MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA

PACITOPAXEHUE
ot 30 mapta 2024 r. Ne 753-p

MOCKBA

1. VTBepauth nmnpuiaraeMblii IUIAH MEPONPUATHA MO  peau3aluu
Crpaterun pa3Butus (apMalEeBTUUECKOW MPOMBIILIEHHOCTH Poccuiickoi
®denepanuu Ha iepro 10 2030 roma (manee - TIaH MEPOTIPHUATHH).

2. ®enepalbHBIM OpTaHaM HCIIOJHUTEIBHON BIACTH, OTBETCTBEHHBIM
3a peajn3aluio JIaHa MEPONPUATHIA, 00ECTIEUNUTh €ro peann3aluio.

3. ®uHaHCcOBOE oOOecreueHne IUlaHa MEPONPUSATUH  OCYIIECTBISIETCS
(benepaibHBIMU OpPraHaMH MCIOJIHUTENIBbHOM BIIACTU B MpejAesiax OoJIKETHBIX
ACCUTHOBAHMI, MpPEIyCMOTPEHHbIX HUM B  (eaepasbHOM  OrOIKETE
Ha COOTBETCTBYIOIIUN (MHAHCOBBIM TOJ, a TaKXke CPEICTB OIJIKETOB
cyobektoB  Poccuiickoit  ®Pepepauu W C  OPUBJICUYEHHEM  CPEICTB
BHEOIO/I)KETHBIX UCTOYHHUKOB.

4. PexoMeHJ0BaTh HMCHOJHUTEIBHBIM OpraHaMm cyObekToB Poccuiickoii
Qenepanuu, a TaKKe OpraHuM3alusM, YKa3aHHbIM B IUIAHE MEPOIPHUATHM,
NPUHATh YYaCTHE B PEAIM3AUMHU MEPOINPHUATHH, NMPEITYCMOTPEHHBIX ILIAHOM
MEPOIPHUSITHUH.

[Ipencenarens [IpaBuTenscTBa
Poccuiickon Oenepanmnu M.Muiryctun



YTBEPXIEH

pacnopsibkenueM IIpaBuTenbcTBa
Poccuitickon denepannu
ot 30 mapta 2024 r. Ne 753-p

IIJIAH MEPOIIPUSITUA

no peaausanuu Crparernu passutus papManeBTHYeCKOH NpOMbINLTIeHHOCTH Poccniickoit @enepanuu
Ha nepuon a0 2030 roga

HaumenoBanue MCPOIIpUATHUA

Cpox
peanu3aniu

Bun noxymenra

PesynbTar

OTBETCTBEHHBIC UCIIOJTHUTEIIN

I COBepH_ICHCTBOBaHI/Ie O6paH_IeHI/I$I JICKAPCTBCHHBIX CPCACTB AJIsI MCAUTTMHCKOI'O IPUMEHCHU S, B TOM YUCJIC HOPMATUBHOTI'O ITPABOBOI'0 PET'YJIMPOBAHUS

Pa3paboTka 3aKoHOIpOEKTa

o HageneHuu [IpaBuTenbcTBa
Poccuitckoit deneparuu
MMOJTHOMOYHEM Ha yTBEPKJIECHUE
MIEPEYHs CTPATErHYEeCKU
3HAYUMBIX JICKAPCTBEHHBIX
CPEeJICTB, MPOU3BOJCTBO KOTOPBIX
JIOJ’KHO OBITH 00€CIIEUEeHO

Ha Tepputopuu Poccuiickon
®denepanun, U HAACICHUU
denepanpbHOrO OpraHa
HCIIOJTHUTELHOM BIACTH

oKTs10pb 2024 .

MPOEKT (eslepaIbHOro
3aKOHa

pa3paboTaH U BHECEH

B [IpaBuTENBCTBO

Poccuiickoii denepanun
MIPOEKT (hesrepanbHOro 3aKOHa,
npeaycMaTpUBarOIUi HaJlelIeHUe
[IpaBurenscTBa Poccniickoit
®denepanyy NOJIHOMOUYUEM

Ha pa3paboTKy MepevHs
CTpaTErHueCKy 3HAUUMBIX
JIEKapCTBEHHBIX CPEJICTB

U HaJleneHue (eaepanbHOro
OpraHa UCIOJIHUTEIbHON BIACTH

Munsapas Poccuu,
Munnpomropr Poccun,
®AC Poccun,

DOMEFEA Poccnn



Cpok

HaumenoBanue MeponpusaTus Bun noxymenta Pesynbrar OTBETCTBEHHbIE UCIIOTHUTEIN

peainzanuu
MOJTHOMOYHMEM Ha pazpaboTKy MTOJTHOMOYHMEM Ha pa3paboTKy
IOPSAJIKA U KPUTEPUEB NOpsIZIKa U KPUTEPUEB
(bopMHUpOBaHUS IEPEUHS (bopMUpOBaHUS NIEPEUHS
CTPaTErMYeCKU 3HAYUMBIX CTPaTEru4eCcKy 3HAYUMBIX
JIEKapCTBEHHBIX CPE/ICTB JIEKapCTBEHHBIX CPENICTB
Pazpabotka mopsiaika 1 KpUTEPHEB Mmait 2025 1. akt IIpaBurenscTBa YTBEPXACHBI OPSAAOK U Kputepun Munsapas Poccun,
(bopMHUpOBaHUS IEPEUHS Poccuiickoit @enepauuun  GpopMHUPOBaHUS MEPEUHS Munnpomropr Poccun,
CTpaTErnyecKu 3HaYMMbIX CTpaTeruyecKy 3HaYUMBIX ®AC Poccun,
JICKAPCTBEHHBIX CPEJCTB JIEKapCTBEHHBIX CPEJCTB OMBA Poccun
AKTyanusanus nepedHs CeHTAOpb akT IIpaBurenscTBa IIEPEYECHb CTPATETUYECKU Munspas Poccun,
CTPaTEru4eCKu 3HAYMMBbIX 2025r., Poccuiickoit denepanun 3HAYMMBIX JIEKAPCTBEHHBIX Munnpomropr Poccun,
JIEKapCTBEHHBIX CPE/ICTB Janee - CPEICTB €KEr0IHO ®AC Poccun,
C YY4E€TOM peaIn3aLuu €XKEroTHO AKTYaJIU3UPYETCA C YUYETOM OMPBA Poccun
IIYHKTOB | ¥ 2 HacTOALIETO IIYHKTOB | ¥ 2 HacTosIIEero mniaHa
IIJIaHA MEPOTNIPUATHN MEpONIPHUITHI
AHanus 1e51ecoo0pa3HOCTH Mait 2024 . nokian B [IpaBurenscTBO  ompezeneHa 1enecooopa3HoCTh Pocnarenr,

BHECEHUS U3MEHEHUN

B €BPA3UICKOE NIATEHTHOE
3aKOHOAATEIBCTBO

B OTHOIIEHUH ONTUMU3ALNH
YCJIOBUH MaTEHTOCHOCOOHOCTH
M300pETEHUH, OTHOCSTITUXCSI

K JIEKAPCTBEHHBIM CPEICTBaM,
C YYETOM CYUIECTBYIOIIETO
II0JIO)KUTEIBHOTO OIBITA
Poccuiickoit ®enepann

Poccuiickoit @eneparuu

BHECEHUS U3MEHEHUI

B €BpPa3UICKOE TAaTEHTHOE
3aKOHOZATEIBCTBO B OTHOLLIEHUU
ONTUMU3ALNH YCIOBUI
HaTeHTOCIIOCOOHOCTH
M300pETEHUM, OTHOCSTITUXCSI

