IIPABUTEJILCTBO POCCHIICKOMN ®EJIEPALINU
PACIIOPAXEHUE
ot 30 mapra 2024 r. Ne 753-p

MOCKBA

l. YTBepauTh mpwiaraempiii IUIaH MEPONPUITHH 1O  peanu3aiu
Crtparerun pa3Butusi (HapMaleBTHUECKOW TPOMBININIEHHOCTH —Poccuiickoit
®epnepanuu Ha niepuoA a0 2030 rona (nanee - miaH MEPONPUATHIN).

2. ®enepanbHbIM OpraHaM HCIOJIHUTEIBHONW BJIACTH, OTBETCTBEHHBIM
3a peanu3alyio MmiaHa MEepONPUATHIA, 00ECTICUUTD €r0 peaTn3aluio.

3. ®uHaHCOBOE OO0ECIeYCHUE TUTAaHA MEPONPHUAITHI OCYIIECTBISETCS
(denepalbHBIMA OpPTaHAMH HWCIIOJTHUTEIBHON BJIACTH B TMpejenax OrKETHBIX
ACCUTHOBAaHMM,  TPEIyCMOTPEHHBIX ©M B  (QemeparbHOM  OIOKETE
Ha COOTBETCTBYIOIIMK (UHAHCOBBIM TOJ, a TaKXE CPEACTB OOJKETOB
cyorektoB  Poccmiickoit  ®Dexepanmum W C  TPUBJICYCHHEM  CPEJICTB
BHEOIOPKETHBIX NCTOYHHUKOB.

4. PexoMeH10BaTh HCIIOJIHUTENIBHBIM OpraHaM cyObekToB Poccuiickoit
@denepanuu, a TakKKe OpraHU3alusaM, YKa3aHHbIM B ILUIAaHE MEPOIPUSITHH,
MPUHATh YYaCTHE€ B peaM3alUH MEPOINPUITHH, MPETYCMOTPEHHBIX IIJIAHOM
MEPOIPUSITUH.

AOKYMEHT MOAMWCAH
SNEKTPOHHOW NOANUCHIO

[Ipencenarens I[IpaBurenscrBa
o o 0O0BC638AESEOEE6T77595219EBCS0AIF891
Poccuiickon @enepannu Aeiictaiteneh ¢ 07.03 2023 10 30.05.2024 M.Mumyctun

BaaaenelL: MpasBUTeAbCTBO POCCUINCKON
Depepaunn




YTBEPX/IEH

pacnopsbkenueM [IpaButenscTBa
Pocculickon ®@eneparuu
ot 30 mapta 2024 r. Ne 753-p

IJIAH MEPOIIPUATUIA

o peajguzauuu Ctpareruu pa3puTus papManeBTHYECKON NpoMbIlLIeHHOCTH Poccuiickoit @egepaunu
Ha nepuoa a0 2030 roxa

Cpok

HanmenoBanue mepornpustus
peanu3anuu

Bupg noxymenra Pesynbrar OTBETCTBEHHBIE UCIIOJIHUTEIN

L COBepLHCHCTBOBaHI/IC O6paH_[CHI/I$I JICKApCTBCHHBIX CPCACTB JIs1 MCAUITUHCKOI'O IIPUMEHCHUS, B TOM YUCJIC HOPMATHUBHOTI'O ITPABOBOI'0 PEryJIMpOBaHUSA

Pa3zpaboTka 3akoHOIpOEKTa OKTsI0pb 2024 1. TIPOEKT heaepaTbHOro pa3paboTaH U BHECEH Munzapas Poccun,
o Hajenenuu [IpaBurenscTBa 3aKOHA B [IpaBuTEnscTBO Munnpomtopr Poccun,
Poccniickoit denepanun Poccniickoit ®enepanuun ®AC Poccun,
MOJTHOMOYHMEM Ha YTBEPKJICHUE MPOEKT (eIepaTbHOTO 3aK0Ha, OMBA Poccun
MepPEUHsI CTPATErHYeCKU IIpelyCMaTpUBAIOLIUI HaJIeJIeHUE

3HAYMMBIX JIEKAPCTBEHHBIX [TpaButenscTBa Poccuiickoit

CPEJICTB, IPOU3BOACTBO KOTOPBIX ®denepalil IOJIHOMOYNEM

JOJDKHO OBITH 00ecTieueHo Ha pa3paboTKy MepevHs

Ha TeppuTopuu Poccuiickon CTPATETNYECKHA 3HAUUMBIX

Oenepaliiu, U HaIeTICHUH JIEKapCTBEHHBIX CPEJICTB

(benepanpHOrO OpraHa U HazleJIeHue (perepabHOro

HCITOJTHUTEIILHOM BIIACTH OopraHa HCITOJITHUTEILHOM BIIACTH



HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu

HOJTHOMOYHMEM Ha pa3paboTKy IOJTHOMOYHEM Ha pa3paboTKy

HOpsJIKa U KPUTEPUEB HOpsAZIKa U KPUTEPUEB

(hopMUpOBaHUS EPEUHS (dbopMHpOBaHUs TIEpeUHs

CTPaTEeruuecKy 3HAYUMBIX CTPaTEruuecKy 3HAUMMBIX

JIEKapCTBEHHBIX CPENICTB JIEKapCTBEHHBIX CPENICTB

PazpaboTtka nopsiaka U KpUTEpHeEB Mman 2025 r. akT IIpaBurenscTBa YTBEPKACHBI OPAAOK U KpuTepun Mun3sapas Poccun,

(opMupOBaHUS NIEPEUHS Poccniickoit denepanuun (bopMupOBaHUS NTEPEUHS Munnpomropr Poccun,

CTPATETUYECKU 3HAYMMBIX CTPATETUYECKHU 3HAYMMBIX ®AC Poccun,

JIEKapCTBEHHBIX CPEICTB JIEKapCTBEHHBIX CPEICTB OMPBA Poccun

AKTyanusanus nepeqHs CEHTSIOph akt [IpaButenscTBa NepeyeHb CTPaTEernyecKu Munzapas Poccun,

CTPATETUYECKU 3HAYMMBIX 2025 ., Poccuiickoit @enepanuyn  3HAYUMBIX JIEKAPCTBEHHBIX Munnpomropr Poccun,

JIEKapCTBEHHBIX CPEJICTB nanee - CPE/ICTB €KETOHO OAC Poccun,

C YUETOM pean3aluu €XKETrOHO aKTYyaJU3UPYETCs C YUETOM OMFBA Poccun

IMYHKTOB | U 2 HaCTOSIIETO IYHKTOB | U 2 HacTOsIIEro mnjiaHa

IIJIJaHA MEPOIPUATUI MEpOIPUATHI

AHanmu3 1enecooOpa3sHOCTH maii 2024 r. nokiana B [IpaBuTenbcTBO  OmpezAesieHa 1eaecoo0pa3HOCTh Pocnarenr,

