyHok 4.3.). JlokanpHoe ¢apMalleBTHIECKOE
MPOU3BOJICTBO M CBS3aHHAs ¢ HUM NpHKIaqHas HayKa MMPaKTHYECKH MPEKPaTAT CBOE

+

CyILIeCTBOBaHHUE.
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4.2. HlHHOBaHOHHBIH ClieHapHIi

AHBecTHIIHOHHAA  MOJEJb  COOTBETCTBYET  YMEPEHHOMY  YYacCTHIO
rocynapctsa B Ppa3BHTHH H CTHMYJIHUPOBaHHM (apMalleBTUYECKOH oTpaciH,
Oasupyercsi, B TOM YHCle, Ha OCYIIECTBICHHUH PEryJIATOPHBIX MEPONPHUATHHA IO
JOKaNU3aU¥¥ MPOU3BOACTBA COBPEMEHHBIX JDKEHEPHKOBBIX M MHHOBAI[HOHHBIX
IIpenapaToB Ha TePPUTOpUH P® U CTUMYNHPOBaHUH JIMLEH3HOHHOIO MPOH3BOJCTBA
[penapaToB, He HMEIOIMX [HKEHEPUKOBBIX AaHAJIOIOB M JOKAa3aBUIHX CBOKO
KIMHAYECKYI0  3Q(EeKTHBHOCTE. JTa  MOAEIb  PasBUTHA  OTEYECTBEHHOH
¢bapMaueBTHUECKOH TNPOMBIIUIEHHOCTH IIPUBEAET K YBEIMYEHHIO JOTH U
KOHKYPEHTOCHIOCOOHOCTH JIOKANbHOW MPOAYKUMHM Ha BHYTPEHHEM pBIHKE, HO He
IpuBefeT K CO3NaHHUI0O COOCTBEHHBIX IPOPBHIBHBIX TEXHOJOTHH H IMPOAYKTOB,
obnagaromux 3Ha4UTEILHBIM YKCIIOPTHBIM HOTEHIIHATIOM.

HHOBaNIHOHHASE MOJe/Ib Pa3sBUTHA OTPacid BO3MOXXHA TNPH YCJIOBHH, YTO
rocyJJapcTBO BO3bMET Ha ce0s OCHOBHYIO HAarpy3ky IO 3amycKy WHHOBAalHOHHOTO
IMKIa B OTpaciii C TMOCIEAYIOMMM HapacTalomuM pedHHAHCHPOBAaHHEM
HCCIIEIOBAaHHH M pa3paboTOK 3a CYET CpeNcTB HHIYCTPUH. 3aloroM Yycrexa

peain3anun JAHHOM MOJIEIH ABIACTC:
® PpCLICHHE KagpOBOr0 BOIPOCa;

® CO3maHHe pbIHKA HWHHOBAIMOHHBIX IIPOCKTOB (CJ'IOﬂ MaJIbIX HHHOBAIHOHHBIX

HpeANPUATUNA MeXIY HAyKOH U IPOU3BOLACTBOM);

®  MaciTaOHBIH POCT IroCyaapCTBCHHBIX M YaCTHBIX WHBECTHULIUH B OPHECHTHPOBAHHBIC

Ha umnopro3amemenue HYP u HUOKP,

»

®» MacinTabHas TeXHOJOrHyecKas MOIOCPHHU3ALAA MW PpPasBUTHE IIPOU3BOACTBA B

COOTBCTCTBHUH C MEXXAYHAPOAHBEIMH CTaHIAapTaMU,
® BO3pacTaHue WHHOBAlIMOHHOM aKTUBHOCTH HHAYCTPHH,

" HCIIOJIb30BaHUE 3apy6e>KHoro Hay4YHO-TCXHUYCCKOro H  IIPOH3BOACTBCHHO-
TEXHOJIOTHYCCKOI0 IIOTCHIMAIA IIYTEM IPHUBJICYCHUA MPAMBIX HHOCTPAHHBIX

HMHBECTHLIMH B MPOM3BOACTBO M pa3paboTKy JEKapCTBEHHBIX CPECTB.

L3
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® OCHOBHBI€ KOJIMYECTBCHHBIE OILICHKH 00BEMOB PBIHKA H €ro CTPYKTYpbl IIO

NIaTEHTHOMY CTATyCy IpUBE/IEHbI Ha pUCYHKax 4.4.—4.5.

i
0

Puc. 4.4. Ilporno3s pa3sBurns papmaneBTHYecKOro poinka P@ B c.ryuae HHHOBalIHOHHOIO
cHeHapns.
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2020: UcxoaHbii NPOTHO3 2020: NpOrHo3 ¢ y4eToM
Kpu3uca

OTevyecTBeHHbIO ? TeYeCTBEHHbIS
WHHOBALINOHHbI & OTedecTBeHHbI® WKkeHepUku gpeun-.uerepum
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%m’%’g&uo”%,e :3] IMnopTHbie JKeHepuKn H Opera-mreHepukn




29

4.3. BoiGop cnoco6a penieHus1 Npo6aeMbl H 0’KHAAEMBIH pe3yabTaT peaju3aluH
CrpaTterumn

HNuepunonnsiii cnenapuii npusenet yxe B 2011—2012 rogax x crarsauuu
poccHiickoro (apMalieBTUYeCKOro IPOM3BOJCTBA, BBITECHEHHMIO OTEYECTBEHHBIX
KOMIIaHHHi C BHYTPEHHEr0 M BHEIIHEro pHIHKOB, YIUIyOIEHHIO NPOM3BOIACTBEHHO-
TEXHOJIOTHYECKOr0 M HAayYHO-TEXHHYECKOTO OTCTaBaHHA OT MHPOBOIO YPOBHS,
yTpaTre OTEYEeCTBEHHOTO HAYYHOrO NOTEHLHAlda M MOJHOH IOTEepe JIEKapCTBEHHOM
He3aBHCHMOCTH. OQYEBHAHO, YTO TaKOH CIEHapHii ABISETCS HENPUEMJIEMBIM IS
POCCHICKOr0 roCyJapcTBa H IPOMBINUIEHHOCTH, OCOOCHHO B CBETE€ 3aMETHOIO
OIIepeKaloIIero pocTa pOCCHICKOTo phIHKA JIEKapCTBEHHBIX IPEapaToB.

HHBeCcTHIHOHHASI MOAeJb II0O3BOJIUT B KpaT4daIine CPOKH JIOKAJIM30BaTh
TIPOM3BOJACTBO JIEKAPCTBEHHBIX IpenaparoB Ha Teppuropun PP, mnpusieds
HHBECTUIIMH B MOIEPHU3AINIO CYIIECTBYIOIUMX IPOM3BOACTBEHHBIX 4KTHBOB H
CTPOUTENILCTBO HOBBIX Npeanpuatuii. PesynbTaToM Takod MoAenH pa3BHTHS CTaHET
npeobiafjaHie JIOKAJIbHOTO IIPOU3BOAUTENS B CEKTOPE KaUeCTBEHHBIX JUKCHEPHUKOB H
Hebonbmas mons (o 10—20%) B cexTope MHHOBAaIMOHHBIX IpemnapaTtoB. OgHAaKO
MOTEHIMAJl Pa3BUTHA OTPACIH IO NaHHOH MozenH OyneT ncuepnaH OpHEHTHPOBOYHO
K 2017 rogy u morpedyercss coOCTBEHHass WHHOBALIMOHHAs IPOAYKIMS, CO3NaHHE
KOTOpO# MOXeT 3aHATh 10 7—10 ser.

HuHoBanMOHHAS MOJeJb IO3BOJIUT WHUIMHpOBaTh B Poccuu pa3paboTKy M
NPOU3BOACTBO BBICOKOTEXHOJOTHYHOHN (papMalleBTHUECKOH NPOMYKIMH, MOBBICHTH
ypOBEHb OTE€YEeCTBEHHO# (papManeBTUKH 10 MHPOBOIO M YCIIEIIHO KOHKYPHPOBATh C
3apyOeXHBIMH IPOM3BOAUTENIMH KaK Ha BHYTPEHHEM, TaK H Ha BHELIHEM DBIHKAX.
HoBblif MMIyIbC K Pa3BUTHIO IIONYYHT POCCHHCKas IIpHKIaJHas HayKa H
HIDKEHEpHA.

OnTuMajibHOK  cTpaTermed Ui pemieHMs  NOCTaBICHHBIX  3a1a4
IpeAcTaBngeTcs peanu3anus HHOBallMOHHOTO CLIEHApHs Pa3BUTHs OTPAaCIIH:

* Ha mepBOM OJTame OyayT peanu3oBaHbl MeponpuatHs «VHBECTHIMOHHOA

MOJIENIH» C TMapaUIeJbHBIM 3aIlyCKOM OTpPacileBOr0 MHHOBALMOHHOIO LHMKIIA

(Pucynxu 4.6.—4.7.);




30

®" 3T0 TNO3BOJMT HAa  BTOPOM  JTame  MacmTabHO ' JIOKAJIM30BaTh
BBICOKOTEXHOJIOTHYECKOE MPOU3BOACTBO U pa3paboTKy;

® YyTO AAacT BO3MOXHOCThH Ha TPEThEM 3Tale, Korjga OyaeT ucuyepnaH NOTEHIHAI
pa3sBUTHA 3a CUET MHBECTHLMOHHON MOJeNH, NEepedTH Ha MHHOBALlMOHHYIO
MoJeNnb pa3BUTHUA OTPAcid, BHeApsAs pa3paboTaHHBIH K TOMY MOMEHTY
nopr¢ens cOOCTBEHHOM HHHOBALIMOHHON IIPOYKITHH.

Pucynok 4.6. lopoxnas kapra pa3putis ¢papManeBTHYeCKO#H NpoMbImienHocTH A0 2020
roaa.
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HeobxonqumMo OTMETHTB, YTO MHpPOBOH KpPH3UC MOXXET OTIOXKHUTH 3alyCK
HHHOBALIMOHHOIO LUKJAa CO CTOPOHBI rOCyJapCTBa Ha HECKOJNBKO JIET, OJHaKO 3TH
MHBECTHLIMOHHBIE NOTEPH MOTYT YacTHYHO OBITH KOMIEHCHPOBaHEI 3a cyeT Gosee
aKTHBHOI'O IIPUBJIEYEHHS JMLEH3UH Ha He3aBeplIeHHbIe 3amamgHble pa3paboTKH, a
TaKXe 3a c4yerT Oonee OBICTpOro HapalMBaHUA (PUHAHCOBBEIX pPECYpPCOB
OTE€YECTBEHHOHN HHAYCTpHUEHR B ‘cmry - YCKOpEHHO# KpU3HCOM

JIOKAJIN3alluH IIPOU3BOACTB.

Pucynok 4.7. OcnoBHbI€ rpynnbl MeponpuaTHil Ans peann3anun CTpaTeruu.
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5. Ouenka puckosn

Peanuzauua Crpaterun pa3BUTHA (PapMaleBTHYECKOH INPOMBIIIIEHHOCTH
Poccuiickoit @enepaumu Ha nepuon no 2020 roga conpsbkeHa ¢ pUCKaMH, KOTOpBIE
MOT'YT MPENATCTBOBATh JOCTHXXEHHUIO 3aIUIAHUPOBAaHHBIX PE3YJIbTATOB.

Hugpacmpyxmypnvie pucku. OTCyTCTBHE  [JOCTAaTOYHOTO  KOJHMYECTBA
COBPEMEHHBIX NPEINPHATHIH H HAyYHO-HCCIIEN0BATEIbCKUX LIEHTPOB H BHICTPOECHHON
CHCTEMBI KOOIIlepalliy Hayku U OM3Heca.

