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HACITIOPT

CtpaTterum pa3sutusa (papmaneBTUYECKOU NPOMbILLIIEHHOCTHU
Poccunckon Pepnepaumnm Ha nepuoa ao 2020 ropa

HanmeHoBaHue

Crtparerus pa3Butusa cdapmaneBTUYeCKON NPOMbILLIIEHHOCTHU
Poccuiickon ®egepauum Ha nepuog ao 2020 roaga

OcHoeaHue 0ns
paspabomku

ocydapcmeeHHbIl
3aKa34yuk

OcHogHoll
paspabomyuk

Lenb

3adaqu

Cpoku u amansl
peanusayuu

. MNopy4enne Mpasutensctea PP NeB3-M12-1366 ot 6 mapTa 2008 roga o

pa3paboTke cTpaTerum pasBuThs OTEYECTBEHHON hapmaLleBTUYECKON
npombiwneHHoctn o 2020 roaa.

MpoTokon coBewanus y MNpeacepartens MNMpasutenscTea Poccuiickon Penepaumm
B.B. MyTtuHa o1 19 nioHs 2008 roga Ne BI1-M12-8np.

MpaButenbcTBo Poccunckon degepaunm.

MwuHMCTEPCTBO NPOMBILINIEHHOCTU 1 TOproenn Poccunckon Pepgepaumm.

lMepexof Ha MHHOBaLMOHHYIO MoZenb pa3BuTUs hapmaLleBTUYecKon
npombiLneHHocTn Poccuiickon ®enepaumu.

1.

YBenuyeHne o6ecneyeHHOCTU HaceneHusl, y4pexaeHuii CUCTeMBI
34paBooxpaHeHnst u BoopyxeHHbix Cun Poccunckon Pegepaumm, heaeparnbHbiX
OpraHoB UCMOMHUTENBHON BNAcTU, B KOTOPbIX 3aKOHOM NPeayCMOTpPeHa BOEHHas 1
NnpupaBHEHHas K Hel cnyx0ba, XXNM3HEHHO HEOOXOONMBIMU U BaXKHENLLMMMU
nexkapcTBEHHbIM CpeacTBaMmn OTEYECTBEHHOIO NMPOM3BOACTBA, a TakkKe
neKapcTBEHHbIMY CpeACcTBaMM A1 NeYeHns peakux 3aboneBaHui.

[NoBbILWeHNe KOHKypeHTOCHOCO6HOCTVI 0TeYecTBEHHOW (hapmaueBTUHECKON
NPOMBbILLNTEHHOCTN NyTeM rapMoHu3aumnm pOCCI/II7ICKI/IX CTaH4apToB No paspa60TKe n
npon3BoACTBY NIEKAPCTBEHHbIX CPeaACTB C MeXayHapoaHbIMA Tpe6OBaHVIF|MVI.

CTumynupoBaHue pa3paboTki U NPoM3BOACTBA MHHOBALMOHHbLIX NEeKapCTBEHHbIX
CpeacTB v noaaepkka aKcrnopTa POCCUINCKMX NEKApPCTB, B TOM YuCrie 3a cyeT
BbIPabOTKMN AOMNOMHUTENBHBLIX MEXAHU3MOB (DMHAHCYPOBAHWUSI OPUrMHATBHBIX
pa3paboTok.

3awuTa BHYTPEHHEero pbiHKa oT He,ﬂ,OGpOCOBeCTHOVI KOHKYypeHLUNN U BblpaBHNBaHNE
yCJ'IOBVIVI O0CTyna Ha PbIHOK AnA OTe4eCTBEHHbIX U 3apy6e>KHb|x npon3BoanTenen.

OcyulecTBneHne TEXHONOMMYECKOro NepeBOOPYKEHNSA POCCUNCKOM
dapmaLieBTUYECKOM OTpacnu.

COBepLIJeHCTBOBaHI/Ie CUCTeMbl NoaTBepPXAeHNUA COOTBETCTBUA KavecTBa
J1IeKapCTBEHHbIX CpeacCTB, BKIO4Yada Mepbl MO YCTPpaHEHUIO N36bITOYHbIX
aAMUHUCTPATUBHbIX 6apbepOB no perncrpaunm otev4eCTBeHHbIX J1eKapCTB U
obecneveHne Hagnexallero KOHTPOJIA 3a UX Ka4eCTBOM.

COBepLIJeHCTBOBaHVIe cUcTeMbl NOATOTOBKM CNEUManncToB Ansa papmaueBTnyeckomn
NPOMBbILLTIEHHOCTU, B TOM 4Yucne co3gaHne HOBbIX NporpaMmm o6yquM$| B
COOTBETCTBUN C MEXOAYHAPOOAHbIMU CTaHOapTaMun.

2009—2020 roabl, B TOM Yucne:

| atan: 2009—2012 roabi.
Il aTan: 2013—2017 roabl.
Il aTan : 2018—2020 rogb!.

lMepeyeHb OCHOBHbIX
mMeponpusmud

CTVIMyJ'IVIpOBaHI/Ie nokanusauum Ha Tepputopumn PO BbICOKOTEXHOMOMMYHbLIX
Nnpon3BOACTB NNEKAaPCTBEHHbIX NpenapaToB.

CTMMynupoBaHue opraHusaumm Npon3BoACTBa BbICOKOTEXHOMOMMYHBIX XUMUYECKNX U
BuoTexHonornyeckmx cybcTaHuuin Ha Tepputopun Poccuiickon denepauumm.

CTnmynupoBaHune 0683aTenbHOro nepexoaa oTedeCTBEHHbIX NPeanpUATUn
apmaLieBTUYECKOM NPOMBbILLNEHHOCTU Ha cTaHaapTel GMP He no3aHee 2011 roaa.

CTtumynmpoBaHue paspaboTku 1 MPOM3BOACTBA aHANOrOB MMOPTUPYEMBbIX
IKEHEPUKOBbBIX Y MHHOBALMOHHBIX JTEKapCTBEHHbIX CPEACTB.
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UcnonrHumenu

O6bembl U
UCMOYHUKU
¢guHaHcupoeaHusi

O)xudaemble KOHeYHble
pe3ynbmamasl
peanusayuu
Cmpamezauu

Cucmema opzaHu3ayuu
KOHmporns 3a
ucrnosHeHUEM

Pa3paboTka HOBbIX 1 MOAMMMKaLMS CyLLEeCTBYOLMX 0bpasoBaTerbHbIX NPorpaMMm u
nporpamMmm noBbILEHWS KBanndmkauus ans obecneveHns bapmaleBTUYecKomn
NPOMBILLNIEHHOCTU KagpamMu HOBOro Tuna.

ObecneveHne nekapcTBeHHoM 6e3onacHocTu Poccuickon Pepepaumn.

MunnpomTopr Poccun, MuHsgpascoupassutua Poccun, MuHakoHompassutus Poccun,
MuHo6pHayku Poccuu, deaepansHas aHTUMoOHononbHasi cnyxba Poccun,
®epepanbHasa TamoxeHHas cnyxba Poccun, PegepanbHas cnyxba no tapudam
Poccuun, MuHnctepcTBo BHYTpeHHUX aen Poccun, ®enepansHas cnyxba
6e3onacHocTn Poccun, MnHobopoHsl Poccun, MMHUCTEPCTBO NO Ype3BblYaiHbIM
cuTyaumam Poccumn, MuHucTepcTBO MHOCTPaHHbIX Aen Poccun, PepepanbHas cnyxba
Mo KOHTPONtO 3a 060POTOM HApKOTMKOB Poccuu 1 Apyrne 3amHTepecoBaHHble
denepanbHble areHTCcTBa, BEAOMCTBA U MCMOSTHUTESNbHbIE OpPraHbl BNacTu CyObEeKToB
Poccuiickon depepaumn.

Bcero Ha 2009—2020 roapl npegycmaTpuaeTcs 177 620 mnH py6new (B ueHax
deBpans 2009r), B TomM yncne :
no HanpaeneHuto «MoBbiweHWe kKBanuduKaumum KagpoB U co3gaHue
MHDPaACTPYKTYpPbI»:

u 35 220 mnH py6nen;
no HanpaeneHuio «Mepexon Ha GMP»:

. 36 000 mnH py6nen;
no HanpaeneHunio «Pa3paboTka NekapCTBEHHbIX CPeACTBY»:

" 106 400 mnH pybnen.

1. YBenuyeHve fonv NpoayKumMm oTe4ecTBEHHOrO NPoM3BOACTBa B 06Lem obbeme
notpebnexHns Ha BHyTpeHHeM pbiHKe 80 50% B CTOMMOCTHOM BblpaxeHun k 2020

rogy.

2. V/IlameHeHne HOMeHKNaTypbl NEeKapCTBEHHbIX NpenapaToB, peanudyemblx Ha
Tepputopun Poccuiickon ®enepaumu, B TOM YMcne yBenu4eHne aonm
MHHOBAUMOHHBIX nNpenapaTtoB A0 60% B CTOMMOCTHOM BbIP&XXEHWU.

3. YBenu4yeHue akcnopTta hapmaueBTUYECKON NpoayKuumn B 8 pas no cpaBHEHUIO C
2008 rogom.

4. ObecneveHune nekapcTBeHHon 6esonacHocTn Poccuiickon Pegepaumm cornacHo
NepeYHIo XXU3HEHHO HEOOXOAMMbIX U BaXKHEMNLLNX NEKAPCTBEHHBLIX CPEACTB.

5. CTumynupoBaHue opraHu3auum Npon3BoacTBa hapMaLleBTUYECKUX CcybCcTaHUMIA Ha
Tepputopun Poccuiickon ®enepaummn B pasmepe, Heobxogumom ans obecneveHus
Bbinycka 50% roToBbIX JIEKaPCTBEHHbIX (POPM B AEHEXHOM BbIPAXXEHUN, BKIOYAS
He meHee 85% no HoMeHknaType 13 cnucka crpaTternyeckmx J1C.

KoHTponb 3a peanusauuen ocywectenseT Munnpomtopr Poccuu.
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BBepneHue

Crparerust pa3BuTusi (papMalieBTHUECKOW MpoMbllIeHHOCTH Poccun Ha

nepuoj 10 2020 roxa (nanee Ctparerus) paspadboTaHa Ha OCHOBAHUHU:

= mpotokojia coentanus y IlepBoro 3amectutens [Ipeacenarens [lpaBurenncTBa
Poccuiickoit @enepamuu [[.A. Mensenesa ot 22 maprta 2007 roga NoJIM-I112-
Onp «O Mepax TI0 Pa3BUTUIO OTEYECTBEHHOH  (hapMalleBTHUECKON

IMPOMBIINIJICHHOCTH

= nocyanus [Ipesunenta Poccuiickont @enepanuu B.B. [lytnna ®enepanbHoMy
CoOpanuto Poccuiickort ®enepanuu ot 26 ampens 2007 roma B 4acTw,
Kacaromerics jaeMmorpaduueckoil cutyanmu B Poccuiickort denepanyin u

Pa3BUTHUA BBICOKOTCXHOJIOTMIHBIX OTpaCHCﬁ IMPOMBIIIJICHHOCTH,

= nopyuenusa IIpaButensctBa P® NeB3-1112-1366 or 6 mapra 2008 roga o
pa3paboTKe CTpaTerMd pa3BUTUS  OTEUECTBEHHOW  (hapMaleBTHUECKOi

npombliiieHHOCTH 110 2020 roja;

= mporokosia cosewmanusa |y llpencemarenss IlpaBurensctBa Poccuiickon

®eneparu B.B. ITytuna ot 19 uronst 2008 roga Ne BIT-IT12-8mp.

Crparerus npeHa3HA4YCHA:

" ONpeNeNiaTh MPUOPUTETHBIE HAMpPABICHUS pa3BUTUA (DapMalleBTUIECKON
npombiiiuieHHOCTH Poccuiickort @enepanmu (nanee — (papmareBTudecKon

MPOMBIIUIEHHOCTH) U IyTH UX pealn3aluu;

* OBbITh KOHIIENITYaJIbHOW OCHOBOM JIJIsi TOCYAapCTBEHHO-YACTHOTO MApTHEPCTBA

10 BOTIPOCaM pa3BUTHSA (apMalleBTUIECKOMN MPOMBIIIIIICHHOCTH;

= o0ecrneunBaTh COTJIACOBAHHOCTH JICHCTBHII OPraHOB T'OCYAAPCTBEHHOM BJIACTH
pPa3JIMYHBIX YPOBHEH II0 HAIPABJIECHUSM PAa3BUTHSA OTPACIU B JOJITOCPOYHOU

IICPCIICKTUBC,
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" ONpeNeNsTh CTPATErMYECKU BEKTOp A Pa3pabOTKU U  KOPPEKTUPOBKU

HOPMaTHBHO-NIPaBOBOM 0a3bl (papMarieBTUYECKON MPOMBIIIEHHOCTH;

" CIIY)XUTb OCHOBOM JJIsl NPUHATHS PELICHHH Ha TOCYAAPCTBEHHOM YpPOBHE IO
pa3paboTKe M peald3alyy LEJNEBbIX MPOrpaMM U TPOEKTOB PA3BUTHS

dbapmaleBTUUeCKON MPOMBIILIICHHOCTH.
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1. OOWwme nonoxeHus

1.1. Uenu, 3apaun v npuoputeTbl rocyaapCTBEHHOMW MNOJINTUKMU
Poccumnckomn Pepnepaumm no pa3BuUTUIO HauMoHanbHOM
cdapmaueBTUYECKON NPOMbILLSIEHHOCTHU

OCHOBHOM 1I€JIbI0 TOCYIAPCTBEHHON MOJUTUKM Poccuiickoit @enepaiuu
110 PAa3BUTHIO HAITMOHAIBHON (papMarieBTUIECKON MTPOMBITIUICHHOCTH Ha TEPUOJ
no 2020 roma sBIsAETCS CO3JaHME YCJIOBUWA IS €€ Iepexoja Ha
MHHOBALIMOHHYIO MOJI€JIb Pa3BUTHUSA, YTO JIOJDKHO TIPUBECTH K POCTY
00€eCIeueHHOCTH HACeNeHUs, YUPEKICHUN 3ApaBooXpaHeHus U BoopykeHHbIX
Cun Poccuiickoit ®eneparuu, henepanbHbIX OPraHOB UCIIOTHUTEILHON BIIACTH,
B KOTOPBIX 3aKOHOM MpPEAyCMOTPEHA BOEHHAs M IMPUPaBHEHHAs K HEM ciyxoa,
JIEKapCTBEHHBIMU CPEJICTBAMH OTEYECTBEHHOTO TPOU3BOJICTBA, MPH OOIIEM
YBEJIIMYEHUH 00ecrie4YeHHOCTH HYX A0 IUXCA JIieKapCTBaMu hi (o
CPEIHEEBPONCUCKOrO YPOBHS Kak II0 KOJMYECTBEHHBIM, TaK U IO
KAuE€CTBEHHBIM TOKA3aTEIISIM.

OcHoBHbIMU 33/1auamMu CTpaTeruu sBJISIOTCS:
1. VYBenmuuenue OOECIEYCHHOCTH  HACEJICHUS, YUYPEKICHUNA  CHCTEMbI
3apaBooxpaHeHuss U Boopyxkennbix Cun  Poccuiickoit ~ Denepanuu,
dbeneparTbHBIX OpPTaHOB WCIIOJHHUTEIBHOW BJIACTH, B KOTOPHIX 3aKOHOM
NpeIyCMOTpEHa BOEHHAs W TPUPABHEHHAas K HeW cioyx0a, KU3HEHHO
HEOOXOMMBIMU U BaXKHEUITMMH JIEKAPCTBEHHBIM CPEJICTBAMU OTEUYECTBEHHOTO
MPOU3BOJICTBA, a TAKXKE JICKAPCTBEHHBIMH CPEICTBAMHU [JIsl JICUYEHUS PEIKUX
3a00JIEBaHMI;
2. ITOBBILIECHUE KOHKYPEHTOCIIOCOOHOCTH OTEYECTBEHHOU
dbapmaneBTUYECKON MPOMBIIIICHHOCTH IyTEM TapMOHHU3AlUU POCCUMCKUX
CTaHJIAPTOB IO pa3palOTKe MW TMPOU3BOJICTBY JICKAPCTBEHHBIX CPEJCTB C

MEXTyHapOJAHBIMU TPEOOBAHUSAMU;
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3. CTUMYJIMPOBaHUE pa3pabOTKM U  MPOU3BOJICTBA HMHHOBAIMOHHBIX
JIEKAPCTBEHHBIX CPEJICTB;
4. 3allliTa BHYTPEHHETO pPBhIHKA OT HEAOOPOCOBECTHOM KOHKYPEHIIMH U
BBIPABHUBAHUE YCJIOBHUI JOCTYIA HAa PHIHOK ISl OTE€YECTBEHHBIX U 3apyOEKHBIX
IIPOU3BOAUTEIIEH;
3. OCYILIECTBIIEHUE TEXHOJOTHMYECKOTO TMEPEBOOPYKEHUSI  POCCUHCKOU
(apmalieBTUYECKOM 0Tpaciy;
6. COBEPIICHCTBOBAHUE CUCTEMBI IOATBEPKICHUS COOTBETCTBUS KauyecTBa
JIEKapCTBEHHBIX CPEACTB, BKJIOUYas MeEphl [0 YCTPAHEHUIO H30BITOYHBIX
aJIMUHUCTPATUBHBIX 0apbepPOB M0 PETUCTPALIMU OTEUECTBEHHBIX JIEKAPCTB;
7. NOATOTOBKA  CHEUMATUCTOB  JUIsi  pa3pabOTKM W MPOMU3BOACTBA
(dapManieBTUYECKOM TPOAYKIMH B COOTBETCTBUHM C  MEXIYyHAPOIHBIMH
CTaHIApTaMU.

Crparerus pa3BUTUA HallMOHAJIBLHOU (bapmaneBTUYECKON

IMPOMBIINIJICHHOCTH OCHOBBIBACTCA Ha CICAYIOIIHX IIPUOPUTCTAX:!
" IIPpHUOPUTCT HHHOB&HHOHHOﬁ MOJCJIN Pa3BUTHUA OTPACIIN,

" [pHOpUTET KauecTBa, 3(PdexkTuBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHBIX

CPEICTB;

" TPUOPUTET HAMMOHAIHLHOW (hapMalEeBTUYECKOM OTpacid B pean3alin
TOCY/ITapCTBEHHBIX TIPOTpaMM B OOJIaCTH OOECIICUCHHS JIEKAPCTBEHHBIMH

CpEICTBaMH;

" [PUOPUTET  MPOMU3BOJACTBA  BBICOKOTEXHOJOIMYHBIX  (papMalieBTUYECKUX

cyOcranmumii Ha Tepputopun PD;
" [IPUOPHTET PA3BUTHUS IKCIIOPTOCIIOCOOHBIX MPOU3BOJICTB U HOBBIX Pa3pabOTOK;

¥ IIPUOPUTECT 3aMCILICHUA HNMITIOPTHBIX JICKaAPCTBCHHBIX CpCacTB
OTCUYCCTBCHHBIMU, MOJIHBIM LUK TIPOHU3BOACTBA KOTOPBLIX HAXOAWUTCA Ha

Teppuropuu PO;
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" [puopUTET (PapMaleBTUYECKOW MPOIYKIMH, MPOU3BEACHHON Ha TEPPUTOPUU
P®, B 3akynkax MO NEPEYHIO >KU3HEHHO HEOOXOIMMBIX W BaXKHEUIIMX
JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE IPU OCYILECTBIIEHUH II0CTABOK JIEKapCTB IS
Boopyxennbix Cun  Poccuiickoit  ®denepanun, ¢eaepaibHbIX OpraHoB
VICIIOJIHUTEJIBHOW BJIACTH, B KOTOPBIX 3aKOHOM IPEIyCMOTPEHA BOEHHAs U

NpUpaBHEHHAs K Hel ciryx0a.

1.2. OXxnpgaemblie pe3ynbTaTtbl peanusaumm Ctpaterum

OxxupmaeMbIM  pe3yiabTatoM  peanuzanuu  CTpaTerud  pa3BUTHS
dbapmarieBTHUYECKOM TpoMbIliieHHOCTH Poccuiickoit denepannu Ha miepuos 10

2020 roxa DOJKHO CTATh:

"  yBEJIMUYEHHUE JIOJH MPOIYKIIMA OTEYECTBEHHOTO IPOM3BOJICTBA B 001IIEM 00beMe
noTpedsieHus Ha BHYTpeHHEeM pbIHKE 70 50% B CTOMMOCTHOM BBIPQXKEHUU K

2020 rony;

" W3MEHEHHE HOMEHKIATYpbl IPOU3BOJICTBA JIEKAPCTBEHHBIX IIPEIApaTOB,
IIPOM3BEICHHBIX Ha Teppuropun Poccuiickon Penepanyu, B TOM YHUCIE
BEJIMYEHUE [JO0JIM WMHHOBALMOHHBIX IPENaparoB B MOPTQEIAX I BHBIX

CJIIMYCHUE 10 OBaIHO eraparo opTde OKaJl

HpOI/ISBO,Z[PITeJIefI a0 60% B CTOUMOCTHOM BBIPAKCHUU,

" yBeJIMYEHHUE HKCIOpTa PapMaleBTHUECKON MPOIYKIMH B § pa3 1Mo CPaBHEHHIO C

2008 rogom;

= obecneueHue JeKapcTBeHHOM Oe3omacHocTu Poccuiickoii Denepaliny coriacHo

HOMCHKJIATYPC CTPATCITHYICCKU BAKHBIX JICKAPCTBCHHBIX CPCIACTB U BAKIIUH.