BHECECHMS N3MEHEHUN

B €BpPa3HMIICKOE TAaTEHTHOE
3aKOHOJATEIILCTBO

B OTHOIIIEHHH ONTHMHU3ALH
YCJIOBHM MaTEeHTOCIIOCOOHOCTH
HU300pETeHUI, OTHOCSIITUXCS

K JIEKAPCTBEHHBIM CPECTBAM,
C YY€TOM CYIIECTBYIOIIETO
IIOJIOKUTEIHLHOI'O OIIBITa
Poccuiickoit ®eneparuu

Poccuiickoit denepanun

BHECEHMS U3MEHECHUH

B €Bpa3HiICKOE MaTEHTHOE
3aKOHOJATEILCTBO B OTHOIIICHUU
ONTUMM3ALINH YCIOBUI
MMaTCHTOCIOCOOHOCTH
HU300pETeHUH, OTHOCAIITUXCS

K JIEKQpCTBEHHBIM CPEJICTBAM,

C YYETOM CYIIECTBYIOIIETO
MOJIOKUTEIBLHOTO ONBITA
Poccuiickoit @enepanuu

MunskonoMpazsutus Poccun,
Munnpomtopr Poccun,

®AC Poccun,

MunznpaB Poccun



HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu

Pazpabotka 3akoHOIpoOeKTa utoHb 2024 r.  noxuaz B [IpaBurensctBO  pa3paboTaH MPOEKT Munsapas Poccun,

o muddhepeHIHaIN pa3mMepa Poccuiickoit ®enepanuu benepabHOTO 3aKOHA B IEIAX Mundun Poccun,

rOCy/AapCTBEHHBIX MOLUUINH o0ecrieuyeHHst BO3MOKHOCTH Munnpomropr Poccun,

3a COBEpILICHUE [IPUMECHECHUS MunskonoMpazsutus Poccun,

YIOJIHOMOYEHHBIM (heiepabHbIM muddepentuposantoro nogxoxa  ®AC Poccun

OpraHOM UCIIOJHUTENBHOM BIIacTH K B3UMaHHIO TOCYIapCTBEHHBIX

JEMCTBHI B 3aBUCUMOCTHU OT BHJA NOLIUIVH B 3aBUCUMOCTH OT BUJA

pEerucTpaloHHBIX IPOIENYD, pPEerucTpanoHHbIX IPOLEAYD,

HEOOXOIMMOCTH MPOBEJCHUS HE0O0XOIUMOCTH NPOBEICHUS

SKCIIEPTU3 U (WIK) TpynM AKCIEPTU3 U (WIN) TPy

JIEKapCTBEHHBIX ITPENApaTOB JIEKapCTBEHHBIX NIPENApaToB

(OMOTEXHOIOTUYECKHE,

TE€HOTEPANEBTUYECKUE,

OHOJIOTUYECKHUE,

UMMYHOOHOJIOTHYECKHE

U IpyTue) NpHU OCYIIECTBICHUU

rOCyapCTBEHHOU PETUCTPALIAN

JIEKapCTBEHHBIX IIpeNapaToB

Y PErUCTpalH JIEKAPCTBEHHBIX

IpenapaToB B paMKax

EBpa3zuiickoro 3KOoHOMU4ECKOTO

coro3a

YTBepxacHue MapT 2025T.  BEIOMCTBEHHBIN aKT BHEJIPEHBI B IPAKTUKY MunoOpnayku Poccun,

PEKOMEHJalui PEKOMEHIallK 110 pacnopsbkeHno  Munszapas Poccun,

10 PACIOPSIKCHUIO YUPEXKIACHUAMH, OMFBA Poccun,

YUPEXKIECHUAMU, I10JIBEJOMCTBEHHBIMHU Pocniorpebnanzop

[10/IBEJOMCTBEHHBIMHI (benepanbHBIM OpraHam

(benepaabHBIM OpraHam

HWCIOJIHUTEILHON BJI1aCTH,



HaumenoBanue meponpustus Cpox Bun noxymenta Pesynbrar OTBETCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
VCIIOJIHUTEJIbHOM BJIACTH, IIpaBaMU Ha PE3yJbTaThl
npaBaMU Ha PE3yJIbTAThI MHTEJUICKTYJIbHON JESTETbHOCTH
MHTEJUIEKTYaJIbHON A€ TEbHOCTH B OTHOILIEHUH JIEKAPCTBEHHBIX
B OTHOIIICHUU JICKAPCTBEHHBIX CpEJ/ICTB
CpENCTB
O1eHKka HEOOXOIUMOCTH nroHp 2025 1. noknaja B [IpaBUTenbCTBO  MPHUHATO pElIEHUE Mumn3sapas Poccun,
pa3pabOTKHU MOpsIAKA IPUBEACHUS Poccuiickoit ®eaepanuu 0 HEOOXOIMMOCTH Munnpomropr Poccun,
B COOTBETCTBUE MHCTPYKIUI Wi 00 OTCYTCTBUU MunskonoMpazsutus Poccun,
0 MEJAUIIMHCKOMY MPUMEHEHUIO HE0OXOAMMOCTH pa3pabOTKU PocsnpaBnanzop,
JIEKapCTBEHHBIX IIPENapaToB, MOpsIKa aKTyalIu3aluu ®AC Poccun
UMEIOIIHNX OJTHO MEXIYHAPOAHOE WHCTPYKIUN TT0 MEAUITTHCKOMY
HEMaTEeHTOBAaHHOE MIPUMEHEHUIO JIEKApCTBEHHBIX
(w1 XuMHUYecKoe, MpenapaTroB, UMEIOIINX OAHO
WIH TPYIIUPOBOYHOE) MEXTyHapOJHOE HETTATEHTOBAaHHOE
HAaWMEHOBaHHE (MM XUMHYECKOE, WK
TPYIIHUPOBOYHOE) HAUMEHOBAHHE
[ToaroroBka u HanpaBieHUE nexadbppb 2024 r.  goknaz B [IpaBuTenbcTBO  HampaBIeHBI MPEITOKEHUS Munnpomtopr Poccun,

B BepxoBubiit Cyn Poccuiickoit
denepanun npeioKeHui

10 COBEPILEHCTBOBAHUIO
CyJeOHOM MPAaKTUKU MO CIIOpaM,
3aTparuBaroIiM BOIIPOCHI
HapyLIEHNUs HHTEJUIEKTyalIbHBIX
IIpaB Ha U300peTeHNs,
OTHOCAIINECS K JIEeKapCTBEHHBIM
CpEeJICTBaM, HaI[pUMEP B YacTH
HI0JJa4¥ MCKOB 10 TATEHTHBIM