Texnozennvie u axonozudeckue pucku. C y4deToM TOro, YTo CTENEHb H3HOCA
OCHOBHBIX (pOHZOB coctaBiieT 60%, BearKa BEPOSTHOCTh TEXHOTCHHBIX aBapHii H
HaHeceHHs yuiepOa OKpyxarolieH cpexne.

Hedocmamounwiii  ypoeeno  (DUHAHCUPOBAHUA  HAYYHBIX — UCCNEO0BAHUM.
Henodunancuposanne HUP 1 HUOKP Gynet caepxuBath pa3pabOTKy U BHEAPEHHUE
HOBBIX MIPOAYKTOB M TEXHOJIOTHA.

3axonoOoamenvrvle pucku. HecoBepineHCTBa B 3aKOHOAATENbHOH cdepe
OrPaHMYHBAIOT CIOCOOHOCTDH XO3SHCTBYIOIUX CTPYKTYP 3()(EKTUBHO pEarupoBaTh
HAa MEHSIOUIYIOCS PBIHOYHYIO CUTYaLIUIO C YY€TOM IEpCHEKTHB, BO3MOXXHOCTEH H
notpebHOCTEN pa3BUTHS.

Kaopoevie pucku. Pemenwe 3amau Crparermn moTpeGyeT IpHTOKA
BBICOKOKBATU(HUIMPOBAHHBIX  KaJpOB M MEPENMOATOTOBKM  HMMEIOILIMXCS
cnenuanuctoB. Hemoctatouno 3>¢QeKTHBHOE pelleHHe ATHX 3anad CIOCOOHO
BOCIIPEMATCTBOBATH pean3anuu Hactosamed CTpaTeruy.

Maxposkonomuueckue pucku. CHXEHHE TEMIIOB pOCTa IKOHOMHUKH H YPOBHA
MHBECTHIIMOHHOM aKTHBHOCTH, BBICOKHH YpOBEHb HHQIALMHM HIM Ype3MeEpHOE
yKpeIUIeHHe Kypca HaLMOHAIBHOH BalIOThL, BO3MOXXHOCTh YXy/IIICHNA BHYTPEHHEH U
BHEIIHEH KOHBIOHKTYPBHl LIEH Ha CBIpbe H TEXHOJOIHMH, IOCIEINCTBMA MHPOBOIO
($bHUHAHCOBO-3KOHOMMYECKOTO KpU3HCa.

I'nobanvrvie pucku. Hacrosmas Ctparerus B LIEJIOM HCXOAHMT M3 TOro, 4TO

MOJZIelb MHPOBOrO  pasBuTHd  ¢apMUHAycTpuH Boobme H  Poccuiickoi
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IPOMBIIIIEHHOCTH B YAaCTHOCTH OyZeT HOCUTh MUHENHBIA XapakTep 1o 2020 rona u

OCTaHeTCs OJHOM M3 CaMbIX HHHOBAIIMOHHO EMKHX OTpaciied MUPOBOH 3KOHOMHKH.
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6. OcHOBHBIE MEPONIPHSITHS H 0)KHAaEMble Pe3YJibTAThI peaJu3alHH
Crtparerum

Hacrosimas Ctparerus npeycMaTpHBacT PEATH3alMIO TPEX OCHOBHBIX 3TalloOB:

I sran — «Jlokanu3auusa TPOU3BOJACTBA M pa3pabOTKH JIEKAPCTBEHHBIX
cpezncTB Ha Tepputopun PO».

II 3Tan — «Pa3BuTHE (hapMalleBTHYECKOH OTpaciy Ha pbIHKE PD».

III 3Tan — «Pa3BuTHe dapManeBTHIECKON OTPACIH Ha BHEUIHUX PBIHKaX».

Jls GONBIIMHCTBA MEPOTIPHATHI HEO0X0IUMO NPOBEJEHHE NPEABAPHTENBHBIX
JEWCTBHIA, a TaKXe MOCJIeAYIOIAX MOHUTOPHHIOBBIX LIAroB IIOC/IE MX peaTU3alH.
OTHeceHHe MEPONPHUATHH K TOMY HIHM HHOMY O3Tally O3HA4aeT MposBICHUE
MaKCHMaJIbHOT0O BHMMAaHHA B 3TOM HHTEpBaJ€ M IOJYYE€HHE COOTBETCTBYIOIIECTO

s¢dekra. YCIOBHO MOLTHOCT U ACHCTBHUS 110 MEPONPUATHAM OTPaXKE€HbI Ha pUCYHKE

6.1.

Pucynok 6.1. OcHoBHbIE 3Tanb! peasnsanuu CrpaTernn.

f 3
b

[ VU

s ‘fywr vpxgaa;nmm PO T
g BAKUSIHKE ue , BrnusiHue
B ﬁpmman Kpusuca
i mmm” st

Noxanusauun npoussoactea 2012 Passutue 2017 Paasmue_ 2020
¥ pa3paboTku NeKapCTBEHHbIX hapmMaLieBTUYeCKOn thapmaueBTUHECKON OTpacnu
CpeAcTs Ha Tepputopun PO oTpacnyu Ha puitike PO Ha BHEWHUX pbiHKax

6.1. IlepBblii 3TaN: JOKAIH3ALHA NPOH3BOACTBA H Pa3pabOTKH JIeKaApCTBEHHbBIX
cpeacTB Ha TeppuTopun P®

OcHoBHasi UeJb IIEPBOrO 3Tama 3aKiIOYaeTcs B CO3J@HHH CHCTEMBI
COBpEMEHHOT0 (hapMaLeBTHYECKOTO Mpou3BoAcTBa U pa3paboTku JIC Ha TeppuTopun

P®.
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OcHoBHOM 3ajavel ABISIETCS pa3BUTHE COBPEMEHHOM IPOM3BOICTBEHHOM
6a3sl (B TOM 4HcJe C TIOMOIIBIO JIOKAIU3ALHMH BbICOKOTEXHOJOTHYHBIX IIPOU3BOJICTB
H HCCJIe0BATENLCKUX LIEHTPOB Ha Tepputopuu P®P), cooTBeTCTBYIOMEH CTaHIapTaM
GMP, nosBoifmiomel ¢ BBICOKOH 3(p¢eKTUBHOCTBIO NPOU3BOAUTE JIEKAPCTBEHHBIE
CyOCTaHIIMY ¥ FOTOBBIE JIEKApPCTBEHHbIE (OPMBI HA HX OCHOBE.

Jlisi peasid3auHH NepBOro 3Tana OyayT NPUHATHI MEPHI, HAllPaBJICHHBIE HA
NpEoNONeHHe  OCHOBHBIX  HETaTUBHBIX  TEHIAGHIMA B HaIMOHAIBHOM

(apMaleBTHYECKOH MPOMBIILLIEHHOCTH:

— yCTpaHEHHE CYIIECTBYIOILETO KOHKYPEHTHOIO HEPABEHCTBA MEXIY JOKAILHBIMU H
3apy0OexXHBIMH (hapMalleBTHYECKUMH Npou3BoAuTeNIIMU B Poccuiickoit ®Denepanuy,

B TOM YHCJIC B HOPMaTUBHO-IIPAaBOBOM I10JIC;

— BHe[peHHe 00sA3aTeNIbHBIX TPeOOBaHU K NpaBHiIaM NPOHU3BOACTBA JIEKAPCTBEHHBIX

cpenctB (GMP), rapMOHH3MPOBaHHBIX ¢ MEXTYHaPOAHBIMM.;

—~ pa3paboTka MexaHH3Ma INpPSAMBIX KOMIEHCaUud 3aTpaT (apMaleBTHYECKUM

TPEeANPUATHAM, NiepenieammM Ha npasuwia GMP;

— MofepHh3aiMs U yTBepkaenue Papmakormen P®, rapMOHM3HPOBaHHOH C

EBponeiickoit @apmaxorieent;

— HCKIIIOYCHHEC ’I'pGGOBaHI/ISI 0053aTeILHOTO YTBEPXKIACHHA W pErucrpalnun

dapmakoneiHbIX cTaTel NpeapuUsITUs;

— 3aMeHa TpeOOBaHHA TMPOBENEHHUSA MpPeIPETHCTPALIMOHHON JKCIIEPTU3bl KayecTBa
JIEKapCTBEHHBIX IPENapaToB SKCIEPTH30i B paMKax NMPpOLEAYphl IPEABAPUTENBHOTO

rocyaapCTBCHHOI'O KOHTPOJIA Ka4€CTBa,

— BBCIACHHC Tpe60BaHI/IH MPpEAOCTABIICHHA PEruCTpalifiOHHOIO JA0ChE Ha

nexapcTBeHHbIH mpenapat B gopmate CTD (Common Technical Document);

— OrpaHHYeHHE CpOKa AEHCTBUA PErucTpalMoHHOro ypocrosepeHus Ha JIC maTeio
rogamMy TIpH TNEPBHYHON PErUCTpalMy; IPH IOCIEAYIOMIEH nepeperucTpalud —

HOJTydeHHe 0eCCpPOYHOro yAOCTOBEPEHHS;
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— MpPHUHATHE JOKyMEHTOB, PerJIaMEHTUPYIOIIUX pa3paboTKy JIEKApCTBEHHBIX CPEACTB B
COOTBETCTBHH C MEXIYHApPOIHBIMH CTaHIApTaMH Ha[ulexaled nabopaTtopHod H

kHr4eckoi npaktuk (GLP u GCP).

— MOJACpHH3alUsA CUCTEMbI IOAT'OTOBKHA BI:ICOKOKBaJII/I(l)I/ILII/IPOBaHHBIX CIICITHAIINCTOB B

00J1aCTH pa3paOOTKH ¥ IIPOM3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB;

— pa3paboTKa H TPUHATHE HEOOXOMMMBIX M3MEHEHHH B 3aKOHOJATENbCTBE
Poccuiickoit Penepalid U COOTBETCTBYIOIIMX HOPMATHBHO-TIPABOBBIX aKTOB,
pasBUTHE TroOCYIapcTBeHHbIX mnporpamM Poccuiickoit Peneparmuu B 061acTH

JICKApCTBCHHOI'O O6€CH€'—ICHI/ISI;

— opranu3aiya QyHKIHOHHPOBaHUS (enepantbHbIX 1adopaTopuii Ul OCYILECTBICHHS

rOCyJapCTBEHHOr0 KOHTpOJIs KayecTBa U 6esonacHocTH JIC;

— BBCACHHC NI HpOI/I3B0JIIfITeJIeI71 JIC HHCTHUTYTA YIIOJITHOMOYCHHBIX JIHI], OTBC€YAIOIUX
3a KayecTBO M 0e30MMacHOCTH I'IpOHBBO,Z[PIMOﬁ IIPOAYKIHHA, HECYIIUX HapaBHE C
PYKOBOOUTEIIEM aAMHUHHUCTPATHBHYIO H YT'OJIOBHYIO OTBETCTBEHHOCTD 34 Ka4€CTBO M

0e30IacCHOCTh NPpOAYKIINH, BBIHyCKaCMOﬁ NpEaANPpUATHEM,

— IpoBeJeHHEe KOMIUIEKCAa MEPONIPUATHIA, HaNpaBlIeHHBIX Ha O0pp0y ¢ Koppynuuei B

BOIMNpOCax JICKAPpCTBCHHOIO o6ecnequwI;

— TIIPpOBCACHHUE  KOMIUIEKCA MCpOHpHSITHﬁ, HaIIpaBJICHHBIX Ha obecneueHue
JICKapC’I'BeHHOﬁ 0e30macHOCTH IO JCKaApCTBCHHBIM  Cp€ACTBaM  BOCHHOI'O

Ha3zHA4YCHHS.