"  CTUMYJIMPOBAHUE OpraHU3aluy MPOU3BOJICTBA (PapMaIleBTUUECKUX CYyOCTaHIIUN
Ha Tepputopun Poccuiickoir ®Denmepanuy B pa3smepe, HEOOXOTUMOM ISt
obecrnieueHust BbImycka 50% TOTOBBIX JIEKAPCTBEHHBIX (DOPM B JCHEKHOM
BBIDOXKCHUM, BKIIOYAas HE MeHee 85% 10 HOMEHKIAType W3 CIHCKa

crparernueckux JIC.
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PucyHok 1.1. [Jonsa pbiHKa npoAayKUuun OTe4eCTBEHHOIO U 3apybeXXHOoro
npousBoactea B 2007 rogy u nnaHupyemas Ctpaterven

K 2020 roay.

2007

OTevecTBEHHDIS

3apylerHbie
80% 20%

OpUrMHANE HE12

Bpena-
JpRRHEDPNE

Jheenepuk

JapyGeitble

2020

OTevecTE2HHbIR
50%

Jowenepur

10
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2. AHanu3 cocTosiHMA papmaLeBTUYECKOMN

NMPOMbLILWLITIEHHOCTU

Poccuiickuii ¢papManeBTHYECKUI PHIHOK MPEACTABISIET COOOW OJMH U3
HamOoJiee  JMHAMUYHBIX M OBICTPOPACTYIIMX  MHPOBBIX  PBIHKOB
(pucynok 2.1). Ilpomaxxm dapmaneBTudecko mnpoaykimu B Poccuiickoi
®eneparuu B 2007 TOMy COCTaBWIM B KOHEYHBIX IIEHAX MOTPEOJICHUS OKOJIO
298 mupa. pyoseit, B 2008 - okosno 360 mupa. pyoseit. Ilpu sTom Becbma
3HAUYUTENILHBIM SIBJIIETCS MOTEHIIMAJI POCTA PHIHKA: €XKETOJHBIA POCT HE MEHEe
10—12% B rox B py6msix ¢ 2003 roga. B pesynbrate 00beM phIHKA C YYETOM
¢brHaHCOBO-3KOHOMUYECKOM cuTyanuu aocturaer 400—500 mupa. pyosiei k
2011 roagy u 1000—1500 mupa. py6:aeit k 2020 roay (KoHEUHasi CTOUMOCTD J1JIs
notpeobuteneit). [Ipu BBIMOJHEHHH TOCYJAApPCTBEHHOM 3aJadd JOCTHKEHHUS
CpEeAHEEBPONEHCKOTO YPOBHS MOTPEOJICHUS JIEKAPCTBEHHBIX CPEJICTB HA JIYIIY
HACeJICHUsI W YBEIWYEHHUSI YMCICHHOCTH HaceleHusi corjacHo Konnenuuu
JOJITOCPOYHOTO COL[MAJIbHO-D)KOHOMUYECKOT O pa3BUTHS Poccuiickoi
@eneparun Ha  nepuox  gpo 2020 r. mo  142-145 wmuH.  pa3mep

dbapmareBTUYECKOro peiHKa A0CcTUrHeT 1,5 TpJiH. pyoJeii k 2020 r.
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PucyHok 2.1. [unHamuka pocta poCCUMUCKOro cpapmaueBTUYECKOro pbiHKa B
2004—2007 rogax 1 nporHo3bl pocta Ao 2020 ropa (Mnpa.
pyonen, ueHbl KOHe4YHOoro notpebneHus, c ysetom HAOC).
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# MparHoe pocTa pelHka A0 KpkaMca # BIMAHKE KpUEUca Ha QUHAMMWKY pOCTa PhiHKa

bnarogaps rocygapcTBEHHBIM MpOTrpaMMaM B TE€UYEHHE JBYX MOCIEIHUX
JeT TIOKa3aTellb €KErOoJHOT0 TMPUPOCTa MOTPEOJICHUS JIEKApPCTB COCTABIISIET
okoisio 26%. B To xe BpeMms, MoTpeOJIeHUE TOTOBBIX JIEKAPCTBEHHBIX CPE/ICTB
POCCHIICKOTO MTPOM3BOACTBA Ha (DOHE pocTa phIHKA MajgatT Ha 1—2% B TO7, U B

2008 roay coctaBuiau Jauiib 19% B A€HEAKHOM BbIPaKEHUU.

CtpyKTypa pOCCUICKOTO pbIHKA 3HAYUTEJbHO OTJIUYAETCH OT PHIHKOB
Pa3BHTHIX CTPAH B CTOPOHY IIPEOOIaIaHUs «OPSHINPOBAHHBIXY IKCHEPHKOB', B
OCHOBHOM HMHOCTPAaHHOTO MpPOU3BOJACTBA. Pe3yibTaToM sBIseTCs MeperuiaTta
KOHEUHBIM TOTpeOutesnieM (B TOM 4YHCIE€ W TOCYJAapCTBOM) 3a TOPIOBBIC
Ha3BaHUs IMPEMAPATOB, MMOAYAC MOPAJIBHO YCTAPEBIIMX, YTO 3HAYUTEIBHO
3aTOPMaXMBAET POCT JIOCTYHMHOCTH JIEKAPCTBEHHBIX  IpEnaparoB  JUis
HaceleHus. B cuily HegoCcTaTOYHOM pa3BUTOCTH CHUCTEMBI 3/IPAaBOOXPaHEHUS

OCHOBHBIM IIOKYIIATCJICM JICKAPCTBCHHLIX IIPCIIAPATOB 3a49aCTYIO BBICTYIIACT CaM

1 .
Bpenn-mxeHepuk — eKapCTBEHHOE CPEACTBO, Y KOTOPOTO AEHCTBYIOIIEE BEIeCTBO (CyOCTaHIM) BBIILIO U3-TI0
TaTEHTHOM 3aIUThI, HO AKTUBHO MPOJIBUTAaeTCsl TOProBOe HANMEHOBAHUE.
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NAlUEHT, OCYIIECTBISIIOUIMI HeMpo(heCCHuOHANbHBIA BHIOOP, MPEUMYIIECTBEHHO
noj AeictBueM pekiampl. CII0KUBLIASCSA CUCTEMA IMPOJABUKEHUS CTUMYJIHPYET
dbapmnpounsBoaUTENEH BKIAIBIBATH OOJIbIIIE CPEACTB B MAPKETHHT U MPOJAXKHU, a
HE B pa3pab0oTKy HOBBIX 3()(PEKTUBHBIX MpEmapaToB, YTO CYIIECTBEHHO
3aMeIIsIeT Pa3BUTHE OTPACIIN 10 MHHOBALMOHHOMY CLIEHAPHIO.

Poccuiickas  QapmaneBTuueckass oOTpacib, POUTpbIBasi B BaJIOBOM
JIOXOJTHOCTH, TEM HE MEHee B cpeaHeM Ha 68% oOecreunBacT oTeyecTBEHHOE
3ApaBOOXpaHeHHEe JIEKAPCTBEHHBIMM CpeICTBAMM B  HATypPaJbHBIX
MOKAa3aTeJsiX; B TOCIUTAIIBHOM CEKTOpPE 3TOT MoKa3areab focturaer 72%. Ilpu
3TOM  OCHOBHYIO  4YacTh  INPOAYKTOBBIX  MOpTdeneil  OTeuecTBEHHBIX
IPOU3BOIUTENEH COCTABIISIIOT HU3KOPEHTAOEIbHbIE J)KEHEPUKOBBIE IIPEeNaparhl,
YTO HE TO3BOJSET (HapMIPOU3BOAUTENSAM BBIJACIATH Ha HUCCIEIOBAHUS U
pazpabotku  Oonee 1—2% oT cBoed BbIpyuku. Jlig  cpaBHEHUS,
dbapmnpousBoautenu B CIIA u 3anagnoit EBpone Bwimenstor 10—15%, uto
MO3BOJISIET UM (OPMHUPOBATH OOJIEE MOJOBUHBI CBOMX MPOAYKTOBBIX MOPTQheEneit
3a CUET MHHOBALIMOHHBIX IIPENapaTosB.

PucyHok 2.2. [lons pblHKa NPOAYyKLUN OTEe4ECTBEHHOro U 3apybexxHoro
npousBoacTea B 2007 roay no natTeHTHOMY cTaTycCy.
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BpeHp-preHe puKn OTeYeCT BEHHbIS

Otpaciib  Ha Havano 2008 rox mpeacraBieHa okojgo 350

NpeaAnpuaATuaAMA, HMCIOIIKMMHU JIMICH3HMKW Ha IIPOMU3BOACTBO JICKAPCTBCHHBIX
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cpeacts. [Ipu sToM Ha nomto 10 Haubosiee KPymHBIX 3aBOJIOB MPUXOAUTCS OoJiee
30% Bcex BbITyCKaeMbIX B Poccum JIeKapCTB B JICHEKHOM BBIPAXKEHUH.
PeanbHbiil moTeHnMan moTpeOaeHusl JeKapCTBEHHBIX CPEJCTB, MPOU3BOAUMBIX
HAIIMOHAJIBHOU OTpacibio, cocTaisieT He Oonee 10—15% pbiHKA B JEHE)KHOM
BeIpakeHUH U He Ooinee 50—60% — B TOBapHOM, YTO CBHJICTEIIBCTBYET O
HAIMYUMMA  TEHACHLUMM K  JaJbHEHIIEMYy  OTCTABAHUID  POCCHMCKOMN

dbapmaneBTUYECKON TPOMBITINICHHOCTH.

B Hacrosiiee Bpemsi poccuiickas (apMaineBTHUecKasi MPOMBIIIIIEHHOCTD
UCIIOJIB3YET OKOJIO 8 ThICAY YCJAOBHBIX TOHH CyOCTaHIUil B rOJl, U3 KOTOPBIX
oKk0y10 1,7—1,9 ThICcAY yCIOBHBIX TOHH MPOU3BOMAST POCCUMCKUE MPEINPUATHS.
Jloyisi  BBICOKOTEXHOJOTMYHBIX cyOcTaHuuii (Oojiee 6 cramuii CHUHTE3a)
cocrasisieT 35% (B ToM uucine 15%, npousBeaeHHbIX B PD) B KOIMYECTBEHHOM
BbIpakeHuu U 34% (B Tom uncne 5%, npousBeaeHHbIX B PD) B geHekHOM, a
J10J1s1 OMOTEXHOJIOTUUECKUX, COOTBETCTBEHHO, — 39% B JICHE)KHOM BBIPAKCHUH,
u3 KoTtoppix B P® mpoumsBogutcsi Bcero 2%. OOpasyrommiics ne@uiut
3aKpBIBACTCSI MUMIIOPTOM CYOCTaHIMM, MPU 3TOM OCHOBHBIMU CTpaHAMH, W3
KOTOPBIX IPOUCXOIAT IMOCTAaBKH HAa POCCUMCKUHN PBIHOK, ABIAIOTCS Kurail u
Nunus (cymmapao okoino 70% ot Bcero mmmopra cyoctanuuii B 2007 romy).
[ns cpaBHenus, B 1992 rogy B Poccuu npoumsBoaunochk 272 HaMMEHOBAHUS
dapmaneBTUYECKuX CyOCTaHIUN 0O0mMUM 00BEMOM OKOJIO 17 THICSY yCIIOBHBIX
TOHH, TpPU 3TOM YJOBJIETBOpeHHE mnoTpedHocTu mnpousBojacTtBa [JIC Ha
BHYTPEHHEM pBIHKE B pa3HbIX Ipynnax coctaisiiio oT 70% no 100%; xkpome
TOTO, 3HAYUTENIbHAS YacTh MPOU3BOJUMBIX CYOCTaHIIMN SKCHOPTUPOBANIACH B
ctpaubl COB. 3a mepuon ¢ 1992 mo 2008 roasl o0beM NPOU3BOJCTBA

cyOcrannuii B Poccuiickoiit denepanun cokparuics 6oixee ueM B 20 pa3 (puc.

2.3).
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PucyHok 2.3. Temnbl nageHUsi NpoU3BOACTBA CyGCTaHLUMI NO rogam.
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[Ipu 3TOM HEOOXOIMMO OTMETUTh, YTO CYOCTAHIIMH, MPOU3BEJACHHBIC B
Pa3BUTHIX CTpaHax mo crapgapraM GMP?, HMEIOT LEHBI, COMOCTABUMBIC HIIH
naxke 06os1ee BHICOKHE IO CPaBHEHHIO C IIEHaMH Ha CyOCTaHIIMHU, TPOU3BEICHHBIC
B PO®. KonkypupoBaTh poCCUUCKUM MPOU3BOIUTENSM CYOCTAaHIIUN TPUXOAUTCS
B OCHOBHOM C TEMH NPOU3BOJICTBAMHU M3 PA3BHBAIOLIMXCA CTPAH, KOTOPBIE HE
umeror GMP-ceprudukaiuy u KOTOpbie MPOBOAAT AEMIIMHTOBYIO MOJUTHKY.

Poccuiickas ¢gapmarieBTu4YeCcKast OTpaciib NPAKTUYECKU He MpeacTaBIeHa
HA MEXKIYHAPOAHBIX PBIHKAX. DKCIOPT T'OTOBBIX JIEKAPCTBEHHBIX CPEJCTB U
dbapmaneBTiueckux cyocraniuii u3 Poccuiickoit deneparuun B 2007 romy
COCTaBHWJI OKOJIO 6 MIpn pyOseit, uto cocrasiser Mmenee (,04% oOmeMupoBoro
o0beMa mpojaxk (papMaleBTUYECKON MPOMYKIIMHA. Y UHUTHIBAS, YTO POCCUUCKHIA
dbapMaleBTUYECKUI PBIHOK B OJmkaiiiee AECATUIIETUE MOXKET CTaTh OJHUM M3
KpynHelmux B EBpome, cloXuBIIAsics CUTyalusl BBIMJISIUT TeM Ooliee

HGCHpaBe,Z[JII/IBOI‘/’I.

2 Cranaapt GMP («Good Manufacturing Practice», Hajuexaimas mpou3BOICTBEHHAS PAKTHKA) — CHCTEMa
HOPM, TIPAaBHJI M YKa3aHU B OTHOLIEHUH MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, MEIUIIMHCKUX YCTPOUCTB,
M3JICNTUI TUarHOCTUYECKOTO HA3HAYCHHUS, TPOAYKTOB MMUTAHUS, MUIIEBBIX JO0ABOK U aKTUBHBIX HHIPEIUCHTOB.
B oTnudue oT nponeaypbl KOHTPOJIS Ka4ecTBa IMTyTEM HCCIEeOBAHUS BHIOOPOYHBIX 00PA3I[0B TAKUX MPOIYKTOB,
KOTOpast 00eCcIeYrBaeT MPUTOTHOCTh K UCIIOJIE30BAHUIO JIUIITh CAMUX ATHX 00pa3IoB (¥, BO3MOXHO, TApTHH,
W3TOTOBJICHHEIX B OJFDKaiiiee K JaHHOM mapTuu Bpems), cranaapT GMP oTpakaeT eIOCTHBIH MOIX 0,
MTOCKOJIBKY PETryJIHpPYeT U OLIEHUBAET COOCTBEHHO MapaMeTphl IIPOU3BOJICTBA U TAOOPAaTOPHOI IPOBEPKHL.
Cranmaptel GMP npuHSTEH Kak 00s3aTelNbHbIE IS NCIIOHEHHS B OONBIIMHCTBE PAa3BUTHIX CTPaH, HAIIpUMeEp, B
CIIA, crpanax EC u Anonumn.
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Bo MHOTOM 3KCNOpPTY OTE€YECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB MEIIAET
OTCYTCTBHME  CTaHJAPTOB, TapMOHM3HPOBAHHBLIX C  MEXJIYHAPOJIHBIMU
npaBwiaMu GMP, KOTOpbIe PEryaupyrOT MPOU3BOJCTBO U KOHTPOJb KayecTBa
JICKapCTBEHHBIX CPENICTB W SIBIISIOTCS 00S3aTEIBHBIME I (hapMarieBTUICCKOM
IIPOMBILJIEHHOCTH.

Bonpoc o mnpunstan rapmMoHusupoBaHHOM ¢ EC HanmoHaabHOUM
dapmakoner TAKXE OCTaeTCs OTKPBITBIM. B Hacrosimee Bpems Kaxaoe
NPEANpUATHE HCHOJIb3YeT CBOM (hapMakoIleWHbIE CTAaTbU, YTO BbI3BIBACT

PEryJATOpPHBIE TPOOIEMBI.
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3. Mpo6nembl papmaLeBTUYECKOM OTpacnu

3.1. OnpeneneHne CUCTEMHbIX NPooiem

Cnegyer  OTMETUTh  JIBE  CHCTEMHBIX  MpPOOJEMbI  POCCHUIMCKOU

(apMaleBTUYECKON MPOMBIIIIIEHHOCTH.

(1) Hecnocobnocth obecrieunBaTh HaceneHue Poccuiickoit ®enepanun
OCHOBHOW HOMEHKJIATypOll COBPEMEHHBIX JIEKAPCTBEHHBIX IPENapaToB,
BECh LMKJI MPOM3BOACTBA KOTOPBIX Haxoawics Obl Ha Teppuropun PO
(HecrmocoOHOCTH 00eceYUTh B TEKYIIMi MOMEHT BpeMeHH ).

(2) Huskuiéi ypoBEeHb MHHOBAllMd M TEXHOJOTUH, HCIOIB3YEMBIX IIPH
paspabotke u mnpousBoacTBe JIC (HecmocoOHOCTL oOecneYynuTh B
«mepcneKTUBe»). Jta 001as npodiieMa poCCUUCKON SIKOHOMUKH OCOOEHHO

aKTyasibHa JJ1s1 (hapMaIeBTUYECKOro CeKTopa.

3.2. CoctaBnswwme pakTopbl CUCTEMHbIX Npobnem

3.2.1. Ancb6anaHc perynaTopHbIX Tpe6oBaHUN K OTEYECTBEHHbLIM U
3apy6exHbIM NpeanpuaTUAM-NponsBoanTensam

Perynsaropnslie npouenypsl, TpeayCMOTPEHHBIE 3aKOHOAATEIBLCTBOM IS
OTCYECTBEHHBIX W HWHOCTPAHHBIX IIPOM3BOJAUTEIECH, B LEJOM Pa3IHuYHBI.
Hanpumep, mnpoueaypsl peructpauuu QapmaineBTUYECKUX CyOcTaHUUN B
HACTOSIIIEE BPEMS SIBISIOTCA CYIIECTBEHHO OOJ€€e CIOKHBIMU U JUTUTEIbHBIMU
JUI OTEUECTBEHHBIX IPOU3BOAMTENECH MO CpaBHEHMIO C 3apyOexxHbIMU. Tak,
NOPSAJIOK BbIAAYM JIMIEH3UW HA MPOU3BOJCTBO CYOCTAaHLMHA OTEUYECTBEHHBIM
IIPOU3BOIUTEIIAM IIPEATIOJIAaraeT duznyeckuit KOHTPOJIb BCETO
IIPOM3BOJCTBEHHOI'O LIMKJIA (a TaKXKe MPOBEACHHUE MOCIEIYIOIIMUX IPOBEPOK Ha
COOTBETCTBHUE JIMIIEH3MOHHBIX TPEOOBAHUI M YCIIOBUW Kaxzable 2 roja), B TO

BpCMsA KakK Bap}I6C}KHBIM HaJJICKHUT TOJBKO O3HAKOMMUTLCA C ,Z[OKYMCHT&HHfEﬁ.
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Cnegyer OTMETHTb, YTO OTAEIBHON MPOUEAYpPHl pErucTpauuu cyOCTaHLM B

ctpanax EC u CIIIA BooO11ie He CyIecTBYeT.