K JIEKAPCTBEHHBIM CPEJICTBaM,

C YYETOM CYLIECTBYIOIIETO
I0JIOKUTEILHOTO OIBbITA
Poccniickoit ®enepanuun

MunskonomMpassutus Pocenn,
Munnpomropr Poccun,
DAC Poccun,

Munsapas Poccun



Cpok
HaumenoBanue MeponpusaTus Bun noxymenta Pesynprar OTBETCTBEHHbIE UCIIOTHUTEIN
peanu3anuu
Pazpabotka 3akoHONpOeKTa uionb 2024 r.  nmoxuaz B [IpaBurensctBo  pa3paboTaH MPOEKT Munsgpas Poccun,
o nuddepeHumanum pazmepa Poccuiickoit @enepauun  QenepaabHOro 3aKOHa B LIEIAX Mundusn Poccun,
roCyZapCTBEHHBIX IOIUINH o0ecreyeHrs BO3MOXHOCTH Musnnpomropr Poccun,
3a COBEPLICHUE IIPUMEHEHUS MunskonomMpaszsutus Poceun,
YIIOJTHOMOYEHHBIM (heiepaTbHbIM muddepentmpoBannoro nogxona  DAC Poccun
OpPraHOM HMCIIOJIHUTEIbHOU BJIACTH K B3UMaHHIO TOCYJapCTBEHHBIX
JENUCTBUN B 3aBUCUMOCTH OT BUJA IOIIJIMH B 3aBUCHMOCTH OT BUJA
PETUCTPALIMOHHBIX IIPOLENYD, PETUCTPALIMOHHBIX POLIEYP,
HEOO0XOAMMOCTH TPOBEICHHS HEO0XO0JMMOCTHU IIPOBEACHHUS
SKCIEePTU3 U (W) TPYIII 9KCIIEePTH3 U (W) TPYIII
JIEKAPCTBEHHBIX IIPENApaToOB JIEKapCTBEHHBIX MPENapaToB
(6MOTEeXHOJIOTHYECKHE,
Ire€HOTEpaIlleBTUYECKUE,
OMOJIOrMYECKHUE,
MMMYHOOHOJIOTHYECKHE
U JIpyTrue) MpH OCYLIECTBICHUN
roCyAapCTBEHHOM pPErucTpanyuu
JIEKapCTBEHHBIX IIPENapaToB
U PETUCTPALUU JIEKAPCTBEHHBIX
IIPENapaToB B paMKax
EBpazniickoro 5KOHOMUYECKOTO
coro3a
YTBepxacHue Mmapt 2025 r. BEJIOMCTBEHHBIN aKT BHEJIPEHBI B IPAKTUKY Muno6pHayku Poccun,
PEKOMEHTalui PEKOMEHIalliY 110 pacnopsbkeHnto  MuHn3apas Pocenn,
10 PaCIOPSKEHHUIO YUPEKICHUAMY, ®MBA Poccun,
YUpEXKJIEHUSIMH, MTOJBEOMCTBEHHBIMHU Pocnorpebnanzop
10/IBEIOMCTBEHHBIMHU (benepanbHBIM OpraHam

(benepabHBIM OpraHaM

HCIIOJIHUTEIHLHOMN BJIACTH,



Cpok
HaumenoBanue MeponpusaTus Bun noxymenta Pesynbrar OTBETCTBEHHbIE UCIIOTHUTEIN
peanu3anuu

HCIIOJIHUTENIBHOH BJIACTH, IpaBaMH Ha Pe3yJIbTaThl
IIpaBaMM Ha Pe3yJIbTaThl UHTEIJICKTYaIbHOU JESATEIIbHOCTH
MHTEJJIEKTYaJIbHOM €A TEIIbHOCTH B OTHOLIEHUH JIEKAPCTBEHHBIX
B OTHOLICHHH JIEKaPCTBEHHBIX CPEICTB
CpeACTB
Omnenka HEOOXOAUMOCTH utoHb 2025 1. poknaz B [IpaBUTENbCTBO — MPUHATO pELIEHUE Munsapas Poccun,
pa3pabOTKU NOps/IKa PUBEICHUS Poccuiickoif @enepaun 0 HEOOXOAUMOCTH Munnpomropr Poccun,
B COOTBETCTBUE MHCTPYKLUI WM 00 OTCYTCTBUH MunskonomMpassutus Poccun,
10 MEJULIMHCKOMY IIPUMEHEHHUIO HE0OX0IMMOCTH pa3paboTKU Pocznpasnanzop,
JIEKapCTBEHHBIX NIPENapaTos, HOpsJIKa aKTyalu3aluu ®AC Poccun
HUMEIOIUX OJTHO MEKIYHAPOIHOE MHCTPYKUUHI 110 MEAULIMHCKOMY
HENaTEeHTOBAaHHOE IPUMEHEHHUIO JIEKaPCTBEHHbIX
(MM XMMHMYECKOE, IIPENnapaToB, UMEIOLINX OJIHO
WM TPYIITUPOBOYHOE) MEKIyHapOJHOE HEMAaTEHTOBAHHOE
HAauMEHOBAHHE (MM XMMUYECKoe, WIN

IPyNIHPOBOYHOE) HAUMEHOBAHNE
[ToaroroBka u HanpasieHUE nexadbpp 2024 r.  noknan B [IpaBuTenbcTBO  HampaBi€HBI MPEAIOKEHUS Munnpomropr Poccun,

B Bepxosasiit Cyn Poccuniickoit
denepannuy NpeuI0KEHUN

10 COBEPILIEHCTBOBAHUIO
CyJeOHOM MPAKTUKH 10 CIOpam,
3aTparuBarOIUM BOIIPOCHI
HapyLIECHNs HHTEIJIEKTYalIbHbIX
IpaB Ha U300pETEHMS,
OTHOCAIIMECA K JIEKAPCTBEHHBIM
CpEICTBaM, HaIIpUMED B YaCTH
[10/1a4 UCKOB I10 MaT€HTHBIM

Poccuiickoii denepanun

B Bepxosnsiii Cyn Poccniickoit
®denepanyu MO0 BO3MOKHOMY
COBEPILEHCTBOBAHUIO CY1€OHOM
MIPaKTUKHU IO CIIOpaM,
3aTparuBaroIlUM BOIIPOCHI
HapyLIeHUs] UHTEIEKTyalIbHbIX
MpaB Ha U300pETeHNUS,
OTHOCSIIMECS K JIEKAPCTBEHHBIM
CpEICTBaM, HaIlpUMED B YaCTH
[10/1a4¥ UCKOB I10 TATEHTHBIM

MunskoHompaszsutust Poccun,
Pocmarent,
DAC Poccun



Hanmenosanue meponpusatus

Cpok
peainzanuu

Bun noxkymenra

Pesynprar

OTBETCTBEHHBIE UCIIOTHUTEIIN

10.

CIIOpaM U BO3MOXKHOCTHU
HNPUMEHEHUS CIICIIHAIBHBIX
00eCTIeYUTENbHBIX MEP

ITpopaboTka Bompoca

0 HEOOXOIMMOCTH Pa3paboTKH
HOPMAaTUBHBIX IIPABOBBIX aKTOB,
YCTaHaBIIMBAKOIIUX MOPAI0K
onpeneneHuss MuH3npasom
Poccun oco0oit 3HaunMoCTH
JIEKapCTBEHHBIX NPENapaToB
IUIS 310POBbsI HACEJICHHUS
Poccuiickoit @denepanuu B HEISIX
UX YCKOPEHHOH perucrpanuu

B COOTBETCTBUU

¢ mpaBoM EBpasuiickoro
SKOHOMHUYECKOI'O CO03a

YcraHnoBiieHre 0053aTeNbHbBIX
TpeOOBaHUM Il POCCUICKUX

Y MTHOCTPAHHBIX IPOU3BOIUTENCH
JICKApCTBCHHEBIX CPCACTB

IIPU BBOJIE JIEKAPCTBEHHBIX
CPEIICTB B TPaXAAHCKUM 000POT
B 4aCTH HEOOXOMMOCTH
IIpelocTaBlIeHus cepTudukaTa

aHBapb 2025 1.

suBapb 2026 T.

nokian B [IpaBurensCcTBO
Poccuiickoit deneparuu,
Mpu HEOOXOAUMOCTH -

C IIPOEKTOM aKTa
[IpaBuTenscTBa
Poccuiickoit deneparuu,
BEJIOMCTBCHHBIM aKTOM

nokian B [IpaButenscTBO
Poccuiickoit ®enepanum,
pu HEOOXOMMOCTH -

C MPOCKTOM
(benepanbHOrO 3aKOHA

CIIOpaM U BO3MOYKHOCTH
IPUMEHEHHS CIICIHAIBHBIX
00eCTIeYnTEIbHBIX MEP

npopaboTana 1enecooOpa3HoOCTh
YCTaHOBJICHMS TIOPSAJIKA
onpeneneHuss MuH3apasoM
Poccuun oco6oit 3HaUNMOCTH
JIEKapCTBEHHBIX MPENapaToB

JUTS 3J0pPOBbsI HACEJICHUS
Poccniickoit denepanuu B Lensx
UX YCKOPEHHOH perucrpanuu

B COOTBETCTBHUU C IPABOM
EBpaszuiickoro 5KOHOMHAYECKOTO
coro3a. B IIpaBurenscTBO
Poccutickoii denepanuun
HarpasJieH TPOEKT HOPMATUBHOTO
MIPaBOBOr'0 aKTa

(TIpu oTIpeieIeHNH TaKOu
1eJ1eC000Pa3HOCTH)

yCTaHOBJIEHA 00SI3aHHOCTH
MIPOU3BOIUTENCH JIEKAPCTBEHHBIX
CPECTB IIPU BBOJIE JIEKAPCTBEHHOTO
CpelCcTBa B TPAXIAHCKUNA 000pOT
MPEIOCTABIATh cepTU(PHUKAT
COOTBECTCTBUSA HpOI/ISBO)ICTBa
JIEKapCTBEHHBIX CPEJICTB
[TpaBunam Hagnexamen

Munsnpas Poccun,
Munnpomropr Poccun

Munsapas Poccun,
Munnpomtopr Poccun,
PocznpasHanzop



Hanmenosanue meponpusatus

Cpok
peainzanuu

Bun noxkymenra

PesynbTar

OTBETCTBEHHBIE UCIIOTHUTEIIN

11.

12.