OcobennocTH H cnenngHYecKHe MEPONPHATHS:

= PpacCMOTp€HHE€ BO3MOXHOCTH YCTAHOBJICHHUA IIOBBILICHHBIX CTaBOK BBO3HBIX
TaMOX>XCHHBIX MNMOLUINH C Y4YE€TOM ,ueﬁc*myromero YPOBHA YKasaHHBIX CTaBOK Ha BCE€
JICKapCTBCHHBIC IIPEIIapaThl, C}’GCT&HIII/II/I KOTOPBHIX BBIIUIH H3-II0Q JerCcTBUA
IIaTeéHTa IpH YCIOBHH IIOJHOI'O obecnieueHus l'IOTpC6HOCTH BHYTPCHHEI0 PbIHKA
OTCYCCTBCHHBIMH aHAJIOTaMH H IIPH YPOBHC HX Ka4ye€CTBa, HE YCTYIarOlIEM

HMIIOPTHBIM JIEKAPCTBEHHBIM CPEICTBAM,
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— pacCMOTpPEHHE BO3MOXKHOCTH YCTAHOBJICHHWS IIOBBHIICHHBIX CTaBOK BBO3HBIX
TaMOXXEHHBIX TONUIMH ¢ Y4YeTOM HAEHCTBYIOLIEr0 YPOBHSA YKa3aHHBIX CTaBOK Ha
HUMIIOPTHpYEMbIe CyOCTaHIMM, B TOM YHC/I€ XHMHYECKHE PEaKTHBEI, CTPYKTypHas
dopmyna 1 CAS-HHIEKC KOTOPHIX COBNANAET ¢ CyOCTAHLMAMM, HE HAXOMALIMMHCS
0] TIATEHTHOM 3aIUTOM NpPH YCIOBHH IIONHOro obecredeHHs NOTPeOHOCTH
BHYTPEHHETO PHIHKA OTE€YEeCTBEHHBIMH aHAJIOraMU M NPH YPOBHE HX KayecTBa, HE

yCTynarImeM HMIIOPTHBIM aHAJIOTraM,

— ONTHMH3AIMA CPOKOB H IpOLEAYphl PETHCTPAaLMU JIEKAPCTBEHHBIX CPEACTB JUIA
obecrieyeHnss YCKOPEHHOTO PeXKMMa PerucTpalliM IpenaparoB, pa3spabOTaHHBIX M

\

IIPOM3BEACHHBIX Ha TepputopuH PO;

— ofecrieyeHre HacelleHMS W YYPEXAEHHH 3[paBOOXpAHEHHA aHTHOMOTHKaMH
POCCHICKOTO  NPOM3BOJCTBA, HMMMYHOOMOJOTHYECKMMH  IIpenaparaMM  AJs

obecrnieueHHsa Hal[HOHAJILHOTO KaJICHaaps MpHUBHUBOK.

6.2. Bropoii 3Tan: pazsutHe dpapManeBTHYECKOH 0TPac/aH 3a c4eT pbiHKa PO

OcHoBHasm NeJib BTOPOrO 3Tana 3aKIIO4YaeTcs B coz.'nannn OTJIaXXEHHOH
CHCTEMBI T0:
- IPOM3BOACTBY W BBRIBOJY Ha PHIHOK JxeHepuKoBhIX JIC (6.2.1);
- pa3sMELICHHIO JIMLIEH3HOHHBIX IPOU3BO/ICTB BBICOK03()eKTUBHBIX

HHHOBALIMOHHBIX MPENapaToB, He UMEIONIMX J)KEHEPHUKOBBIX aHANOToB (6.2.2);

- ofecrneveHHIO JIeKapCTBEeHHOH He3aBucumoct P® (6.2.3).

OcHoBHoOM 3amauveil aABnsercs QopMmupoBaHue 3GPEKTUBHOIO PHIHOYHOIO
MeXaHHW3Ma II0 BBICOKOTEXHOJIOTHYHOMY HMIIOPTO3aMEIIEHHIO JIEKapCTBEHHBIX

CPEACTB.

OcofenHocTH H cnennduyeckue Meponpudarus m. 6.2.1.
(Opranun3ainus NPpOH3BOACTBA H BHIBOJA HA PHIHOK COBPEMEHHBIX
axenepuxoBbix JIC)

Heo6xoauMo peanu30BaTh AB€ IPYMNBI crerupuyeckux Meponpusatui: (1)

MCPOIIPpHUATHA MO INOAACPKKE OTCUCCTBCHHBIX upennpuamﬁ-nponssonmeneﬁ
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dbapmaneBTHYECKUX CyOcTaHUIUH U (2) MeponpHATHA 10 NOAAEPKKE OT€YECTBEHHBIX
NpeqnpUATHI-TIPOU3BOAUTENIE  [OTOBBIX  JiekapcTBeHHBIX  popm  (TJID).
Heo6xXoaMMOCTs pa3jeieHds 3THX TpyNI MepONpHATHH CBs3aHa C HaIMYHEM B
OTpaci¥ SPKO BBIPAXEHHON CHCTEMBI pa3lieleHHs Tpy/a, IPH KOTOPOH OOHA 4acTh
NpeANpHUATHI IPOU3BOJUT JIEKapPCTBEHHBIE cybGcraHumy, a apyras dacte — [JIO,
l'[pnwa'rom KaK MMpaKTHYEeCKHe 3alaqd, TaK ¥ SKOHOMHYECKHE MHTEPECH] 3THX IpPyI

3a4acCTYIO CYIICCTBCHHO OTJIMYAIOTCH.

MeponpHsTHS 00 NOAEPKKE 0TeYeCTBEHHBIX NPeANPHATHIH-TIPON3BOAUTE I
apManeBTHUYECKHX CyOCTAHIHI:

—, BHECEHHE B 3aKOHOJATEJIbHBIE aKThl JOINOJIHEHHH, FapaHTHPYIOIIHUX IIpH
OpraHusalun 3aKyIIOK I roCyJapCTBCHHBIX HYXN TNIPHOPUTETHOCTD

OTCYCCTBCHHBIX HpOI/I3BO,III/ITeJIeﬁ C LICIIBIO JIOKAJIU3alluH ITPOU3BOJICTB.

— BHECEHHE B HOPMATHBHO-IIPABOBOE pETyIHpoBaHHE B cdepe oOpalleHHs
JIEKAPCTBEHHBIX CPEACTB JONOJHEHMi, BHIPaBHMBAIOMIMX TpeOOBaHUA LA
OTEYECTBEHHBIX M 3apyOeXXHBIX (apMIIpON3BOAMTENCH B YAaCTH MOPSAAKA KOHTPOJIA
KayecTBa CYOCTaHIMiA; JUI1 3TOr0 INpPEedyCMOTPETh ayduT IIPOM3BOAUTEINEH

' MMIIOPTHBIX CYOCTaHIH rOCYAapCTBEHHBIMH 9KCTIEPTHBIMH OpTaHH3alUsAMH.
¢

MeponpHsSTHS 0 NOAAEPIKKE OTe4eCTBEHHLIX NMPeANPHATHIH-NPOH3BOAUTEIEH

FoTOBBIX JICKAPCTBEHHbIX CPEACTB:
’
— TIIpOOOJDKCHHUE CO3MaHMs H BHEIPCHHUSA B IIPAKTHKY npe(bepenunﬁ Inpu  y4aCTuH B

KOHKYpCe rocyAapcTBeHHBIX 3aKynok JIC it noKanbHBIX IIPOU3BOAMTENIEH,

— ¢opmupoBanne Mun3npasconpasButui H = MunnpomroproMm P®  mepedHs
JIEKApCTBEHHBIX CPEICTB POCCHICKOTO MPOH3BOACTBA, PEKOMEHAYeMOH s
rOCYJApCTBEHHBIX M PErHOHAIBHBIX 3aKyNOK (B T. 4. IO IporpamMme oOecreueHHs

HCOGXO,I[PIMBIMI/I JICKapCTBCHHbIMH CpeJICTBaMK);

— OTMEHA PerucTpauMy CyOCTaHLMil MPH Y)KeCTOUYeHHH KOHTpons Kadectsa I'JID, B

TOM 4YHUCIIE IIYyTEM oOecnieyeHHs BBIE3JAHBIX MHCIEKUMHA H aKKpeauraluyul B
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perynsTopHeix opranax P® Bcex 3apyOexxHBIX IPOU3BOAUTENIEH (papMalleBTHYECKUX

cyocranumii u I'JI®, noctynaromux Ha pelHOK P®;

— TOOEPXKKA [eATeJHHOCTH OTEYeCTBEHHBIX (apMalleBTHUECKMH KOMNaHMH Ha
BHEIIHMX (hapMalleBTHYECKMX PBIHKAaX, B paMKax Mep NPEeAyCMOTPEHHBIX Ui
SKCTIOPTEPOB IpoMBIILTeHHOH npoxaykumu (ctpan CHI', GnuxHero M JaibHEro

3apy0exb);

— ormeHa TpeOosanua peructpauuu JIC, mpou3BENEHHOIO HCKIIOYHTEBHO IS

9KCIIOPTa;

— pHecenue usmenenuii B ITocranosnenue IpaBurenscrsa P® ot 16 mona 2005 rona
Ned438, pasperaromux BBO3 3aperMICTPUPOBAHHBIX AKTUBHBIX ()apMalleBTHUECKHMX
CYOCTaHLMH TIpeANpUATHEM-TIPOU3BOAUTENEM JICKApCTBEHHBIX CPEACTB  AJIA
COOCTBEHHOr0 NMPOM3BOJICTBA HA OCHOBAHMM PETHCTPALMOHHBIX YNOCTOBEPEHHH Ha

JIEKapCTBEHHBIH Npenapar # aKTHBHYIO (papMalleBTHIECKYIO CyOCTaHITHIO.

Oco0enHocTd H cnenudHYecKHe MeponpusaTH 1. 6.2.2.
(Pa3MeleHue JIHIEH3HOHHBIX NPOU3BOACTB BbICOK03(PeKTHBHBIX
HHHOBAIHOHHBIX NPENapaToB, He HMEIOLIHX JKeHEPHKOBBIX AHAJIOT0B)

He mua BceX TepameBTHYECKHMX o00nacTedl CyIIeCTBYIOT 3(QQeKTHBHBIE
npenaparbl-IDKeHEpUKA. B Takux ciydasx TIpH OTCYTCTBUM 3G QEKTHBHBIX
OTEYECTBEHHBIX  HMHHOBAl[HOHHBIX  IIPENapaToB,  INpPEAHA3sHAYEHHBIX  JUIA
YIOBJIETBOPEHHA HYXA  34PaBOOXPAaHEHUs, IpEANOYTHTENLHO  pasMelleHHe
NMUIEH3MOHHBIX  IPOM3BOACTB  3apyOEXXHBIX  HWHHOBAalMOHHBIX  IIPENapaToB

COOTBETCTBYIOLLEH I'pynIbl Ha TeppuTOopud PO.