3.2.2. 3KOHOMMYECKasa AeMOTUBaLUA OTeYeCTBEHHbIX Npou3BoauTenen

Bricoknii ypoBeHb WHOIAINMH, YKpeTUuieHHe pyOis, BBICOKHE CTaBKH
NPOIICHTOB MO KpeIuTaMm, pPOCT Tapu(oB HAa HHEPrOHOCUTENIH, BBICOKAS
CTOMMOCTh  KalmUTAJIBHOTO  CTPOWMTEIBLCTBA B  CHIy Teorpaduueckoro
pacroJIOKEHUs, JEMIIMHIOBasl TMOJUTHKA a3WaTCKUX TOCYJAapCTB — BCE OTHU
dakTopel HM3HAYAIBHO CTAaBWIM JIOKAJIHHOTO TIPOM3BOJMTES B HEPaBHBIC
KOHKYPEHTHBIC YCIIOBHS C 3apyO€KHBIM M, TTO SKCIEPTHBIM OI[CHKAM, CHUKAJIH
KOHKYPEHTHYIO CIIOCOOHOCTh OT€UECTBEHHBIX (papmmpousBoauteneii 10 50%.
OnHako BBI3BAHHOE OOIIEMHPOBBIM KPHU3UCOM OcCJIa0eHUe pyOsIs B HACTOSIIIHIMA
MOMEHT OTYaCTH CHUMAET JaHHBbIC MPOOJIEMBbI M CO3/aeT MPEANOCHUIKU IS
0oJiee yCKOPEHHOT'0 UMIIOPTO3aMelIeHHUS.

bes ydera HJIC u mnomoxomHoro Hajmora Ha 3apaOOTHYIO IUIATy
pOCCUIICKHME KOMITAaHMH BBIIUTAYMBAIOT 10 Hajoram 12—14% ot oObema
poJax; 3apyOeKHbIC KOMIIAHWUHU, HE MMEIOIIUE MPEICTaBUTEIbLCTB B Poccuu,
OTUIAYMBAIOT TOJIBKO HE3HAYNTEIBHBIN TaMOXeHHBIN cOop (0T 0 10 10%).

Cucrema mnpedepeHuuii st MaJoro Ou3Heca B TOCYJAapCTBEHHBIX
3aKyMKax JIEKAPCTBEHHBIX CPEJCTB B OTIMUME OT JPYTUX Pa3BUTBHIX CTPaH
peanuzyetcs HedPHEKTHUBHO.

3.2.3. NecpnumTt BbiCOKOKBaNMPULMPOBaAHHbLIX KagpoB Ans
chapmaueBTUYECKOWN OTPaCnu

M3-3a OTCYTCTBHSI MAacIITaOHOrO CIpOCa CO CTOPOHBI WHIYCTPUHU, B
Poccun mpakTudyecku OTCYTCTBYET MOJTOTOBKA BBICOKOKBaTU(DUIIMPOBAHHBIX
KaJIpOB JUIsl COBPEMEHHOro (HapMIIpOU3BOACTBA M WHAYCTPUAIBHOW HAYyKH.
HanaxxuBanue omnepexaronieid MOATOTOBKM U MEPENOJATOTOBKA  TaKHX
CIICLIMAJIUCTOB  SIBJIIETCS  KJIFOYEBBIM  YCJIOBHUEM YCHEIIHOW pean3aluu

Hactosimer Ctparerun. Jlannas 3amaya npuoOpeTaeT ocoOyI0 akTyalbHOCTh U

18



Munucmepcmeo npomviuinennocmu u mopeognu Poccuiickou @edepayuu

OT4AaCTH OOJIer4aeTcs, YYUThIBas BO3pacTamlollyr0 Ha (¢GoHEe Kpu3uca
6e3paboTuIly HaceIeHu .

OnHoit 3 BaxXHENIIMX MPoOJieM MOJTOTOBKH KaJpPOB ISl OTEYECTBEHHOM
bapMUHAYCTpUU SBJISETCS YPE3BHIUAHO HHM3KHH YpPOBEHb OILIATHI TPyAa
npodeccopcKo-mpenoaaBaTesibckoro cocraa BY3oB. Bce 310 mpuBoauT k
OTTOKY KBaJIM(PUIIMPOBAHHBIX KAJpPOB B JApyrue cdepbl IEATCIbHOCTH U 3a
TpaHMIly, K yTpaTe TPaIWLUA U YPOBHS MPETOJIaBaHMS M3-32 YXOJa MOXKHUIBIX
npernojaBarenel, HE  UMEIOIMUX  BO3MOXKHOCTH  IIE€pelaBaTh  CBOIO
KBUIM(PHUKALIUIO MOJIOJON CMEHE.

Cepbe3noii mpoOjeMOi  SABIACTCS HEAOCTATOYHAsI NpaKTHYecKasi
MOAr0OTOBKA BBIMTYCKHUKOB — CIIEJICTBUE KaK HEPa3BUTON MaTepualbHO-
TexHuaeckoil 6a3pl BY30B, Tak m HEmopabOTOK B COAEP)KATEIHLHOM AaCIeKTe
0a30BOI MporpaMmMbl. ITU K€ MPOOJIEMbI XapaKTEPHBI IJIsl TOCIEBY30BCKOTO U
JOTIOJIHUTEJIBHOTO  ATanoB oOpa3oBaHus. ClencTBUEM OTTOKAa MOJOJBIX
npernojiaBatesied B Apyrue  o0JacTH  XO34iCTBa  SIBJISIETCS  HHM3Kas
opueHnTupoBanHocTh BY30B Ha BocnpusTHe K OO0Y4YEHHIO HOBBIM
HANMPABJIEHUSM HAYKHU U TEXHOJOTHH, TTOCTOSHHO TOSIBJISIFOIITUMCST B MUPE.

3.2.4. OTcyTcTBME MEeXaHU3MOB (PUHAHCUPOBaAHUA Pa3pPaboOTOK NeKapCTBEHHbIX
cpeacTs

be3  HaiMuMs ~ JOCTATOYHOIO o0beMa  BBICOKOPEHTAOEIbHBIX
WHHOBAIIMOHHBIX TpPEnapaToB B CBOMX MPOJIYKTOBBIX MOPT(RENSIX POCCHIICKHE
dbapmaneBTUYECKUE TPOU3BOIUTENN BBIHYKICHBI KOHKYPHUPOBAThH 32 CUET IICHBI
U pEKJaMbl, YTO, COOTBETCTBEHHO, CHUYKAET OOBEMBbI CPEACTB Ha Pa3padOTKy
HOBOW MPOAYKIHUH.

B crnoxuBmieiics cutyanuu poccuiickas (GpapMUHIYCTPUS HE CMOXKET
BBDKUTH, OyJIy4du 3axkaTa MexAy 3alaJHbIMA TPAHCHAUMOHAJbHBIMHU
KOPNOPAINUsIMH, JUKTYIONIUMU TpaBWia WIpel B cepe TEXHOJIOTUH W
MHTEJUIEKTYaJIbHON COOCTBEHHOCTH, U mpousBoauTeasasmu u3 Unauu n Kuras
¢ wux OecHnpeleneHTHbIM 1IEHOBBIM JaBiieHMeM. Hu  3apoxxmaroniuecs
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OTEUECTBEHHbIE  KOMIIAHMM-PA3pa0OTUMKU  JIEKApCTB, HHU  CO3/aBacMble
BEHUypHbIE (OHIBI TOKAa HE TOTOBHI (PUHAHCHUPOBATH JOJTOCPOYHBIE H
PUCKOBaHHBIE  TI0O  CBOEH  MpUPOAE  pa3pabOTKM  MHHOBAIMOHHBIX
dapmaneBTrueckux mnpemnapaTtoB. CymecTBYIOMWNA YacTHBIA OW3HEC W
BECHUYpPHBIE HMHBECTOPBI YYaCTBYKOT B Pa3BUTUM JHUIIb TEX IOACEKTOPOB,
KOTOpbIE JAlOT MNpUOBUIL B KOPOTKHME CPOKM U HE TpeOylT KpPYIHbIX
PUCKOBAHHBIX WHBECTUIIMN (anTeyHbie ceTh, (PaObpuku 1O MPOU3BOJCTBY
TOTOBBIX JIEKapCTBEHHBIX (POpM, OHMONOrMYECKHM AaKTUBHBIX J00aBOK U Ap.).
DakTUYECKN peyb UIET O Pa3pbIBax B KPUTUUECKUX LIETIOYKAX B3AUMOACHCTBHM,
o0ecneunBarOIIUX  HENPEpbIBHOE  (QYHKUMOHUPOBAHME  HMHHOBAI[MOHHOM
CHUCTEMBI IO CO3JAHUIO HOBBIX OTEUYECTBEHHBIX IIpenapaToB. boisee Toro,
He0(MHAHCUPOBAHUE DPAHHUX CTaaui Pa3paOOTKH HOBBIX JIEKAPCTB B BUJEC
IPAaHTOB W TIOCEBHOTrO (UHAHCUPOBAHUS, MNPUBOJUT K (HAKTHUECKOMY
OTCYTCTBHUIO OTpaciieBoil Hayku. OqHako, HEOOXOAUMO OTMETUTh YTO WAYIIUMA
MHUPOBOM KPHU3UC CO3/A€T YHHUKAIBHYIO BO3MOXHOCTb UII POCCHMCKOU
bapmunayctpun Tpanchepa B PO Ha oueHb BBITOJHBIX YCJIOBHSX 3aIla/IHbIX
pa3paboTOK, OCTAaHOBIICHHBIX W3-3a HenopuHaHCHUpoBaHHWSA. KoHeuHo, maHHas
MOZIEJIb MOXKET PEaIn30BaThCs TOJIBKO IIPU MOAJEPIKKE HAINX IIPOU3BOJAUTEIIEH
CO CTOPOHBI TOCYAApPCTBA U TAKUX MHCTUTYTOB pa3BuTus Kak ['K «PocHaHOoTEX»
u OAO «PBK» (co3manue KOpHOpaTUBHBIX BE€HUYpHbIX (OHAOB). JlaHHasd
BO3MOXHOCTh MOXET MCUE3HYTh 4epe3 2-3 roja, modToMy TpeOYIOTCS OYEHb
OIIEpPaTUBHBIC JEUCTBUSA BCEX 3aUHTEPECOBAHHBIX CTOPOH.

3.2.5. HepocTaTo4HbIN YPOBEHb POCCUMCKOrO NaTeHTHOro 3aKoHoAaTenbLCTBa U

3aKOHOMPUMEHUTENTbHOMN NPAKTUKN OTHOCUTENBbHO MeXAYyHapoAHbIX
cTaHOapToB

HecmoTps Ha oTMeuaeMble MHOTMMHU SKCIIEpTaMU YJIyUlIeHUs B 00JacTh
3aIUTHl WHTEJUICKTYaJIbHOH COOCTBEHHOCTH, POCCHUHCKHE OpraHU3alUh U
WHCTUTYTHI, paboTaroiiue B 3TOU cdepe, MoKa He TOTOBBI aJIEKBATHO OTBEYATh

Ha TpeOOBaHUs BPEMEHHU.
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3.2.6. OTcyTcTBME 06si3aTeNbHbIX ANA UCMOSTHEHMA NpaBuU NPON3BOACTBA U
KOHTPONS KayecTBa JieKapCTBEeHHbIX CPeACTB, UAEHTUYHbIX MeXAYHapPOAHbIM
npasunam GMP

HecMmotps Ha 1O, uTo ['occrannaprom Poccun yrBepxkaeH HalMOHAIBHBIN
crangapt ['OCT P 52249-2004 «IIpaBuna npou3BOJACTBa U KOHTPOJISI KAYECTBA
JIEKapCTBEHHBIX CPEACTB» (CTaHIApPT SABIAETCS WIACHTUYHBIM IMEPEBOJIOM
[IpaBun GMP EBpomelickoro corsa), 10 CUX MOp BOIMPOC 00 0053aTeIbHOCTH
npaBuwi GMP, uIeHTUYHBIX MEXKIYHAPOJHBIM, OCTA€TCS OTKPBITBIM, 4YTO
TOPMO3UT HE TOJBKO BBIMYCK ©Oo0jJee KayeCTBEHHOW MPOAYKLUUU IS

OTCUYCCTBCHHOTI'O HOTp€6I/ITeJ'I$I, HO U €€ BbIXOJ Ha MCXKAYHAPOJAHBIC PBIHKH.

3.3. BbiBoAabl

VYkazaHnHble TPOOJIEMBI BEAYT K TOMY, YTO IMPU HBIHEITHEM HUHEPIIMOHHOM
CLUEHAPHUH Pa3BUTHUSA, HECMOTPS HAa UMEIOUIUECS ITO3UTHUBHBIE NPEANOCHUIKH,
BKJIFOYAs MOBBILICHUE KOHKYPEHTOCIIOCOOHOCTH OTEYECTBEHHBIX
pou3BOAMTENEH 3a cueT ocnadnenus pyoss, B Poccuu B 0603pumom Oynyiiem
MOTYT I€pecTaTh CYLIECTBOBaTh Kak 0a30BbIil IMPOHU3BOACTBEHHBIN CEKTOD,
MPOU3BOMSIINNA JIEKAPCTBEHHBIE CYOCTaHIIMU, TaK WU COMNPSDKCHHBIH C HUM

Hay4YHO-TE€XHOJOIMYECKUI CEKTOP.
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4. AnbTepHaTUBHbIE CLUEHapuUu pa3BUTUSA

B pamkax Crtpareruu paccMaTpuBarOTCS U MOAEIUPYIOTCS JBA CLIEHAPUS
pa3BuTHs (HapMareBTUYECKON OTPaCIi — MHEPUUOHHBbIH U HHHOBAIHOHHBIIA.
Hcxoauble mokazaTenau Juisi MaKpOOKOHOMHUYECKOTO MOJICIMPOBAHUS B3SITHI U3
yTBepKAeHHOM KoHuenumu JoJrocpoyHOro  COLMaNIbHO-3KOHOMHUYECKOTO
pasButus Poccuiickoit ®enepanun u Konnenuuu nemMorpaduyeckoi MOJIUTUKU

Poccuiickoit @enepanuu Ha nepuon 10 2025 r.

Bo BHUMaHMe TPUHATO BIUSHHE MEXKIyHAPOTHOTO  (DMHAHCOBO-
HDKOHOMHYECKOTO Kpu3uca. B OMMKHECPOYHOM TMEpPCHEeKTHBE peakius Ha
KPU3UCHBIE SIBJICHUS MOXET 3aCTaBUTh TOCYAApCTBO IEPECMOTPETh CBOUX
pacxolpl Ha 3/IPAaBOOXPAHEHUE U JIEKAPCTBEHHOE OOECHEeYeHUE, B TOM YHUCIIE
NEPEOPUECHTUPOBATh TOCYJAPCTBEHHBIE 3aKYIKH HAa MPOAYKIIMIO OTEYECTBEHHBIX
npousBojuTesied. BO3MOXHO 3HAUUTENBHOE YMEHBIIEHHE KOMMEPYECKOTO
CEKTOpa B JIOJUIAPOBOM SKBUBAJICHTE (M yBEJIMYEHUE B pPYyOJIEBOM) 3a CUET
ocnabneHuss pyOist ¥ BBICOKOW JOJM TPOMYKIIUM MUMIIOPTHBIX MPOU3BOIUTEIICH.
OpHako cleayeT ydecTh, YTO JIEKQpPCTBEHHBIE CPEICTBA SIBJSIOTCS TOBapaMu
HEDJIAaCTUYHOTO CIIPOCa, B CBSI3M C YEM TIPOTHO3UPYETCS WX CTaOWIBHOE

NoTpeOJICHNE TaXe C YIETOM YMEHBIIICHUS TIOXOIOB HaceneHus (cMm. puc. 4.1).
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PucyHok 4.1 lNMporHo3 noTpebneHus nekapcTBeHHbIX NpenapaTtoB Ha QyLly

HaceneHus.
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4.1. UHepUNOHHbLIN cLueHapuu

NHepunoHHBIM  CIIEHApUKd  COOTBETCTBYET  ITACCUBHOW  CTpAaTEruu
rocyJapcTBa 1Mo OTHOIIEHUIO K (hapMarieBTUIeCKoi oTpaciu. JlaHHbI! crieHapwii
SBIIICTCSI TPOTHO30M Pa3BUTHSL OTpaciu 0Oe3 ydera TOoCyAapCTBEHHBIX
MHBECTUIIMA W  YBEJIMYEHHUS TOCYJAPCTBEHHBIX  3aKyNOK  NPOAYKIHH
OTEYECTBEHHBIX MPOU3BOJUTENICH U Oa3upyeTcss Ha MNPEANOJI0XKEHUU 00
AKTUBHOM Pa3BUTHUU MEXYHAPOIHBIX (apMalleBTUUECKUX KOMITAaHUM Ha PbIHKE
P®. O6beM phiHKA U €r0 CTPYKTYpa IMPU UHEPLIMOHHOM CLIEHAPUM PA3BUTHUS JI0

KpH3HCa U C YYETOM IOCIIECICTBUN KPU3UCA OTPAKEHBI HA pucyHKkax 4.2—4.3.
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PucyHok 4.2. TlporHo3 pa3BuTtus hapmaueBTu4eckoro poiHka P® B cnyyae
MHEpPLMOHHOIo CLeHapus.
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PucyHok 4.3. [lonu pbiHKa OTe4eCTBEHHbIX U 3apybeXHbIX NeKapCTBEHHbIX

cpencTB B Criyvyae UHEPLUUOHHOIO cueHapus (B AEHEXHOM
BbIpaXeHum).

2020: UcxoaHbIM NPOrHo3 2020: NMporHo3 ¢ yyeTom
Kpusuca

1% L
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OCHOBBIBaSICH Ha JOJNTOCPOYHBIX MporHo3ax pocra BBII PO u noxonos
HACeJICHUsl, MOXKHO IPOrHO3UPOBAaTh, YTO OOBEM POCCHMCKOIO pBIHKA
JIEKapCTBEHHBIX CPEICTB, HECMOTPsS. HAa WHEPLHMOHHBIN CLEHApUN pa3BUTUSA U
3aMe/JIEHuEe TEMIIOB pocTa B Omrpkaiimiue Tpu roga, k 2020 roay yBeaUuHUTCA
Oonee yem B 2,5 pa3a, CyIIECTBEHHO TIOBBICUTCS JI0JI1 IpenapaToB
JI0Ka3aTebHON MEJULMHBI, MHHOBALMOHHBIX npenaparoB U
BBICOKOKAQYECTBEHHBIX  JDKEHEPUKOB. (OJHAKO CIEIyeT OTMETUTh, YTO
YKa3aHHbII pocT OyAeT NPOUCXOAUTh B OCHOBHOM 3a C4YeT MMIIOPTA, a J0Js
HU3KOPEHTA0ENbHOM, JemeBod U MeHee J(PPEeKTUBHON OTEUYECTBEHHOM
OpOoAYKIMH OyAeT HEYKJIOHHO CHMXKaTbCs. B ciyyae MHEpLHOHHOIO CliEHapHs
pa3BuTHs NoTpedHOCTh B opuruHaibHbX JIC OyaeTr nmokpsita Ha 100% 3a cuet
uMIIopTa. B 11€710M MOXKHO KOHCTaTUPOBATh, YTO JIOJISI UMIIOPTA JIEKAPCTBEHHBIX
npenapatoB coctaBuT Oojiee 85% or o0miero KoiauuecTBa MOTPEOIIEMBIX
JIEKapCTBEHHbIX mpenaparoB (pucyHok 4.3). JlokaibHOE (apmalieBTUYECKOE
IIPOM3BOJICTBO U CBSI3aHHAs C HUM IPUKJIAJIHAS HAayKa MPAKTHYECKU IPEKPATST

CBOC CyHICCTBOBAHHUC.

4.2. UHHOBaAUNOHHbLIN CUeHapUn

NHBecTHIHOHHASL MOJE/JAb COOTBETCTBYET YMEPEHHOMY YYaCTHIO
rocyJapctBa B Pa3BUTHH M CTHUMYJIUPOBAHUM (HapMaleBTUUECKOW OTpaciu,
0asupyercs B TOM 4YHCII€ HA OCYLIECTBICHUU PETYJISTOPHBIX MEPONPHUATUNA TIO
JOKAJIM3ALMY TPOU3BOACTBA COBPEMEHHBIX JKEHEPUKOBBIX U MHHOBAIMOHHBIX
nmpenaparoB  Ha teppuropun PO u  CTUMynMpOBAaHUM  JIULEH3MOHHOIO
IIPOM3BOJICTBA IIPENAPATOB, HE HMEIOMNX JOUKEHEPUKOBBIX AaHAJIOrOB H
JIOKa3aBUINX CBOI0 KIMHUYECKYI0 3((EKTUBHOCTh. JTa MOJAETh pPa3BUTHUS
OTEUECTBEHHOM  (hapMaleBTUUECKOW  IPOMBIIUICHHOCTH  NpPUBEAET K

YBCIIMYCHUIO JOJIN U KOHKypeHTOCHOCO6HOCTI/I JIOKaJIbHOM IMPOAYKIIMKU Ha
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BHYTPEHHEM pbIHKE, HO HE IMPHUBEIET K CO3JaHUI0 COOCTBEHHBIX MPOPHIBHBIX
TEXHOJIOTUA ¥ TMPOAYKTOB, OOJAJAIONUX 3HAYUTEIBHBIM  SKCHOPTHBIM
MOTEHIAATIOM.