COOTBETCTBHSI IPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB
IIpaBunam HajyiexKamen
MPOU3BOJICTBCHHOM MTPAKTHKA
EBpazuiickoro 5KOHOMU4ECKOTO
cor03a (C MO3TAIHBIM IIEPEXOI0M)

AHanu3 10CTaTOYHOCTH
NEHCTBYIOIIUX MEp
OTBETCTBEHHOCTH

3a HEBBINIOJHEHHE METUIIMTHCKUMU
OpraHu3alMsIMU U JepKaTeIsIMu
PErUCTPAIMOHHBIX
YA0CTOBEpPEHUH 00s13aTeNbCTBA
10 HAMpPaBJICHUIO

B YIIOJIJHOMOYEHHBIN
benepanbHBINA Opran
WCTIOTHUTEJIbHON BIIACTH
nH(OpMaIIUU AJI OCYIIECTBICHUS
(dhapmakoHaa3opa

[IpopaboTka Bompoca

0 HE0OXOIMMOCTH BHEJIPEHUS
MCXaHU3Ma, IIpU KOTOPpOM
IIPU BHECEHUU MH(POPMALIUU

aHBapb 2025 1.

ceHTs10pb 2025 1.

nokian B [IpaButenbCcTBO
Poccuiickoit deneparuu,
Mpu HEOOXOAUMOCTH -

C IPOEKTOM
(denepanbHOro 3aKOHA
nnu akta [IpaBurenscTBa
Poccuiickoit ®enepanun

nokian B [IpaBuTenbCcTBO
Poccutickoit denepanuy,
Mpu HEOOXOTMMOCTH -

C IPOEKTOM aKTa

IIPOU3BOJICTBEHHON IIPAKTUKH
EBpa3zuiickoro 5)KOHOMHU4YECKOIr0
CO103a (C IMO3TAIHBIM TIEPEX0/I0M)

IpOaHAIU3UPOBaHA
JOCTaTOYHOCTh AEHCTBYIOLIUX
Mep OTBETCTBEHHOCTH

32 HEBBIIIOJHEHUE MEIULMHCKIMHU
OpraHM3aLMsIMH U JIEpPKaTeIIIMU
perucTpanoHHbIX
yIOCTOBEPEHUM 003aTEIHCTB

10 HAIIPABJICHUIO

B YIIOJIHOMOYEHHBIN (eiepaabHbIi
OpraH MCIIOJHUTEIbHON BIACTH
nH(pOpMaLUY U1 OCYIIECTBIICHUS
(apMakoHa130pa B 1ENAX
HaJyIexallero HHGOpMHUpPOBaAHUS
Poc3npaBHazopa cyoObekTaMu
oOpallieHus JIeKapCTBEHHBIX
CPEICTB O HEXKEJATEIBbHbIX
SIBIICHUSIX U KaueCTBe
JIEKapCTBEHHBIX IIPENapaToB

YCTaHOBJICHA HEOOXOIMMOCTh
WJIM OTCYTCTBUE HEOOXOAMMOCTH
BHECAPCHUA MCXaHU3Ma,

MIPH KOTOPOM TIPY BHECEHUU

Poc3nopasnanzop,
Munzapas Poccun,
Munnpomropr Poccun

Mun3znpas Poccun,
Munnpomropr Poccun,
MunskonomMpassutus Poccun,
Munuudpst Poccun



Cpok
HaumenoBanue MeponpusaTus Bun noxymenta Pesynbrar OTBETCTBEHHbIE UCIIOTHUTEIN
peanu3anuu
00 aKTHBHBIX (hapMaIleBTUYECKHX [IpaBuTenbcTBa nHpopManny 00 aKTUBHBIX
CyOCTaHIMSX B PErMCTPALUOHHOE Poccuiickoit @enepanuun  papManeBTHYECKUX CyOCTaHIIMAX
J0ChE JIEKAPCTBEHHOT O B PETUCTPALIMOHHOE JI0ChE
Ipernapara, 3aperucTpupoBaHHOIO JIEKapCTBEHHOT 0 IIpernapara,
B paMKax IpaBa EBpasuiickoro 3apErucCTPUPOBAHHOIO B paMKax
HKOHOMHYECKOT0 COH03a, npaBa EBpa3uiickoro
uHpOpMALHS O TAKUX SKOHOMMYECKOTO COI03a,
(bapMareBTUYECKHX CYOCTaHIMAX UHpOpMAaLIUsS O TAKUX
OJIHOBPEMEHHO BHOCUTCS (hapManeBTHYECKIX CYyOCTaHIUAIX
B T'OCYJIapCTBEHHBIN peecTp OJTHOBPEMEHHO BHOCHUTCS
JIEKapCTBEHHBIX CPE/ICTB B I'OCYJIapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPE/CTB
13. Ouenka nenecooOpa3HOCTH utoHb 2024 r.  noxnaz B [IpaBUTenbCcTBO — OLIEHEHA LEIeco00pa3HOCTh Munnpomropr Poccun,
YCTaHOBJICHUSI OrPAHUYEHUS Poccuiickoit ®enepanun OTpaHUYCHUS [TATCHTOBAHUS MunskonoMpazsutus Poccun,
MAaTEeHTOBAHUS TEXHUUECKUX TEXHUYECKUX PEIIeHHH, Pocnarent,
pELIEHH, HE BHOCSIIINX HE BHOCSIIIMX CYIIIECTBEHHBIN Munsnpas Poccun,
CYLIECTBEHHBIN BKJIaJ B YPOBEHb BKJIa/l B YPOBEHb TEXHHKH, ®AC Poccun
TEXHUKH, B YACTH B yacTu (hapmarieBTH4ECKOn
(bapmarieBTUYECKOM IIPOMBIIITIEHHOCTH
MIPOMBIIIJIEHHOCTH
Il. Joctyn Kk poccuiickoMy (papManieBTHYECKOMY PBIHKY, COBEPILIEHCTBOBaHHE 11€HO00PAa30BaHMsI Ha JIEKapCTBEHHBIE MTpenapaThl,
YCTAQHOBJICHHE IPUOPUTETA POCCUHCKOM (papMalieBTHUECKOM MPOAYKIIUU
14. VYrtouneHue MexaHH3Ma pacyera aBryct 2024 r.  noknan B [IpaBUTENBCTBO — yCTAHOBIIEHA BO3MOXKHOCTh Munznpas Poccun,

HavyaJbHOM (MaKCUMaJIbHOMN)
LIEHBbI KOHTPAKTa
IIPU OCYLIECTBIEHUU

Poccuiickoit ®eneparun

DAC Poccun,
Musnnpomropr Poccun

pacdeta peepeHTHBIX II€H, B TOM
YHCIIe C YIETOM PA3IUYHBIX (HOpM
BBIITYCKA, B HEIAX COKpalllCHUS



Cpok
HaumenoBanue MeponpusaTus Bun noxymenta Pesynbrar OTBETCTBEHHbIE UCIIOTHUTEIN
peainzanuu
roCy/1apCTBEHHBIX aJMMHHUCTPaTUBHON HArpy3Ku
Y MYHULIUNIAIBbHBIX 3aKyIIOK Ha MPOU3BOAUTEIEH NIPU YIaCTHH
JIEKapCTBEHHBIX NIPENapaToB B FOCY/IapCTBEHHBIX
C MCIIOJIb30BAaHUEM METO1a Y MYHULMIIAIBHBIX 3aKyIKax
pedepeHTHBIX 1IeH JIEKapCTBEHHBIX IIPENapaToB
15. IlpennoxxeHus Mo TEXHOIOTUSIM utonb 2024 r.,  poxnan B IIpaBUTENHCTBO  HA IMOCTOSTHHOW OCHOBE Munsapas Poccun,
BBISIBJICHUSI U IPUMEHEHHUS Janee - Poccuiickoit denepanun  ONPEAEIAIOTCS KIIIOUEBBIE Muno6pnayku Poccun,
METOJIOB paHHEH OLIEHKU €KEr0JIHO KOMIIETEHIIUH, HaPaBICHUS Poccuiickas akagemust Hayk,
NEePCHEKTUBHBIX Pa3pabOoTOK (B TOM 4McCIIe TepareBTUUECKHUE) Munnpomropr Poccun,
JIEKAPCTBEHHBIX CPEACTB Y TEXHOJIOTUU, HEOOXOAUMbIC OMFBA Poccun,
C TOYKHU 3pEHUS NOTPEOHOCTH JUISL CUCTEMBI 3IpaBOOXPaHEHUS Pocnorpebnanzop
CUCTEMBI 3]]paBOOXPaHECHMUSI B LEJISIX CO3/IaHUS U PA3BUTHS
U OIIpEZIEIICHUE KIIFOUEBbIX Ha Teppuropun Poccuiickoit
KOMIIETEHIIVH, HaIPaBJICHUN denepannu JIEeKapCTBEHHBIX
(B TOM 4HcCIIe TEpaNeBTHUECKUX ) IIPENapaToB JUIsl pELICHUs
Y TEXHOJIOTUH U1 UX Pa3BUTHUSA Oyayumx 3ana4
Ha Tepputopun Poccuiickoit 3/paBOOXPAHEHUs, B TOM YHCIIE
denepanyu B CPEIHECPOUHOU C Y4ETOM BO3MOKHBIX HOBBIX
1 JIOJITOCPOYHOM MepCreKTUBE 3a0oJeBaHui, cIOCOO0B
WX JICYEHHUS], a TAKXKe Pa3BUTUS
Hay4YHO-TEXHUUYECKOTO Mporpecca
16. CoBepiieHCTBOBaHUE MOPSAIKA anpens 2025 . akr [IpaBuTenbcTBa ONTHUMU3UPOBAH MEXaHU3M Munznpas Poccun,