Poccuiickoit denepanuun

B BepxoBubiit Cyn Poccuiickoit
denepanuy Mo BO3MOXKHOMY
COBEPLICHCTBOBAHUIO CYyACOHOM
NPaKTUKU IO CIIOpaM,
3aTparuBaroIM BOIIPOCHI
HapyILEHHs] UHTEeJUIEKTyallbHBIX
IIpaB Ha U300peTeHus,
OTHOCSIIMECS K JIEeKapCTBEHHBIM
CpeJlICTBaM, HaIlpUMEP B YacTH
[0Ja4U UCKOB IO NATEHTHBIM

MunskonoMpazsuTus Poccun,
Pocnarent,
DAC Poccun



HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
CIIOpaM M BO3MOXHOCTHU CIopaM M BO3MOXHOCTHU
IPUMEHEHHUS CIIeIUAIbHbIX PUMEHEHHUS CIIEUAIbHbIX
o0ecreunTeabHbIX Mep o0ecrneunTeabHbIX MEp
9. IlpopaboTka Bompoca saHBapb 2025 1. goknan B IlpaButenscTBO  mpopaboTtaHa nenecoodpazHocts  Munznpas Poceun,
0 HE0OXOIMMOCTH pa3paboTKu Poccniickoit denepanuy,  yCTaHOBJIEHUS MOPsIKA Musnnpomropr Poccun
HOPMaTHUBHBIX IIPaBOBBIX aKTOB, pU HEOOXOTUMOCTH - onpezaeneHus Mun3gpasom
YCTaHABJIMBAIOIINX MOPSAIOK C IIPOEKTOM aKTa Poccun oco6oit 3HAUUMOCTH
onpezaeneHus Mun3apasom [IpaButenscTBa JIEKapCTBEHHBIX NIPENapaToB
Poccun oco0oit 3HaUMMOCTH Poccniickoit denepanuu, 17 310pOBbs HACEIECHUS
JIEKapCTBEHHBIX ITPENApaTOB BEJJOMCTBEHHBIM aKTOM Poccuiickoit denepanuu B nesax
JUTS 310POBbsI HACEIICHUS UX YCKOPEHHOM perucrpamnuu
Poccuiickoit @enepanuu B LeIIx B COOTBETCTBUU C IIPAaBOM
UX YCKOPEHHOH perucTpauuu EBpazuiickoro 3K0HOMHU4ECKOTO
B COOTBETCTBUU coroza. B IIpaBurenscTBo
¢ mpaBoM EBpa3zuiickoro Poccuiickoit @enepanuu
9KOHOMHYECKOTO CO03a HaIpaBJIeH IPOEKT HOPMATUBHOTO
IIPaBOBOT'O aKTa
(Ipu ompeaeneHUN TakKon
1eJ1ecO00Pa3HOCTH)
10. VYcraHoBneHue 00s3aTeNbHBIX sHBapb 2026 1. noknan B [IpaBUTeNnbCTBO — yCTaHOBIIEHA 00S3aHHOCTD Munzapas Poccun,

TpeOOBaHUI I POCCHICKUX

Y UHOCTPAHHBIX MPOU3BOAUTENEH
JIEKapCTBEHHBIX CPENICTB

IIPU BBOJIE JIEKAPCTBEHHBIX
CPEIICTB B TpakIaHCKUI 000pOT
B 9aCTH HEOOXOTUMOCTH
peocTaBleHus cepTudukara

Poccuiickoit deneparuu,
Py HEOOXOIUMOCTH -

C TIPOEKTOM
(benepanbHOTrO 3aKOHA

MIPOU3BOIUTENCH JIEKApCTBEHHBIX
CPEICTB MPU BBOJIE JIEKAPCTBEHHOTO
CpE/CTBa B TPaXXIaHCKUA 000pPOT
IPEOCTABIATE CEPTH(HKAT
COOTBETCTBUS ITPOU3BOACTBA
JIEKAPCTBEHHBIX CPEJICTB
[IpaBunam Hagexamen

Munnpomtopr Poccun,
Poc3npaBuanzop



HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxkymenra

PC3YJ'H>T8.T OTBeTCTBEHHBIC HCIIOIHUTCIN

11.

12.

COOTBETCTBUS IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB
[IpaBunam Haaexaien
IIPOU3BOACTBEHHOMN MPAKTUKH
EBpa3niickoro 5KOHOMUYECKOT 0
Cor03a (C MOATAIMHBIM MEPEX0JIOM)

AHanu3s 10CTaTOYHOCTH
JNEUCTBYIOINX MEP
OTBETCTBEHHOCTH

3a HEBBINIOJHEHNE METULIUHCKUMU
OpraHMU3alMsAMHI U JEPKATEIAMU
perucTpanoHHbIX
yIIOCTOBEpEHH 00s13aTenbCcTBa

10 HaIlPaBJICHUIO

B YIIOJTHOMOYEHHBIN
(denepanpHBINA Opran
VICTIOJITHUTEJIbHOM BJIACTH
UH(POPMALIUH TSl OCYIIIECTBICHUS
(bapmakoHaa3opa

ITpopabotka Bompoca

0 HEOOXOIMMOCTH BHEIPEHUS
MEXaHHU3Ma, IPU KOTOPOM
IpY BHECEHUHU MH(OpMAIIH

ssHBapb 2025 .

ceHTs0ps 2025 .

noknana B [IpaButenbcTBO
Poccuiickoit ®enepanuu,
pu HEOOXOIUMOCTH -

C TIPOEKTOM
denepanbHOro 3aKoHa
nnu akra IIpaBurenscTBa
Poccuiickoit enepanuu

noknan B [IpaButenscTBO
Poccuiickoit ®enepanuu,
pu HEOOXOIUMOCTH -

C IIPOEKTOM aKTa

MIPOM3BOJCTBEHHON MPAKTHKHU
EBpazuiickoro 3K0HOMHU4ECKOTO
coro3a (C MOATAMHBIM MEPEX00M)

IIPOaHaIU3UPOBaHA
JIOCTaTOYHOCTH JICUCTBYIOIIUX
MEpP OTBETCTBEHHOCTH

3a HEBBINIOJHEHNE METUIIUHCKUMU
OpraHMU3aLUsIMU U JEPKATEIIMU
perucTpanoHHbIX
yIOCTOBEPEHUI 0053aTeNbCTB

10 HaIpaBJICHUIO

B YIIOJIHOMOYEHHBIN (enepanbHbIi
OpraH UCTIOJIHUTEILHON BIACTH
UH(POPMALIUKU 7151 OCYIIECTBICHUS
(dbapmakoHa30pa B LEIIX
HaJJIeKallero HHPpOpMHUPOBaHUS
PocsnpaBnanzopa cyobekTamu
oOpaleHNs JTeKapCTBEHHBIX
CPEJIICTB O HEXEJIaTeNbHbBIX
ABIJICHUAX U KAUECTBE
JIEKapCTBEHHBIX MIpeNapaToB