Cnennduyeckne MeponpHATHS:

— CTHMYJIMPOBAHHUE KIIHHUYICCKUX HCHBITaHHﬁ, NPOBOOAHUMBIX COBMECTHO
OTCYCCTBCHHBIM H Bap}’6C)KHI>IM NPOU3BOOMUTEIIEM, IIPH KOTOPHIX JHULEH3HA Ha

HHHOBAIIMOHHBIH npenapar B P® octaercs y poccHiicKoro napTHepa,

— CTHMYJIMPOBAaHHE OCBOCHHA HOBBIX TeXHOJIOI Ui IIPOU3BOACTBA CyGCTaHI.IPIf;I,

BKIIOYAss GMOTEXHOJIOTUH (TepaneBTHYECKHe OelKH, aHTUTENa U T.11.);
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~ CTHMYJIMPOBaHHE OTEYECTBEHHBIX (papMIpoU3BOAMTENEH K CO3MaHMIO 3a pyOekoM

Y

IIEHTPOB TpaHc(depa TEXHOIOT I,

— Hnooaep>xkKa IIPpUITIAIICHUSA B P® 3anagHbpIx CIICIHAINCTOB, B IICPBYKO OYEPCHb
pOCCI‘IfICKOI‘O IMPOUCXOKIACHUA, HMCIOIUX COBpeMeHHBIﬁ PIHlIyCTpI/IaJIBHI:»Iﬁ OITBIT

pa3zpaboTku 1 npousBoacTsa JIC;

— CTHMYJIHPOBaHHC JOKIMHHYCCKHUX HCCIIENOBAaHUN CO CTOpPOHbI HHOCTPAHHBIX

IIPOU3BOAUTENCH, pacIOaraloliX CBOU NPEAIPUATUA Ha Tepputopu PO,

— pa3paboTKa NnporpamMmsl NpUoOpeTeHNs FOCYAapCTBEHHBIX NPaB HAa UCIOIb30BaHUE
MIATeHTOB Ha HauOoJiee HHHOBAI[MOHHBIE IIPOXYKTBI M TEXHONOTUH C
IpeIOCTaBIIEHNEM OTE€4eCTBEHHBIM IMpeINpHATHIM IMpaB Ha MX HCIOJb30BaHHE Ha

KOHKYPCHOI1 OCHOBE.

Cneunduyeckne MeponpusTus m. 6.2.3.
(Obecnieuenue JiekapcTBeHHOH He3aBHCHMOCTH PD)

- (I)OpMI/IPOBaHI/Ie CTPAaTETUICCKOro NNepE€IHsI JICKAPCTBEHHBIX CPEACTB, H obecnieueHne
IIOJIHOTO IHKJIa HMX IIPOU3BOACTBA HAa TEPPUTOPHH P‘D, COBCPHICHCTBOBAHUE
MEXaHn3Ma roCyJapCTBE€HHBIX 3aKYIIOK B paMKaX 3TOro I€pe€yHs, B TOM 9HUCJIC 4YCPC3

CHUCTEMY ITpEABApUTEIIbHBIX 3aKYIIOK.

6.3. Tpernii 3Tan: pa3BuTHe papMaleBTHYECKOH OTPAC/IH 32 cYeT BHEHIHHX
PHIHKOB

Tperbst rpynna MeponpHATHH @peAyCMaTpHBAEeT pealU3aLdI0 MEp,
HalpaBJeHHBIX Ha pa3BUTHe KOHKYPEHTHBIX TMPEHMYIIECTB HALMOHAIBHOM
¢dapMaLleBTUYECKOH OTpaciM M OCYINECTBICHHE ee Iepexoja Ha MHHOBALMOHHYIO
MOZEeNb Pa3BUTHA.

OcHOBHBIMH LeJSAMH JaHHBIX MEPONIPUATHIA SBIIOTCA:

6.3.1. paspaborka ¥ NPOU3BOACTBO OTEYECTBEHHBIX HMHHOBAHOHHBIX
IpenapaToB IS UMIIOPTO3aMENIeHUS JIEKAPCTBEHHBIX CPEACTB, HAXOAAIIMXCA IOX

INIAaTEHTOM Ha JIOKAJIBHOM PBIHKE,
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6.3.2. pazpaboTka M NPOH3BOACTBO OTECYECTBEHHBIX HHHOBALIMOHHBIX
IIpenapaToB, IKCNOPTOCTIOCOOHBIX Ha MUPOBBIX PHIHKAX.

OcHOBHAasi 3aJa4a COCTOUT B CO3JaHUH HHQPACTPYKTYphI IUIS pa3pabOTKH
HHHOBAIIMOHHBIX TIpeNapaToB C NPUMEHEHHEM INOCIEeNHUX NOCTHXKEHHH HAayKH H

TEXHHUKHU U UCIIOJIb30BAHUU COBPEMEHHBIX TCEXHOJIOTHYECCKUX HJIaT(t)OpM.

Ocobennocrn H cnenuduyeckne MeponpusaTus . 6.3.1.
(Pa3paboTka H NIPOH3BOACTBO 0TE€4EeCTBEHHBIX HMIIOPTO3aMeIaIONIHNX
HHHOBALHOHHBIX JIEKAPCTBEHHBIX NPenapaToB)

Ilensto  sBisieTcs  pa3paboTka H = TNPOU3BOACTBO IO  AKTyaJIbHBIM
(dapMaLeBTHIECKIM HanpaBJIeHUSIM OTEYECTBEHHBIX IIaTEHTOCHOCOOHBIX
IIpernapaToB, KOTOpble€ HMEIOT H3BECTHbIE 3apyOexHble NPOTOTHIBI M MOKa3alk
KIMHHYECKYyI0 3¢ dexkTuBHOCTh. DakTHYecKH peub uAeT 00 OpUTrHHAIBHBIX
JIEKapCTBEHHBIX IperapaTax, UMEIOIHUX TOT )K€ MEXaHH3M JeHCTBUA U HE MEHbIIYIO
3¢ (eKTUBHOCTD, YeM 3apyOerXHbIe NPOTOTHIIBI, HO 00IaqaroUX JOMOIHUTEILHEIMU
MOJIE3HBIMM CBOWCTBAMH, TAKUMHU KaK IIOHWXKEHHas TOKCHYHOCTb, ITOBBHIIICHHAs

6HOJIOCTy1'IHOCTI> Hu T.II.

Cnennduueckne MeponpHuaTHS:

— mnoanepxxka HVP u HUOKP, HanpaBieHHBIX Ha CO3JaHHE MMIIOPTO3aMEIIAIONIUNX
JIC n I'JI®, B TOM uuclie IIyTeM HCTONb30BaHUSA MOTEHLMANa I'OCYJapCTBEHHBIX
HAay4YHBIX YYpeXXHOEHHUH M PpErysIpHOTO MNpPOBENEHHUS KOHKYPCOB CpEAM MaJbIX
HayuHbIX ¢upM Ha pa3pabotrky HoBeIX JIC ¢ mocnemyromeii TpUOpUTETHOH

3aKyIIKOH roCyIapCTBOM CO3JJaHHBIX IPENapaToB;

— BBIJCNICHHE B paMKaX IroCyJapCTBEHHBIX HHCTHTYTOB Pa3BUTHSA CPEACTB Ha CO3/IaHUE
CHELHAIM3UPOBAaHHBIX (PMHAHCOBBIX HHCTPYMEHTOB, B TOM YHCJIE KOPIIOPAaTUBHBIX U
IOCEBHBIX (OHAOB, I (UHAHCHPOBaHMA pa3paboOTKM  HMHHOBAaLIMOHHBIX
JIEKapCTBEHHBIX MpernaparoB U (apMaineBTHUeckux cyOcranuuit (cTp. 38), a Taxxe
IPHOPUTETHOE (MHAHCHPOBaHHE NPOEKTOB MO pa3paboTKe MMIOPTO3aMelIAlOMX

JIEKapCTBEHHBIX IpernapaTroB MO HanpasieHulo «OKusble cucteMsD» DenepanibHBEIM
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areHTCTBOM IO Hayke M uHHOBaimuaM (PocHayku) B pamkax AedCTBYIOIIHX H

Gymymmx DI,

— CTHMYJIMPOBAaHHE BHCAPCHUA COBPEMCHHBIX HCCIICAOBATEIILCKUX TCXHOJIOI"PIﬁ, B TOM

YHCJIC HA OCHOBE BBICOKOIIPON3BOAUTEIIBHBIX HaﬁopaTOPHBIX PICHI:IT&HPIﬁ;

— cruMyinHpoBaHHe O(QQEKTUBHBIX IIAaTEHTHBIX MCCIENOBAHHA M MOHUTODHHIA

MCKAYHAPOAHBIX PBIHKOB,

— COBCPIICHCTBOBAHHE ITPOLCAYP, PEITIAMEHTHPYIOIHNX INPOBEACHHC NOKIHHHUYCCKHUX

H KIIMHHYCCKHUX I/ICIIBITaHPIﬁ;

s

— CTHUMYJHpOBaHNE HaHOOMOTEXHOJOTHH IS pelleHHs BOIPOCOB 3((deKTHBHOM

L3

‘ . JOCTaBKH B OpranusM 4enoBeka u3BecTHhIX JIC  cozpanus nHHOBaUMOHHLIX I'JI0;
| y
‘ —~ CO37aHHe CHUCTEeMbI BBIIENEHHA TPaHTOB AN MAJbIX Hay4YHBIX IPEANPHSATHIA,

| CBSI3aHHBIX C Pa3pabOTKOH JIeKapCTB.;

— co3faHMe MacmTabHOH NpOrpaMMbl IOANEPKKH KOOMEPALMOHHBIX IPOEKTOB,
| OOBEMUHMIOIMX OpraHM3allii pa3HBIX (OPM COOCTBEHHOCTH M OTpacieBOM

| NPHHAUIEXXHOCTH, paboTatoiiue B cepe paspaboTku u npousBoacTsa JIC u I'JID;

| — (opMupoBaHHe CIIpoca ¥ CTUMYJIHMPOBaHHE MOATOTOBKH HCCJIEOBATENLCKUX KapoB

| HOBOT'O IIOKOJIEHHSA, B TOM YHCJI€ C YHAaCTHEM roCyJapCTBECHHBIX aKaJieMHu HayK.

. OcoGennocrn u cnenuduyeckne MmeponpusaTus m. 6.3.2.
(Pa3paboTka 4 NpOH3BOACTBO 0T€4eCTBEHHBIX HHHOBAIIHOHHBIX
JIeKapCTBEHHBIX NPENapaToB, KOHKYPEHTOCNOCOOHBIX HA MHPOBOM PbIHKE)

PesynbraroM peanusanyd 3TOro KOMIUIEKCa MEpPONPUATHH B paMKax
Hactosmeidl Crparerun craHer mosBieHHe K 2020 roxy 3HAYMTENBHOrO 4HCIIA
OTE€YECTBEHHBIX pa3paboTOK, MO3BOJAIOIIMX HAIAAUTh PpEAIU3aLMI0 TOTOBOM
OPOAYKIMH MM IIOJNydYeHHE JMIECH3HH Ha ee NpPOU3BOJACTBO 32 pydOexoMm.
CyIlecTBEHHBIM OTIHYHEM HHHOBALMOHHBIX MPEIIapaToB OT MATEHTOCIOCOOHBIX
CTPYKTYpHO-MOAH(DHUIIMPOBAaHHBIX aHAIOTOB SBJIAETCA pealu3alys MOJHOro LMKIa

pa3pa60TKn JJCKapCTB € HyJid1 C HCIIOJIb30BAaHHEM TIICPCHOBBIX HAY4YHO-




43

HCCIENOBATENLCKUX ITOAXO0M0B. TONBKO TaKoH MOAXOA IO3BOJIIET B IOJIHOH Mepe
peanu3oBaTh JOCTIDKEHHS «Te€HOMHOHM 3pbl» H CO3[[aBaTh IIpenaparsl HOBOI'O
[IOKOJIEHHA, OTJIWYAIOIIHeCS BHICOKOH 3((EeKTUBHOCTBIO, HH3KHM YDOBHEM

0004HBIX 3()(EeKTOB U BEICOKOH peHTabeIbHOCTEIO IPOU3BO/ICTBA.