IepeperucTpanuy npeaeabHbIX
OTIIYCKHBIX LI€H

Ha JIEKapCTBEHHBIE IIPEeNaparsl,
BKJIFOYCHHBIE B [IEPEYEHD
AKU3HEHHO HEOOXO0IMMBIX

Poccniickoit ®enepanun

MepePEruCTpauy MpeaeabHbIX
OTIIYCKHBIX LI€H

Ha JIEKapCTBEHHBIE IIPENaparsl,
BKJIFOYEHHBIE B [IEPEYEHD
KU3HEHHO HEOOXO0IMMBIX

DAC Poccun,
Musnnpomropr Poccun



Cpok
HaumenoBanue MeponpusaTus Bun noxymenta Pesynbrar OTBETCTBEHHbIE UCIIOTHUTEIN
peanu3anuu

U BaXXHEMIINX JIEKapCTBEHHbIX 1 BXHEMILINX JIEKAPCTBEHHBIX
IIpEnapaToB IIPenaparoB, B TOM YHCIIE

C Y4ETOM UCKJIIOUEHUS

3apEruCTPUPOBAHHBIX LICH

Ha JIEKapCTBEHHBIE ITpenapaThl,

JUIATEIBHOE BPEMSI

He oOpararonmecs

Ha TeppuTopuu Poccuiickoi

®denepanyy, B LEISIX HOBBIIIEHUS

UX KOHKYPEHTOCIIOCOOHOCTH

Ha BHEIIHUX PhIHKAaX

17. Pa3paboTka METOIMKHU pacyera nekabps 2024 r., noknan B IIpaBUTensCTBO — peam3oBaH MEXaHU3M pacdera Munsznpas Poccun,

TUTAHUPYEMOH TOTpeOHOCTH jaiee - Poccuiickoit ®eneparun NOTPEOHOCTH CUCTEMBI Munnpomropr Poccun,
(Ha cpeaHECPOUYHYIO €KEeKBapTaJIbHO 37IpaBOOXPAHEHUS OMBA Poccun
U JIOJITOCPOYHYIO TICPCIIEKTUBY) B JIEKapCTBEHHBIX IIpernapaTax,
CHCTEMBI 31]paBOOXPaHECHHUS Ha OCHOBaHMH KOTOPOTO
B JIEKapPCTBEHHBIX IpenapaTax Ha ITIOCTOSIHHOM OCHOBE
IUIS BCEX BO3PACTHBIX KaTErOpHUi (dbopmupyeTcs akTyallbHas

MOTPEOHOCTH B JIEKAPCTBEHHBIX

npernaparax, Mo3BOJISoIas

IJIAaHUPOBATH MPOLIECCHI

pa3paboTKu U (WIN) OpraHu3aluu

UX TPOU3BOJICTBA

18. Co3nmanue MeXBEIOMCTBEHHBIX CEHTSIOph BEJIOMCTBEHHBIN aKT o0ecrneveHo peryssipHoe Munnpomtopr Poccun,

pabouux rpymni A obecrnedeHus 2024 r., nH(POPMHUPOBaAHKE BpayeOHOTO Munznpas Poccun,
B3alMOJICICTBUS BpaueOHOTO janee - co00111eCTBAa O HOMEHKJIAType OMPBA Poccun
cooOmiecTBa €XKETOHO JIEKapCTBEHHBIX CPENCTB,

" IPpOU3BOJACTBCHHOI'O 3B€HA

MIPOU3BOJUMBIX Ha TEPPUTOPUH
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Cpok
Hanmenosanue meponpusatus Bun noxymenra Pesynprar OTBETCTBEHHbIE UCIIOTHUTEIN
peanu3anuu
IIPY y4aCTUU PETYIATOPOB Poccuiickoit denepanum,
JUIS TOBBIIIEHUS KOMIIETCHIMSX U TIOTEHIUAJIBHBIX
MH(POPMHUPOBAHHOCTH BpaueOHOTO BO3MOKHOCTSIX IIPOMBIIUICHHBIX
coo011eCTBa O BBIITYCKaEMbIX IPEIIPUATHH, CYIIECTBYIOIINX
Ha Teppuropuun Poccuiickoi MPOU3BOACTBEHHBIX MOIIHOCTSX,
Denepanyy J€KapCTBEHHBIX a Tak)Ke 00ecreyeHo MoayyeHue
CPEICTBAX, OJIYYCHUE o0OpaTHOH CBS3U
OT BpayeOHOro cooduiecTa IIPOU3BOJUTEISIMU
00paTHOM CBSI3U 1O Pe3yJbTaTam JIEKapCTBEHHBIX CPEICTB
IIPUMEHEHHUS JIEKAPCTBEHHBIX 0T BpayeOHOro cooduiecTBa
CPEZICTB U €KEr0THOE ITPOBEICHNE
3acejaHuil COOTBETCTBYIOLINX
pabouux rpyrmmn
19. TloBeimenue nexadbppb 2024 r., noxnan B [IpaBUTENBCTBO — perynsipHOE MPOBEIECHUE Munsapas Poccun,
MH(GOPMHUPOBAHHOCTU HACEJIEHUS Janee - Poccuiickoii denepanun MEpPOIPUATHN, HAIIPABIEHHBIX Munnpomropr Poccun,
Poccuiickoit ®eneparuun €XKETOTHO Ha TIOBBILICHUE Poc3apasuanzop,
10 BOIPOCaM NPOQHUIAKTHKH, UH(POPMHUPOBAHHOCTH HACEJIIEHUSI  MCIIOJHUTEIbHBIC OpraHbl
JIMAarHOCTHKH, JICUCHUS Poccuiickoit @enepanuu cyowsekToB Poccuiickoit
3a00seBaHui M peadmInTalun 10 BONpOcaM NMpo(UIaKTHKH, ®denepanyn

C UCIOJIb30BaHUEM
JIEKApCTBEHHBIX IIPENapaToB
OTE€UECTBEHHOT'O NMPOU3BO/ICTBA
Y TIOBBIIICHHUE MPUBEPKEHHOCTH
HacejeHusa Poccuiickoi
denepanuu NpoQuIaKTUKE,
JAArHOCTHKE, JICUCHHUIO
3a00NeBaHUI U peadHINTAIIII

C UCIOJIb30BaHUEM

JTMArHOCTHUKH, JICYEHHUS
3aboseBaHui U peaduInTaluu
C UCIIOJIb30BaHUEM
JIEKapCTBEHHBIX MTPENAapaToB
OTEYECTBEHHOI'O ITPOU3BO/ICTBA
U HAa TOBBIIICHNE
MIPUBEPKEHHOCTH HaceJeHuUs
Poccuiickoit denepanuu
npodunakTuke, IMarHoCTUKeE,
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Cpok
HaunmenoBanue MepornpusTus Bun noxymenra Pesynbrar OTBETCTBEHHBIE UCTIOTHUTEIH
peanu3anuu
JIEKapCTBEHHBIX MPETapaToB Je4eHUI0 3a00JIeBaHUH
OTE4YECTBEHHOI'O MIPOU3BO/ICTBA U peaduiuTanuu
C UCIIOJIb30BaHHEM
JIeKapCTBEHHBIX IpenapaToB
OTEYECTBEHHOT'O MPOU3BOCTBA
20. Opranuzanus B3auMOJeHCTBUS suBapb 2025 1. goknan B [IpaButenscTBO  mpopaboTaH BONPOC B3aUMHOMK Mumnznpas Poccun,

uH(popMaInU, coaepKaliencs

B CIeAYyIOMMX 0a3ax JaHHBIX:
roCy/1IapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPE/ICTB;
€UHBbIN CTPYKTYPUPOBAHHBIN
CIPaBOYHMK-KATaJIOT
JIEKapCTBEHHBIX MpPEnapaToB

JUISL MEUIIMHCKOTO IPUMEHEHUS,
roCylapCTBEHHBIN PEecTp
MpeieabHBIX OTIYCKHBIX LIEH
IIPOU3BOIUTENIEN

Ha JIEKapCTBEHHBIE MTpernapaThl,
BKJIFOUEHHBIE B [IEPEUEHb
KU3HEHHO HEOOXO0IMMBIX

Y BaXXHEWIINX JIEKAPCTBEHHBIX
[IpenapaTos;
MH(POPMALMOHHO-aHAIUTHYECKAs
CHCTEMa MOHUTOPHHTA U KOHTPOJISI
B cpepe 3aKyTOK JIEKaPCTBEHHBIX
MpenaparoB JijIsi o0ecreueHus
roCy/1apCTBEHHBIX

Y MYHULUTIATbHBIX HYX;

Poccuiickoit ®eneparuu

MHTETPalliy CBEICHHI 0a3
JTaHHBIX B cepe oOpareHus
JIEKapCTBEHHBIX CPEICTB,

YTO MOBBICUT 3(pPEeKTUBHOCTH
UX MCIIOJb30BaHMS U, KaK
CIIEJICTBHE, PE3yIbTaTHBHOCTh
rOCY/IapCTBEHHOTO
pEryIupOBaHHs 1IEH
JICKapCTBEHHBIX NpenapaToB
Y OCYIIECTBIICHHUS 3aKyIOK
JICKapCTBEHHBIX NpenapaToB

Munnpomropr Poccun,
DAC Poccun,

Munnudpst Poccun,
Mundun Poccun,
Kasnauerictso Poccun,
00LIECTBO C OrpaHUYEHHON
OTBETCTBEHHOCTHIO
"Onepatop-LIPTIT"
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Cpok

Hanmenosanue meponpusatus
peanu3anuu

Bun noxkymenra

Pesynprar

OTBETCTBEHHBIE UCIIOTHUTEIIN

21.