Pocznpasnanzop,
Munznpas Poccun,
Munnpomropr Poccun

yCTaHOBJIEHa HEOOXOAUMOCTh
WIH OTCYTCTBUE HEOOXOAUMOCTHU
BHEJIPEHUSA MEXaHU3MA,

IIPYM KOTOPOM IIPH BHECEHUU

Mumn3sapas Poccun,
Munnpomropr Poccun,
MunskonomMpazsutus Poccun,
Munuudpst Poccun



HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
00 aKTUBHBIX (hapMaleBTHYECKUX [IpaButenbcTBa UHpOpPMAaLIUU 00 aKTUBHBIX
CyOCTaHIMSX B PETUCTPALIMOHHOE Poccuiickoit @enepanuun  (dapMalieBTHUECKUX CYOCTaHIIUAX
JI0Ch€ JIEKapCTBEHHOT O B PETUCTPALIMOHHOE 10CHE
npernapara, 3aperucTpupOBaHHOTO JIEKapCTBEHHOI'O IIpemnapara,
B paMKax ITpaBa EBpasuiickoro 3apETUCTPUPOBAHHOTO B paMKax
SKOHOMHUYECKOI'0 COI03a, npaBa EBpazuiickoro
UH(pOpPMALIUA O TAKKX HPKOHOMUYECKOTO COI03a,
(apMalneBTUYECKUX CYyOCTaHLIUAX UHPOPMALIUS O TAKUX
OTHOBPEMEHHO BHOCHTCS (apMareBTUYECKIX CYyOCTaHIHIX
B TOCY/IapCTBEHHBIN peecTp OJIHOBPEMEHHO BHOCUTCS
JIEKapCTBEHHBIX CPENICTB B IFOCYIapCTBEHHBIN PEECTp
JIEKapCTBEHHBIX CPE/ICTB
13.  OueHka Lenecoo0pa3HOCTH utoHb 2024 . poxiuan B [IpaBUTEnbCTBO — OLIEHEHA 11€J1€CO00Pa3HOCTh Munnpomropr Poccun,
YCTaHOBJICHHsI OTPaHUYECHHUS Poccuiickoit @enepanuyn  OrpaHUYEHUS NATCHTOBAHUSA MunskonomMpaszsurus Poccun,
NaTEeHTOBAHUS TEXHUYECKUX TEXHUUYECKUX PELICHUH, Pocnarenr,
PELIEHN, HE BHOCALINX HE BHOCSIIUX CYIIIECTBEHHBIN Munzapas Poccun,
CYLIECTBEHHBIN BKJIaJl B YPOBEHb BKJIaJl B YPOBEHb TEXHUKH, OAC Poccun
TE€XHHUKH, B YaCTH B 4acTH (papMalLieBTUUECKOI
(bapMareBTHIECKON IPOMBIIITIEHHOCTH
IIPOMBIIITIEHHOCTH
II. loctyn k poccuiickoMy (hapMalieBTHUECKOMY PhIHKY, COBEPILIEHCTBOBaHHE IIEHOOOPa30BaHMs Ha JIEKapCTBEHHbIE IpenapaThl,
YCTaHOBJICHHE MIPUOPUTETA POCCUICKOM (hapManieBTHUECKOM MPOAYKIUU
14. VYrTouHeHue MeXaHU3Ma pacuera aBryct 2024 r.  noxuan B [IpaBuTenscTBO  ycTaHOBJIEHA BO3MOXKHOCTH Munsapas Poccun,

HavdaJIbHOU (MaKCUMAaJIbHOM )
IIEHBI KOHTPAKTa
IIPU OCYTIECTBICHUH

Poccuiickont @enepanun

®AC Poccun,
Musnnpomropr Poccun

pacueta peepeHTHBIX IIeH, B TOM
YHUCIIe C YYETOM PA3THIHBIX (HOpM
BBIITYCKA, B IEJISAX COKPALICHHUS



HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
roCy/1apCTBEHHBIX aJMUHUCTPAaTUBHON Harpy3Ku
Y MYHULUIIATbHBIX 3aKyTOK Ha MPOU3BOAUTENEH NPU YUACTHH
JIEKapCTBEHHBIX IIPENApaTOB B IOCYIapCTBEHHBIX
C HCIOJIb30BaHUEM METO/1a Y MYHULUTNANBbHBIX 3aKyTKaxX
pedepeHTHBIX 1IeH JIEKapCTBEHHBIX NIPENapaToB
15. IIpennokeHus MO TEXHOJIOTHUAM utonb 2024 r.,  nokinan B [IpaBUTENBCTBO  HA MOCTOSHHOW OCHOBE Mumn3sapas Poccun,
BBIBJICHUS U IPUMEHEHHUS Janee - Poccniickoit denepanuu ONPEAEIIAIOTCS KIIFOUEBbIE MunoOpnayku Poccun,
METOJIOB PaHHEHN OLIEHKU €KETOJTHO KOMIIETCHIINH, HAIIPABJICHUS Poccuiickas akagemus HayK,
NEePCIEKTHBHBIX Pa3paboTOK (B TOM 4ncie TepaneBTUUECKUE) Munnpomropr Poccun,
JIEKapCTBEHHBIX CPEJCTB 1 TEXHOJIOTHH, HEOOXOIUMBIE ®OMBA Poccun,
C TOYKH 3peHMsI TOTPeOHOCTH JUISL CUCTEMBI 3/IpaBOOXPaHEHUs Pocnorpedbnanzop
CHUCTEMBI 3pPaBOOXPaHEHUS B LIEJISIX CO3/IaHUA U Pa3BUTH
U OIIpECIICHUE KIIFOYEBBIX Ha Teppuropun Poccuiickon
KOMIIETCHIINH, HalIpaBJIECHUI denepanyn 1€KapCTBEHHBIX
(B TOM 4McCIIE TEPANEBTUUECKHX ) [IPEnapaToB JUIsl peIICHUs
Y TEXHOJIOTUH AJI UX Pa3BUTHUSA Oyaymux 3agad
Ha Teppuropun Poccuiickoin 3paBOOXpPAaHEHUS, B TOM YHUCIIE
®denepanuy B CpeAHECPOUHOU C YYETOM BO3MOXKHBIX HOBBIX
U I0JITOCPOYHOM MEPCIIEKTUBE 3a00JieBaHNM, CLIOCOOOB
UX JICYEHHUS, a TAK)KE Pa3BUTHUSA
Hay4YHO-TEXHUUYECKOI'0 IIporpecca
16. CoBepieHCTBOBaHUE TOPSAAKA anpenb 2025 r.  akt [IpaButenscTBa ONTUMU3UPOBAH MEXaHU3M Munsapas Poccun,