NHHOBanmoHHasi MoJAe/Ib Pa3BUTH OTPACIM BO3MOXHA IPHU YCIOBUH,
YTO TOCYAapCTBO BO3bMET Ha ce0sd OCHOBHYIO HArpy3Ky IO 3aIlyCKy
MHHOBAallMOHHOTO IMKJIAa B OTpPacid C IMOCJIEAYIOIKUM HapacTaloluM
peduHaHCHUpPOBAaHUEM HCCIEAOBAHUN U Pa3pabOTOK 3a CUET CPEACTB UHAYCTPUH.

3anorom ycrnexa peanu3aliy JaHHON MOJICNN SBIISIETCS:
" pelIieHue KaJpoBOro BOMPOCa;

" CO3MaHHEC PBIHKA WHHOBAIIMOHHBIX ITPOCKTOB (CJ'IOH MaJIbIX HWMHHOBAIIMOHHBIX

NPEANPUATHI MEXTy HAyKOU U POU3BOJCTBOM);

* MaclTaOHbIi  pPOCT TOCYAApCTBEHHBIX W  YAaCTHBIX HMHBECTUIMH B

opueHTHpoBaHHbIEe HAa umnopro3zameiienrne HAP u HUOKP;

= MacmTaOHas TEXHOJIOTMYeCcKast MOACPHU3alIWA WM pa3BUTUC IMPOU3BOACTBA B

COOTBCTCTBUHU C MCKAYHAPOJAHBIMHA CTaAHAAPTAMMU,
® BO3pacTaHuec HHHOB&HHOHHOfI AKTHUBHOCTHU MHAYCTPHUU,

"  HCIOJIB30BAaHHE 38.pY6€)KHOFO HAay4YHO-TCXHUYCCKOI0 MW IMPOU3BOACTBCHHO-
TCXHOJOIMYCCKOIo NOTCHIUAJIA ITYTEM IPUBJICUCHUA TPAMBIX WHOCTPAHHBIX

WHBECTUIUI B MPOU3BOACTBO U pa3pabOTKYy JIEKAPCTBEHHBIX CPEJICTB.

* (OCHOBHBIE KOJIMYECTBEHHBIE OLEHKM OOBEMOB PBIHKA U €r0 CTPYKTYpPbI MO

IIATEHTHOMY CTaTyCy IPUBEJICHbI Ha pucyHkax 4.4—4.5.
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Puc. 4.4 lNporHo3 pa3sutus chapmaueBTu4eckoro poiHka P® B cnyyae
MHHOBAaLIMOHHOIO CLeHapuA
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4.3. Bbibop cnocoba pelweHnst npobrieMbl U 0XXnaaemMbin pe3ynbTaTt
peanusauumn Ctpartermu

Nuepunonnbiii cuenapuit npusener yxke B 2011—2012 romax x
CTarHay POCCUHCKOTO (DapMareBTHUYECKOTO TMPOU3BOJICTBA, BbITECHEHHID
OTEYeCTBEHHbIX KOMIIAHMA ¢ BHYTPEHHEr0 W BHEUIHEI0 PBHIHKOB,
YIIIyOJICHUI0 TMPOU3BOJACTBEHHO-TEXHOJIOTMYECKOT0 M HAyYHO-TEXHUYECKOTO
OTCTaBaHUsI OT MHUPOBOIO YPOBHs, YTPaTe OTEYECTBEHHOI0 HAYYHOIO
NMOTEHIMAJIA U TIOJIHOW MOTEpE JEKAPCTBEHHON HE3aBUCUMOCTU. OUYEBHUIHO, YTO
TaKOM CLEHApUW SIBJISIECTCS HEMPUEMIIEMBIM [JII POCCHUMCKOrO TOCYIapCTBa U
IPOMBIIUIEHHOCTH, OCOOEHHO B CBET€ 3aMETHOr0 OIEPEXKAIoLIEro pocTa
POCCHIICKOTO PhIHKA JIEKAPCTBEHHBIX MPENAPATOB.

HNuBecTUUMOHHASE  MOJAeJb  IIO3BOJUT B  Kpar4yaullIME  CPOKH
JIOKaJIM30BaTh MPOU3BOACTBO JIEKAPCTBEHHBIX IpENapaToB Ha Tepputopuu PO,
MIPUBJIEYb WHBECTHUIMHA B MOAEPHU3ALMIO CYILIECCTBYIOIIUX MPOU3BOACTBEHHBIX
AKTUBOB M CTPOUTEIBCTBO HOBBIX MPEeANPHUATHI. Pe3ynpratoM Takoum Monenu
pPa3BUTHSl CTAaHET IMpeolJaJaHue JIOKAJIbHOTO TMPOU3BOJUTENSI B CEKTOPE
KaueCTBEHHBIX JDKCHEPUKOB W Hebombmmmas aons (mo 10—20%) B cekrope
MHHOBAIIMOHHBIX TMpenaparoB. OJHAKO NOTEHUMAN pPa3BUTUA OTpaciu IO
JAHHOUM Mojenu OyJeT ucuepnad opueHTUpoBOoYHO K 2017 romy u notpedyercs
coOCTBeHHasi NHHOBAIIMOHHAS TIPOYKIIMS, CO3/IaHIE KOTOPOH MOXKET 3aHSTh 10
7—10 ner.

NuHOBauMOHHAsT MOJAEJb TO3BOJMT HWHUALMUPOBATH B Poccum
pa3pabOTKy M MPOU3BOACTBO BBICOKOTEXHOJOTHYHON (apMarieBTUYECKON
MPOAYKIUH, TIOBBICUTh YPOBEHb OTEUECTBEHHON (hapMalleBTUKHU 10 MUPOBOTO U
YCHENIHO KOHKYPUPOBAaTH C 3apyOeKHBIMH TPOW3BOAUTEIIMH Kak Ha
BHYTPEHHEM, TaK M Ha BHEIIHEM pblHKaX. HOBBIA HMIIyJbC K Pa3BUTHUIO
MOJYYUT POCCUMCKAs NPUKIIAIHAS HAYKA U UHKEHEPHSI.

OnruManbHOM CcTparerded Uil pEWICHWS IIOCTaBJIEHHBIX —3a1ad

MMpEACTABISACTCS peain3alnsi MHHOBALIMOHHOTO COCcHapus pasBUTHA OTPACIIN:

28



Munucmepcmeo npomviuinennocmu u mopeognu Poccuiickou @edepayuu

HA MEePBOM JTame OyIyT peanu3oBaHbl MeponpusaTus «HBECTUIIMOHHOM
MOJIENIN» C TMapajuiebHBIM 3alyCKOM OTPACIEBOTO WHHOBAIMOHHOTO
nukia (Pucynku 4.6—4.7);

9TO TO3BOJUT HA BTOPOM JTame MacmTad0HO JIOKAJHU30BaTh
BBICOKOTEXHOJIOTHYECKOE MPOU3BOJICTBO U pPa3padOTKYy;

YTO JACT BO3MOXXHOCTh HA TpeThbeM 3Tame, Korja OyaeT ucuyeprad
MOTECHIIMAJI PA3BUTUS 32 CYET WHBECTUIIMOHHOW MOJIETH, TMEPEeHTH Ha
WHHOBAIIMOHHYIO MOJIENIb Pa3BUTHS OTPACH, BHEAPSS pa3pabOTaHHBIN K

TOMY MOMEHTY TOpT(henb COOCTBEHHOM NHHOBAIIMOHHOMN MPOYKITHH.

PucyHok 4.6. [lopoxHas kapTa pa3BuTtusa ¢papmaueBTUY4ECKON

npombiwneHHocTn Ao 2020 roapa.
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1. NIOKATM3UPYIOWNHI 1. MMNOPTO3AMELIAIOWHA 1. 3KCMOPTOOPHEHTUPOBAHHBIR
ATAN ATAN 9TAN

Heo6xoammo OTMETHTH, YTO MHUPOBOM KPU3UC MOXKET OTJIOXKHUTH 3aITyCK

HHHOBAIIMOHHOI'O IHUKJIA CO CTOPOHBI IOCyaapCTBa Ha HCCKOJIBKO JICT, OJHAKO

9TW MHBCCTHIIMOHHBIC ITIOTCPU MOT'YT YaCTHUIHO OBITH KOMIICHCHUPOBAHBI 3a CUYCT

0oJyiee aKTHBHOIO IIPUBJICUYCHUA JII/II_[eH3I/Iﬁ Ha HC3aBCPIICHHLIC 3allaJHBIC

pa3paboTKu, a Takke 3a cyeT Oosiee OBICTPOro HapallMBaHUS (PUHAHCOBBIX

pECypCOB OTE€YECTBEHHOM WHAYCTPUEW B CHJIYy YCKOPEHHOHW KpPHU3UCOM

JIOKaJIN3allnu IIPOU3BOJCTB.
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PucyHok 4.7. OCHOBHble rpynnbl  MeponpuATUA AONA  peanu3auuu
Crparterumn.
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5. OueHka puckoB

Peanuzauust Ctpareruu pa3BuTusi papMaleBTUYECKON MPOMBIIIJIEHHOCTH
Poccuiickoii @enepanuun Ha nepuoa Ao 2020 roma compsiKeHa C PUCKAMU,
KOTOPBIE MOTYT IPENATCTBOBATh JOCTHKEHHUIO 3aIJIAHUPOBAHHBIX PE3YJIBTATOB.

Hngpacmpykmypnvle  pucku. OTCYTCTBUE JOCTATOYHOIO KOJIMYECTBA
COBPEMEHHBIX NPEANPUATAA W HAYyYHO-UCCIIEIOBATEIbCKUX LEHTPOB H
BBICTPOEHHOM CUCTEMbI KOONIEpAIIMN HAYKH 1 Ou3Heca.

Texnocennvie u sxonocuveckue pucky. C yd4eTOM TOrO, YTO CTEIEHb
M3HOCA OCHOBHBIX (oHI0B cocTaBisieT 60%, BeTuka BEpOITHOCTh TEXHOT€HHBIX
aBapHil 1 HAaHECEHUs ylepOa OKpy Karollei cpene.

HeoocmamouHulti yposeHb QuUHAHCUPOBAHUS HAYUHBIX UCCIE008AHULL.
Henodunancuposanue HMUP u HUOKP Oyner caepxuBaTh pa3pabOTKy H
BHEJIPEHUE HOBBIX MPOAYKTOB M TEXHOJIOTHM.

3axonooamenvhvie pucku. HecoBepileHCTBa B 3aKOHOJATEIBHON cdepe
OrPaHUYMBAIOT  CIIOCOOHOCTh  XO3SAUCTBYIOIIUX  CTPYKTYpP  3(P(EKTHUBHO
pearupoBaTh Ha MEHSIOLIYIOCS PBIHOYHYIO CHTYalUIO C Y4E€TOM IEpPCIEKTHB,
BO3MOXHOCTEH U MOTPEOHOCTEN pa3BUTHA.

Kaoposvie pucku. Pemenne 3amau Ctpareruum mnoTpeOyeT MPUTOKA
BBICOKOKBAIM(DUIIMPOBAHHBIX ~ KAaJAPOB H  MEPENOJTOTOBKH  MMEIOIIUXCS
cnenuanuctoB. Henocrarouno s¢@dexTuBHOE penieHue 3TUX 3afad CIOCOOHO
BOCHPENATCTBOBATh peasin3aluu HacTosmend Crpareruu.

Maxposkonomuueckue pucku. CHAKEHHE TEMIIOB POCTA SKOHOMHUKU U
YPOBHSI MHBECTUIIMOHHOW aKTUBHOCTHU, BBICOKUM YypOBEHb HHQISIUU WU
Ype3MEpPHOE YKPEIUIEHHE Kypca HAlUWMOHAJIBHOW BaJIOThI, BO3MOXHOCTb
YXYILIECHUS BHYTPEHHEW M BHELIHEW KOHBIOHKTYPbI II€H Ha CBhIpbE U
TEXHOJIOTHH, TOCIEACTBHSI MUPOBOTO (PMHAHCOBO-3KOHOMHYECKOTO KPHU3HUCA.

I nobanvrvie pucku. Hacrosimmas CtpaTerus B UEJIOM UCXOAMUT U3 TOrO,

YTO MOJENb MHUPOBOIO pa3BUTUd (apMuUHIycTpuu BooOmie u Poccuiickoit
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IPOMBIIIVIEHHOCTH B YacCTHOCTU OyJE€T HOCUTh JMHEHHBIM Xxapaktep no 2020
roja U OCTAHETCA OJHOW U3 CaMbIX WHHOBALUMOHHO EMKHUX OTpacjeyd MUPOBOMU

9KOHOMMKH.
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6. OCHOBHbIE MeponpusaTna n oxxmngaemblie pe3yribTaTbl

peanusauuu Ctpateruu

Hacrosimas Crparerusi npeaycMaTpuBaceT pPEAM3alUI0 TPEX OCHOBHBIX
JTaroB:

I stan — «Jlokanu3anust Mpou3BOACTBA U Pa3padOTKU JEKaPCTBEHHBIX
CpEeACTB Ha Tepputopun PO».

II atam — «Pa3BuTtHe papmareBTHUECKON OTpaciivi Ha peIHKE PDy.

I sram — «Pa3BuTue QapManeBTUYECKON OTpacid Ha BHEUIHHX
PBIHKaX».

JUis  OOJBIUMHCTBA  MEPONPUATUA  HEOOXOIMMO  MPOBEJEHHUE
[IPEIBAPUTEIBHBIX JEHCTBUM, a TAKXKE IMOCIEAYIOMNUX MOHUTOPUHIOBBIX IIAar0B
nociie ux peanusauuu. OTHECEHHME MEPONPUATHI K TOMY WIM HWHOMY JTaIly
O3HA4aeT INPOSBICHWE MAKCUMAJIBHOIO BHUMAHHMS B OJTOM MHTEPBAJIE W
HOJIy4YE€HUE COOTBETCTBYIOUIETO 3¢ (deKTa. YCIOBHO MOILIHOCTh M JCHCTBUS IO
MEPONPUATUAM OTPAXKEHBI HA pUcyHKe 6.1.

PucyHok 6.1. OcHoBHble 3Tanbl peanusauun Ctpaterum.

BNUsiHue § BIUSIHUE
'Kpu3 § Kpu3uca

v

Jlokanusauusa npoussogctea 2012 Passutune 2017 PassuTue
1 pa3paboTku NekapCTBEHHbIX (papmaLleBTU4ECKOIA ¢hapmaveBTHYECKOl oTpacnu
cpeacTs Ha TeppuTopun PO oTpacnu Ha pbiHke P® Ha BHELUHMX pbIHKaX
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6.1. [lepBbIN 3Tan: nokanusauuMsa nNpPOU3BOACTBaA W

pa3paboTKu nekapcTBeHHbIX cpeacTB Ha Tepputopuun PO

OcHoBHaAs1 1eJb IEPBOrO JTala 3aKJIIOYAETCS B CO3JAHUHU CHUCTEMBI
COBPEMEHHOro (papMaleBTUYECKOro Mpou3BojcTBa U paszpadbotku JIC Ha
teppuropun PO.

OcHoBHOI 3agaven SIBIIAETCS pa3BuUTHE COBPEMEHHOU
IPOU3BOJACTBEHHOM ©0a3bl (B TOM 4YHCIE€ C [OMOILBIO JIOKAJIU3alUuU
BBICOKOTEXHOJIOTUYHBIX TPOU3BOJACTB M HCCIIEOBATEIbCKUX LEHTPOB Ha
tepputopun  P®), coorBercTBytomieir crangapraMm GMP, mnosBossmomen c
BBICOKOM 3((EKTUBHOCTbIO TMPOU3BOAMUTH JIEKAPCTBEHHbIE CYOCTAaHLUU U
TOTOBBIE JIEKApPCTBEHHbIE (POPMBI HA KX OCHOBE.

Jlisi peanu3anum nepBoro 3tana OyAayT NPUHITHI MEpbl, HAIIPAaBJICHHBIE
Ha TPEOJOJICHHE OCHOBHBIX HEraTUBHBIX TEHJAEHUMH B HAlMOHAIbHOU

dbapmareBTUYECKON MTPOMBITTUICHHOCTH:

YCTpAaHCHHUC CYHCCTBYIOICTO KOHKYPCHTHOI'O HCPAaBCHCTBA MCKIY
JOKAJIbHBIMH H Bap}I6C}KHLIMI/I Q)apMaHGBTI/I‘lCCKI/IMI/I IMPONU3BOAUTCILIMU B

Poccuiickoit denepaiu, B TOM YUCIIE B HOPMATUBHO-IIPABOBOM I10JIE;

BHE/IpEHHE 00s3aTeJIbHBIX Tpe0OBaHUH K TNPaBWJIAM MPOU3BOACTBA
JekapcTBeHHbIX cpenctB (GMP), uaentuunsix MexayHapoaabiM. Co3naHue

nHcnekmy mo GMP;

MoaepHu3auus U yrBepxkacHue Papmaxonen P®, rapMOHHU3UPOBAHHOWU C

EBponeickon @apmakoneen;

UCKJIIOYEHHE TpeOOBaHUS OO0S3aTEIILHOTO YTBEPXKACHUS W PETHUCTPAIMU

dapMaKoneHHbIX CTaTEeH NPEIITPUATHUS;

3aMeHa TpeOOBaHWS TMPOBEJACHUA MNPeIPEerucTPAlMOHHON JIKCNEePTU3bI
KAa4YecTBa JICKAPCTBEHHBIX IPEMapaToB 3KCHEPTHU30M B paMKaxX MPOLEAypbl

MMPCABAPUTCIILHOI'O I'OCYAAPCTBCHHOI'O KOHTPOJIA Ka4CCTBA,
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BBCACHUC Tpe6OBaHI/I5I NpeaAOCTaBJIICHUA  PCTUCTPALMOHHOTO JOChE Ha

nekapctBeHHbIN npenapat B popmare CTD (Common Technical Document);

OrpaHUYCHHE CpOKa JEHCTBUS PErucTpaliMOHHOro yupocroBepeHus Ha JIC
OSThIO  TOAAMU MPU  TMEPBUYHOM  pErucTpauuu; Mpu  HOCIeIyroIen

HIepepPEeruCTpaIii — MOJIyYCHUE GeCCPOYHOT0 YIOCTOBEPCHUSI;

NPUHATUE JIOKYMEHTOB, PErJIAMEHTHPYIOIIMX pa3pabOTKy JIEKapCTBEHHBIX
CPEICTB B COOTBETCTBUM C MEXIAYHApPOAHBIMH CTAHIAPTAMU HAJUJIEKAILEH

naboparopHoit u kimHuyeckoit npaktuku (GLP u GCP).