CUCTCMAa MOHUTOPUHI'Aa IBUKCHUA
JICKApCTBCHHEIX IPEIIapaToB
AJI MCAUIIUHCKOTO ITPUMCHCHU A

Co3anue MexaHn3ma
IIPOCJICIKUBAEMOCTH CHIPbS,
HCIIOJIE3YEMOTO

JUIS IPOU3BO/ICTBA
JICKapCTBCHHBIX MPENapaToB

aHBapb 2025 1.

noknaz B IIpaBurenscTBo
Poccuiickout @eneparuu

pazpaborana, anpoOupoBaHa

U BBEJICHA B SKCILTyaTaIUIO
U(PPOBU3UPOBAHHAS

Y aBTOMAaTU3UPOBAHHAS CUCTEMA
HOTBEPKICHHS (B TOCYAapCT-
BEHHOU MH(OpMaAIMOHHOM
CUCTEME MOHUTOPHHTA

3a 000POTOM TOBApPOB,
HoJUIeKalX 00g3aTeIbHON
MapKUPOBKE CpPeICTBAMU
UIeHTH(UKAIMN) COOTBETCTBHS
(bakTHueckux craaui
TEXHOJOTMYECKOro mpolecca
IIPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB CTaausIM, YKa3aHHBIM

B JJOKYMEHTE, COZIepKaILEeM
CBEICHMSI O CTAIUAX
TEXHOJOTMYECKOro IIpouecca
IIPOU3BO/JICTBA JIEKAPCTBEHHOTO
CpEICTBA JJIs1 MEAULIMHCKOTO
MIPUMEHEHHUSI, OCYIIECTBIIIEMbIX
Ha Tepputopuu EBpasuiickoro
SKOHOMMYECKOTO CO03a

Musnnpomropr Poccun,
00I11eCTBO C OrpaHUYCHHOMN
OTBETCTBEHHOCTBIO
"Onepatop-LIPIIT",
3aMHTEPECOBAHHBIC
(benepanbHble OpraHbl
VICITOJIHUTEJIBHON BIIACTH
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Hanmenosanue meponpusatus

Cpok
peainzanuu

Bun noxkymenra

PesynbTar

OTBETCTBEHHBIE UCIIOTHUTEIIN

22,

23.

YcraHoBiIEeHUE IPUOpUTETA
3aKyIKH Ul TOCYAApCTBEHHBIX
Y MYHULUINATIbHBIX HYX]T
JIEKapCTBEHHBIX IIPENapaToB

B COOTBETCTBUU C IIEPECUHEM
CTPaTErMYeCKU 3HAYMMBIX
JIEKAPCTBEHHBIX CPEJICTB,
IIPOU3BOJICTBO KOTOPBIX JOJKHO
OBITh 0OeCTIeueHO Ha TEPPUTOPHU
Poccuiickoit denepaiuu,

BCE CTaJuU IIPOU3BOJACTBA
KOTOPBIX, B TOM YHCJIE CHHTE3
MOJIEKYJIBI IEMCTBYIOLIETO
BELIECTBA IIPU IIPOU3BOJCTBE
(dhapmareBTUUeCKIX CyOCTaHIUH,
OCYLIECTBIIAIOTCA

Ha TEPPUTOPUAX TOCYIAPCTB -
wieHoB EBpasuiickoro
SKOHOMHUYECKOI'O CO03a

ampeisb 2025 1.,
HO HE paHee
peanu3zanuu

nyHkra 21
HACTOSILET0
rJiaHa
MEpONPHUITHI

akt [IpaBurenbcTBa
Poccuiickoit @enepanuu

YCTaHOBJICH MEXaHU3M,
HaNpaBJICHHBIN Ha yriryOJieHne
MIPOU3BOIUTEISIMU CTaUM
JIOKaJIM3aluy TPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB

Musnnpomropr Poccun,
Munsznpas Poccuu,

Mundun Poccun,
MunskonompaszButusi Poccun,
DAC Poccun

I1l. CucreMHble Mepbl OIEPKKHA OpraHU3alluu MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB Ha TeppuTopun Poccuiickoit denepanun

Hanonnenue rocynapcrseHHON
MH(OPMAaLIMOHHON CUCTEMBbI
MIPOMBIIIIJICHHOCTH HHpOpMAIIHei
0 JIEHCTBYIOIIUX Mepax
MOAICPKKH MMPOU3BOIUTENEH

B YaCTH JICKAPCTBEHHBIX CPEJICTB,
BKJIIOYAIONIEH B ce0s1 B TOM YHCIIe

nexabps 2024 r.

0asza JaHHBIX

CEPBUCHI TOCYIapPCTBEHHON
MH(POPMAITMOHHON CHUCTEMBI

npomslieHHocTH "HaBurarop
Mep noasep:kku u "basza 3nanuit"

coJepKaT HHPOPMALIUIO
0 JIEUCTBYIOINX Mepax

MOJJEP>KKH B YaCTH OOpaIIeHUs

Munnpomropr Poccun,
Mun3znpas Poccun,
Mundun Poccun


consultantplus://offline/ref=612DB6BBE51A985A22DF35DFEB7A60CA7F77BE7D3A1F3A8EC72CBE2CE2C83E439CA2FE688CE3C129D8EB45097555D9191356D1E2A5309AA4pBYBL
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Hanmenosanue meponpusatus

Cpok
peainzanuu

Bun noxkymenra

Pesynprar

OTBETCTBEHHBIE UCIIOTHUTEIIN

24,

yHU(pULIIPOBaHHBIE (POPMBI
JTOKYMEHTOB, a TaKXKe Ipu
HEOOXOMMOCTH METOI0JIOTHIO
10 X OPMUPOBAHUIO

DOopMUPOBAHUE JTOTTOTHUTEIBHOU
MOAIEPKKH MPOU3BOJUTENEH
JIEKapCTBEHHBIX CPEJICTB B YaCTU
cyOCUANpOBaHUS PacX0JI0B

Ha pa3paboTKy U UCCIICTOBAHUS
10 KJIFOUEBBIM KOMIIETEHLIMSM,
HaIPaBJICHUSM U TEXHOJIOTUSM,
MPEAYCMOTPEHHBIM IYHKTOM 15
HAaCTOSILIETO IUIaHA MEPOIIPUATUI

asrycr 2025 r.,
HO HE paHee
peanu3anuu

nyHkra 15
HaCTOSILEro
Ij1aHa
MEpONPHUITUI

JJIEKTPOHHBINA JOKYMEHT
B I'OCYJJapCTBEHHOI
MHTETPUPOBAHHON
HH(pOPMAITMOHHOM
CHCTEME YIPaBJICHUS
00I11€CTBEHHBIMU
¢buHanCcaMu
"DJIeKTpOHHBIN OrOKET"
(perenue o mopsiike
MIPEJOCTaBICHUS

cyOcuuii B COOTBETCTBUH

C MIOCTaHOBJIEHUEM
[IpaBuTenscTBa
Poccuiickoii denepanun
ot 25 oxTs0psa 2023 r.

Ne 1780

"O06 yTBepXKJIeHUN
IIpaBui mpenocraBieHus

13 OFOKETOB OFOHKETHOM

cucteMsl Poccuiickoit
denepanun Cyocuanii,
B TOM YHCJI€ TPAHTOB
B (opme cybcumnid,

JICKapCTBEHHBIX CPEJCTB B LEISAX
ONITUMHU3AINH TPYH03aTpaT
MIPOU3BOIUTENECH JIEKapPCTBEHHBIX
CPEACTB [UISl TIOTyYCHHUS
HEOOXOUMBIX MEp MOAICPKKHI

YBEJIMUYEHHUE J10JI OTEUECTBEHHBIX
JIEKAPCTBEHHBIX IPENapaToB

Ha POCCHMCKOM pPBIHKE

U CTUMYJIMPOBaHHE COOCTBEHHBIX
pa3zpaboTok

Munnpomropr Poccun,
Munzapas Poccun,
Muno6pnayku Poccun,
Mundun Poccun,
®OMBA Poccun
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Cpok

Hanmenosanue meponpusatus
peanu3anuu

Bun noxkymenra PesynbTar

OTBETCTBEHHBIE UCIIOTHUTEIIN

25.