Cnennduueckne MeponpuaTHs:

— cozznanue 3GPEeKTUBHOM CXeMBI (MHAHCUPOBaHUA pa3paboTKH HHHOBAIMOHHBIX JIC
Ha BceX €€ JTalaxX, BKIOYaroIeil IpaHThl, BeHYypHOe (GHHAHCHPOBaHHE H

¢uHaHCUpOBaHHUe (GapMUHIYCTpPHEH;

— CTHUMyIMpOBaHME BHeIpeHusd B mpakTUKy pa3pabortku JIC mepefoBBIX TEXHOJIOTHH,

OCHOBAaHHBIX Ha JOCTIDKCHHAX «IIOCTTE€HOMHOM P56y,

— ¢opMHpOBaHHE HAYYHO-HCCIIENOBATENBCKUX LEHTPOB M KJIACTEPOB IO pa3paboTke
HMHHOBALMOHHBIX JIEKAPCTBEHHBIX CPEACTB, TaKUX Kak HalmoHambHBIH LEHTP

OHONIOrHYECKOr0 CKPUHUHTA;
— BBIXOJ Ha 3apyOe)KHbIE PHIHKH 3a CYET PHOOPETEHNsI HHOCTPAaHHBIX aKTHBOB;

— CTHMYJIHPOBaTh NMPHOOpETeHHe MepeNoBHIX 3apyOeXHBIX pa3paboTOK JIEKapCTB Ha
JOKIMHAYECKOH M KIMHUYECKO# (a3ax ¢ mocnenylolmM noBefeHueM ux B PO 1o

CTaauH roToBOrO IIPOAYKTa A KOMMepI.II/IaJII/ISaI.II/Ief;I Ha MHAPOBOM PBIHKE,

— YOpOLIEHHWE Ipouedypsl MOMyYeHMs paspemieHuit Ha  kcnopr IO,

NPOU3BCACHHBIX, B TOM YHCJIC, IO KOHTPAKTY.

[
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7. O6beM H McTOYHHKH (pUHAHCHPOBaHuUs Meponpusituii CTparernu

7.1. UcTounnkH pMHAHCHPOBAHHUSA

HctounukamMu (QUHAHCHPOBAaHHUA pPacXxoJOB Ha pean3allii0 MEPOINpPUNTHH
Crparernn  pa3BuTHA  (apMaLleBTUYECKOH  IpoMslIUIeHHOCTH  Poccuiickoit
®enepauyn Ha nepuon go 2020 roma aBisAwOTCA denepanbHBId OI01KET, CpeacTBa
KOMMepUeCKHX U OOIeCTBEHHBIX OpraHU3aluii ¥ UHbIE BHEOIOJXKETHBIE CPEACTBA.

BaxusimMu MEXaHU3MaM#  (UHAHCHPOBaHMA  pa3spabOTKH  HOBBIX
JIEKapCTBEHHBIX CPEICTB Ha 3Talle NJOKIHHUYECKUX UCTBITAHUH ¥ NPU MPOX0XKICHUH
NepBOil U BTOpoH (a3 KIMHHYECKHX HCHBITAaHUH JOJDKHBI CTaTh CYINECTBYIOIIHE
aKaJeMHYeCKHe YUPeXIACHHsS , BEHUypHble (OHAH M (GOHAB IOCEBHOIO
¢unancupoBaHua. ClenyeT Takxke OCyIECTBIATh (GUHAHCHPOBAHNE TAKUX IPOEKTOB
B paMKax (enepaibHbIX weieBblx nporpamM (PLII)’ u HEo6GXOMMMO HCIIONB30BATH
HUMeIOIHUeCs BO3MOXHOCTH OaHKOB ITO BBIJENEHUIO KPEOUTOB, B TOM YHCIE I
IepeBoJia OTpaciieBBIX MPOU3BOJACTB Ha craHAaptel GMP, a Taxxke CTUMyIHpOBaTh
dapmnpon3BoguTeNeid K HMHBECTHIMOHHOW AaKTHMBHOCTH B o0nacté pa3paboTKu
HOBBIX JI€KapCTB, B TOM YHCJE 33 CYET CO3AAHMI KOPHOpPAaTHBHBIX BEHYYPHBIX
¢dboHaoB.

Ob6mas cxemMa HCTOYHUKOB (uHaHCHpoBaHUA Jo0 2017-2018 romos

MpeAcTaBlieHa Ha pucyHke 7.1.

* B ToM uncne B pamkax [TporpaMMbl (yHIAMEHTATBHBIX HaYYHBIX HCCIEIOBAHHH FOCYNIapCTBEHHEIX aKafieMuil HayK
Ha 2008-2012 rr., yrBepxaeHHo# pacnopskeHueM [Ipasurensctsa PO ot 27 despans 2008 r Ne233-p.

’ B ToM uncyie B pamkax QLI ««HccnenoBaHus 1 pa3paboTKH O NPHOPUTETHEIM HATIPABJICHHUSM Pa3BUTHS HAYYHO-
TEXHOJIOTHYECKOro KoMiutekca Poccuu Ha 2007—2012 roapi», yreepxaeHHoi ITpasutenncrsa PO or 7 okta6pa 2006
r. Ne613.
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PucyHnok 7.1. McTOYHHKH HHBECTHPOBAHHS B PHCKOBaHHbIE IIPOEKTHI Pa3padoTKH HOBLIX
JIEKAPCTB. ,

6onee 60% - rocyaapcTeeHHan noanepxka

A
4 N
OAOQ «PBK» 'K «PocHanoTex»
HAYKA é MocesHbie hoHAabI Cneu. onn MHHYCTPMH
OAO «PBK» erﬂlﬂ’bl 836
KopnopaTtueHbio “"ﬂ{::p"ﬂ " Ha nepexog GMP
cdoHabl yP
Apyrne ¢hopmbl

rocnoanepxKu

Ha mepBoM Jrame 3amycka «OTpaciieBOr0o HHHOBALMOHHOIO IHKJIa»
¢bapMunaycTpun 1noTpebyercas g0 75% OT BceX CPEACTB CO  CTOPOHBI
roCyIapCTBEHHBIX MCTOYHHKOB. I'ocynapcTBeHHOE (MHAHCUPOBAHUE BIIOCIEACTBHH
OyneT mNOJHOCTBIO 3aMEIIEHO BHEOIO/KETHBIMH MCTOYHHKAMU CO CTOPOHBI
GapMHUHIOYCTpUH M BeHYYpHbIX (OHIOB Ha 3Tane KOMMEpLHANU3allid paHee
pa3paboTaHHONH HHTeJUIEKTyanbHON cobctBeHHOCTH (pucyHOK 7.2.). Ilpm 3TOM,
JanpHeiee GUHAHCHPOBaHHE HOBBIX pa3paboTOK B OTpaciy OyZeT OCYIeCTBIAThCS
yXKe 3a CYET BHEOIO/KETHBIX HMCTOYHHKOB, TaK KaKk 3HA4YHUTENbHBIA 00BEM
MHHOBALMOHHBIX IPenapaTtoB B MNOPTQEIIX OTEYECTBEHHBIX IPOU3BOIUTENIEH
NIO3BOJIAT MM BBHIAEIATH 10 15% cBoero romoBoro o60poTa Ha HOBBIE pa3paboTKH,

KaK 3TO IIPUHATO B Pa3BHTHIX CTPaHax.
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Pucynok 7.2. Hcrounnku punancupoBanna HUOKP B o6.1acTi pa3paboTk JieKapcTBEHHbIX
CpeIcTB Ha pa3HbIX 3Tanax peajan3anud CTpaTerud.

R T T i 2 g b
A R SR Cllky ’ -

&

D B03MOXHOCTH MHAYCTPH no R&D
@uw rocnoaaepxka |

7.2. O6bem puHAHCHPOBAHHS

O6beM ¢uHAHCHPOBAaHUSA OBLT pacCYUTaH HCXOAS M3 OCHOBHOW 3amavu
CrpaTteru mo AOCTHXEHHIO OTE€YECTBEHHOH NMPOMBIILICHHOCTHIO K 2020 roxy He
MeHee 50% IoJH phIHKA B IEHEX)KHOM BBIPaXXCHHH. PelieHreM 5ToH 3a1a4yM sBJseTcs
KOMIUIEKC Mep, B TOM 4YHCIe (HHAHCOBOE CTHMYJHPOBAaHHE JDKECHEPHKOBOTO
HMIIOPTO3aMeIeHUs )’} pa3paboTku OTeYEeCTBEHHBIX HMHHOBAI[HOHHBIX
JIEKapCTBEHHBIX CPeACTB. B pamkax pelleHHs 3TOH 3a4a4d HEOOXOIHMMO TaKxe
(UHAHCOBOE CTHMYIHPOBaHHE MEPEXOJa OTpPacid Ha COBPEMEHHBIC CTaHIAPTHI

TIIPOU3BOACTBA U KOHTPOJIA Ka4eCTBa JICKApCTBEHHBIX CPEACTB.

(I)mlancnponaﬂue paspaﬁo'mn JICKAPCTBCHHBIX CPEACTB

Konu4ecTBeHHBIH H KaﬁeCTBeHHLIﬁ aHaJM3 JIEKapCTBEHHBIX CPEACTB, HE
BBIYCKAEMBIX OTEYECTBEHHBHIMHM mpoumsBomuresiMu  (Gonee 200 w3 463
npoananusuposanusix MHH, rme nanneie 463 MHH mpeacrasmaor Gomee 90%
peika JIJIO um T'ocnUTanbHBIX 3aKyNOK B JEHE)KHOM BBIDR)XXEHHH), IO3BOJIHII

BBIJICJINTH CJIICAYIOLIHE TPYIIIIBI JIC: no NaTCHTHOMY CTaTyCy -—— HHHOBAalLlHOHHBIC
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HJIH JDKCHEPHKOBEBIC, IIO IIPOUCXOXIACHHIO CyGCTaHI.II/IH — IIOJIy4a€MbI€ XHMHUYCCKUM

CHHTE30M HJIM OMOTEXHOJIOTHYECKUM IyTeM. JlaHHbIE IPUBEICHBI Ha PUCYHKE 7.3.

Pucynox 7.3. Anamam3 463 MHH n3 JIJIO u locnaranbHbIX 3aKynok (10 90% cermenToB B
JAEHEeKHOM BBIPA’XKEHMH): CTATHCTHKA [0 MHHOBALMOHHOCTH M CyMMApHBIE
npoaa:xu 3a 2007 roa.