IepeperucTpanu IMpeaciaIbHbIX
OTIIYCKHBIX IICH

Ha JICKApCTBCHHBIC ITPCIIapaThl,
BKJIFOUCHHBIC B IICPCUYCHD
KHU3HCHHO HCO6XOI[I/IMBIX

Poccuiickoit ®enepanuu

nepeperucrpanuu npeacaIbHbIX
OTIIYCKHBIX IICH

Ha JICKAapCTBCHHBLIC ITPCIIapaThl,
BKJIFOUCHHBIC B IICPCUCHDb
KHU3HCHHO H606XOI[I/IMBIX

®OAC Poccun,
Musnnpomropr Poccun



HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
Y Ba)KHEHUIINX JIEKaPCTBEHHBIX Y BaXXKHEUINX JIEKAPCTBEHHBIX
IpernapaToB [IpenapaToB, B TOM YHUCIIE
C YYETOM UCKIIIOUEHUS
3aperuCTPUPOBAHHBIX 1IEH
Ha JIEKApCTBEHHBIE ITPETapaThl,
JUINTEIBHOE BpEMS
He oOpalnaronmecs
Ha Tepputopun Poccuiickoi
®denepany, B LEISAX MOBBIICHUS
UX KOHKYPEHTOCIIOCOOHOCTH
Ha BHEIIHUX PBIHKaX
17. Pa3paboTka METOAMKHU pacueTa nexadps 2024 r., poxman B [IpaBUTENbCTBO — peann3oBaH MEXaHU3M pacyeTa Munznpas Poccun,
IUTAHUPYEMOI TOTpeOHOCTH jaiee - Poccuiickoit @enepanun  MOTPEOHOCTH CUCTEMBI Munnpomropr Poccun,
(Ha CpeTHeCPOUHYIO €KEKBapTaJIbHO 3ApaBOOXPAHECHUSA OMBA Poccun
U JIOJITOCPOUYHYIO MEPCIEKTUBY) B JIEKapCTBEHHBIX IIpenaparax,
CUCTEMBI 3/IpaBOOXPaHEHUS Ha OCHOBaHUH KOTOPOT'O
B JIEKapCTBEHHBIX IIpenaparax Ha MOCTOSIHHOM OCHOBE
JUISL BCEX BO3PACTHBIX KaTeropuil dbopMupyercs akTyalbHas
noTpPeOHOCTh B JIEKAPCTBEHHBIX
npenaparax, o3BOJIA0Ias
IUIAHUPOBATh NIPOLIECCHI
pa3paboTKu U (W) OpraHu3aIuu
UX NIPOU3BOJICTBA
18. Co3naHue MeXBEIOMCTBEHHBIX CEHTAOpb BEJJOMCTBEHHBIN aKT 00ecreyeHo peryssapHoe Munnpomropr Poccun,
pabouux rpymn s ooecredeHus 2024 r., nH(popMUpoBaHNE BPadecOHOTO Munszapas Poccun,
B3aUMO/ICHCTBUS BpaueOHOTO Jaiuee - coo011ecTBa 0 HOMEHKJIAType O®MBA Poccun
cooOuiecTBa €XKETOIHO JIEKapCTBEHHBIX CPEJICTB,

H IIPOU3BOACTBCHHOI'O 3BCHA

IMPOU3BOJUMBIX Ha TCPPUTOPHUHA
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HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
IIPU y4aCTUU PETYIIATOPOB Poccuiickoii denepanuy,
JUISL TOBBILLIEHUS KOMIETEHIMSIX U OTEHIUAIbHbIX
UH(POPMHUPOBAHHOCTH BpaueOHOT0 BO3MO>KHOCTSIX ITPOMBIIIJIEHHBIX
C000I11eCTBA O BBIITYCKAEMBIX HOPEIIPUITHHA, CYIECTBYIOIINUX
Ha Teppuropun Poccuiickoit IIPOM3BOJCTBEHHBIX MOLTHOCTSIX,
®denepaliu J€KapCTBEHHBIX a Tak)ke 00eCIeYeHo MoTyueHHe
CPEICTBaxX, OJy4YEeHUE 00paTHOM CBA3U
OT BpaueOHOTro co0o0IIecTBa IPOU3BOJUTENAMU
00paTHOM CBA3U MO pe3yibTaTam JIEKapCTBEHHBIX CPENICTB
IPUMEHEHUS JIeKapCTBEHHBIX 0T BpaueOHOro cooluiecTBa
CPEIICTB U €KETOAHOE NIPOBECHUE
3aC€JaHU COOTBETCTBYIOIIUX
pabouux rpymi
19. TloBeimieHHE nexabppb 2024 r., moxnan B [IpaBUTENsCTBO — perynsipHOE MPOBEIECHUE Mumn3sapas Poccun,
UH(POPMHUPOBAHHOCTH HACEICHUS Janee - Poccniickoit denepanun MEpONPUATHH, HATIPABJICHHBIX Munnpomropr Poccun,
Poccuiickoit ®enepanun €XKEr0JTHO Ha TOBBIIICHHE Pocznopasnanzop,
10 BOTIPOCaM MPO(UITAKTHKH, UH(POPMHUPOBAHHOCTH HACEICHUSI  HCIIOJHUTEIbHBIE OpPraHbl
JMarHOCTUKH, JICUCHUS Poccutickoit @enepanuu cyoBexToB Poccuiickoit
3a0o0JeBaHNU M peadmInTaluu 10 BOIIpOCaM MpOPUIAKTHKH, denepannu

C UCIOJIb30BaHUEM
JIEKapCTBEHHBIX IpenapaToB
0TE4YECTBEHHOI'O MPOU3BOJICTBA
U TIOBBILICHUE TIPUBEPKEHHOCTH
HacesneHus Poccuiickoit
®deneparun NpoUITAKTHKE,
JMAarHOCTHKE, JIEUYEHHIO
3a0oJeBaHU U peadmInTaluu

C UCIIOJIb30BaHUEM

JMArHOCTHKH, JEUEHUS
3a00JIeBaHUI U peadMInTaluu
C MCIIOJIb30BaHUEM
JIEKapCTBEHHBIX IPEnapaToB
0TEYECTBEHHOI'O IIPOU3BO/ICTBA
1 Ha IIOBBIINICHUC
IPUBEPKEHHOCTH HaCeNeHHS
Poccniickoit ®enepanuun
npoHIaKTUKE, TUaTHOCTHUKE,
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Cpok

HaunmenoBanue MCPOIIPUATHA
peajiu3annun

Bun noxymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

20.