Co3nanue MexaHu3Ma I'paHTOBOM
MOJJEPKKH YUPEKICHUH,
MPOBOASAIINUX pa3paboTKy,
JOKJIMHUYECCKUE U KIMHUYCCKHUE
KCCJIEIOBAHUS JIEKAPCTBEHHBIX
MpenaparoB, MPU YCIOBUU
BOCTPEOOBAHHOCTH TaKHX
pa3pabOTOK CO CTOPOHBI
WH]IyCTPUAJIbHBIX MAPTHEPOB

aBryct 2025 1.

IOPUANYECKUM JIUIIAM,
WH/IMBUTyTbHBIM
MpEeAPUHIMATEIISM,

a TaKkKe PU3NIECKUM
JUIAM - TIPOU3BOIUTEIISM
TOBapoB, paboT, yciayr")

JJEKTPOHHBIN JOKYMEHT
B F'OCYJJapCTBEHHOMN

COXpaHEHHE Hay4yHOI'O
MOTEHIMANA YUPEKACHUN

WHTETPUPOBAHHOU Y COKpaIllCHHE 3aTpaT
MH()OPMAIIMOHHON WHIYCTPUATHHBIX TTAPTHEPOB
CHCTEME YIpaBJICHUS Ha pa3pabOTKy JIEKapCTBEHHBIX
00IICCTBCHHBIMU permapaToB

(buHaHCAMH

"DNeKTpOHHBIN OrOKET"
(pemienue o nopsiake
MPEOCTABICHUS
cyOcuauil B COOTBETCTBUU
C TMOCTaHOBJICHHEM
IIpaButenscTBa
Poccuiickoit ®enepanun
ot 25 oktsa6ps 2023 r.

Ne 1780

"O06 yTBEepKIeHUH
[IpaBun npegocraBiaeHust
u3 OIO/IKETOB OI0JKETHON
cucrteMbl Poccuiickoin
denepanun cyocuani,

B TOM YHCJIC TPAHTOB

Munnpomropr Poccun,
Mun3znpas Poccun,
Muno6pHayku Poccun,
Mundun Poccun,
MunskoHoMpazsutus Poccuu,
®OMBA Poccun
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Cpok
HaumenoBanue meponpusitus Bun noxymenta Pesynbrar OTBETCTBEHHBIE UCIIOTHUTENN
peanu3anuu
B (hopme cyOcuanii,
IOPUANYECKUM JIHIIaM,
VH]JIMBU1yaJIbHBIM
MpeANPUHUMATENISM,
a TaKkKe (PU3NIecKuM
JUIAM - TPOU3BOTUTEINSAM
TOBapoB, paboT, yciyr'")

26. IlpoBenenue anammsa nexadpp 2025 r., noxnan B [IpaBUTENbCTBO  MOJATOTOBIIEHBI Munnpomtopr Poccun,
CYUIECTBYIOIIUX MEp MOICPKKU nanee - Poccuiickoit ®deneparuu (pu HEOOXOMMOCTH) Mundun Poccun,
OTEUECTBEHHBIX ITPOU3BOIUTEIICH, €XETOoHO MPEAJIOKEHUS O CO3/IaHUK HOBBIX ~ Mun3apas Poccun,
OCYIIECTBISIOUINX TPOU3BOJICTBO CHUCTEMHBIX Mep MOJACPKKU Muno6pHayku Poccun,
JIEKAPCTBEHHBIX CPEACTB otedecTBeHHBIX TpousBoauTenein  DAC Poccun,

I10 IIOJIHOMY LIUKITY, JICKAPCTBEHHBIX CPEJICTB DOMPBA Poccuu
BKJTFOYAsi CHHTE3 MOJIEKYJIbI
JEHCTBYIOLIErO BELIECTBA,
1 pa3paboTKa Ha €r0 OCHOBAHHH
MIPEMIOKEHUN
0 LIe71eco00pa3HOCTH BHEPEHUS
HOBBIX (PMHAHCOBBIX
Y aIMUHUACTPATUBHBIX CUCTEMHBIX
Mep MOJJEPKKH OTEUECTBEHHBIX
MPOU3BOAUTENEH
27. AHanu3 10CTaTOYHOCTH ¢despasib 2025 . moknan B [IpaBUTENBCTBO  MPOBEJCH aHAIM3 IOCTATOYHOCTH  MuHIpomTopr Poccun,

JEeWCTBYIOIUX HAIOTOBBIX JITOT,
MOOUIPSIOMINX pa3padboTKy,
UCCIIEIOBAHMS, A TAKXKe
MEpOIPHUATHI, HAITPABJICHHBIX

Poccuiickoit denepanun

BHE/IPEHHBIX HAJIOTOBBIX JIBIOT,
MOOUIPSIOIINX pa3paboTKy,
UCCIIEIOBAHMSI, A TAKXKE
MEpONPHUATHI, HAITPABJICHHBIX

Mundun Poccun,
Muno6pHayku Poccun,
Munsgapas Poccun,
MunskonoMpazsuTus Poccun
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Hanmenosanue meponpusatus

Cpok

o — Bun noxymenra

PesynbTar

OTBETCTBEHHBIE UCIIOTHUTEIIN

28.

Ha CO3JjaHKe TIPOU3BOJCTBA
HOBBIX JIEKApPCTBEHHBIX
IIpenapaToB

Ha CO3JaHHC IMPOU3BOACTBA HOBBIX

JIEKapCTBEHHBIX MPEMapaToB
JUIsL OPraHu3alui, KOTOpbIE
3aHUMAIOTCSI, HAITPUMED,
pa3paboTKO JIEeKapCTBECHHBIX
CPE/CTB U TEXHOJIOTHH, a TAaK¥Ke

BHCAPCHHUEM UX B IPOU3BOJACTBO,

OCYILIECTBIIIOLINX HAYYHBIE
UCCIIEIOBaHMSI U pa3paboTKH,
HNATEHTYIOLUX U PeaIN3yIOIINX
IIpaBa Ha pe3yJbTaThl
MHTEJUIEKTYyaJIbHON

nesitesnibHOCTH. Co3/1aHbl yCIIOBUS

JJIA IIPUBJICUCHU A

BBICOKOOOXOJHBIX HHOCTPAHHBIX

HEMaTepualbHbIX aKTUBOB
B Poccuiickyro @enepannto

IV. Ilognepxka sxcropTa poccuiickoi (papmManieBTHUECKON NpOayKIMHY, B TOM YKCJIe TapMOHU3ALUs PETYIUPOBAHUS
C COBEPIICHCTBYIOIIMMUCS HAUTYy4YIIUMU MUPOBBIMU IIPAKTUKAMHU

dopMHUpOBaHUE NIEPEYHS CTPaH,
MEPCTIEKTUBHBIX JIJIs1 SKCIIOpPTa
JIEKapCTBEHHBIX CPEJICTB,

B TOM YHCJIE€ CTPaH, C KOTOPBIMU
1es1ecoodpasHo NpopadbaTeiBaTh
BOIIPOCHI B3aUMHOT'O TPU3HAHUS
CepTHU(PHUKATOB COOTBETCTBHS
IIPOM3BO/JICTBA JIEKAPCTBEHHBIX

ceHTa0pb 2024 r. noknan B [IpaBuTenbcTBO
Poccuiickoit denepanun

c(OpMHPOBAH NepeUeHb CTPaH,
MIEPCIEKTUBHBIX

11 POKYCUPOBKU OCHOBHBIX
YCWINM, HAIIPABIIEHHBIX

Ha MOAJEPKKY IKCIIOPTA
OTEYECTBEHHOU

(bapMareBTHYeCKON MPOTYKIIHH.

Ha ocHoBe yka3zaHHOro nepeyss

Munnpomropr Poccun,

MW/I Poccumn,
MunskonoMpaszsutus Pocenn,
DOMFA Poccnn,

aKIMOHEPHOE OOIIECTBO
"Poccuiickuit 3KkCopTHBIN
HeHTp"
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Hanmenosanue meponpusatus

Cpok
peainzanuu

Bun noxkymenra

PGSYJIBTaT OTBETCTBEHHBIE UCIIOTHUTEIIN

29.

cpenctB TpedoBanusiM [IpaBui
HaJIJIe)Kallen Mporu3BOJCTBEHHON
npakTuku EBpasuiickoro
SKOHOMHYECKOI'0 COI03a

dopmupoBanue 6a3bl JaHHBIX
PETYJIATOPHBIX TpeOOBaHUI
3apyOeKHBIX CTPaH,
MEPCIICKTUBHBIX JIJIS PA3BUTHS
AKCIIOPTa POCCUICKUX
JICKaPCTBCHHBIX CPEJICTB

uroHb 2025 1.