2007 ron
A romeresiweissn ~
T T J S
sas0 | powmocr. LA ]

$ 1,794 Mnn

Tonbko _
MHOCTpAHHbIE Ny o .
181 MHH 1~ Buoax M
$ 1,542 Mo ’

P AN

ocne 2013 r. 28 MHH $ 370 mnn |

Her nareHta 22 MHH § 112 mnaH

f]

Takum oGpa3oM, moka3zaHo, 4To ocHOBHble JIC, 3akymaemele B paMKax
OIOJKETHBIX 3aKyMOK, MpenactasieHsl MHHoBanMoHHBIMH JIC (38% B neHexHoM
BBIp2XXEHHH), M [DKEHEpPUKAMH, 3aKylaeMbIMM KaK Yy OTEYECTBEHHBIX, TaK H Yy
3anafHbIX npoussoputenei (32% B neHexXHOM BblpaxkeHuu). VI3 maHHON TaOmmIbl
BHUJIHO, 4TO Gostee 53% MHH B KonuYecTBEHHOM BEIpaXXeHUH H A0 50% B JeHeXXHOM
BEIPOKEHHH MOTYT IOJHOCTBHIO 3aKyNaThCs 3a CHET yXke JIOKalu3oBaHHoro B PO
MPOM3BOACTBA IPH YCJIOBHM oOeclieueHNs COOTBETCTBYIOIIMX CTaHJIapTOB KayeCcTBa,
a u3 40% MHH, 3akynaeMsIX TOJIbKO Y 3apyOeXHBIX IpoH3BoaUTeNeH, Beero 26%
ABJIAIOTCS WHHOBALAOHHBIMH H MOTYT CIY)XHTh INPOTOTHNAMH JUIA pa3paboTKu

OTEYECTBEHHBIX IIpENaparoB, AEHCTBYIOIMX Ha Te xe Ouomumend. Ilpn 3ToM
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octanbHble 14% JIC, 3akymaeMBIX TOJBKO y 3apyOe€XHBIX IPOU3BOJAUTENEH, MOTYT
ObITh 3aMEIIECHBI OTEYECTBEHHBIMHU J)KEHEPUKAMHU, 33 HCKIIIOYEHHEM HEKOTOPBIX OHo-
JOKEHEPHKOB, BOCIIPOU3BOJICTBO KOTOPBIX «BIPAMYIO» 3arpydHeHO B PO
TEXHOJIOTHYECKU U TpeOyeT 3aKyNKH MPOU3BOACTBEHHBIX JIMLIEH3UH UM pa3paboTKu
COOCTBEHHOH IIPOU3BOACTBEHHON TEXHOJIOTHUH. ’

Hcxons U3 MeXIYHApOIHOM CTATHCTHKH H OIBITa pa3paboTKH JIeKapCTBEHHBIX
npenapatoB B Poccum, mnpuBeneHel pacdeThl HEOOXOAMMOrO  KOJIHYECTBA
JIEKapCTBEHHBIX IIpernaparoB, pa3pabOTKy H IIPOM3BOACTBO KOTOPHIX HEOOXOAHMO

BECTH Ha pa3HBIX JTalax, YTOOBI JOCTUYB LieNei CTpaTer HH.
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POuHAHCHPOBAHHE HCC/IEA0BATEILCKOH HHPPACTPYKTYPHI H NOBLIIIEHHS
KBaJIM(PHKALHH KaPOB

KimioueBHIM  3JIeMEHTOM I peau3alul  HeoOXoOuMoro KOJH4ecTBa
IIPOEKTOB, YKa3aHHBIX B IPEAbIAYLIEM paszelie, SBIAETCS HATHIHe MOArOTOBICHHBIX
KaZpoB M COOTBETCTBYIOIIEH Hay4yHO-HCCIIefoBaTeNbckoii HHppacTpykTypsl. Ha
CErONHSLIHHUYN JeHb, 10 IKCIEPTHHIM OLleHKaM, uMeerca He Gonee 10% kxanposoro
pecypca HeoOXonuMoii KBanM(UKaLHH, B CBA3M C YEM BCTaeT INEpBOOYEpEnHAsd
3aa4ya IMOJATOTOBKH H IIEPENOArOTOBKM KaJpoB AN 3alycKa «MHHOBALHMOHHOTO
nukia» B papmorpacau PO. VIMeHHO HeXBaTKO# KaJpOBOIrO pecypca NpOAMKTOBaHa
HEOOXOIMMOCTh TOKYIIKH JIMIIEH3M Ha HMHHOBAIMOHHBIE IIPENapaTthl Ha INEPBBIX
JIByX 3Tamnax peajnu3zanuu fasHoi CtpaTeruu.

Ha naHHBIf MOMEHT B OTpaciu 3aaerictBoBaHo Oosee 65 000 cnenmanucTos.
ITo pacueram SKcmepToB, HEOOXOAMMO HHHUIMHPOBATh INPOLIECC IOATOTOBKH H
nepernoarotoBku Gosee 10 000 4yenmoBeK, 3aHATBIX Ha pa3HBIX JITamax CoO34aHUs
(dapManeBTHYECKOH IPOAYKIMH, W TMOATOTOBUTH HEOOXOAMMYIO MH(PACTPYKTYypy.
He pemenue 3To#i 3a1a4i MOXXET NPUBECTH K HEBO3MOXHOCTH NIEpeXojia OTpaciid Ha
MHHOBAaLlMOHHYIO Mojenb pa3BuTHi. PuHaHCOBOE obOecrieueHne 3TUX MEPONPHATHMA

oTpaxkeHo B Tabn. 7.3.
Tabauna 7.3. ®unancoBoe odecneveHHe MepPONPUATHH 110 NMOBLIIICHHIO

KBAJIHPHKAIHHA KAAPOB H CO3JAHHI0 HCCIEA0BATEIbCKON HHPPACTPYKTYPHI
A (papMaLeBTHYECKOH OTPaC/IH.

Tun xagpoB | Heobxo | Cymma, | IlpuMeganue
OAMOE | MJIH

Konu- | pyo.

YeCTBO
Hayynsie 3500 12 600 | CozgaHue HOBBIX CIIELUATIBHOCTEN U
HCclleqoBaTelt crienuanu3anuii B BY3ax,
U (XMMHKH, IpeIyCMAaTPUBAIOLIUX MTOTy4EHHE
6uojorn) HeoOXOIUMBIX 3HaHUM B o6nacTu

GbyHIaMEeHTaILHOW MEAULIMHEI, OCHAIICHUE
Kadeap u maboparopuit COBpeMEHHBIM
o6opynoBaHHeM, OOHOBIICHHE HayYHO-
METOIUYECKO 0a3bl, IOBHIIICHHE




55

KBaTH(UKALUH HAyYIHO-
IIpernoaBarenbckoro cocrana. [loBeieHue
OILIaTHI TPYJa MOJIOJBIM YYEHEIM JI0
MEXIYHApOAHOr'0 YPOBHS, BBEJCHHE
JOIIOJTHUTENIbHBIX BBHIIUIAT CTYAEHTaM H
acrupanTaM. PaszpaboTka nporpamm
00y4eHHUs U MePernoAroTOBKH KOJUIEKTHBOB
Hay4HBIX mKon comectHo ¢ PAH, PAMH,
npoduwibHEIME BY3amu.

Hunyctpuanp
HbIC Hay4HbIE
CIICIHAIUCTBI

450

1620

IlpuBneuyenue B 06sacTs pa3paboTKH HOBBIX
JIC crienManycToB, UMEIOMIHKX OMbIT paboThI
B HHAYCTPUAIBHOMN HayKe Ha
MEXIAYHapOJHOM YpPOBHE, IPUBJICYEHHE
3allaIHbIX CIIELHAUCTOB, BO3BPAT
COOTE€YECTBEHHUKOB, IMUTPUPOBABLIMX H
paboTaroIKX B UHOCTPAHHBIX
(bapMalieBTHIECKMX KOMITaHHUX.

Papmakosior
7§

800

1920

IToBpIEHHE KayecTBa 00pa30BaTENBHBIX
IIPOrpaMM, OpraHu3aiusi CTaXXHUPOBOK.
IToBrlmeHye OmIaTel TPyAa.

Knuaunumctel

750

2 880

INoBbimeHNE KayecTBa 0O0pa30BaTENBHBIX
IporpaMM, OpraHu3anus CTaXXKHPOBOK H
KypCOB IOBBIIIECHUS KBaTH(DUKALHH,
OCYIIECTBIICHUE HEMIPEPHIBHON CHCTEMBI
06pa30BaHus, NOBHIIIEHNE OIUIATH TPYAa

Texnonoru
(BBEICOKOKBAI
udum-
pOBaHHBIE,
GMP)

2 000

7200

Co3nanne crienaabHBIX HAYdHO-
00pa30BaTENbHBIX MPOrPaMM,
nepeocHalleHue Jadboparopuii 1 kadep,
OpraHu3aLys SKCIIEPUMEHTAIIBHBIX U
OMBITHO-IIPOM3BOJICTBEHHBIX YUaCTKOB,
NIOBBIIIEHUE KBATH(DHKALHH
IpenoaBaTenbCKOro COCTaBa,
MEXAYHapOIHble CTAXKUPOBKH,
obpa3oBaTenbHbIE KYPCHI MIEPETIOATOTOBKH.

VYnpasneHisl

2000

720

ITpuBneueHnEe MEXAYHAPOIHBIX 3KCIIEPTOB
B 061acTu QpapMaleBTHKHA ¥ OHOTEXHOJIOTHi
JUIS IPOBEIEHUS CEMUHAPOB, KOHCYJILTAIIHS
Ha npodunpHBIX Kadenpax BY3ax,
CTa)XUPOBKH MEHEIDKEPOB Ha HHOCTPaHHBIE
dbapManeBTHYECKHE TPOU3BOACTBA U
Hay4YHO-HCCIIeN0BaTeNbCKHe J1abopaTopyH.

HNuHOoBaLoH
HbIE

1500

1 080

Cospmanue cucteM 0TOOpa aKTUBHOM
Moustonexy B BY3ax, oprannzanus
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MeHeKEPHI B HEOOJBIINX IPAHTOB [ NOAAECPKKU

dbapmaneBTHY ﬁ Majioro OM3Heca U npeANpPUHUMATENBCTBA.

ecKoit

OTpaciu

IloBbleHue 7 200 | KommeHcauus BBIILIAT IPOLIEHTOB 1O

MOOHIBHOCTH UIOTEYHBIM KpEeIUTaM AJIs COTPYIHUKOB

YUEHBIX C KoMMepuecKuXx Jaboparopuii. CiryxeOHble

y4eToM OOIIEXUTHA H KBAPTHUPHI IS COTPYAHHKOB

KJIACTEPHOTO roCyJapCTBEHHbIX HayqHO-

pa3BUTHA HCCIIENOBATEIBCKUX LIEHTPOB U HHCTUTYTOB,
COLIMATIbHEBIE MTaKeThl, COOTBETCTBYIOIIHE
MEXIYHapOAHOMY YPOBHIO.

Bcero ) 35220

PuHAHCHPOBAHHE MePexoa OTPACIH Ha MeKAYHapoaHble cranaapTel GMP

Jlnia mepexojia oTpaciiy Ha IpaBuiia paboThl 0 MEXIYyHapOIHBIM CTaHAAPTaM
GMP Heobxomumo mpodUHAHCHPOBATh CTPOUTENBCTBO OKojo 200 THICHY

KBaJIpaTHBIX METPOB MOMEINEHUH I NMPOU3BOACTBA CTEPHIIBHOM M HECTEPUIILHOM

IPOAYKIIUH.

OcHOBHBIE 3aTpaThl, CBA3aHHBIE C TTepeXxooM Ha craHxapTel GMP, BKmo4aroT
B ce0s pacxo/Ip! Ha:
— TEXHOJIOTHYECKoe 000py10oBaHHE;

— YKCThIE WIH KOHTPOJHMPYEMBIE TIOMEIEHH (TIPH MPOU3BOACTBE HecTepuiibHbIX JIC

YHUCTHIC IIOMCIICHUSA HEC 06H3aTeJILHLI);
— HEKOHTPOJIIHPYEMBIC I10 YUCTOTC IIOMCHICHHS,

— 37aHMe (CTOMMOCTh 3/1aHHd IpH HOBOM CTPOHUTENBCTBE MM CTOMMOCTB
PEKOHCTPYKIMH CYLIECTBYIOIIETO 3AaHNUA);

~ wuH(}pacTpykTypa (MH)KEHEpPHbIE KOMMYHHKAL[MH, 3HEPreTUYECKOe XO3SMCTBO,
MEpONPUATHA IO OXpaHe OKpY)XKarollled cpelbl, 61aroyCTpoiCTBO TEPPUTOPHH H

1p.),
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A B

— TIpOEeKT IIpOU3BOACTBA, HCIBITaHUA (aTTecTalys, Baauiainus) oOOpPYHOBaHUA H

TPOLIECCOB.

Hixe IIPUBEAECHBI OLEHKH PacXodoB Ha CTPOHTCIBCTBO M PEKOHCTPYKIIHIO

¢dapmalieBTHYECKHX MPOU3BOACTB B COOTBETCTBHH O cTannapTamu GMP.