MOJICpHHU3AIMS  CHCTEMbl  MOATOTOBKH  BbICOKOKBAJIH(PUIMPOBAHHBIX
CHeNHUAJUCTOB B 00JacTH pa3padOTKU M MNPOM3BOJCTBA JIEKAPCTBEHHBIX

CPEICTB;

pa3paboTka M TNPUHATHE HEOOXOJUMBIX HW3MEHEHHH B 3aKOHOJATENLCTBE
Poccuiickoit @enepaii U COOTBETCTBYIOIMX HOPMATUBHO-IPABOBBIX AKTOB,
pa3BUTHE TOCyAapCTBEHHBIX Nporpamm Poccuiickoit ®denepanuu B 00sacTH

JIEKAPCTBEHHOI0 00eceYeHus;

opranmzanys  (QYHKUMOHUPOBaHUS  (elepabHBIX JiabopaTopui  ais

OCYILIECTBJICHUS TOCYAAPCTBEHHOIO KOHTpOJIA KayecTBa U OezonacHoctu JIC;

BBeleHUEe Ui npousBoauteneii JIC MHCTHTYTAa YNOJHOMOYEHHBIX JIMIL,
OTBEYAIONIMX 32 Ka4eCTBO M OE€30MaCHOCTb MMPOU3BOAMMOIN MPOIYKITHH,
HECYIIMX HapaBHE C PYKOBOAUTEIEM aIMHUHHUCTPATUBHYIO H YIOJIOBHYIO
OTBETCTBEHHOCTh 3a KAueCTBO W O€30MaCHOCTh MPOIYKIMH, BBITYCKAEMOU

IIPEANPUITHEM;

MPOBEJICHUE KOMIUIEKCA MEPOIPUATHII, HaNpaBlICHHbIX Ha 0opbly ¢

KOppYNIHe B BOMPOCax JIEKapCTBEHHOTO 00ECTICUEHHUS.
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Ocob6eHHOCTU U cneuncpuyeckme MeponpuUATUs:

" PpacCMOTPEHHE BO3MOXKHOCTH BbIOOPOYHOI0 MNPUMEHEHHSI MeXaHu3Ma
3alIMThl KJIMHMYeckux aaHHbIx (Data Exclusivity) Ha InexkapcTBeHHBIE
CPEICTBa, BBIIICMIINE HM3-TI0J] MATeHTa, MPU YCIOBUU PA3MEIIECHUS IMOJIHOTO
IUKIIa TMPOU3BOACTBA JTUX IpemapatoB Ha Tepputopun P (pexum

«IPOMBIILJICHHOI COOPKWY;

"  PACCMOTPEHHE BO3MOKHOCTH YCTAHOBJICHUS MOBBINIEHHBIX CTABOK BBO3HBIX
TAMOKEHHBIX MOLLIMH C YYETOM JICHCTBYIOLIErO YPOBHS YKa3aHHBIX CTAaBOK
HA BCe JleKApPCTBeHHbIE Mpenaparbl, CyOCTAHIIMM KOTOPBHIX BBHIIUIA H3-TIOJ
JENCTBUSA TMAaTeHTa TPU YCIOBUH TIOJHOTO 0OecredeHus MOoTpeOHOCTH
BHYTPEHHETO PbIHKA OT€YECTBEHHBIMU aHAJIOTAMH U MPU YPOBHE UX KA4eCTBA,

HC YCTYIIAIOIICM NMIIOPTHBIM JICKAPCTBCHHBIM CPCACTBAM;

"  PacCMOTPEHHE BO3MOXXHOCTHU YCTAHOBJICHUS MOBBIIIEHHBIX CTABOK BBO3HBIX
TAMOKE€HHBIX MOULJIMH C YY€TOM JICUCTBYIOIIETO YPOBHS YKa3aHHBIX CTaBOK
Ha HMIIOPTUPYEMbIC CYOCTAHIIMM, B TOM YHCJIE XHMHUYECKHE PEAKTHUBHI,
ctpykrypHas dopmyna 1 CAS-MHIEKC KOTOPBIX COBIAJACT C CYOCTAHIIUSIMH,
HE HaXOJSAUIMMUCS TI0J] MATCHTHOM 3alllUTOM TPH YCJIOBUM TOJHOTO
oOecriedeHusi TOTPEOHOCTH BHYTPEHHEr0 PhIHKA OTEYECTBEHHBIMU AHAJIOTAMU

Y TIPY YPOBHE MX Ka4E€CTBA, HE YCTYNAIOIIEM UMIIOPTHBIM aHAJIOTaM;

"  ONTUMM3ALMSI CPOKOB U MPOLEAYPHI PETHCTPALMU JIEKAPCTBEHHBIX CPEICTB IS
o0ecrieyeHus1 yCKOPEHHOIO PeKuMa pErucTpaluu npenapaTos, pa3pad0TaHHbIX

Y IIPOM3BEJICHHBIX Ha Teppuropun PO;

= o0ecrneyeHre HAcCEJICHUS W YUYPEKIACHUU 3/IpaBOOXPAHEHUS AaHTHOMOTHKAMU
POCCHIICKOrO MPOMU3BOJACTBA, HMMYHOOMOJIOIMUECKUMH IIpernaparaMu JUis

o0ecrieyeHus] HAMOHAIBHOI'O KaJIEHAapsl IPUBUBOK.

36



Munucmepcmeo npomviuinennocmu u mopeognu Poccuiickou @edepayuu

6.2. Bropou atan: pas3sutue hapmaueBTUYECKOMN OTpacnu
3a cyeT pbiHKa PO

OcHoBHAasl 1eJib BTOPOro 3Tana 3akJ0YaeTcs B CO3JaHUU OTIKEHHOU
CHUCTEMBI I10:
= IPOU3BO/JICTBY U BBIBO/Y Ha PbIHOK keHepukoBbix JIC (6.2.1);
= Pa3MEILECHUIO JIMIIEH3MOHHBIX MPOU3BOJICTB BHICOKOA((PEKTUBHBIX
WHHOBAIMOHHBIX TMPENapaToB, HE WMEIOIMNUX JKEHEPUKOBBIX
aHajoros (6.2.2);
= 00€CTIEUCHUIO JIeKapCTBEHHOU He3aBucuMocTu PD (6.2.3).
OcuHoBHOW  3ajaveil  sBiusgerca  (opmupoBanne  AHPEKTUBHOTO
PBIHOYHOTO MEXaHHM3Ma IO BBICOKOTEXHOJOTUYHOMY HMIIOPTO3aMEIICHHUIO
JIEKaApCTBEHHBIX CPEJICTB.
Ocob6eHHOCTU U cneundnyeckme meponpuaTua n. 6.2.1.

(OpraHusauus nponsBoACTBa U BbiBOAA Ha PbIHOK COBPEMEHHbIX
AxeHepukoBbix J1C)

Heobxoanmo peann3oBarh JiB€ TPyHIbl CHEHU(PUUECKUX MEPONPUSTHIA:
(1) MepompusiTuss 1O  NONHEPKKE  OTCYECTBEHHBIX  MPeANPUATHI-
npousBoauTesieil papManeBTHYeCKHX cyOcTaHuMid U (2) MeponpusaTus Mo
MOAJEPKKE  OTCUECTBEHHBIX  MNMPEANPUATHH-NIPOM3BOAUTENCH  TIOTOBBIX
JekapcTtBeHHbIX ¢opm (I['JID). HeoOxomumocTh pazfeneHus 3THX TPYyH
MEpOIPUSITUNA CBSI3aHA C HAJIUYUEM B OTPACIU SPKO BBIPAKEHHOW CHUCTEMBI
pasfeneHus TpyJaa, NpU KOTOPOW OJHA 4YacTb NPEANPUATHN ITPOU3BOIAUT
JeKapCcTBeHHbIe cyOcTtaHiuu, a apyras dvacte — [JID. Ilpu sTtom Kak
IIPAaKTUYECKNE 3a7a4, TAK U DKOHOMHYECKHE MHTEPECHI ITUX I'PYMI 3a4acTYIO
CYIIECTBEHHO OTIIMYAOTCA.

MeponpuaTtua no nogaepxke ore4eCTBeHHbIX NpeanpuaTUN-npousBoauTenen
cdapmaueBTUYECKMX CyOCTaHLUN:

" BHECEHHE B 3aKOHOAATEIbHBIE AaKThl JOINOJHEHHWW, TapaHTUPYIOLIUX IpU

OpraHM3alUy 3aKyNOK Il TOCYJApCTBEHHBIX HYXKI I[PUOPUTETHOCTH
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OTEUYECTBEHHBIX IPOU3BOJUTENECH, a TaKKE BO3MOXKHOCTH 3aKyIIOK II0
NPEIBAPUTENBbHBIM (OMLMOHHBIM) KOHTPaKTaM € OTJIOXKEHHOH MOCTaBKOM (10

3X JIeT), € 1eJIbIO JIOKAIU3AI[MH POU3BOJICTB.

" BHECEHHE B HOpPMATHBHO-NPABOBOE pEryjvpoBaHue B cdepe oOpaleHus
JIEKapCTBEHHBIX CPEACTB JIOTOJIHEHUN, BBIPAaBHUBAIOIINX TpPEOOBaHUS IS
OTEYECTBCHHBIX W 3apyOEKHBIX (HapMIPOM3BOAMUTENICH B YACTH MNOPSAKA
KOHTPOJISI KayecTBa CyOCTaHIMi; Ui 3TOTO MPEIyCMOTPETh ayAuT
MPOU3BOANTENICH HMITOPTHBIX CYOCTaHIIMH TOCYAapCTBEHHBIMH SKCIEPTHBIMH
OpraHu3alusIMU;

Meponpvavm no nopgaepxke ore4eCTtBeHHbIX l1pe,D,l'IpVIiITVIVI-I'IpOVBBO,D,VITeﬂeVI
roToBbIX JNIeKapCTBeHHbLIX CpeacTB:

"  QIPOJOJDKEHHUE CO3/IaHUS U BHEAPEHHUS B IPAKTUKY NpedepeHuui npyu y4acTuu
B KOHKypce rocyaapcrBeHHbIX 3akymok JIC 1 JIOKaJbHBIX

IPOU3BOAUTEJICH;

" [pOBEIEHHWE B paMKax TOCYJAapCTBEHHBIX MpOrpaMMm  OOecreveHus
JIEKapCTBAMM  KOHKYPCOB 10 NpPeABAPUTEJbHBIM  3aKyNKaM  Cpelau
OTEUECTBEHHBIX  IPOMU3BOJIUTENECA  HA  NPOM3BOACTBO W IMOCTaBKY
JIEKAPCTBEHHBIX CPEACTB, YEPE3 3AKIIOUEHHE TPEXIJIETHUX TOCYAAPCTBEHHBIX

KOHTPAKTOB C YCJIOBUCM BLIIIOJHCHHUA U OIVIATHI HA TpeTI/Iﬁ roJ KOHTpPAKTaA,

" OTMEHA perucrpanu CyOCTAHUMH IPU YKECTOYEHUM KOHTPOJIS KayecTBa
I'NI®, B TOM wuyucie myreM oOecleueHUs BbI€3AHBIX WHCIEKIHA U
aKKpeIUTallMM B PEryJsITOpHbIX opraHax P® Bcex  3apyOexHBIX
npousBoauTeNel dapmareBTHueckux cyoctanmuii u ['JI®, mocrynaronmx Ha

pbIHOK PO;

®  OTMCHa Tpe60BaHI/IH PErucTpanuu .HC, IMPON3BCACHHOT'O HCKIHOYUTCIIBHO IJIA

9KCIIOPTA,
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= BHeceHue n3meHeHuil B [locranonenune IlpaBurensctBa PO ot 16 nrona 2005
roga Ne438, paspemiaronMx BBO3 3aperMCTPHMPOBAHHBIX AKTHBHBIX
(papmaneBTHYCCKHUX cyocTaHIui IIPEANPUATUEM-TIPOU3BOIUTEIIEM
JIEKapCTBEHHBIX CPEACTB JUIsI COOCTBEHHOIO NPOM3BOJICTBA HAa OCHOBaHHUH
PETUCTPALIMOHHBIX YAOCTOBEPEHNI HA JIEKAPCTBEHHBIN ITPENapaT U aKTUBHYIO
(bapMaleBTHUECKYIO CyOCTaHIHIO.

Ocob6eHHOCTU U cneuncpuyeckme meponpuaTusa n. 6.2.2.

(PasmelueHmne NULEH3NOHHbIX NPON3BOACTB BbiCOKO3(h(hEeKTUBHbIX
MHHOBALMOHHbIX NpenapaToB, He UMEeKLUX JKeHePUKOBbIX aHaNoros)

He nns Bcex TepameBTHYeCKHX oOnacTeil CymecTBYIOT 3(h(eKTHBHbBIC
npenaparbl-DKCHEPUKH. B Takux ciydasx Npud OTCYTCTBUH 3(()EKTUBHBIX
OTCUCCTBCHHBIX  WHHOBAIIMOHHBIX  TPEMapaTroB, MPEJHA3HAYEHHBIX IS
YIOBJICTBOPEHUS HYXKJ 3IpaBOOXPAHEHHS, TMPEAINOUYTUTEILHO pPa3MeIleHne
JUIICH3UOHHBIX TIPOU3BOJICTB 3apyOEKHBIX HWHHOBAIMOHHBIX IpErapaToB

COOTBETCTBYIOULIEH IPyNIIbl HAa Tepputropun PO.

Cneuunduyeckme MeponpuUaTUA:

" CTHMYJIMPOBAHHNC KIHMHHYCCKHX HCHBITaHHﬁ, IMPOBOJUMBIX COBMCCTHO
OTCUYCCTBCHHBIM U Bap}IGC)KHBIM IMPOU3BOAUTCIICM, IIPHU KOTOPLIX JIMICH3WA Ha

MHHOBAlIMOHHBIN nipenapat B PO ocTaeTcs y poOCCHIICKOTO NapTHEPA;

"  CO3JaHHE MHTErPHPOBAHHBIX CTPYKTYP Pa3padoTYMKOB M POU3BOAUTEIeH
JIEKAPCTBEHHBIX CPeACTB,  3aHMMAIOUIMXCS BOIPOCAMH IMPHOOPETEHHS

JIMLEH3UHI U pa3MEILEHUs COOTBETCTBYIOIINX POU3BOACTB HA TeppuTOopuu PD;

" CTHMYJIMPOBAHHC OCBOCHHA HOBBIX TEXHOJIOT UM Nnmpou3BoaACTBA CyﬁcTaHHHﬁ,

BKJTIOYasi OMOTEXHOJIOTHH (TeparieBTHUECKUE OSNKH, aHTUTENA U T.11.);

" CTUMYJIMPOBAHUE OTEYECTBEHHBIX (PapMIIPOM3BOAUTENEH K CO3JaHMIO 32

pyOeKOM IIEHTPOB TPaHc(hepa TEXHOJIOTHI;
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"  QOAJEpKKA NMpUrianieHus B PO 3anagHpIX cCrieMaauCcTOB, B IIEPBYIO OYEPEID
POCCHICKOTO ITPOUCXOXKIACHHS, MMEIOIIMX COBPEMEHHBIA HWHIYCTPUAIbHBIN

OMBIT pa3paboTku u npousBojacTsa JIC;
" CTUMYJIMPOBAHHE JOKJIMHHYECKUX MCCJIEI0BAHUI CO CTOPOHBI MHOCTPAHHBIX
IIPOU3BOJIUTEINIEH, PACTIONATAOIINX CBOU NPEANPUATUSA HA TeppuTopun PO.

Cneuudnyeckne meponpuaTua n. 6.2.3.
(O6ecneyeHune nekapcTBeHHON He3aBUCUMOCTU PD)

=  @OOpMHUPOBAHUE CTPATEIHYECKOr0 IEePevYHs JIEKAPCTBEHHBIX CPEACTB, U
o0OecrieueHMe TMOJHOTO IMKJIAa HX MpPOM3BOJACTBA Ha Tepputopun Pd;
COBEPILECHCTBOBAHME MEXaHU3Ma T'OCYJAPCTBEHHBIX 3aKyIOK B paMKax 3TOr0

IEpeUHs, B TOM YHCJIC YCPE3 CUCTCMY IIPCABAPUTCIILHBIX 3aKYIIOK.

6.3. TpeTun aTan: pasButue papmaLeBTUYECKON OTpacnm
3a CYeT BHELWHUX PbIHKOB

Tperbsi rpynma MepoNpHUSTHH TPEIyCMaTPUBACT pCaM3aIUI0 MEp,
HaIpaBJICHHBIX HA pa3BUTHE KOHKYPEHTHBIX TPEUMYIIECTB HAIIMOHAILHOM
dbapMaleBTHYECKOM  OTpacid M OCYIISCTBJICHHE €€  Iepexojla Ha
WHHOBAIIMOHHYIO MOJICITb PAa3BUTHSI.

OCHOBHBIMU HeJISIMU JAHHBIX MEPOTIPUSTHNA SBIISTFOTCS:

6.3.1. pa3paboTka W TPOM3BOJICTBO OTEYECTBEHHBIX MHHOBALIMOHHBIX
npenapaToB JIsl UMIIOPTO3aMEIICHUS JICKAPCTBEHHBIX CPEACTB, HAXOIAIIHXCS
TI0JT TATEHTOM Ha JIOKaJIbHOM PBIHKE;

6.3.2. pa3paboTKa M IMPOHM3BOJCTBO OTEYECTBEHHBIX MHHOBAIIMOHHBIX
npenapaToB, IKCMOPTOCIMOCOOHBIX HA MUPOBBIX PHIHKAX.

OcHoBHAsi 3a/Jla4a COCTOMT B CO3JaHUM HHOPACTPYKTYPHI IS
pa3pabOTKH HWHHOBAIMOHHBIX IIPEMaparoB ¢ MNPUMCHECHUEM ITOCICIHUX
JNOCTIDKCHWA HAYKH W TEXHUKHM W HWCIOIb30BAHUM  COBPEMEHHBIX

TCXHOJIOTHYCCKHUX HJ'IaT(i)OpM.
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Ocob6eHHOCTU U cneuncpuyeckme meponpuaTusa n. 6.3.1.
(PaspaboTka n NpoM3BOACTBO OTeYECTBEHHbIX UMMOPTO3aMeLLaroLwmnx
MHHOBALMOHHbIX JNIeKapCTBEHHbIX NpenapaToB)

[lenpto sBHsieTcss pa3paboOTka W MPOU3BOJCTBO MO  AKTyaJIbHBIM
dbapMareBTUYECKUM  HAINpaBJICHUSM  OTCUYCCTBEHHBIX  MATEHTOCIIOCOOHBIX
pernapaToB, KOTOPhIE UMEIOT M3BECTHHIE 3apyOeKHbIC MPOTOTHIIHI U TTOKA3AJIH
KIUHUYECKYI0 3(PQexkTuBHOCTh. DaKkTHUECKH pedb HAET 00 OPUTHHAIBHBIX
JICKapCTBEHHBIX TMpernaparax, UMEIONMUX TOT K€ MEXaHHW3M JCUCTBUS U HE
MEHBITYI0 3(PPEeKTUBHOCTh, YeM 3apyOeKHbIe MPOTOTHIIBI, HO 0O0JIadaroNIuX
JOTIOJTHUTEIPHBIMA ~ TIOJIE3HBIMA ~ CBOWCTBAMH, TaKMMH KakK TOHM)KCHHAS

TOKCHUYHOCTbD, ITIOBBIIMICHHAA 6I/IOI[OCTy1'IHOCTB u T.II.

Cneuundumyeckme MeponpuUaTUA:

= wmacwtaOHas noaaep:xkka HUP um HUOKP, nHanpaBieHHBIX Ha CO3JaHUE
umnoprozamemaommx JIC u I'JI®, B ToM 4Hciae ITyTeM peryssipHOro
NPOBEJICHUS KOHKYPCOB CpPEIN MajibIX HAyYHBIX (UPM Ha pa3pabOTKy HOBBIX
JIC ¢ mocnemyronie rapaHTUPOBAHHOW 3aKyIIKOM T'OCYIAapCTBOM CO3JIaHHBIX

Iperaparos.;

" BBIJCJIICHUE B PaMKaX T'OCYJapCTBEHHBIX HMHCTUTYTOB pa3BUTHUS CpPEACTB Ha
CO3/IaHUE CIEUUAIM3UPOBAHHBIX (PMHAHCOBBIX MHCTPYMEHTOB, B TOM YHCIIE
KOPIIOPAaTUBHBIX M TOCEBHBIX (OHAOB, i1 (PUHAHCUPOBAHUS Pa3pabOTKU
WHHOBAIIMOHHBIX  JICKAPCTBEHHBIX  MpemapaTtoB MW  (hapmareBTHYECKUX
cyOcranimii (ctp. 38), a Takke NpUOPUTETHOE (PUHAHCUPOBAHKUE TIPOEKTOB I10
pa3paboTke  MMIOPTO3aMEUIAIOIIMX  JIEKAPCTBEHHBIX  MpenapaToB IO
HanpasieHuto «OKuBble cucrembl» DenepalibHbIM areHTCTBOM IO HayKe W

uHHoBalusM (PocHayku) B pamkax geictByrommx v Oyxyumx OLII;

¥ CTHMYJIMPOBAHHC BHCOPCHUA COBPEMEHHBIX HCCIea0BaTEC/IbCKHUX
TeXHOJIOFHﬁ, B TOM 4YHMCJIIC Ha OCHOBC BbICOKOIIPOHU3BOANTCIbHBIX

71a00PaTOPHBIX UCIILITAHUI;
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" CTHMYJIMPOBAHHC 3(l)(l)eKTl/IBHI)lX MNAaTCHTHbLIX I/ICCJ'le)IOBaHI/Iﬁ N MOHHUTOpPHHI'A

MEXTYHAPOAHBIX PHIHKOB;

"  COBEpILEHCTBOBAHUE npoueayp, peraaMeHTUPYIOITIX MIPOBEJICHUE

JAOKIIMHHYECCKHUX U KITHHUYICCKHUX HCHLITaHHﬁ;

" CTUMYJIMPOBAHUE HAHOOMOTEXHOJIOTUH ISl pEIIeHUs] BOMPOCOB 3PPEKTUBHOM
JIOCTaBKM B OPraHu3M 4esoBeka M3BecTHhIX JIC M co3maHusi MHHOBALMOHHBIX

TJid;

" CcOo34aHuC CHUCTCMbI BBIACJICHUSA IrpaHnToB IS MaJbIX HAay4YHbIX

NpeANPUSITHIA, CBI3aHHBIX C Pa3pabOTKOM J1eKapCTB;

" CcO3JaHMe MacIITaOHOM MPOrPaMMBI TIOITICPKKH KOOMEPAIIHOHHBIX MPOEKTOB,
OOBEAUHSIONMX OpraHu3aliyd pa3HbIX (OPM COOCTBEHHOCTH U OTPacCiieBOM
MPUHAJICKHOCTH, paboTatoe B cdepe pa3padotku u npousBojactsa JIC u

TJid;

= (opMHpOBaHUE CIIPOCA U CTUMYJIMPOBAHUE IMOATOTOBKH HCCIIEIOBATEIbCKUX
KaJIpOB HOBOI'0 IOKOJICHUSI, B TOM YHCJIE C YYaCTHEM TOCYAAPCTBEHHBIX

aKaJIeMU1 HayK.