0a3a JaHHBIX

npopaboTaHa BO3MOXHOCTh
3aKJIIOUYEHHUS JBYCTOPOHHUX
MEXIPaBUTEIbCTBEHHBIX
COTJIAIIEHUI O B3aUMHOM
IIPU3HAHUU PE3YJIbTATOB
(hapmaleBTUUECKUX HHCTICKIIHA
Ha COOTBETCTBHE ITPOU3BOIUTEIS
JIEKapPCTBEHHBIX CPEJICTB
TpeOoBanusaM IpaBun
Ha/JIeXKaIed MPOU3BOJCTBEHHON
IIpaKTUKU EBpasuiickoro
SKOHOMMYECKOTO COI03a C LEIbI0
CHID)KEHUS O0apbepoB JUIs
POCCUHCKHUX MTPOU3BOAUTENCH
IIPH BBIXOJIE HA PBIHKH CTpaH,
BKJIIOUEHHBIX B YKa3aHHBIN
nepeyeHb

CEpPBUC rOCYyAapCTBEHHOU Munnpomropr Poccnn
MH(POPMAIIMOHHON CUCTEMBI
IPOMBINIIEHHOCTH "'ba3a 3HaHMit'
COJIEP’KUT MH(POPMAIUIO

O PEryIATOPHBIX TPeOOBAHUIX
3apyOeKHBIX CTpPaH,
MEePCIEKTUBHBIX JUIsl pa3BUTHUSA
BKCIOPTa POCCUMCKHUX
JIEKapCTBEHHBIX CPEJCTB,

B LIEJISIX COKpAILIEHUSI CPOKOB
MOATOTOBKU MPOAYKIIMH

K 9KCIIOPTY
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Hanmenosanue meponpusatus

Cpok

o — Bun noxkymenra

PesynbTar

OTBETCTBEHHBIE UCIIOTHUTEIIN

30.

31.

32.

Nunnuuposanue
MEKIYHAPOIHBIX MEPETOBOPOB

B LIEJISIX IPU3HAHUS Ha OCHOBE
MPUHIIMIA B3AUMHOCTH
pe3ynbTaToB (hapMareBTHICCKUX
HWHCHEKIMH CO CTpaHaMU

0 TIEPEUHIO, YKa3aHHOMY

B IIYHKTE 28 HACTOSLIETO IJIaHa
MEpONPUATHI

dopmHUpoBaHUE Ha MJIOLIAAKAX
TOPIOBBIX MPEICTABUTEILCTB
0a3bl KOMITETEHITHH B cepe
peryaupoBaHus 0OpaleHHs
JIEKapCTBEHHBIX CPE/ICTB

U1l OKa3aHMs COJeHCTBUSA
POCCUICKHAM ITPOU3BOIUTEISIM
IIPU OCYLIECTBIIEHUHU DKCIIOPTA
JIEKapCTBEHHBIX CPE/ICTB

Co3nmanue MexaHu3Ma
CTUMYJIUPOBAHUS DKCIIOPTa
JIEKapCTBEHHBIX CPEJICTB 32 CUET
KOMIICHCAITHH ITPOU3BOTUTEITIO
YaCTH CTOUMOCTH

OT COBOKYITHOTO 00beMa
IKCIIOPTUPYEMOI TPOTYKITUN

nexabps 2025 r.,
nanee -
€KEro/IHO

nokian B [IpaBurenbCcTBO
Poccuiickoit ®eneparuu

nexadbpb 2025 r.  noknan B [IpaBurenscTBo

Poccuiickoit ®eneparuu

aHBapb 2026 T.  2IEKTPOHHBIM JOKYMEHT
B F'OCYJJapCTBEHHOMN
MHTETPUPOBAHHOU
HH(}OpMaLMOHHON
CUCTEME YNPaBICHUS
00IIIECTBEHHBIMUA
¢uHaHCaMu

"DNeKTpOHHBIN OrOKET"

3aKJIIOYEHUE MEXKIYHAPOAHBIX
COTJIAIIEHUH O IPU3HAHUU

Ha OCHOBE IPHUHIIMIIA B3aUMHOCTH
pe3yNbTaToB (papMaleBTUYECKUX
WHCIEKIUI CO CTpaHaMHU

10 MEPEYHI0, YKa3aHHOMY

B IIYHKTE 28 HACTOSILEro IIaHa
MEpONPUATUI

Ha MMOCTOSIHHOI OCHOBE
OKa3bIBAETCs COJAECHCTBHUE
HpOI/ISBOIII/ITeJIHM JICKapCTBeHHLIX
CpencTB B cdepe IKCrnopTa

CO3J1aH MEXAaHU3M yBEJIHMYEHUS
00BEMOB 3KCIIOpTa
JIEKapCTBEHHBIX CPE/CTB

Musnnpomropr Poccun,
MW /I Poccun,
MunskonoMpassutus Poccun

Munnpomropr Poccun,
Munzapas Poccun,
AKIIMOHEPHOE OOIIECTBO
"Poccuiickuii SKCIIOPTHBIN
neHTp"

Munnpomropr Poccun,
Mun¢un Poccun,
MunskonoMpassutus Poccun,
aKIIMOHEPHOE OOIIIECTBO
"Poccuiickuit 3KCTIOPTHBIN
LEeHTp"
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33.

ITpoBenenue npexBanudukanuu
(ouenkn) Beemupnoit
opraHu3anuen 31paBooOXpaHeHUs
POCCHICKOMN PETYISITOPHON
cHcTeMbI B cpepe oOpalieHus
JIEKaQpCTBEHHBIX CPEJICTB

nexabps 2026 T.

(pewieHue o nopsiake
MIPEIOCTABICHHS

cyOcuuii B COOTBETCTBUU

C IMOCTaHOBJIEHUEM
IIpaBurenscTBa
Poccuiickoit ®eneparuu
ot 25 oxTs0psa 2023 1.

Ne 1780 "O6 yrBepx-
nennu [IpaBuit npeno-
CTaBJICHHS U3 OIOIKETOB
OIO>KETHOM CHCTEMBI
Poccuiickoit ®eneparuu
cyOcuIuii, B TOM YHCIIe
T'PAaHTOB B hopMe
cyOcuanii, OpUANYECKUM
TUIaM, UHIUBUYaTbHBIM
MpeANPUHUMATEIISM,

a TaKke (PU3NIEeCKUM
JIUIIaM - TIPOU3BOIUTEIISIM
TOBapoB, padboT, ycuyr")

noxnap B [IpaBurenscTBo
Poccuiickoit denepanun

ITOBBILIEH MEKTYHAPOAHBIN
ABTOPUTET POCCUIMCKON CUCTEMBI
perynupoBaHus 0OpaIieHus
JIEKapCTBEHHBIX CPEJICTB

Munsapas Poccun,
Munnpomropr Poccun,
PocznpasHanzop
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34.

35.

36.

V. Cozpanue o0uiel HayYHO-UCCIIEI0BATEILCKOH HH(PACTPYKTYPBI M CUCTEM OOIIETO M0JIb30BAHUS HAYYHO-HUCCIIEA0BATEIbCKOM HH(PpACTPyKTypoi

[IpoBenenue ananusa COCTOSTHUS
YpOBHsI 00€CIIEeYeHHOCTH
OpraHM3alnii, OCYIIECTBIISIOMINX
HAyYHO-UCCIIeI0BATEeNIbCKHE U
OMBITHO-KOHCTPYKTOPCKHE
paboTHI IO pa3paboTKe
WHHOBAIIMOHHBIX JIEKAPCTBEHHBIX
MpernapaToB

Obecnieuenne co3aanHus 1 (KiH)
MOJIEpHU3ALIMU HAyYHO-
UCCIIe10BaTEIbCKON
UH(QPaACTPYKTYpPHl, IEHTPOB
KOJUIEKTUBHOI'O II0JIb30BaHUS

C YUETOM aHalu3a,
IIPEYyCMOTPEHHOI O ITYHKTOM 34
HAaCTOSILIETO IUIaHA MEPOIIPUATUI

CoBepIleHCTBOBaHUE
€AMHOU roCy1apCTBEHHON
MH(POPMAITMOHHON CHUCTEMBI

nroib 2025 .,
Janee -
€KETOHO

nexkabpn 2026 r.

uroHb 2025 .

nokian B [IpaButensCcTBO
Poccuiickoit ®eneparuu

nokinan B IlpaButenscTBo
Poccuiickoit ®enepanun

nokian B [IpaBuTenbCcTBO
Poccuiickoit denepanun

MIPOBE/ICH aHAJH3
00ECIIEYCHHOCTH OpTaHu3aIii,
OCYIIECTBIISIOUINX HAYYIHO-
UCCIICIOBATEIIHCKUE U OIBITHO-
KOHCTPYKTOPCKHE PabOTHI

10 pa3pabOTKE MHHOBAIIMOHHBIX
JICKapPCTBEHHBIX MIPETapaToB

(GYHKIIMOHUPYIOT
HAYYHO-HCCIIEIOBATEIbCKAS
nH(]pacTpyKTypa, HEHTPHI
KOJJICKTUBHOTO TIOJTb30BaHUS,
B TOM UHCJIE€ OCHAIllEHHbIE
MPEUN3NOHHBIM HAyYHBIM