Ta6auna 7.4. 3aTpaThl Ha CO3JaHHE NPOU3BOACTBA HecTepHIbHBIX JIC
(cymmapHnoii niomaabio 3000 kB. M, 06beMoM Brinycka — 1 Mipa Tabnerox B
ron).

Cymma, % ot o0mei
Ne CraTbs pacxooB CYMMBI
MJIH py0. pacxonos
1 | Texnonoruyeckoe 060pyaOBaHHE 188 29
2 | YncThle WM KOHTPOJUpYEMBbIE TOMEeHUs* 65,8 10
3 | HexoHnTponupyeMsie 0 YHCTOTE OMEIEHus* 94 15
4 | 3manue (CTPOUTENBCTBO MIIM PEKOHCTPYKIIHSA) 141 22
5 | MadpacTpykTypa 94 . 15
6 | IIpoekt 47 7
HcneiTanus o00pyioBaHUA H IIPOLIECCOB
7 14,1 2
(Banupanug)
Bcero: 643,9 100

Tabanna 7.5. 3aTpaThl Ha CTPOHTEJIBLCTBO NOMeIeHHIT NPOH3BOACTB
HecTepuiabHBIX JIC (B roTroBom 31aHHH).

Ne HaumenoBanue IInoman | ILlena, Cymma,
by KB. M
ThIC. py0.| ™MuH pyo.
1 IIpousBoACTBEHHBIE IOMEILCHUSA B TOM 1000
quce:
® YHCThIE U KOHTPOJHpPYEMbIE 500 94 47
IIOMENIeHNS,
® HEKOHTPOJHMpPYEMbIE€ IOMEIIEHHUS 500 47 23,5
2 | BcnoMoraTenbHble IOMELIEHHS B TOM 1000
qucie:
® YNCThIE U KOHTPOJHUPYEMBIE 200 94 18,8

noMelLleHns (npaveyHas,
smabopatopus 4 mp.),

® HEKOHTPOJIUPYEMBbI€ IOMEIIeHH 800 47 37,6

3 Cxaasl 1000 32,9 32,9
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| | Hroro I | | 1598 |

Tab6anua 7.6. 3aTpaThl Ha CO3JaHHE NPOH3BOACTBA cTepHIbLHBIX JIC
(cymmapnoii miomaabio 3,000 k8. M, 06beMoM Bbimycka 160 maH amnyJ B roa).

CyMma, % ot obeit
No | CraTbs pacxooB CYMMBI
MJIH PYO. | pacxozoB -
1 | TexHosoruueckoe 060pyaoBaHue 329 38
2 | Yuctble Uiy KOHTPOJHMPYEMbIC IOMEILECHHS 112,8 13
3 | HexoHTponupyembie 10 YUCTOTE NOMEIIEHHUS 94 11
4 | 3panne (CTPOUTENBCTBO MM PEKOHCTPYKIIUSA) 141 16
5 | MUadpacTpykTypa 94 11
6 |Ilpoekrt 70,5 8
HcneiTanus o60pyoBaHuS U IPOIECCOB
7 23,5 3
(Banupanus)
Bcero 864,8 100

Tabauua 7.7. 3aTrpaThbl Ha CTPOHTEJIBCTBO MOMEIIEHHH NPOH3BOACTB
crepuabHbIX JIC (B roroBom 31aHHH).

Ne | HammeHOBaHue Inomans, | IlleHa, Cymma,
KB. M TBIC. py0. | MuIH pYO.
1 | IIpousBoacTBEHHBIE NIOMELIEHHS B 1000
TOM YHCJIE:
O YHCTbIE IOMEUIEHUs C
30HAMU: 10 376 3,76
= A 210 188 39,48
= B/C 280 117,5 32,9
= D 500 76,14
HT0ro no 4HCTHIM NOMeENIEHNSIM
O HEKOHTPOJIHpYEMBIE 500 47 23,5
MMOMEINEHUS
2 | BcnmomorarenbHble IOMELIEHNS B 1000
TOM YHCIIE: '
O YUCTbI€ U KOHTPOJIHpPYEMbIE 400 94 37,6
noMeneHus (mpadeqHas,
nabopaTopus ¥ 1p.),
O HEKOHTpPOJIUpyEMbIe 800 47 37,6
MIOMEIICHHS
3 | Cxiaaner 1000 32,9 329
HTtoro 207,74
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Hcxons u3 pazMepa poCCHICKOro pblHKa B ynakoBkax (4,38 Mipxa ynakoBok B
2007 roxy, 4To COOTBEeTCTBYeT mopsaaky 40 mipxa Tabnerok), H ammyiax (6onee 2
mipa ammyn B 2007 roxay), cToMMOCTh mepexoaa oTpacid Ha mnpasuwia GMP
onenuBaetca B 36 000 muH pyOiieii B cilydyae CTPOUTENHCTBA HOBOI'O IIPOM3BOACTBA U
B 9000 — 15 000 muH pyOneii B ciyyae OpraHM3allUM IIPOU3BOJCTBA B
cymecTByIomuX 3aaHuAX. OIHAKo BBHIY TEXHHYECKOTO COCTOSHUS HMEIOLIMXCSA
IOMELIeHHH! H MOpaJBHO YycTapeBuero o6opynoBaHue, Oonee 3¢ (deKTUBHO H
nenecoobpa3Ho opranuszanus npou3BoacTB JIC B HOBBIX NOMEIIEHUSIX U Ha HOBOM
ob6opynoBanuu ¢ Hyns. Takum obpazom, obias cymMMma (pHHAHCHPOBAHHS Nepexoja
otpaciu Ha cranaaptsl GMP onenuBaercs B 36 000 miiH pyOieil B TeKylIux meHax.
JlaHHBIe 3aTpaThl IUTAHUPYETCSA IIPOM3BECTH 3a CYET COOCTBEHHBIX M KpEeIUTHBIX
CPEACTB OpraHu3aluii nmpousBoiuTeneil ¢apMaleBTH4ecKoi mpomykiud. Tak xe
MpeAIoNaracTcs UCIOJb30BaHHE MEXaHH3Ma KOMIIEHCALlMM MPOLEHTHHIX CTaBOK IIO
KpeAuTaM, TONYy4YE€HHBIM B POCCHUHCKHX KpPEAMTHBIX OpraHM3alUiaX Ha IeJH

TEXHOJIOTHYECKOT0 NEPEBOOPY>KEHHU.

OOmue 3aTpaTel Ha MeponpusaTusa no peanusamuu Crpaterun a0 2020 roma
JIOJDKHBI cocTaBuTh 177 620 muH py6neii B nieHax ¢espansg 2009 roaa. Peanuzanus
MHHOBAaIL[IOHHOTO CLIEHapHs Pa3BUTHUS OTEYECTBEHHOH (hapMaleBTUYECKOH OTpaciu
MO3BOJIUT HAa4YaTh «BO3BpallaTh» MHBECTHIMH B oTpacib yxe Kk 2017 roxy 3a cyer
JUCKOHTOB Ha J[DKCHEPHKOBbIE M WHHOBAI[MOHHBIE IIpENapaThl OTEYECTBEHHOI'O
IIPOM3BO/CTBA, IOCTAB/IIEMbie B paMKaxX 3aKyNoK 3a c4eT OIOIKETHBIX CPEACTB, a
TaK)XXe 3a CYET AOIMOJHUTENbHBIX HAJIOTOBBIX IOCTYIUIEHHH OT JOXOAOB JIOKAIBHBIX

¢dbapmMnpousBoauTENEH.
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L

8. PernonanbHble pakToOpbl pa3sBuTHA (PapMaleBTHYECKOi
NPOMBIIIJIEHHOCTH

B HacTosiee Bpems NpeAnpuATHS (apMaleBTU4eCKOH NPOMBIINIIEHHOCTH

pa3HOM HaMpaBIIEHHOCTH HaXOHATCA NMPAKTHYECKH BO BcexX cyObekTax Poccuiickoi
d)eneﬁaunn, Gonblnasd 4acTh KOTOPHIX cocpenoroueHa B Huxeroponckoii, Kypckoii,
Kypranckoii, IlenseHnckoii o6nactax, AnraiickoMm kpae, peciybnuke bamkoprocran,
Tarapcran, B 3anagHo#t Cubupu ¢ ueHrpamu B ropojgax HoBocubupcke, ToMcke u
Omcke. B nenom ¢apManeBTHYecKas NPOMBIIUIEHHOCTs obecreunBaeT 60 ThICAY
pabo4YuX MECT.

Cnenyer Beigenuts MockoBckuit, HoBocubupckuit u Cankr-IlerepOyprekuid
pernoHsl Kak oOnactd ¢ OonplIoi KOHUEHTpauuedl HaydHBIX IEHTPOB H
BEICOKOTEXHOJIOTHYHBIX HayYHO-IIPOHU3BOACTBEHHBIX KOMITaHHIH,

CIEIHATH3HPYIOIIUXCA B OHOTEXHOJIOTHUECKOH U (papMalleBTH4ECKOH 001acTsX.

Pucynoxk 8.1. TeppuropnmaabHoe pacmoiokeHHe NpPEANPHATHH ¢QapmaneBTHIECKOMH
NPOMbIILIEHHOCTH.
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HauGonee 3HAUMBIE PETHOHbI

Jloxanuzauus B OJHOM PEeruone IIPOU3BOACTBEHHBIX, Hay4HO-

o0pa3oBaTeNnbHBIX, (PMHAHCOBBIX, YIPABIEHYECKHX, HHQPACTPYKTYPHBIX LEHTPOB
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IIO3BOJISET HCIOJB30BaTh, XOPOLIO 3apeKOMEHIOBaBIIyl0 cebs 3a pybexom
KJIACTEPHYIO MOJIUTHKY Pa3BUTHUA (papMalleBTHYECKOH OTpaciIy.

dapManeBTHYECKHH  KiIacTep — 3TO TIpymna reorpaduyeckd
NOKaJH30BaHHBIX  B3aMMOCBS3aHHBIX  HHHOBAIIMOHHBIX  (UPM-pa3paboTUHKOB
JIEKapCTB, NPOW3BOJACTBEHHBIX  KOMIIAHMWi;  IOCTaBIIMKOB  O0OOpyIOBaHUS,
KOMILIEKTYIOIUX, CHEeHAJU3UPOBaHHbIX YCIYr; OOBEKTOB HMHQPACTPYKTYpHI:
Hay4YHO-UCCIEN0BaTEIbCKUX HHCTUTYTOB, By30B, TEXHONAPKOB, OU3HEC-HHKY6aTOpOB
H [pYTHX OpraHU3alyii, JOMOIHAIOMMX APYT ApYyra U yCHIVBAIOIMX KOHKYpEHTHBIE
IperMylllecTBa OTJENbHBIX KOMIaHHN M Kiacrepa B IenoM. OTIMYUTENBHBIM
npu3HakoM 3¢ GeKTUBHO ASHCTBYIOIHUX KIACTEPOB SABIAECTCS BBIXOJ] HHHOBAIIHOHHOM
IIPOAYKITHH.

Crparterus pa3BUTHS WHHOBALIHOHHBIX (apMaleBTHYECKHX KiactepoB B PO
JOJDKHA OIMpaTbCsl Ha KpyIHBIE YHHBEPCHTETHI KAaK OCHOBHBIE HCTOHHUKH
HHHOBALMOHHBIX NpeANpHHAMATeel H COCTOATh U3 TPEX OCHOBHBIX 3JIEMEHTOB:

1. ynydiieHHWe paMOYHBIX YCJIOBUH;
2. pa3sBHTHE KIIIOYEBHIX (PaKTOPOB ycrexa;
3. 3amycK KJIaCTEpHBIX HHUIIMATHUB.