JICKAPCTBCHHBIX MPCIIapaToB
OTCYCCTBCHHOT'O ITPOU3BOACTBA

Opranuzanys B3auMOJEHCTBUSA
uHPOPMAITIH, COIepKAIIEHCs

B CIIeAYIOIIMX 0a3ax JaHHBIX:
rOCyJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPENICTB;
€IUHBIN CTPYKTYPUPOBAHHBIN
CIIPaBOYHMK-KATaJIOT
JIEKapCTBEHHBIX [IPENapaToB

JUISL MEJUIIMHCKOTO IIPUMEHEHMS;
roCyJapCTBEHHBIN peecTp
IIPEJENbHBIX OTIIYCKHBIX LIEH
IIPOU3BOAUTENICH

Ha JIEKAPCTBEHHBIE IIPENapaThl,
BKJIIOUEHHBIE B [IEPEUEHb
KHU3HEHHO HEOOXOAUMBIX

Y Ba)KHEUIIUX JIEKapCTBEHHBIX
IIPENapaToB;
UH(POPMALMOHHO-aHATUTHYECKAS
CHCTEMA MOHUTOPUHTA U KOHTPOJIS
B c(hepe 3aKymoK JIEKapCTBEHHBIX
IpenapaToB [yl 00eceueHUs
roCy/1apCTBEHHBIX

Y MyHULUIIAIBbHBIX HYXI;

ssHBapb 2025 .

noknan B IIpaBurenscTBoO
Poccniickoit denepanuun

JiedeHuto 3a00J1eBaHUN

U peabunuranuu

C UCTOIb30BaHUEM
JICKapPCTBCHHBIX MPETIapaToB
OTEUYECTBEHHOTO MTPOU3BOJICTBA

npopaboTaH BOIIPOC B3aUMHOMN
WHTETpaIiK CBeJIeHUH 0a3
JAaHHBIX B cpepe oOpalieHus
JIEKapCTBEHHBIX CPEICTB,

YTO MOBBICUT 3(PPEKTUBHOCTH
UX UCTIOJIB30BaHUS H, KaK
CJIEZICTBUE, pE3yJIbTaTUBHOCTD
roCyJIapCTBEHHOTO
PETyIMpOBaHHUS IEH
JIEKapCTBEHHBIX IPEnapaToB
¥ OCYILECTBIICHUS 3aKYIIOK
JIeKapCTBEHHBIX IpEnapaToB

Mumn3sapas Poccun,
Munnpomropr Poccun,
®AC Poccun,

Munuudpst Poccun,
Mundun Poccun,
KaznaueiictBo Poccuu,
00I11eCTBO C OrpaHUYEHHOMN
OTBETCTBEHHOCTHIO
"Omneparop-L[PIIT"
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Cpoxk
HaumeHoBaHHE MEpOTIPUATHS P Bun mokymenrta Pesynbrat OTBETCTBEHHBIE UCITOIHUTEIN
peaau3alym
cHCTeMa MOHUTOPUHTA JBHKCHHSI
JICKApCTBCHHBIX MPENapaToB
JUTSL METUIIUHCKOTO TIPUMCHCHUS
21. Co3nanue MexaHn3Ma sHBapb 2025 r.  noknan B [IpaButenscTBO  pa3paboraHa, ampoOUpoBaHa Munnpomropr Poccun,

IMPOCJICIKUBACMOCTH ChIPbA,
HCIIOJIB3YyEeMOI'O

IJId TIPOU3BOACTBA
JICKAPCTBCHHBIX MPCIIapaToB

Poccuiickoit denepanumn

U BBEJIEHA B OKCIUTyaTalHIO
U(PPOBU3UPOBAHHAS

¥ aBTOMaTHU3UPOBAaHHAs CUCTEMA
MOJITBEPKIEHUS (B rOCyIapcT-
BEHHOU MH(OpMaLlMOHHON
cUcTeMe MOHUTOPUHTIA

3a 000pOTOM TOBApOB,
HoJyIeXanmx o0s3aTeIbHON
MapKHPOBKE CPEICTBAMU
UACHTU(DUKAIIN) COOTBETCTBUS
(bakTHUeCKuX cTaaui
TEXHOJOTHYECKOro Mmpolecca
MPOM3BOJICTBA JICKAPCTBEHHBIX
CPEIICTB CTaIUsAM, YKa3aHHBIM

B JIOKyMEHTE, COJIeprKaIieM
CBEJICHHS O CTaJIUAX
TEXHOJIOTMYECKOro Impolecca
MIPOU3BOJICTBA JIEKAPCTBEHHOTO
CpeICTBa IJIsl METUIITHCKOTO
MPUMEHEHHs, OCYIIECTBISIEMBIX
Ha Teppuropuu EBpasuiickoro
HKOHOMHUYECKOTO COI03a

00LIECTBO C OrPaHUYEHHON
OTBETCTBEHHOCTBIO
"Omneparop-L[PIIT",
3auHTEPEeCOBaHHEIE
denepanbHBIE OPTaHBbI
UCTIOTHUTENILHON BIIACTH
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HanmenoBaHune MeponpusaTHs Cpox Bun noxymenta PesynbTar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
22. VYcraHOBIIEHHE IPUOPUTETA anpens 2025 r., axt [IpaBuTenscrBa YCTaHOBJICH MEXaHU3M, Munnpomropr Poccun,
3aKYIIKU JUIS TOCYIapCTBEHHBIX HO HE paHee Poccuiickoit @denepanuu  HanpaBlIEHHBIH Ha yriryOJieHHe Munsnapas Poccun,
Y MYHULUIAIBbHBIX HYX]{ peanuzanuu IIPOU3BOJUTEIISAMU CTaAUN Mundun Poccun,
JIEKapCTBEHHBIX IIPENAPATOB nmyHkTa 21 JIOKAJIU3alu IPOU3BOJICTBA MunskoHoMpaszsutus Poccun,
B COOTBETCTBHUH C IIEPEUYHEM HaCTOALIETO JIEKapCTBEHHBIX CPENICTB DAC Poccun
CTpaTEeruuecky 3HAYUMBIX IiaHa
JIEKapCTBEHHBIX CPENICTB, MEPOIPUATHH
IIPOU3BOJACTBO KOTOPBIX JOJIKHO
OBITH 00ECIIEUEeHO Ha TEPPUTOPUU
Poccuiickoit ®enepanuu,
BCE CTalNN IPOU3BOJCTBA
KOTOPBIX, B TOM YHCJIE CUHTE3
MOJIEKYJIbI IEHCTBYIOLIETO
BEILECTBA IIPU IIPOU3BOACTBE
(hapmareBTHUECKUX CYyOCTaHIIUIH,
OCYILECTBISIOTCS
Ha TEPPUTOPHUAX TOCYApCTB -
yineHoB EBpa3zuiickoro
9KOHOMHYECKOTO CO03a
III. CucremHbIe MEPBI NOAAECPKKI OPraHU3aLMK IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB Ha Tepputopun Poccuiickoin @enepanuun
23. HamnonHeHue rocy1apCTBEHHON nexabpp 2024 r.  6a3a JaHHBIX CEPBUCHI TOCYIapCTBEHHOU Munnpomropr Poccun,

UHGOPMAITMOHHON CHCTEMBI
IIPOMBIIUICHHOCTH HH(pOpMaIiei
0 JICHCTBYIOIINUX MEpax
MOIJIEPKKU TTPOU3BOIUTENICH

B YaCTH JICKaPCTBEHHBIX CPEJICTB,
BKJIIOUAIOIICH B ce0s1 B TOM YHCIIe

MH(GOPMALIMOHHON CUCTEMBI

npoMsliieHHocTy "HaBuratop
Mep nojaepxxku" u "baza 3HaHuit"

coaepKat HHPOPMALIUIO
0 JIEHCTBYIOIINX Mepax

MMOAACPIKKU B 4aCTH 06paH_[CHI/I$I

Munznpas Poccun,
Mundun Poccun
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxkymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

24.