U TEXHOJIOTUYECKUM
o0opyoBaHEM

U obecreunBaroe NoTpeOHOCTH
CUCTEMBI 3]JpaBOOXPAHEHUS B HUX

111 o0ecTeyeHns: BO3MOXKHOCTH
YCKOPEHHUS TEMIIOB
TE€XHOJOTMYECKOT0 Pa3BUTHS

B (hapmarieBTHUECKON oTpaciu

YCOBEPIICHCTBOBAaHA CUCTEMA
IIOHMCKa 1 aHaJIn3a HOBBIX
NMEPCICKTUBHBIX JICKAPCTBCHHBIX

Munsapas Poccun,
Muno6prayku Poccun,
Musnnpomropr Poccun,
Pocnorpebnanzop,
Poc3nopasnanzop,

DOMPBA Poccun,
Poccniickas akageMus Hayk

Munzapas Poccun,
Muno6pHayku Poccun,
Munnpomropr Poccun,
Pocrniorpebnanzop,
Poc3apasnansop,

DOMEFEA Poccnn,
Poccuiickas akagemus Hayk

Muno6pHayku Poccun,
Munsapas Poccun,
Munnpomtopr Poccun,
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PGSYJIBTaT OTBETCTBEHHBIE UCIIOTHUTEIIN

37.

y4eTa Hay4Ho-
HCCIIeI0BATEIBCKUX,
ONBITHO-KOHCTPYKTOPCKHUX

1 TEXHOJIOTUYECKHUX paboT
rpakIaHCKOr0 Ha3HAYEHU,
BKJTFOYAsl TApMOHU3AIIMIO ¢ 02301
JTAaHHBIX KIIMHAYECKUX
nccienoBaHuii MuH3pasa
Poccun

®MEFA Poccun,
Poccuiickas akagemus HayK

COCIMHEHH M, BKIIFOYAIOIIAs B TOM
yuciie o0ecreueHre yyera
PE3yJIbTaTOB HAYYIHBIX
UCCJIEJIOBaHUM B 00J1aCTH
pa3paboTku
KOHKYPEHTOCTIOCOOHBIX
POCCUICKHX JIEKAPCTBEHHBIX
CPEICTB, MPOBOUMBIX HAYYHBIMU
OpTraHU3aIUSAMHU ¥ OPraHUu3aUsIMA
BBICILIEr0 00pa30BaHMUsl, C YUETOM
OIICHKH BO3MOYKHOCTH

UX KOMMepIHalnu3alun

V1. JlekoMIio3unus 3aaa4 Uit CMEXHBIX OTpacieil poccuiickoi (hapMaleBTHUeCKO TPOMBIIIIEHHOCTH

CucremaTtu3zanus nHGOpMauu

0 (haKTUYECKOM ITPOU3BO/ICTBE

Y IOTPEOHOCTSIX MPOU3BOAUTENEH
JIEKapCTBEHHBIX CPEJICTB

B XMMUYECKHX BEIIECTBAX, HOBBIX
HCTOYHHKAX (papMalieBTUYECKUX
cyOCTaHIIMI, BCHOMOTaTEIbHBIX
BEIIECTBAaX, PACXOAHBIX
MaTepHuaiax, peakTUBax,
MIPOU3BO/ICTBEHHOM
00opyioBaHUH, TaOOPATOPHOM
000pyZ0BaHUH, KOMIUIEKTYIOLTIX
Y PAaCcXOJIHBIX MaTepraiax

JUIs1 yTOBJIETBOPEHUS TAKHX
notpeOHOCTEH

uroHb 2025 1.

nokian B [IpaBuTenbCcTBO
Poccuiickoii denepanun

CHUCTEMAaTU3UPOBAHBI U TOCTOAHHO  Munnpomropr Poccun
OOHOBJISIFOTCS TaHHBIE

0 MOTPEOHOCTSIX,

KOTOpbIE B TOM YHCIIE
MO3BOJISTIOT MPEIOCTABUTH
aQHATUTUYECKYIO 0azy

JUTSL pa3paOOTKU HOBBIX
HOPMAaTUBHBIX MPAaBOBHIX aKTOB
Y cOo3/IaHus cOaaHCUPOBAHHOU
MIPOrpaMMbl FOCy1apCTBEHHON
MOJIICPYKKH 3aMEIICHUST UMITOPTa
(bapMareBTHUECKUX CyOCTaHIU
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38.

39.

VII. TloaroToBka Hay4YHBIX, TEXHOJIOTHYECKHUX M MPOU3BOJICTBEHHBIX KaJPOB JJII POCCUHCKON (hapMaIleBTUIECKON OTPaCITH

VYcraHoBieHHE BO3MOXKHOCTH
3aKJIIOYEHUST a0UTypUEHTAMU

C POU3BOAUTEIISIMU
JIEKApCTBEHHBIX CPEJICTB
JIOTOBOPOB HAa IIPHEM Ha IIeJIEBOE
oOyueHue o 06pa3oBaTEIbHBIM
MpOrpaMMaM BBICIIIETO
00pa3zoBaHMs 3a CYET OFOKETHBIX
ACCUTHOBAHUM PA3IMYHBIX
OIO/KETOB IMMYTEM PACIIHPEHUs
Kpyra OpraHu3anui,
MPEeIyCMOTPEHHOT0 YacThio 1
crarpn 71 denepanbHOro 3aKOHA
"O0 oOpazoBanuu B Poccuiickoit
Oenepanun”

Peanusanus meponpustuii

C NPOU3BOJUTEISIMU
JIEKapCTBEHHBIX CPE/ICTB

10 PaCIIUPEHUIO IPAKTUKU
3aKJIIOYEHUs ¢ aDUTypUEeHTaMU
J0TOBOPOB O LIE€1E€BOM 00y4EHUH
B L[EJISIX TOJITOTOBKU KaJIpOB

B cepe papmarieBTUIeCKOi
MIPOMBIIIJIEHHOCTH

uroHb 2024 1.

HOs10pb 2024 1.,
janee -
€KEr0/IHO

nokian B [IpaButensCcTBO
Poccuiickoit ®eneparuu

nokian B [IpaBuTenbCcTBO
Poccuiickoii denepanun

npopaboTaHbl BO3MOKHOCTH
3aKIIIOYCHHS TPaKIaHAMU

C MIPOM3BOIUTEIIIMH
JICKApCTBEHHBIX CPE/ICTB
pa3IMYHBIX OPraHU3alMOHHO-
PaBOBBIX (POPM JOTOBOPOB

0 LI€JIEBOM O0Y4YEHHUH 110
00pa3oBaTebHBIM IPOTrPaMMamM
BbICILIEr0 00Opa30BaHUsI 3a CUET
OFOJIKCTHBIX aCCUTHOBAHHIA
(benepanpHOTO OIOKETA,
OIOIKETOB CYObEKTOB
Poccniickoit ®enepanuun

Y MECTHBIX OIO/IKETOB

yBEITMYEHUE KOJTHMIECTBA
JIOTOBOPOB O 11€JIEBOM 00Y4YEHHUH,
3aK/IIIOYCHHBIX C I'pakJIaHaMHu,

B I[EJISIX TTOJITOTOBKU KaJIpOB

B cepe hapmarieBTHUECKOM
MPOMBIIIIIECHHOCTH

Muno6pnayku Poccun,
Munsznpas Poccuu,
Musnnpomropr Poccun,
OpraHbl TOCYJJapCTBEHHON
BJIACTU CYOBEKTOB
Poccuiickoit @enepanuu,
3aMHTEPECOBAHHBIC
dbenepanbHbIe
rocyJIapCTBEHHBIE OPTaHbl

Munnpomropr Poccun,
Munsapas Poccun,
Muno6pnayku Poccun,
Muntpyn Pocenn,
UCIIOJTHUTENIbHbIE OpPraHbl
cyonekToB Poccuiickoit
®denepanyu, OCYIIECTBISIONINAE
MOJTHOMOYHS B cpepe
oOpazoBaHus
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Cpok
HaumenoBanue MeponpusaTus Bun noxymenta Pesynbrar OTBETCTBEHHbIE UCIIOTHUTEIN
peanu3anuu
VIII. Uubie Meporipustus
40. MOHUTOPHHT pean3auu nexadbpp 2026 r.  noknan B [IpaBuTenscTBO  ompezeneHue MeponpusTUit Musnnpomropr Poccun,

MEpOIPUATHHI, TPEAYCMOTPEHHBIX
HACTOSIIINM TIJIAaHOM
MEpOIPHUATHI, U TOATOTOBKA
M3MEHEHHWH B HACTOSIIHH IJ1aH
MEpOIPUATHI Ha TIEPUOJ]

2027 - 2030 rogos

Poccuiickoit ®eneparuu

Ha niepuoj 2027 - 2030 rogoB

Munsznpas Poccuu,

Mundun Poccun,

MMN/I Poccun,
MunskonomMpassutus Poccun,
Muno6pHayku Poccun,

DAC Poccun,
Pocrniorpebnanzop,
Pocmarent,

Poc3npaBuanzop