B pamkax nepBOro »3I€MEHTa, YIy4IIEeHHS PaMOYHBIX YCJIOBHM, MOXHO
BBIICTIUTL IATH TEMAaTHYECKHMX IPYII peKoMeHpaumii, a MMeHHO: (1) Bompocel
HHTEUIEKTyaJIbHOH COOCTBEHHOCTH; (2) BONPOCHI perucTpaiuu, ceprudUKanuud H
KOHTpPOJs  KadecTBa OHodapmaueBTHueckoi  mpoaykuuu; (3)  Bompochl
BHELIHETOPIrOBOrO peryiIupoBaHud; (4) ycnoBHS KOHKypeHUuH; (5) BOmpoChH
roCyIapCTBEHHBIX 3aKynmok. OOLias 1enb NepBoro jIeMeHTa COCTOUT B TOM, YTOOBI
CHHU3UTh YPOBEHb aJMHHUCTPATHUBHBIX H HHBIX OapbepoB IJIA pasBUTHA OTPACId U
Ki1acTepoB B PO. ‘

BTtopoii anemMeHT cTparernu pasBuUTHA ¢apMaleBTHUECKHX KJIACTEPOB MOXKET
COCTOATh B KOMIUIEKCHOM YJIYyYIIEHHH KIIOYEBBIX (aKTOpPOB ycmexa IUis pa3BUTHA
KJIaCTepOB IIyTEM CO3MaHHUS: HAIHOHAILHBIX MPAHTOB, POHAOB, IPOrPaMM HOCEBHOTO

¢buHaHCHpOBaHUA pa3paboOTOK; CTapTanoB, HHKy0aropoB, TEXHONApKOB H Ap.;

LeHTpoB KoMmneteHIMH /mnepenoBoro ombita/ (Center of Excellence) pazmuunbIx

&
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OpraHW3aLMOHHO-TIPaBOBEIX ¢opM B obnactu OuorexHonornmdeckux HHUOKP;
LIEHTPOB [0 MPOJBIKEHUIO OTE€YECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB B (helepalbHBIX
OKpyrax; [ABYCTOPOHHMX MeXAyHapoOHHIX GOHIOB U1  (HMHAHCHPOBAaHHS
ouotexHonorndeckux HHMOKP. Ilens BTOpOro »si1eMeHTa CTpaTerHd MOXHO
OIpeeNUTh KaK CO3JjaHNe MOTEeHIMaIa A pa3BUTH (apMalleBTHIECKHX KIacTepoB
B POD.

Tperuit 3meMeHT cTpaTeruu pa3BUTHA (apMalleBTHYECKHX KJIacCTEpOB —
3alyCK KJIACTEPHBIX HHHUIHUATHB — COCTOHT B TOM, YTOOBI CTHMYJIHpPOBATh H
IO IEPXXUBATh TPOEKTHI MO pa3paboTke M peaju3alyd OW3HEC-IUIAHOB Da3BUTHA
OTZAENBHBIX MOTEHUHANBHBIX (papManeBTHIecKkux kiactepoB PO. C ydyeroMm aHaJm:;a
MEXXIYHapOOHOrO OINbITA U JIy4lleii MpaKTUKH MOXHO BBIACIUTH YETHIPE BapHaHTa
HHUIMUPOBAaHUA KJIacTepHbIX HHULOMATHB: (1) IIpoBeCTM KOHKYpC MEXIY
HECKOJILKMMH PEerHOHaMH Ha pa3paboTKy OW3Hec-IIaHOB M NpOrpaMM YCKOPEHHsA
pasButus ¢apMaleBTU4EeCKUX KiacTepoB; (2) HMHHOMHPOBaTh H IOANEPXKATh
pa3paboTKy OH3HEC-IUIAHOB Pa3sBHTHA I HECKONBKUX MHJIOTHBIX KiacTepos; (3)
CKOHLIEHTPHPOBATh YCIIHA Ha pa3paboTke U peanusaluy OU3HecC-IIaHa ISl OHOTO
IHIOTHOTO, MOTEHIHAIBHOTO KiacTepa; (4) MHULMUAPOBATh BBITYCK JIEKAPCTBEHHBIX
CpPeNCTB,  BXONAIIMX B  CTpaTeTHHECKUH  MEpeYeHb,  PErHOHaJIbHBIMH
(dapManeBTUIECKUMH KJIaCTEPAMHU.

OCHOBHEIMH IlapaMeTpaMH JMJI1 MOHHTOpPHHTa paboTel HMHHOBALMOHHOTO
KJ1acTepa JOJXKHBI CTaTh:

- o0lmee KOJIMYECTBO NMPEANPUATHN U KOJUYECTBO MANBIX MPEANPUATHH,
BXOI[SIIIIi/IX B KJIacTep;

- KOJNMYECTBO 3aHATBIX B KJacTepe 4YeJIOBeK, CpeAHHH BO3pacT
paGOTHHUKOB, CpeIHMI 10X0]] paAOOTHHKOB;

- KOJIMYECTBO BBIIAHHBIX [TaTEHTOB;

- CyMMa MpHBJIEYEHHBIX CPEICTB pa3HbIX (OPM HHBECTULMH (rpaHTHL,
BEHUYYpPHBIE H T.II.), B TOM YHCJIe MEeXIYHApOIHBIX;

- CyMMa IpoM3BeleHHbIX TOBAapOB H YCIYT (M3 HHX NpeJHa3sHaYCHHBIX

JUJIS 3KCIIOpPTA).
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HaunbGonee »>¢¢eKkTHBHHIMEH I8 pa3sBUTHA OTpacid C TOYKHM 3pEHHs
pasMelleHus TpeAnpuaTHil sABiAoTcA ¢enepanpHpie okpyra (PO), umeromue
KpYyIIHEIE YHUBEPCUTETCKHE LIEHTPHI, Takue kak Ypansckuii @O, INpusomkckuii OO,
Cubupckuit ®O u Llenrpanensiiit ®O. OtaensHO cleayeT OTMETUTh BBICOKHIA
IIOTEHIMAT Pa3BUTHA (apMaleBTUUECKOH MPOMBILLIEHHOCTH B JlanbHEBOCTOYHOM M
IOxHoM @O, a Takxke MOTEHIHMaT pa3BUTHI MockBel M MockoBckoil obmacTH,
SApocnasckoii, Ilenszenckoit, Kamyxckoit, benroponckoit obnacrei, Anraiickoro kpas
U  Cankr-IletepOyprckoif  armoMepanuu  corjjacHo  mpoekty  Konuemmwu
COBEpIIEHCTBOBaHNSA PerHOHaNbHOI monuTukd B Poccuiickoit @enepauun. Cnenyer
YYUTHIBAaTh PErHOHANbHBIE CTPAaTeTHd Pa3sBUTHA IPH pealu3allid MEPONPHIATHH

Hacrosmer Ctpareruu.
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9. MOHHTOPHHT H KOHTPOJIb peaan3zauun Ctpareruu
MOHUTOPUHI M KOHTpoJb peanusanuu Crpatermu OyIeT OCYINECTBIATH
MHHHpOMTOpI’ Poccun ¢ y4yacTHeM OPYTHX OpraHOB BJIACTH H TOCYAAapCTBEHHBIX

CTPYKTYP, a TaKk)Ke KOMMEpPYECKHUX YYaCTHUKOB (hapMaLleBTHYECKOIO PEIHKA.

B ToM umnciie, HeoOXxoauMa coBMecTHas paboTa c:

- Mnns,upancoupwsmml — o C60py JaHHBIX O IIPOBOAHUMBIX KIHHHYECKHX

UCIBITaHUAX U peructpanun HoBbIX JIC;

~

- MHHSKOHOMpaBBI/ITPDI —1II0 C60py MaKpO3SKOHOMHUYCCKHX HOKaSaTeJIef;I;

- Muno6puayku, 'K «Pocnanorex», OAO «PBK», I'K «Bremroprbank» — mo

cOopy uHdpopMaLuH 0 TPOoPUHAHCHPOBAHHBIX MMPOEKTaX B 00JIACTH )KUBBIX CHCTEM;

- MunduroM — mno c6opy HHPOpMaIMK O HAJIOTOBHIX NOCTYILUICHHSX CO CTOPOHBI

¢dapMnpousBoauTenei;

- aHAJIMTHYCCKHUMH KOMIIAaHUAMHA — IIO0 C60py CTaTUCTHKH IMPOHU3BOACTBA H IIPOJAX

JIEKapPCTBEHHBIX CPE/ICTB;
- ®UIIC — no cOopy CTATHCTHKH O IATEHTHOM CTaTyCe JIEKapCTBEHHBIX CPEJICTB;

- TK «Pocrexuonoruu» - mo cOopy uHpopmaiMu o BoIpocaM TpaHcepa
TEXHOJIOTHii, IPUBJICYEHNs UHBECTHLHH, a TakKe XOIy BBINOJHEHUS MEpOIPHATHIA

Crpareruu ¢ y4acTueM rocyaapcTBeHHbIX npeanpuaruii 1 HAM.

OcHoBHBIE HHIOAUKATOPBI peaiu3allur CTpaTCFPIPI H HNUX KOJHYCCTBCHHBIC

INTAaHOBBIC MOKA3aTECJIM IPUBECICHBI B tabaune 9.1.
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3akio4eHune

®apmanieBTUYECKass HMHAYCTPHUA, SBIMIOIIASCS OJHMM U3 BaXHEHIIHX
3JIEMEHTOB CHCTEMBI 3[paBOOXpPaHEHHs, CTOMT Ha NOpore KOPEHHBIX M3MEHEHHH. B
HauboJbIIeil CTeNeHW 3TH M3MEHEHHs NOJDKHBI OBITH CBf3aHBl C (POpMHUpPOBaHHEM
WHHOBAllMOHHOH COCTaBIAIOLIEH, Pa3BUTHEM HMIIOPTO3aMEIIEHUS M pPOCTOM
IPOU3BOAUTENLHOCTH TpyAa. VIHHOBaIMOHHBIA ClLeHapHil pa3BUTUS COOBITHH
npexpnonaraer pa3paboTky W npuHATHe Crparernu pa3BUTHA (papMalleBTHYECKOM
npoMblNUIeHHOCTH Poccuu, npu3BaHHOH pemuTs IpoOieMy JIeKapCTBEHHOTO
obecrnieyeHus HaceleHHs Poccun B CyIeCTBYIOIMHUX YCJIOBHSAX M Ha JOJTOCPOUHYIO
nepcrnekTuBy. KoHe4yHOH MLienpl0 BCeX OTHX WHUIMATUB SBIAETCS CO3NAHUE
YCTOHYUBOH HAI[HOHAJBHOH HHAYCTPHH, CHOCOOHOH oOOecreunuTh HaceleHue
Poccmiickoit  ®emeparuu  JOCTYHNHBIMH, 3(Q¢eKTHBHBIMH M  6e30macHBIMU
JIEKapCTBaMH B HE0OXOAMMBIX KoMdecTBaX. BaxHeHIMM dneMeHTOM Crpareruu
JODKHAa OBITH HalpaBIEHHOCTh Ha co3)iaﬂne HOBOT'O TOKOJIEHHS MHHOBAaLlMOHHBIX
JIEKapCTB.

Hacrosmas Ctpaterus otpaxaeTr cTpaTerMueckue LieJIH, IPUHUIUIEBI H 331a4H
pa3BUTHUs (apMalleBTHIECKOH MPOMBINLIEHHOCTH, CUTYAlMIO B OTPACIIH, MPobiIeMBbl

OTpaciy, CIIOCOOBI ¥ IyTH PELICHUs YKa3aHHbIX MpobieM.
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