Ocob6eHHOCTU U cneuncpuyeckme meponpuaTusa n. 6.3.2.
(PaspaboTka n Npon3BoACTBO OTe4ECTBEHHbIX UHHOBALMOHHbIX
NleKapCTBEHHbIX NpenapaTtoB, KOHKYPEHTOCNOCOOHbIX HA MUPOBOM PbIHKE)

Pesysnprarom peanmsanuu 3TOr0 KOMIUIEKCA MEPONPUATHNH B PAMKax
Hacrosmend Crparernn craner nospieHue K 2020 rogy 3HAYMTENBHOTO YMCIA
OTEUYECTBEHHBIX Pa3pabOTOK, MO3BOJSIOUIMX HANAAUTh pPEaTU3aLUI0 TOTOBOMN
OPOAYKLMHM WM IOJIyY€HUE JIMIEH3UH Ha €€ IPOU3BOJCTBO 3a PYyOEKOM.
CymiecTBeHHBIM OTJINYHEM VHHOBAI[UOHHBIX IIpEenapaToB OT
HaTEeHTOCHOCOOHBIX ~ CTPYKTYPHO-MOJU(UIIMPOBAHHBIX aHAJIOTOB  SIBJISETCS
pean3anys MOJIHOTO LIMKJIA Pa3pabOTKHU JIEKAPCTB C HYJIS C HUCIIOJIB30BAHUEM

MNEPCIOBBIX HAYYHO-HCCIICAOBATCIIbCKUX IIOAXOOOB. Tonbko Takou IIoaxon
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MO3BOJISIET B TOJHOW MEpe peain30BaTh JOCTHIKEHUS «T€HOMHOW 3pbI» U
co3faBaTh Ipemaparbl HOBOTO  IMOKOJICHHS, OTJIMYAIOIIMECS  BBICOKOM
3 (PEKTUBHOCTHIO, HHU3KMM YPOBHEM MOOOYHBIX 3(PEHEKTOB U  BBICOKOM

PEHTA0EIBHOCTHIO IPOU3BOICTBA.

Cneuundmyeckme MeponpuaTUA:

= co3nanue  >PPexTUBHON CXEMBI (puHaHCMpoBaHus pa3padoTKu
nHHoBanUMOHHBIX JIC Ha Bcex ee aTamax, BKIIOYAIOIIEH TI'PaHThI, BEHUYPHOE

(¢uHaHcupoBaHue U (PMHAHCUPOBAHKE (PApMUHAYCTPUE;

" CTUMYJIUPOBAHME BHEIpPEHHs B MpakTHKy pa3padotku JIC mnepenoBbix

TGXHOHOFHﬁ, OCHOBAHHBIX Ha JOCTHXKCHUAX «IMOCTreHOMHO IPbI»;

" (hopMHpOBAHUE HAYYHO-MCCJIEI0BATEILCKUX IEHTPOB U KJIACTEPOB IO
pa3padoTKe WHHOBALMOHHBIX JIEKAPCTBEHHBIX CPEACTB, TaKUX Kak

HarmoHnanbHbI# IEHTp OMOJIOTMYECKOTO CKPUHUHTA;

" BBIXOJl Ha 3apyOeXHbIE PBHIHKM 32 CYET NPUHOOpPeTeHNus] HHOCTPAHHBIX

AKTHBOB;

" CTUMYJIMPOBAaTh MPHOOPETEHHE TEPEOBBIX  3apyOCKHBIX  Ppa3padoToOK
JIEKAPCTB Ha JOKIMHUYECKOM M KIMHHYECKOM (hazax C MOCIeqyrouM
nosezieHueM ux B P® 1o craguu rotoBoro mpoaykra ¥ KOMMEpLHAAIM3AUEen Ha

MHUPOBOM PBIHKE;

" YOPOLUEHHUE IIpOLEeAypbl IOy4yeHus paspemieHud Ha odkcnopr [JID,

IMPOU3BCACHHBIX, B TOM YHCJIC, [I0 KOHTPAKTY.
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7. 06 beM 1 NICTOYHUKU PUHAHCUPOBAHUA MEPONPUATUN

CrtpaTterumn

7.1. UcTOuYHUKM chnHaHCHMpOBaHUA

Hcrounnkamu (pMHAHCUPOBAHUS PACXO/I0B HA PEATU3ALMIO0 MEPOIPUITHIA
Crparerun pa3Butus (apMaleBTUUECKOW MPOMBIILIEHHOCTH Poccuiickoii
®eneparun Ha niepuon Ao 2020 roma sBIsAOTCA (emepanibHBIA  OIOKET,
oromkeTsl cyOobekToB Poccuiickoit denepanuu, CpeacTBa KOMMEPUYECKUX H
OOIIECTBEHHBIX OpraHU3aluil U HHbIE BHEOIOKETHBIE CPECTBA.

BaxxupiMu  MexaHu3MamMu ~ (DUHAHCUPOBAaHUA  pa3pabOTKU  HOBBIX
JIEKAPCTBEHHBIX CPEACTB HA JdTale JOKIMHUYECKUX MCIBITAHUA W IIPHU
IIPOXOK/ICHUU MEPBOM M BTOPOH (a3 KIMHUYECKUX HUCTIBITAHUN JTOJIKHBI CTAaTh
CYILIECTBYIOIINE AKaJeMHUECKHE YUPEKJICHHS , BEHUYpPHbIe QOHIB U (OHIBI
noceBHOro (uHaHcupoBaHus. CienyeT TakKe OCYIIECTBIATh (PMHAHCUPOBAHUE
TAKMX MPOEKTOB B paMKax (eaepaabHbiX IeiaeBbix mporpamm (DI)* u
HEOOXOMMO MCIOJB30BaTh UMEIOIIHECS BO3MOXHOCTH OAHKOB IO BBIJICICHUIO
KpPEIUTOB, B TOM YHCIIE JUIsl IEPEBOAA OTPACIEBBIX MPOU3BOACTB HA CTAHJIAPTHI
GMP, a Takxe CTUMYyIHpPOBaTh (HapMIPOU3BOAUTENEH K HHBECTULUOHHOM
aKTUBHOCTH B 00JIaCTH pa3pabOTKU HOBBIX JIEKAPCTB, B TOM YHUCJE 32 CYET

CO37IaHUI KOPIOPATUBHBIX BEHUYPHBIX (POH/IOB.

7.2. O6beM hbuHaHCHMpOBaHUA

O6beM (uHaHCUpOBaHUS OB pacCUMTaH MCXOJs U3 OCHOBHOM 3ajlauu
Crpareruu no JOCTUKEHUIO OTEYECTBEHHOU MPOMBINUIEHHOCTHI0 K 2020 roxy

He MmeHee 50% A0JIN PbIHKA B JCHCKHOM BBIPAXKCHUMU. Pemenuem ston 3aJJa4un

* B oM unciie B pamkax [IporpaMmbl (hyHIaMEHTAIBHBIX HayYHBIX HCCIEIOBAHME IOCYIAPCTBEHHBIX aKaIeMHuil
Hayk Ha 2008-2012 rr., yrBepxeHHoi pacriopspkeHueM [IpaButensctBa PO ot 27 despanst 2008 r Ne233-p.

* B Tom uncie B pamkax DL ««HccnenoBanus u pa3paboTKy 10 IPHOPHTETHBIM HAIPABICHHSAM PA3BHTHSA
HAYYHO-TEXHOJIOTHIEeCKOTo KoMIutekca Poccun Ha 2007—2012 roner», yreepskaeHnoit [Ipasurensctea PO ot 7
okTs10pst 2006 T. Ne613.
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SBIISIETCS. KOMIUIEKC Mep, B TOM uucie (UHAHCOBOE CTUMYJIUPOBAHUE
JDKEHEPUKOBOTO ~ HMIIOPTO3aMeIlleHUuss UM pa3pabOTKM  OTEUECTBEHHBIX
MHHOBAI[MOHHBIX JICKAPCTBEHHBIX CPEACTB. B pamkax pemieHus 3TOi 3amaun
HEOOXOJMMO Takke (PUHAHCOBOE CTHUMYJIHPOBAHUE TMEpexoja OTpaciu Ha

cranaptel GMP.

duHaHcuMpoBaHMe pa3paboTKy NeKapCTBEeHHbIX CPeacTB

Konn4ecTBEeHHBINM M KaYECTBEHHBIN aHAIU3 JICKAPCTBEHHBIX CPEICTB, HE
BBIMTYCKAEMbIX OTEUYECTBEHHBIMH mpou3BoauteasiMu (Oomee 200 wu3 463
npoananuzupoBanubix MHH, rne nannsie 463 MHH npencrasnstor 6omee 90%
peiaka JIJIO u I'ocnuTanbHBIX 3aKyNOK B JACHEKHOM BBIPAKEHUH), MO3BOJIMI
BbLACINUTh  ciaexyrome Tpynnel  JIC: 1o mareHTHOMy — cratycy  —
MHHOBALIMOHHBIE WJIHM JH)KEHEPUKOBBIE; IO IMPOUCXOXKACHHUIO CYOCTaHLUU —
[OJIy4aeMble XUMUYECKUM CHHTE30M WM OHUOTEXHOJOTMYECKUM ITyTEM.

JlaHHbIE IpUBEAECHBI HA pucyHke 7.1.
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PucyHok 7.1. AHanu3 463 MHH w3 OJIO n lNocnutanbHbIX 3akynok (go 90%
CerMeHTOB B  [EHEeXHOM  BblpaXeHuu): cTaTUCTUKaA  No
MHHOBALMOHHOCTU N CyMMapHble npoaaxwu 3a 2007 ropa.

2007 rop
/ Tonbko P®: 31 MHH §$ 75 M |
463 MHH
$ 3,500 Pg;“r:'ll:lf-l'pl _ P® -251 MHH $ 462 mnH I
M $ 1,794 MAH

XumpxeHepuku 81 MHH $ 477 mnn
Tonkko

WHOCTPAaHHbLIE
181 MHH BuonkeHepuku 30 MHH $ 457 mnH

$ 1,542 MnH

MHHOBauuoHHbie 70 MHH $ 608 mnn

102013 r. 20 MHH $ 126 mnu

nocne 2013 r. 28 MHH $ 370 mnH I

Het nareHta 22 MHH $ 112 mnn

Takum oOpaszom, mokaszaHo, 4To ocHoBHbIe JIC, 3akymaemble B paMKax
OIOJKETHBIX 3aKyNoK, mpejacTaBiieHbl nHHoBarmoHHbIMU JIC (38% B aeHexHOM
BBIPAXKEHUU), U JKCHEPUKAMHU, 3aKYNMAeMbIMU KaK Y OTEUECTBEHHBIX, TaK U Y
3anajHbIX mpousBoauTenen (32% B AeHeKHOM BhIpakeHUH). V3 TaHHOM TaOIHIIbI
BUJIHO, 4yTOo Oosiee 53% MHH B konuuecTBeHHOM BbIpakeHUW U A0 50% B
JICHE)KHOM ~ BBIP&KEHUHM MOTYT TIOJHOCTBIO  3aKyIlaThCid 3a CUET YXKe
Jokanu3oBaHHoro B P®  mpousBojacTBAa TIpU YCIOBUM  OOECIEUEHUS
COOTBETCTBYIOIIMX CTaHAAPTOB KauecTBa, a u3 40% MHH, 3akynaeMbIX TOJIBKO y
3apyOeKHBIX ITPOM3BOIUTENEH, BCcero 26% SBISIOTCS MHHOBAIIMOHHBIMH M MOTYT
CIY)XKUTh  TPOTOTUNAMHU  JJIi  pa3pabOTKM  OTEUYECTBEHHBIX  IPEIaparos,

JeicTByrOmuUX Ha Te ke OnomumieHu. [Ipu stom octaneusie 14% JIC, 3akymaembIx
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TOJIBKO Y 3apyOeXHbIX POU3BOIUTENEH, MOTYT ObITh 3aMEILIEHbl OTE€UECTBEHHBIMU
JDKEHEPUKaMU, 32 UCKIOYEHUEM HEKOTOPBIX OHO-IKEHEPUKOB, BOCIIPOU3BOJICTBO
KOTOPBIX «BIOPSIMYIO» 3aTpyJIHEHO B P® TexHOomormyecku M TpeOyeT 3aKymnKu
IIPOU3BOJICTBEHHBIX JIMLIEH3UH WM pa3paboTKu COOCTBEHHOU MPOM3BOJCTBEHHON
TEXHOJIOTHH.

Hcxonga W3  MEXAYHAapOJHOM CTaTUCTHMKM W ONbITa  pa3paboTKu
JeKapCTBEHHBIX IpenapaToB B Poccuu, NpuBEAEHbI pacdyeTbl HEOOXOIUMOIo
KOJINYECTBA JIEKAPCTBEHHBIX MPENaparoB, pa3pabOTKy M MPOU3BOJCTBO KOTOPBIX

HEOOXOMMO BECTH Ha Pa3HbIX ATamax, 4ToObl qocTuyb meneit Ctpareru.
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Ta6nuua 7.1. OueHka pa3mepoB (pUHAHCUPOBAHUA PA3PAOOTKN OTEHECTBEHHbIX AXE€HEePUKOBbIX U MHHOBALMOHHbIX

JIeKapCTBeHHbIX CpeacTB.

Kon- CpepHsas O6was
MebonbusiTue BO | cToumMoCcTb. | cymma | Cpok, PeaynbTar
-veponp npoek | [lpoekTta (MnH roabl y
T0B | (MnH py6.) pyo6.)
1.1 Hay4Ho-uccnegosaTtenbckue 1 onbITHO-
. MaTeHTbl Ha Buonornyeckn akTuBHbIE BelecTBa (bonee 400),
KOHCTPYKTOPCKME paboThl N0 LOKNMHUYECKON N
3 000 14,4 43 200 5  |BO3HMKHOBEHMS MasbiX MIHHOBALUMOHHbIX NpeanpuaTuii (bonee
pa3paboTke 0Te4YECTBEHHbIX MHHOBALMOHHbIX .
200), pervctpaumsi LOKNMHUYECKUX UCTbITaHWI
npenapartos
1.2. Hay4Ho-uccnegoatenbckue 1 ornbITHO- " "
Kanutanusauus "ctaptanoB”. npuBneyYeHne NoCeBHbIX U
KOHCTPYKTOPCKME paboThbl MO KNMHUYECKUM
400 54 21 600 5 BEHYYpPHbIX (POHA0B, A0 200 KNUHNYECKMX KaHaNOAaToB
ucnbeitaHuam (1-2 dasabl) 0TEYECTBEHHbIX 4
nepenayT Ha 3 cdasbl KW,. 3anyck nponssoacTea HoBbix JIC
WHHOBALMOHHbIX NpenapaTos
1.3. OpraHusauusa npomsBoacTea CyGCcTaHLmMI 1
- Bonee 40 NHHOBALUMOHHBLIX CUHTETMYECKNX NpenapaToB
Mo, a Takke NnpnobpeTeHne NUUEH3nn Ha 40 375 15 000 3
npou3BoaMMbIX B P® no nuueHsnm
CUMHTETMYECKME NHHOBALMOHHbIE NPenapaToB
3aperncTpmpoBaHHble 0TeYEeCTBEHHbIE CUHTETUYECKME
1.4. PaspaboTka 1 opraHusaums npon3BoAacTBa
150 36 5400 3 |mKEHEepUKM 1 cTapanbl C JPKEHEPUKOBBIMU NOPTAENAMMU U
cybetaHumm n MM cuHTeTUYeCKnxX gXXeHepukos
ManoTOHHaxHbIM npoussogcTeom (4o 150 MHH)
3aperncTpmpoBaHHbIe OTEYECTBEHHbIE DMOMKEHEPUKN 1 CTap-
1.5.PaspaboTka n opraHMsauuns npoM3BoACTBa
30 180 5400 5 |an komnaHum c BuogxeHepukosbiMK nopTdensmm (o 30
cybectaHumm un MM bro-gxeHepukos MHH)
1.6. CTponTenbCcTBO 3aBOAOB U NpuobpeTeHne [o 10 coBpeMeHHbIX 3aBOAOB. CMNOCOOHBLIX NOKPbIThb
NUUEH3MI NS NPOM3BOACTBA 10 1080 10 800 5 BHYTPEHHMI CNPOC MO BCEM OMOTEXHONOMMYECKUM
BbICOKOTEXHOOMMYHBLIX BUNO-IKEHEPUKOB. npenapaTam.
1.7. Npoume pacxoabl 5000 5  |MOHUTOPUHI 1 ynpasneHue npoekTamm
UTOoro 106 400
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duHaHcuMpoBaHUe UccnenoBaTeNnbCKOM MHGPACTPYKTYPbI U NOBbILWEHUA
KBanudgpukaumm KagpoB

KirroueBbIM dIEMEHTOM ISl peanu3alri HE0OXOIUMOI0 KOJIMYECTBA
MPOEKTOB, VyKa3aHHBIX B MNPEAbIAYIIEM pasjaeie, SABIACTCS  HAIUYUE
MIOATOTOBJIEHHBIX KAaJPOB M COOTBETCTBYIOIIEW HAYYHO-HCCIEN0BATEIBCKOU
uHppacTpykTyphl. Ha cerogHsmHnii 1eHb, MO 3KCIEPTHBIM OIICHKAM, UMECTCS
He 6osiee 10% kaapoBoro pecypca HeOOX0AUMOM KBaTM(UKAIMU, B CBS3U C UEM
BCTAET IEpPBOOUYEpPENHAs 3aJada IMOJTOTOBKM WU TMEPENOATOTOBKH KAAPOB IS
3alyCcKa «MHHOBAIIMOHHOIO IMKIa» B (apmorpaciau PD. MIMeHHO HeXBaTKoOM
KaJIpOBOTO pecypca NPOJUKTOBAHA HEOOXOAUMOCTh TMOKYIKH JHUIEH3UN Ha
MHHOBAIlMOHHBIC TIpernapaTbl Ha MEPBBIX ABYX 3TallaX pealn3alyi JaHHOU
Crparerumu.

Ha panubplii MOMEHT B oTpaciu 3aaeiicTBoBaHo Ooznee 65 000
crienraucToB. 1o pacyeTam sKCnepToB, HEOOXOAUMO MHHUIIMUPOBATH MPOIIECC
noAroToBku M nepenoarotoBku Oosiee 10 000 4denmoBek, 3aHATHIX Ha Pa3HBIX
sTamax  Cco3JaHus  (papMaleBTHYECKOW  MPOAYKIMH, ¢  IOATOTOBHUTH
HeoOXouMyo HHGpacTpyKTypy. He pernienue 3Toit 3aauu MOXKET MPUBECTU K
HEBO3MOXKHOCTH IME€PEX0JIa OTpPacid Ha WHHOBALMOHHYIO MOJENb Pa3BUTHSL.
duHaHCOBOE 00ECIIEUSHNUE ITUX MEPONIPUSATHH OTpaKeHO B Tabm. 7.2 .

Tabnuua 7.2 PuHaHcoBOe obecnevyeHme MepornpUATAM MO NOBbILEHUID

KBanudukauum KagpoB U CO3LaHUID UCCIie[oBaTeNbCKOM
UH(PaACTPYKTYpbI Ans ¢hapmoTpacnu.

Tun kagpoB Heobxo- Cymma, MpumeyaHue
aumoe MJITH pyb6.
Konwu-
4yecTBO
HayuHble 3500 12 600 CosfgaHune HOBbIX cneynansHOCTEN U cneLmanusasgmmn B
nccnegosartenu BY3ax, npegycmaTtpuBaioLLmx nonyvyeHne Heobxoammbix
(xvmukn, Gronoru) 3HaHWI B 0bnactu pyHaaMeHTanbHoM MeavLmHBl,

ocHalleHune kadeap 1 nabopaTopun coBpeMeHHbIM
obopynoBaHnem, 0GHOBIEHNE HAay4YHO-METOANYECKOW
6a3bl, NOBbILIEHNE KBaNUUKaLmMmn Hay4Ho-
npenogaBaTenbCckoro coctasa. MoBbieHNe onnaThbl
TpyAa MOMoAblM y4eHbIM 0 MeXAYHapOL4HOro YPOBHS,
BBEZEHWNE JOMOSHUTENbHbIX BbINMAT CTyAeHTaM U
acnupaHTam. PaspaboTka nporpamm obyyeHunst n
nepenoaroToBKM KOJINTEKTUBOB Hay4HbIX LLKOJT COBMECTHO
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¢ PAH, PAMH, npocdunbHbiMn BY3amu.