YHUPUITIPOBAHHBIE (HOPMBI
JIOKYMEHTOB, a TaKKe Ipu
HE00XO0IMMOCTH METOJI0JIOTHIO
110 uX (POPMHUPOBAHHIO

dopMHUpOBaHKE JOTOITHUTENBHOU
MOAAEPKKU MPOU3BOAUTEIEH
JIEKapCTBEHHBIX CPEJICTB B YACTU
cyOcuIUpOBaHUs PacXo0B

Ha pa3paboTKy U HCCIEA0BaHUS
10 KJIFOUEBBIM KOMIIETEHLIUSAM,
HaIlpaBJIEHUSM U TEXHOJIOTHSIM,
IIPEAYCMOTPEHHBIM ITYHKTOM 15
HACTOSIIETO TUIaHa MEPOIPUATUI

asryct 2025 r.,
HO HE paHee
peanuzannuu

myHkTa 15
HaCTOALIETO
IUIaHA
MEpONPUATHNA

JJIEKTPOHHBIN TOKYMEHT
B FOCYZIapCTBEHHOMN
UHTETPUPOBAHHOMN
UHPOPMALMOHHOM
cUCTeME yIpaBJeHUs
00LIECTBEHHBIMU
dbuHaHCAMU
"INIeKTpOHHBIN OroKeT"
(pewienue o nopsake
IPEOCTaBICHUS

CY6CI/I,Z[I/II71 B COOTBCTCTBHH

C TIOCTaHOBJICHHEM
IIpaBuTenbcTBa
Poccuiickoit denepanuun
oT 25 okTs6ps 2023 1.

Ne 1780

"O6 yTBepKIeHUN
[IpaBun npegocraBieHus

13 OFODKETOB OO KETHOM

cucteMbl Poccuiickoit
denepanuu cyocuaui,
B TOM YHCJIE TPAHTOB
B (hopme cyOcumuid,

JIEKApCTBEHHBIX CPEJICTB B LIEJIAX
ONTHUMU3AINH TPY103aTPaT
MIPOU3BOJUTENEH JIEKAPCTBEHHBIX
CPEJICTB JJIs TTOJTYUYCHUS
HEO0OXOIUMBIX MEP MOAIEPKKH

YBEJIMYEHHUE JI0JIU OTEUECTBEHHBIX
JIeKapCTBEHHBIX MPEapaToB

Ha POCCUICKOM pPBIHKE

U CTUMYJUPOBAHHE COOCTBEHHBIX
pa3paboTok

Munnpomropr Poccun,
Munznpas Poccun,
Muno6pHayku Poccun,
Mundun Poccun,
OMBA Poccun
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Cpok

HaunmenoBanue MCPOIIPUATHA
peajiu3annun

Bun noxkymenra Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

25.

Coznanue MexaHu3Ma rpaHTOBOM
HOJIEPKKU YUPEXKAECHUM,
MIPOBOJISIIINX pa3paboTKy,
JOKITMHHYECKUE U KIIMHUYECKHE
UCCIIEIOBaHHS JIEKapCTBEHHBIX
IpenaparoB, IpH YCIOBUU
BOCTPEOOBAHHOCTH TAKHX
pa3paboTOK CO CTOPOHEI
VHyCTpUAIbHBIX IaPTHEPOB

aBryct 2025 r.

IOPUAMYECKUM JIUIIaM,
VHTUBH/ Ty TbHBIM
IpeANPUHIMATEIISM,

a TaKke (pU3ndecKum
JULIaM - IPOU3BOAUTEINISAM
TOBapoOB, padoT, yciyr")

3JIEKTPOHHBIA JOKYMEHT
B IOCYIapCTBEHHOMN

COXPAaHCHUC HAYUYHOT'O
IIOTCHIOHAIa yqpe>1<,ueHI/H71

MHTETPUPOBAHHOM U COKpaIllEHHE 3aTpar
UH(POPMALIMOHHOM MHAYCTPHUAIBHBIX IAPTHEPOB
CHCTEME YIPaBJICHUs Ha pa3pabOTKy JeKapCTBEHHBIX
00I11€CTBEHHBIMU IIpenapaToB

¢uHaHCAMH

"DneKTpOHHBIN OroKeT"
(petreHue o mopsiaKe
MPEeI0CTaBICHUS
cybcuuii B COOTBETCTBUH
¢ IMIOCTAHOBJIEHUEM
[IpaBurenscTBa
Poccuiickoit ®enepanuu
oT 25 okTsa0ps 2023 r.

Ne 1780

"O06 yTBEepKICHUN
[IpaBu mpegocTaBIeHUS
13 OI0IKETOB OI0KETHOM
cucTteMbl Poccuiickoit
Deneparuu cyocHIni,

B TOM YHCJIC TPAHTOB

Munnpomropr Poccun,
Mumn3sapas Poccun,
MunoOpnayku Poccun,
Mundun Poccun,
MunskoHoMpazBuTHs Poccun,
OMBA Poccun
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HaumenoBanue meponpustus Cpox Bun noxymenta Pesynbrar OTBETCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
B popme cyOcuani,
IOPUIMYECKUM JIMLIAM,
WH/IMBU1yaJIbHBIM
MpeANPUHUMATEIISM,
a TaKke pusnuecKkum
JUIaM - TPOU3BOIUTENAM
TOBapoOB, PaboT, yciyr")

26. IIpoBenenue aHanusa nexabpb 2025 r., moxnan B [IpaBUTENsCTBO  MOATOTOBIEHBI Munnpomtopr Poccun,
CYILECTBYIOIIMX MEp MOIIEPIKKHU Janee - Poccuiickoit @enepanuun  (Ipu HEOOXOIUMOCTH) Mundun Poccun,
OTEUECTBEHHBIX TPOU3BOAUTEIEH, €XKETrOJHO MPEAJIOKEHUS O CO3IaHUM HOBBIX ~ MuH3apaB Poccun,
OCYILIECTBIISAIOLIUX ITPOU3BOJICTBO CUCTEMHBIX Mep MOAEPKKU Munob6pnayku Poccun,
JIEKapCTBEHHBIX CPEJICTB oreuecTBeHHBIX npousBoautened  D®AC Poccun,