NHaycTpuanbHbie 450 1620 MpuBneyeHne B obnacTtb paspadoTku HoBbIX JIC

Hay4YHble cneunanucToB, MMEKLLMX ONbIT paboTsl B

crneunanucTbl WHAOYCTpUarnbHON HayKe Ha MEeXAyHapoOaHOM YPOBHE,
npvBneYeHve 3anagHblx cneumannucTos, BO3BpaT
COOTEYECTBEHHMKOB, SMUTPUPOBaBLLMX U paboTaloLmX B
WMHOCTPaHHLIX hapMaLeBTUYECKUX KOMMaHUSIX.

dapmakornoru 800 1920 MoBbiWweHWe kavyecTBa 06pa3oBaTeNbHbLIX NPOrpamm,
opraHv3saumsi CTaxXnpoBok. [oBbileHne onnaTtel Tpyaa.

KnnHnumcTol 750 2 880 MoBblWeHMe KayecTBa 06pa3oBaTeNbHbIX NPOrpamm,
opraHv3aumsi CTaXKMpPOBOK U KypCOB MOBbILLEHUS
KBanudmkaumm, oCyLLeCTBNEHNE HEMPEPLIBHOMW CUCTEMBI
obpasoBaHus, NoBLILLEHME OnNaThl Tpyaa

TexHonorn 2 000 7 200 CospgaHue cneuunanbHbIX Hay4YHO-00pa3oBaTeNbHbIX

(BbICOKOKBaANUMPULN- nporpamm, nepeocHalleHve nabopatopui n kadeap,

poBaHHble, GMP) opraHv3aumsi 9KCneprMMeHTanbHbIX U OMbITHO-
NPON3BOACTBEHHbIX Yy4aCTKOB, MOBbILIEHNE
KBanudmkaumm npenogasaTenbCKoro cocTasa,
MeXOyHapOAHble CTaXUPOBKK, 0bpasoBaTenbHbIE KypChbl
nepenoaroToBKM.

YnpasneHubl 2000 720 MpuBneyeHne MexagyHapoaHbIX 3KCNepPTOB B 00nacTu
hapmaLeBTUKN N OMOTEXHONOIMMIA ANs NPoBeAeHNS
CEMMVHapOB, KOHCYNbTaLmMsa Ha NpodunbHbIX kadeapax
BY3ax, CTaXXMpoBK1 MeHeIKepOB Ha MHOCTPaHHbIE
hapmaLieBTUYECKME NPOM3BOACTBA U HAY4HO-
nccriegoBatensckue nabopartopum.

MHHOBaUMOHHBIE 1500 1080 CosgaHue cuctem otbopa aktmBHOM Monoaexu B BY3ax,

MeHezXXepbl B opraHu3aumsi HebonbLUMX TPAHTOB ANst NOAAEPXKKN

dapmaLeBTNYECKOn manoro 6u3Heca 1 NnpegnpyHMMaTENbLCTBA.

oTpacnu

MoBblLLEHME MOOUIb- 7 200 KomneHcauums BbinfaTt NPoLEeHTOB MO UMOTEYHbIM

HOCTW YYeHbIX C KpeguTam Ans COTPyOHUKOB KOMMEpPYECKnx nabopatopun.

Y4E€TOM KITaCTEPHOro CnyxebHble 0BLEXNTUSI U KBAPTUPbI 4S9 COTPYLAHMKOB

pasBUTUSA rocy4apCTBEHHbIX Hay4YHO-UCCIeAoBaTeNbCKUX LIEHTPOB U
WHCTUTYTOB, COoLMarbHble NakeTbl, COOTBETCTBYHOLLNE
MEeXayHapOAHOMY YPOBHIO.

Bcero 35 220

®dunHaHcupoBaHMe nepexoaa oTpacnuv Ha MexayHapoaHble ctaHaapTbl GMP

JUia mepexoja oOTpaciad Ha MpaBuiaa pabOThl MO MEXKIYHAPOIHBIM

craggapraMm GMP HeoOxonuMo mpopuHAHCUPOBATH CTPOUTENHCTBO OK0JI0 200

ThICAY KBaAPATHBIX MCTPOB HOMCH.IﬁHI/Iﬁ IJIA IIPpOU3BOJACTBA CTepHHLHOﬁ )41

HECTEPUIIBHOU MTPOAYKLHU.

OcHoBHbIE 3aTpaThl, CBsI3aHHBIE C IMepexoAoM Ha cranaaptel GMP,

BKJIFOYAIOT B CE0S pacXo/ibl Ha:
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"  TEXHOJOTUYECKOe 000PYI0BAHUE;

®  YHUCThIC NI KOHTPOJINPYCMEIC

IIOMCIICHUA

(pu

ITPOU3BO/JICTBE

HecTepiwbHBIX JIC yrcThie TOMeIeHns He 00s13aTeTbHbI);

¥ HCKOHTPOJIIUPYEMBIC 110 YUCTOTC IIOMCIICHUSA,

" 3/1aHue (CTOMMOCThH 3/IaHHUS NPU HOBOM CTPOMUTENLCTBE WM CTOMMOCTH
PEKOHCTPYKLIMH CYIIECTBYIOIIETO 3aHHs);

* uHppacTpykTypa  (MHXKXEHEpHbIE
XO35MCTBO,  MEPOIpHUATHS 10

KOMMYHMUKaIH,

OXpaHe

0JIaroyCTpOICTBO TEPPUTOPHUH U TIP.),

OKpY Karoleun

SHEPreTHYECKOE
cpensl,

" TPOEKT MPOU3BOJICTBA, UCIIBITAHUS (ATTECTAIM, BaJIMIAIUs) 000pYA0BaHUS

" IIpOICCCOB.

Hwxe  npuBeneHbl  OLICHKH

PEKOHCTPYKIMIO  (hapMaIieBTUYECKUX
crangapramu GMP.

pacxoaoB
MPOU3BOJCTB

Ha
B

CTPOUTCIILCTBO

u

COOTBCTCTBUU C

Tabnuua 7.3 3aTtpaTtbl Ha co3aaHue NPou3BoACTBa HeCcTepusnbHbIX JIC
(cymmapHou nnowaasto 3000 kB. M, 06 bemMoM Bbinycka — 1

MnpAa TabneTok B roa).

Ne CTaTbsi pacxonos Cymma, % oT obLwen cyMmbI
MJITH pyo0. pacxoaos
1 TexHonornyeckoe obopygoBaHue 188 29
2 | YucTble unu KOHTponupyemble noMeLleHns™ 65,8 10
3 HekoHTponvpyeMblie No YMCTOTE NomeLLeHns™ 94 15
4 | 3gaHue (CTpOoMTENbCTBO UMM PEKOHCTPYKLMS) 141 22
5 WHppacTpykTypa 94 15
6 MNpoekTt 47 7
7 McnbiTaHusa obopynoBaHus 1 NnpoLeccos (Banuaaums) 141 2
Bcero: 643,9 100

Tabnuua 7.4 3aTpaTtbl Ha CTPOUTENBLCTBO NOMeELLEHUN NPOU3BOACTB
HecTepusbHbIX JIC (B roToBOM 34aHUM).

Ne HanmeHoBaHue Mnowaab, LleHa, Cymma,
KB. M TbiC. pyo6. MJI1H pyo6.
Mpon3BoacTBEHHbLIE NOMELLEHNSA B TOM YUCIE: 1000
" YUCTbI€ N KOHTPONMpPYEMbIe NOMELLEHNS, 500 94 47
" HEKOHTPOSIMPYEMbIE NMOMELLEHNS 500 47 23,5
2 BcnomorartenbHble nomeLlleHnsi B TOM YUCTEe: 1000
" YUCTbI€ U KOHTPONMpPYEMbIE NOMELLEHNS 200 94 18,8
(npaveyHas, nabopartopus 1 np.),
= HEKOHTpONupyeMble NoMeLLeHns 800 47 37,6
3 Cknagbl 1000 32,9 32,9
WUTtoro 159,8
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Tabnuua 7.5 3aTpaTtbl Ha co3aaHMe Npou3BoacTBa CTepusibHbix JIC
(cymmapHou nnowaasio 3,000 kB. M, 06Tbemom Bbinycka 160

MJTH amnyn B rop).

5 =
Ne CtaTbs pacxogoB il % OT O61U6H
MJTH pyo6. CYMMbI pacxoaoB
1 TexHonornyeckoe obopynoBaHue 329 38
2 YuncTble unu KOHTponMpyemble NoMeLLeHNs 112,8 13
3 HekoHTponupyemblie MO YACTOTE MOMELLEHUS 94 11
4 30aHune (CTpoUTENbCTBO UMM PEKOHCTPYKLNS) 141 16
5 UHdpacTpykTypa 94 11
6 MpoekT 70,5 8
7 McnbitaHnsa o6opygoBaHMs 1 Npoleccos (Banungauus) 23,5 3
Bcero 864,8 100
Tabnuua 7.6 3aTpaTbl Ha CTPOUTENBLCTBO NOMeELLEHUN NPOU3BOACTB
cTepunbHbIX JIC (B roTOoBOM 38aHUN).
Ne HanmeHoBaHue Mnowapb, LleHa, Cymma,
KB. M TbIC. pyb. MJI1H pyo6.
1 Mpon3BoaCTBEHHbIE MOMELLEHUS B TOM YMChe: 1000
O  YMCTble NOMELLEHNSI C 30HAMMU:
= A 10 376 3,76
= B/C 210 188 39,48
= D 280 117,5 32,9
MToro no 4yncrtbiMm nomeLleHUsM 500 76,14
O  HEKOHTpOonupyeMmble NoMeLLeHNs 500 47 23,5
2 BcnomoraTenbHble NOMELLEHNST B TOM YucChne: 1000
O  YUCTbIE N KOHTPONUPYEMbIE 400 94 37,6
nomeLleHus (NnpayeyHas,
nabopaTopus u np.),
O  HEKOHTPONUpyemble NoMeLLeHns 800 47 37,6
3 Cknapgpbl 1000 32,9 32,9
Utoro 207,74

Hcxoass u3 pa3Mmepa pOCCUHCKOTO pbIHKAa B ynakoBkax (4,38 mupn

ynakoBok B 2007 romy, 4To cOOTBeTCTByeT mopsiaky 40 miupa Tabnerok), u

ammynax (6onee 2 mupa ammyi B 2007 rogy), CTOMMOCTh Iepexoaa OTpaciu Ha

npaBuia GMP onenuBaercss B 36 000 muH pyOsieil B ciaydae CTPOHMTENIbCTBA

HOBOro npousBoacTBa U B 9 000 — 15 000 muH pyOsel B ciiydae opraHu3aluu

Mpon3BoACTBA B CYHICCTBYIOIIUX 3JIaHUAX. OI[HaKO BBUJY TCXHHUYCCKOI'O

COCTOSAHHUA UMCIOIINUXCA MOMECILICHUN U MOpPAJIbBHO YCTAapCBLICTO O60py,IIOBaHI/IG,

6osnee 3gheKTUBHO U 1ieeco00pa3Ho opranuzanus npousBojaAcTB JIC B HOBBIX
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NOMEIICHUSIX M Ha HOBOM O0OpyAOBaHMM ¢ Hyjds. Takum oOpaszoM, oO1as
CyMMa  (pMHAHCHPOBAHHUA  TEXHUYECKOIO  MEPEBOOPYKEHHUS  OTPaCiH

orieHuBaetcs B 36 000 murH pyOJieli B TEKYIIMX IIEHAX.

OO6mme 3atpaThl Ha Meporpustua no peanusanuu Crtparerun no 2020
roja JOKHBI cocTtaBuTh 177 620 muH. pyoneit B nenax despais 2009 ropa.
Peannzanusi ~ MHHOBALIMOHHOTO  CIEHApUsi  Pa3BUTUS  OTEYECTBEHHOM
dbapmaneBTUYECKON OTpaciau MO3BOJIUT HAayaTh «BO3BpAIllaTh) WHBECTUIIMH B
orpacip yxe K 2017 romy 3a cyYerT JUCKOHTOB HA JKCHEPUKOBBIE U
MHHOBAI[MOHHBIE MPENapaTbl OTEYECTBEHHOTO MPOU3BOACTBA, MOCTABIISAEMbIEC B
paMKax 3aKylmokK 3a CcYeT OOJDKETHBIX CpEeJICTB, a TaKXKe 3a CYeT
JOTIOJIHUTENIbHBIX ~ HAJIOTOBBIX  MOCTYIUIGHHMM  OT  JOXOJOB  JIOKaJbHBIX

dbapmnpousBoaUTENEH.
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Ta6bnuua 7.7. KonuyecTBeHHble OLeHKU MeponpUATUIA U NPOEKTOB, HeOOXOoAUMBIX ANA peanusauuu ueneun Ctparterun.

HanpaBnenusa

MoBblilweHne
KBanudukaumm Kagpos

U UHPACTPYKTYpSI

MeponpuaTtusa

KonunuectBo cneuvanvcTos, (4ern.)

Onsa paspa6otku J1C:

HayuyHble coTpyaHUKK (XMMUKK, Gronoru,
hapmakororu)

Bpaun-knmHuumcTbl

HayyHble pykoBogutenu (C MHgycTpuanbHbIM
OnbITOM)

[ns npoussoacTea J1C:
TexHonoru

ObheKTVBHBIE MEHEXKEPBI W YNPaBReHLbl

[Onsa manoro 6usHeca:

MHHOBaLUMOHHbIE npegnpuHnMaTenu

2009

200

50

30

300

200

175

Oran |

2010 2011
700 700
140 150
75 80
550 500
200 200
250 200

2012

700

120

60

450

200

200

Qran ll Aran I
2013 2014 2015 2016 2017 2018 2019 2020

600 300 300 200

100 90 20
25 20 7

200

200

125

Mepexog Ha GMP

npOVI3BO,D,CTBeHHbIe nomMelleHus, KoTopble

HeobxoanMo npmBecTy K cTaHaapTy GMP (kB.M)

85 000

55 000 40000

12 000

PaspaboTka J1C

Focy,qapCTBeHHble KOHTPaKTbl Ha
AOKINNHU4YecCKne nccnenosaHuns, B TOM 4ucrne
Ana ManblX Hay4YHbIX opraHmaau,mVl

CodmHaHcrpoBaHve NMLEH3MOHHOIO
npousBoacTBa

[ocynapcTBeHHble KOHTpaKkTbl Ha pa3paboTky
cybcTaHumn n MNP GuoaxeHeprkos

"ocynapcTBeHHbIe KOHTPakTbl Ha pa3paboTky
cy6ecTaHumn u MO xumaxeHepukoB

3aBobl ANs BbICOKOTEXHOMOMMYHbIX
GuonpenapaToB

500

20

50

950 1300
15 5
12 10
75 25

2 5

1400

1500 1250 950 700 650 550 500 500
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8. PernoHanbHble hakTopbl pa3BuTua hapmaueBTUYECKON

NMPOMbLILWLITIEHHOCTU

B mnacrosimee Bpems mnpeanpusTus ¢GapManeBTUYECKOW MPOMBIIIIEHHOCTH
pa3HOW HANPaBJICHHOCTU HAXOJATCA MPAKTUYECKH BO BcexX cyObekTax Poccuiickoit
®denepanuu, O60JbIIAsS YaCTh KOTOPBIX cocpepoTroueHa B Hukeropoackoit, Kypckoit,
Kypranckoit o6nactsax, pecriyonuke bamkoprocrtan, Tatapceran, B 3anagHoit Cubupu
¢ uenrpamu B Tropoaax Hosocubupcke, Tomcke u Owmcke. B uenom
dbapMalieBTHUYECKas! TPOMBIILIEHHOCTh o0ecreunBaeT 60 ThICsSY pabOYnX MECT.

Crnenyer Boiienuth MockoBckyro 1 HoBocuOMpCKyt0 00J1aCTH KaK PErHOHBI C
OOJIBIION KOHIEHTpAIMe HAay4YHBIX IEHTPOB U BBHICOKOTEXHOJOTHYHBIX HAy4YHO-
MPOU3BOJICTBEHHBIX KOMIAHUMN, CHEIUATU3UPYIOMINXCS B OHMOTEXHOJOTMYECKOW M
dbapmaneBTHYECKON 00JIaCTsIX.

PucyHok 8.1. TeppuTtopuanbHoe pacnosioxeHue npeanpusaTum apmaueBTUYECKOMN
NPOMBbILLSIEHHOCTMW.

At !\-"'J
t\} \__F

J..J"' \g:j.rM_J'J-'IFPﬁ'{H'
so® 4

\} _ . Hasown Cuuuga:l

Tesapsan cTRyETYpa B c L ONw e
@ ([T e Ly mne——— “‘"‘1\ Heryracs -
@ Npouzeneren v pncrod Togasm '\""A\'s\v"‘kf"} \H\’/T
@ WP o dhopssaymemans e

() Houbanee sexmmbie peraoms

.HOKaJ'II/IBaHI/IH B OJHOM PECTHUOHC IMPOU3BOACTBCHHBIX, Hay4HO-

o0pa3oBaTenbHbIX, (PUHAHCOBBIX, YIPABIECHUYECKUX, HMH(PACTPYKTYpPHBIX LEHTPOB
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MO3BOJISIET MCHOJB30BaTh, XOPOIIO 33apEKOMEHJIOBABIIYI0 ce0si 3a pyOexom
KJACTEPHYI0 MOJUTHKY Pa3BUTHUS (papMalleBTUYECKON OTpaciu.

dapmaneBTHYeCKMi  KJacTep — 93TO0 rpynma  reorpaduyecku
JOKAM30BaHHBIX  B3aWMOCBSI3AHHBIX ~ WHHOBAIIMOHHBIX  (UPM-pa3paboTUINKOB
JeKapcTB,  NPOMU3BOJICTBEHHBIX  KOMIIAHWMH;  IOCTABIIMKOB  00OpYIOBaHUS,
KOMIUIEKTYIOIMX, CIEHUATM3UPOBAHHBIX YCIYr; OOBEKTOB HWHOPACTPYKTYPHI:
HAYYHO-UCCIIEI0BATEIbCKUX HHCTUTYTOB, BYy30B, TEXHOIIAPKOB, OU3HEC-UHKYOaTOPOB
U IPYTUX OpraHu3alMi, JOMOJHSIONIMX APYT APyTa U yCHIUBAIOUIUX KOHKYPEHTHBIC
IPEUMYILIECTBA OTHENbHBIX KOMIIAHMM M KjacTepa B LeaoM. OTINYUTENbHBIM
npu3HaKoM 3(PPEeKTUBHO JIEHCTBYIOMINX KJIACTEPOB SIBJISIETCS BHIXOJ MHHOBALIMOHHON
IPOYKLIHH.

Crpaterust pa3BUTHS MHHOBALIMOHHBIX (apManeBTHYECKUX KJIACTEPOB B
P® nomxna onuparbcs Ha KPyNHbIE YHUBEPCHUTETbl KaK OCHOBHBIE MCTOUYHHKHU
MHHOBALMOHHBIX MPEANPUHUMATENIEH U COCTOSATh U3 TPEX OCHOBHBIX 3JIEMEHTOB:

l. ynaydnieHue paMOYHBIX YCJIOBHIA;
2. pa3BUTHE KJIIO4YEBbIX (PAKTOPOB ycrexa;
3. 3amycK KJIaCTePHBIX HHUIHATHB.

B pamkax mepBoro 3sjemMeHTa, YIy4YIIEHHS PaMOYHBIX YCJIOBHUM, MOKHO
BBIJICJIUTh IIECTh TEMATHYECKUX TPYII peKoMeHAalui, a uMeHHo: (1) Bompocsl
MHTEIJICKTYallbHOM COOCTBEHHOCTH; (2) BOMPOCH! pErucTpainuu, cepTuuxaniuu u
KOHTpOJISI ~ KauecTBa  OwodapmaneBTHYeCKod  npoaykiuu;, (3)  BOMPOCHI
BHEILIHETOPrOBOr0 peryiaupoBanus; (4) yciioBus KOHKypeHUuH; (5) BOIpOCHI
roCy/1apCTBEHHbIX 3aKynokK. O01as 1eab NEPBOro 3J€MEHTa COCTOUT B TOM, YTOOBI
CHU3UTH YPOBEHb aJIMUHUCTPATUBHBIX U UHBIX 0apbepoB ISl pa3BUTHS OTPACIU U
KJIacTepoB B PO.

BTtopoii 31eMeHT cTpaTteruu pa3BuUTUs (PapMaleBTUUECKUX KJIACTEPOB MOXKET
COCTOSITh B KOMILUIEKCHOM YJIYUYIIEHUH KIHOYEBBIX (PAKTOPOB ycrnexa Juisl pa3BUTHUS
KJIACTEpOB IyTeM CO3JAaHMs: HAIMOHAJIbHBIX TIPAaHTOB, (HOHIOB, MPOrpPaMM

OCEBHOr0 (PMHAHCUPOBAHUS Pa3pabOTOK; CTAPTANOB, MHKYOATOPOB, TEXHOMAPKOB

56



Munucmepcmeo npomviuinennocmu u mopeosnu Poccutickot @edepayuu

u Jp.; UeHTpoB KommereHuuu /mepenoBoro ombita/ (Center of Excellence)
Pa3TUYHBIX OPTaHU3AIMOHHO-TIPABOBBIX (OPM B 00JaCTH OMOTEXHOJIOTHYECKUX
HUOKP; nBycTOpOHHHX MEXKIyHapoAHbIX (OoHIOB Juisi  (UHAHCUPOBAHUSA
ouorexnonornueckux HHWOKP. Ilens BTOpOro »siemMeHTa CTpaTerdd MOXKHO
OTpENEeNNTh KAaK CO3/IaHhe TOTCHIMAla Ui pa3BUTUA  (dapMaleBTUYECKUX
KjacTepoB B PO.

Tperunii 3jieMeHT cTpareruud pa3BuUTHS (apMaIlEeBTUUECKUX KIIACTEPOB —
3alyCK KJIACTEPHBIX WHUIIMATUB — COCTOUT B TOM, YTOOBI CTHUMYJIUPOBATh U
MOJJIEP>KUBATh MPOEKTHI MO pa3padOTKe M pealu3aluy OM3HEC-IUIAHOB pPa3BUTHUS
OTJIEJILHBIX MOTEHITUANBHBIX (hapmarieBTuYecKkux kiactepo PO. C yuerom ananmza
MEXIYHAPOJAHOIO ONBITA W JIyYIlIed MPAaKTHUKUM MOKHO BBIICJIUTH TPU BapHUaHTa
WHULMAPOBAHUS KJIAacTepHbIX HWHULMATUB: (1) mnpoBecTH KOHKYpC MEXAY
HECKOJIbKUMH PETMOHAaMU Ha pa3paboTKy OM3HEC-TUIAHOB M MPOrpaMM YCKOpPEHUs
pa3BuTus ¢dapMaleBTUYECKUX KJIAcTepoB; (2) HWHULMHPOBATH W MOJAEPXKaTh
pa3paboTKy OM3HEC-TUTAHOB PAa3BUTHSA JJII HECKOJIBKUX MUJIOTHBIX KIAcTEpoB; U (3)
CKOHIIEHTPUPOBATh YCWJIMS Ha pa3paboTKe W pealu3aluu Ou3Hec-IUIaHa st
OJIHOTO MUJIOTHOI'O, HOTEHIIMAIIBHOIO KJIacTepa.

OCHOBHBIMH NapaMeTpaMM JUisi MOHUTOPUHTA PabOThl HWHHOBAIIMOHHOTO
KJIacTepa JI0JKHBI CTaTh:

oO1iee KOJIMYECTBO NPEINPUATUN U KOJUYECTBO MAJIBIX MPEANPUATHN,

BXOJISAIINX B KJIACTED;

=  KOJIMYECTBO 3aHATHIX B KJIACTEpE UEIOBEK, CPEIHUNA BO3paCT
PabOTHUKOB, CPEJTHHM T0X0/1 paOOTHUKOB,;

=  KOJWYECTBO BBIJAHHBIX ITATEHTOB;

= CyMMa TPUBIICYEHHBIX CPEJCTB pa3HBIX (POpM HMHBECTHIMH (TPaHTHI,
BEHUYYPHBIC | T.I1.), B TOM YHCJIC MEKTyHAPOIHBIX;

= CyMMa MPOW3BEICHHBIX TOBAPOB M YCIYyT (M3 HHUX NpPEIHA3HAYCHHBIX

JUJIS1 OKCIIOPTA).

57



Munucmepcmeo npomviuinennocmu u mopeosnu Poccutickot @edepayuu

Haubonee spdpexTuBHbIMU a1 Pa3BUTUS OTPACIU C TOYKH 3PEHUS
pacrmoyioKeHusT NpeAnpusThil  sBIsoTcs  denepanbabie  okpyra (DO),
MMEIOIIUE KPYIHBbIE YHUBEPCUTETCKHE LIEHTPHI, Takue Kak Ypanbckuili PO,
[IpuBomkckuit @O, Cubupckuit @O u Lentpanbubiiit O. OTAenbHO ciienyeT
OTMETUTH BBICOKUI NOTEHLMAI pa3BUTHSA (apmarieBTUYECKOM
npoMbliiuieHHOCTH B JlansHeBocTouHoM u FOxxkHoM DO, a Takke moTeHIUal
pazButusi Anraiickoro kpas u Cankt-IleTepOypckoit armomepanuu COTJIACHO
npoekTy KoHIenuuyM CcOBEpIICHCTBOBAHUS PETHUOHAIBHOW TOJUTHUKU B
Poccuiickoni @enepanun. CrenyeT y4dMTBIBAaTh PETrMOHAIBHBIE CTPATETHH

pa3BUTHUS MPU peaiu3aluy MeponpusaTuil HacToseit CtpaTeruu.
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0. MOHI/ITOpI/IHF N KOHTPOJb peanun3aumnm CTpaTervwl

MoOHUTOPUHT W KOHTpOJib peanu3auuu Crparerud OyJIeT OCYIIECTBIAThH
Munnpomropr Poccun ¢ ydactuem Apyrux OpPraHoB BJIACTH M TOCYAAPCTBEHHBIX

CTPYKTYP, a TaK)K€ KOMMEPUECKMX YYACTHUKOB (hapMaleBTUYECKOrO PhIHKA.
B ToMm unciie, HeoOxoarma coBMecTHas padoTa c:

- MI/IHS,Z[paBCOIIpaSBI/ITI/IH — IIO C60py JaHHBIX O IIPOBOJAMMBLIX KIIMHHUYCCKUX

UCHIBITAHUSIX U peructpauuu HoBbIX JIC;
- MUHPKOHOMpPa3BUTHUS — MO cOOPY MAaKPOIKOHOMHUYECKHUX MOKa3aTeNei;

- Muno6pnayku, 'K «Pocnanorex», OAO «PBK», 'K «Buemropréank» — 1o

cOopy uHpOopMauu 0 MPOoHUHAHCHPOBAHHBIX MMPOCKTAX B 00JIACTH JKUBBIX CUCTEM;

- Mundunom — no cOopy uHPpOPMAIUKA O HAJIOTOBBIX MOCTYIUICHHUSIX CO CTOPOHBI

(bapMIpou3BOAUTENEH;

- AHAJIMTUYCCKUMH KOMITAaHUAMH — II0 C60py CTAaTUCTHUKH IIPOU3BOACTBA U IIPOAAK

JIEKapCTBEHHBIX CPEJCTB;
- ®UIIC — 1no cO6opy CTATUCTUKHU O MATEHTHOM CTaTyCe JIEKAPCTBEHHBIX CPEJICTB.

OcCHOBHBIC HHAWKATOPBI pcain3alrn CTpaTGFI/II/I N HNX KOJIWYCCTBCHHBIC

IJIAHOBBIE TIOKA3aTENIM IPUBEACHBI B Tabamue 9.1.
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5
Taoauna 9.1. OcHoBHEBIE HHANKATOPLI IJId MOHUTOPUHTA peau3allun CTpaTeFI/II/I B CJIy1a€ HHHOBAIIUOHHOI'O CICHaApu .

HaumeHOBaHMe MHAMKATOPOB “iﬂ';:';ﬂ:; 2007 = 2008 (iggfa) 2010 | 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020
PbiHOK P®
O6Lumit 06beM pbiHKa NeKapCTBEHHbIX CPEACTB B AEHEXHOM MITH py6. 313 361 372 394 457 524 675 827 882 1023 | 1129 1254 1358 | 1498
BbIPaXXE€HMM B LleHaxX KOHEYHOro notpebneHus (2, 3)
JNokanbHoe NpoU3BOACTBO
[lonsa nekapcTBEHHbIX CPEACTB JIOKanbHOro NPou3BoACTBa OT % 19 185 23 24 27 30 32 35 37 39 40 43 46 50
CYMMapHOro noTpebnenvs B AEHEXHOM BblpaxeHum (4)
[lona nekapcTBEHHbIX CPEACTB JIOKanbHOro NPou3BoACTBa OT % 70 67 68 67 66 65 64 63 62 61 60 58 56 55
CyMMapHOro noTpebrneHns B HaTypanbHOM BblpaXXeHuu (4)
OkcnopT chapmMaueBTUYeckon npogykumm (2, 3) mnpa pyo6. 5 5,2 7 9 11 12 14 16 18 19 20 25 32 40
YpoBeHb MHHOBALMOHHOCTH
E;;Z;::;ja;‘:g';:'}';‘)”e"apme””"'X CPOACTE B IGHEKHOM % 35 37 36 37 39 40 43 45 49 53 55 57 59 60
[lona MHHOBALMOHHLIX NTEKAPCTBEHHbIX CPEACTB NOKanbHOro % 1 1 4 5 7 10 15 24 30 36 40 44 48 50
NpPOU3BOACTBA B AEHEXHOM BbIpaXkeHun (3)
MpousBoacTBoO
ggn(ﬂzngog;xaoncma neKkapCTBEHHbIX cpeacTB B o6beme BBI % <1 <1 <1 <1 <1 1 1.1 1.2 13 1.4 15 1.7 1.9 5.3
Egg::gg;i?ecgzE"E‘;‘L‘?‘?B;”;?C"”X npeAnpuATAn- wr. 350 340 325 = 300 265 250 220 205 185 165 150 140 125 100
KonnuyecTtBO ManbIX WHHOBALWOHHbIX npeﬂnpm;ﬂ'mﬂ (2’ 3’ 7) LT, <100 <100 <100 100 150 230 350 440 580 650 700 770 800 825
gﬁé (ns%omBOHCTBeHHb'X MotHocTen, CooTBeTCTBYIoWMX % 9 16 17 55 100 100 100 100 100 100 100 100 = 100 100
Paspa6oTka JIC
Eg‘;}f;‘jﬂggK%;e;‘ig;zeﬂgg‘gﬁw”mp?;";;m‘ Ha ase wr. <100 <100 <100 800 900 1100 1150 1200 1250 1275 1300 1050 780 590
Kmom:feclfjxox:zgi%”(‘gx7”)p°e'”°B Ha 1—2 dpasax ms <10 <10 15 20 32 45 55 63 68 70 72 90 120 212
::gzg;;s;iﬂ:w':g( ”B”?Effi‘m”é’n”.:?? ;‘)’e”apams' wr. <5 | <10 <10 20 28 40 | 55 70 95 120 167 175 196 @ 217
QNS IeYEHNs CoLManbHO 3HaUMMBIX 3aboneBaHwii (1, 7) 0 <2 <4 4 7 10 12 17 22 29 53 40 43 45
[Jonsa obecneyeHuns nekapcTBeHHbLIMU CpeacTBamu % _ 10 15 30 40 50 55 65 70 75 85 85 85 85
noKanbHOro NPOU3BOACTBA U3 CTpaTernyeckoro cnucka (1)
MupoBo#n pbIHOK

Hons P® B MupoBom pbiHke nponssoactsa J1C (2, 3, 5, 7) % <0,02  <0,02 <0,02 <0,02 <0,02 0,02 0,02 0,022 0,025 0,027 0,03 0,35 0,5 1

> VIHAMKATOPBI COOTBETCTBYIOT BBIIIOJHEHHUIO 3a/1a4:

(1) YBenuuenue obecrie4eHHOCTH HACEIEHNUS, YIPEKICHUH CHCTEMBI 3paBooxpaHeHus U Boopysxkennsrx Cun Poccuiickoit ®enepanyn, eaepalbHbIX OPraHOB HCIIOTHUTEIBHOH BIACTH, B KOTOPBIX 3aKOHOM
IpelyCMOTpEeHa BOCHHAs U IPHPAaBHEHHAs K Hell CiTyxk0a, JIeKapCTBEHHBIMH CPEACTBAMH OTEYECTBEHHOIO IPOU3BOJICTBA.

(2) IoBsImeHNE KOHKYPEHTOCIIOCOOHOCTH OTEYECTBEHHOM (hapMaleBTHUECKOH MPOMBIIUIEHHOCTH ITyTeM FapMOHM3AIMH POCCHIICKUX CTAaHAAPTOB IO Pa3pabOTKe U MPOU3BOJCTBY JICKAPCTBEHHBIX CPEACTB C
MEKTyHapOJHBIMU TPEOOBAHHUAMU.

(3) CrumynupoBaHHe pa3paOOTKH U IIPOU3BOACTBA HHHOBAIIHOHHEIX JICKAPCTBEHHBIX CPECTB U HOJICPIKKA IKCIIOPTA POCCHICKUX JIEKapCTB, B TOM YHCIIE 32 CUYST BEIPAOOTKH JOIOIHHTEIEHEIX MEXaHU3MOB
(hMHAHCUPOBAHMS OPUTHHAIBHBIX Pa3pabOTOK.

(4) 3amuta BHYTpEeHHETO PhIHKA OT HEZOOPOCOBECTHOH KOHKYPEHIIUH H BEIPABHUBAHHE YCIOBUIH JOCTYyIIA HA PHIHOK JUIS OTEUECTBEHHBIX U 3apyOeKHBIX IPOM3BOUTENICH.

(5) OcymiecTBieHne TEXHOIOTHYECKOTO TIEPEBOOPYKEHUSI POCCHIICKOM (hapMaIieBTHIECKOI OTpaciy.

(6) CoBepIIeHCTBOBAHHE CUCTEMBI ITOATBEPIKICHUSI COOTBETCTBHS Ka4€CTBA JICKAPCTBEHHBIX CPE/ICTB, BKIIFOYAsi MEPBI 110 YCTPAHEHUIO H30BITOYHBIX aAMUHUCTPATUBHBIX 06apbepoB 10 PErHCTPaLli OTEUYECTBEHHBIX
JIeKapCTB U 00eCIIeueHIe HaUIeKAIIET0 KOHTPOIIS 32 UX Ka4eCTBOM.

(7) CoBepIeHCTBOBaHNE CHCTEMBI IOATOTOBKH CIICHAINCTOB I (papMaIleBTHIECKON IPOMBIIIIEHHOCTH, B TOM YHCIIE CO3aHNE HOBBIX IIPOrpaMM OOYUYEHHS B COOTBETCTBUH C MEXKIyHAPOIHBIMH CTaHIapTaMU.
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Tabamnua 9.2. OcCHOBHBIC HHAUKATOPDI 1151 MOHUTOPHHIA peaau3anuu CTpaTeruu B cJiy4yae HHEPLUHOHHOIO CLEHAPHS.

HavmeHoBaHue UHOUKaToOpoOB

06wt 06beM pbiHKa NeKapCTBEHHbIX CPeACTB B
AEHEXHOM BbIPaXXEHWUM B LieHaX KOHEYHOro
notpebnenus (2, 3)

[lons nekapcTBEHHbIX CPEeACTB NOKanbHOro

Npou3BOACTBa B AEHEXHOM BbIpaxkeHuu (4)

[onsa nekapCTBEHHbIX CPEACTB NTOKanbHOro
NpPon3BOACTBA B HAaTypanbHOM BblpaXeHUn (4)
SkcnopT hapmaveBTMHeCcKon npoaykumm (2, 3)

[lons MHHOBALIMOHHBIX NEKapCTBEHHBLIX CPeACTB B
[EHEXHOM BbIpaXXeHuU, 13 Hux (3)
[lons MHHOBALIMOHHBIX NEKapCTBEHHBIX CPeACTB
nokarnbHOro NPoM3BOACTBA B AEHEXHOM BbipaxeHuu (3)

[lons npov3BOACTBa NekapCTBEHHbIX CpeAcTB B 06beme
BBIN P® (2, 3, 5)
KonunyectBo hapmaueBTUYeCKNX NpeanpuaTumn-
npoussogutenen (2, 3, 5, 7)
KonnyecTBo Marnbix MHHOBaLMOHHbIX NPeanpusaTuii (2,
3,7)
[onsi N(pon3BOACTBEHHbIX MOLLHOCTEMN,
cootBeTcTBYtOWMX GMP (5)

KonunyecTBo oTeYeCTBEHHbIX NPOEKTOB Ha ha3e
[OOKIMUHMYECKNX nccregoBanui (3, 7)
KonnyectBo oTeyecTBEHHbIX NPOEKTOB Ha 1—2 chasax
KIMUHWUYECKNX UCTbITaHui (3, 7)

Yncno oTeyecTBEHHbIX MHHOBALMOHHBIX NpenapaTos,
BblBEEHHbIX HA PbIHOK, B TOM yucne (3, 7)

Onsi NeYeHusl coumarnbHO 3Ha4YMMblx 3abonesaHuii (1, 7)
[ons obecneyeHnst nekapcTBEHHbIMW CpeacTBamMm
NokKanbHOro NPOM3BOACTBA U3 CTPATENMYECKOro cnmcka

(1)

Oonst P® B MnpoBom pbiHke npoussoacTtea J1C (2, 3, 5,

7

EanHuubl
n3mMepeHusi

MITH pyo.

%

%
mnpg py6.

%

%

%
.
.

%

T,

%

%

2007 2008 2009 5910 2011
(oueHka)
PbiHOK PP
313 361 372 371 384
JlokanbHOe Npou3BOACTBO
19 18,5 23 19,5 19
70 67 68 69,5 69
5 5,2 7 5,8 6,2
YpoBeHb MHHOBaLMOHHOCTU
35 37 36 42 45
1 1 4 1 1
MpousBoacTeo
<1 <1 <1 <1 <1
350 340 325 300 265
<100 @ <100 <100 <100 @ <100
9 16 17 23 55
Paspa6ortka JIC
<100 @ <100 <100 <100 @ <100
<10 <10 <10 <10 <10
5 <10 <10 <10 <10
0 <2 <4 <5 <5
- 10 15 20 25
MupoBo# pbIHOK
<0,02 <0,02 <0,02 <0,02 <0,02

61

2012

469

18,8
67
6,5

47

<1
250
<100

100

<100
<10

<10
<5

30

<0,02

2013

583

17,6
58
6,8

50

<1
220
<100

100

<100
<10
<10
<5

40

<0,02

2014

675

16,4
50
7,1

51

<1
205
<100

100

<100
<10
<10

<5

45

<0,02

2015

706

16
48
73

52

<1
185
<100

100

<100
<10
<10

<5

50

<0,02

2016

762

15,9
47
7.4

53

<1
165
<100

100

<100
<10
<10

<5

55

<0,02

2017

792

15,7
44
7,6

53

<1
150
<100

100

<100
<10
<10

<5

60

0,02

2018

885

15,4
42
7,8

54

<1
140
<100

100

<100
<10
<10

<5

65

0,02

2019

958

15,2
41
7,9

55

<1
125
<100

100

<100
<10
<10
<5

70

0,02

2020

1076

15

40

56

<1

100
<100

100

<100
<10

<10
<5

75

0,02
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3aknr4yeHue

dapmaneBTHUECKasT HHAYCTPUSA, SBIIOIAACS OJHUM W3 BaXHEHIIUX
JJIEMEHTOB CUCTEMBI 3[PABOOXPAHEHMs, CTOMT Ha IOPOre KOPEHHBIX
u3MeHeHui. B Hanbosnpliel cTeneHu 3TH U3MEHEHUs JI0JKHBI OBbITh CBS3aHBI C
dbopmupoBaHTEM VHHOBALlMOHHOM COCTaBJISIIOLLIEH, pa3BUTHEM
MMIIOPTO3aMEILEHNSI U POCTOM IIPOU3BOJUTEIBHOCTH TpyAd. VIHHOBallMOHHBIMA
CUEHApUil pa3BUTHS COOBITUWA TpenrnosaraeT pa3pabOTKy U NPHUHITHE
Crparerun  pa3BuTHs  (apMaleBTUYECKOM  mpomblinuieHHocTH  Poccun,
OPU3BAHHOW pELIUTh MNPOOJIEMY JIEKAPCTBEHHOIO OOECIEUEHUsI HACEICHUs
Poccun B cymiecTBYIOIIMX YCIOBUSIX M Ha JOJITOCPOYHYIO NEPCHEKTUBY.
KoHeUHON 1enpl0 BCEX JTUX HHUIMATUB SABISETCA CO3MaHUE YCTOWYMBOU
HAllMOHAJIbHOW WHIYCTPUHU, CHOCOOHOW oOecneunTh HaceneHue Poccuiickoii
®denepaunn JOCTyHNHBIMHU, 3(PPEKTUBHBIMM W OE30MACHBIMH JIEKaPCTBAMH B
HEOOXOUMBIX KojndyecTBax. BaxHeimuMm snemenTom CTpareruu J10J1’Ha ObITh
HaIIPaBJICHHOCTh Ha CO3JaHNE HOBOT'O MOKOJIEHUSI MHHOBAIIMOHHBIX JIEKAPCTB.

Hacrosimas Crparerust oTpa)kaeT CTpaTerHMyecKHe LENId, NPUHLMUIBI U
3aJ1a4M pa3BUTHs (papMalleBTUUECKON MIPOMBIIIIIEHHOCTH, CUTYallUI0 B OTpaciy,

poOJIeMbI OTPACIH, CIIOCOOBI U MYTH PEUICHHS YKa3aHHBIX MPOOIeM.

62