I10 TIOJIHOMY LIUKILY, JIEKapCTBEHHBIX CPEJICTB OMPBA Poccun
BKJIIOYAsi CHHTE3 MOJIEKYJIbI
JIEUCTBYIOILETO BEILIECTBA,
U pa3paboTKa Ha €r0 OCHOBAaHUH
IIPEIIOKECHUI
0 11eJecO00pa3HOCTH BHEIPEHUS
HOBBIX (DMHAHCOBBIX
Y aIMUHUCTPATUBHBIX CUCTEMHBIX
Mep MOAJEPKKH OTEUECTBEHHBIX
POU3BOIUTENEH
27. AmnHanu3 10CTaTOYHOCTHU deBpans 2025 1.  pokiman B [IpaBUTENbCTBO — MPOBEIEH aHAIM3 JO0CTaToOYHOCTH  MuHnpomrtopr Poccun,

JIEUCTBYIOIIMX HAJIOTOBBIX JIBTOT,
MOOHIPSIONINX pa3paboTKy,
UCCIJIEIOBaHMsI, a TAKKeE
MEPONPUITUIA, HATIPABICHHBIX

Poccniickoit denepanuun

BHEJIPEHHBIX HAJIOTOBBIX JIBIOT,
MOOUIPSIOIIUX pa3paboTKy,
HCCIIEI0OBaHUs, a TAaK¥Ke
MEPOIPUATHIA, HAIIPABIEHHBIX

Mundun Poccun,
Muno6pnayku Poccun,
Munsnpas Poccun,
MunskoHOMpa3Butus Poccun
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HaunmenoBanue MCPOIIPUATHA

Cpok

peann3aiuu Bun noxymenta

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

28.

Ha CO3/1aHUE NPOU3BOJCTBA
HOBBIX JIEKAPCTBEHHBIX
npenapaToB

Ha CO3JaHHNC IIPOU3BOJACTBA HOBBIX

JIEKapCTBEHHBIX MpPENapaToB
JUISl OpraHU3alui, KOTOPbIE
3aHUMAIOTCS, HAITPpUMED,
pa3paboTKoil TeKapCTBEHHBIX
CPEACTB U TEXHOJOTHH, a TAaKKe

BHECAPCHUEM UX B IIPOU3BOACTBO,

OCYILIECTBISIOUINX HAYYHBIC
HCCIeI0BaHus U pa3paboTKH,
MATEHTYIOLUX U PEATU3YIOIINX
IpaBa Ha Pe3yJbTaThl
HMHTEIUIEKTYaJIbHOMN

ACATCIIBHOCTH. COSI[aHBI yCJI0BUA

AJIA IPUBJICUCHUA

BBICOKOAOXOAHBIX HHOCTPAHHBIX

HeMaTepHaIbHBIX aKTHBOB
B Poccuiickyro ®@enepannio

IV. llognep:xka sKkcmopTa pocCUNCKOM apMalieBTUYECKOM MPOTYyKIIUHU, B TOM YHCJIe TAPMOHU3ALUS PETYINPOBAHUS
C COBEPILICHCTBYIOMIMMHUCS HAWITYUYITUMU MUPOBBIMH MPAKTUKAMHU

PopMHUpOBaHHE NTEPEYHS CTPAH,
NEPCIIEKTUBHBIX VISl OKCIIOPTa
JIEKapCTBEHHBIX CPEICTB,

B TOM YHCJIE CTPaH, C KOTOPBIMHU
1esecoo0pa3Ho popadaThIBaTh
BOIIPOCHI B3aMMHOI'O IIPU3HAHMS
cepTu(HUKATOB COOTBETCTBUS
IIPOM3BOJCTBA JIEKAPCTBEHHBIX

ceHTs10pp 2024 r. noknan B IIpaBuTenscTBO
Poccuiickoit ®enepanuu

c(hopMuUpOBaH MepeyeHb CTPaH,
MEPCIIEKTUBHBIX

TSt POKYCUPOBKH OCHOBHBIX
YCWINU, HAPaBIECHHBIX

Ha MOJIEPKKY IKCIIOPTA
OTEYECTBEHHOM

(apMarieBTHYeCKON PO TyKIIHH.

Ha ocHoBe YKa3aHHOI'O IICPCYHA

Munnpomropr Poccun,

MM /] Poccun,
MunskonoMpazsutus Poccun,
®OMBA Poccun,

AKIIMOHEPHOE OOIIECTBO
"Poccuiickuii SKCIOPTHBIM
ueHTp"
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

29.

cpeacts TpeboBanusaM [Ipasui
HaJ[JIeXKaler MpOU3BOACTBEHHOM
IIpaKkTUKU EBpasuiickoro
SKOHOMHUYECKOI'O COI03a

®dopmMupoBaHue 6a3bl JaHHBIX
PEryJIATOPHBIX TpeOOBaHUI
3apyOeKHBIX CTpPaH,
NEPCIIEKTUBHBIX [T Pa3BUTHS
AKCIOPTa POCCHICKHUX
JIEKapCTBEHHBIX CPENICTB

uroHb 2025 1.

0a3a JaHHBIX

nmpopaboTaHa BOZMOXHOCTh
3aKJIFOUEHUS JIBYCTOPOHHMX
MEXKITPaBUTEIbCTBEHHbBIX
COTJIAIIEHUH O B3AaUMHOM
MIPU3HAHUH PE3YJIbTAaTOB
(dbapmareBTUUeCKIUX UHCTICKITUN
Ha COOTBETCTBUE POU3BOAUTENA
JIEKapCTBEHHBIX CPE/ICTB
TpeboBanusM [Ipasun
HaJIJIeXKalen MPOU3BOACTBEHHOMN
npakTuku EBpazuiickoro
HKOHOMHUYECKOTO COI03a C LIEIIBIO
CHIDKEHUS 0apbepoB IS
POCCUICKHX ITPOU3BOAUTENICH
IIPU BBIXOJE Ha PBIHKU CTPaH,
BKJIIOYEHHBIX B YKa3aHHBIN
NepeUCHb

CEPBHC IOCYJapCTBEHHOM
WHGOPMAIIMOHHON CHCTEMBI
MpoMbIIUIEHHOCTH ""ba3a 3HaHui’
COJIEP>KUT UHGOPMAITUIO

0 PEryJATOPHBIX TPEOOBAHUSIX
3apyOexKHBIX CTpaH,
MEePCIEKTUBHBIX JJI PA3BUTHUS
HKCIIOPTA POCCUHCKUX
JIEKAPCTBECHHBIX CPEJICTB,

B I[EJISIX COKPAIIEHUS CPOKOB
MOATOTOBKU MPOAYKIIH

K 9KCIIOPTY

'

Munnpomropr Poccun
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

30.

31.

32.

HNuannunposanue
MEXIYHAPOAHBIX IIEPETOBOPOB

B LIEJISIX IPU3HAHUS HA OCHOBE
IIPUHIUIIA B3aUMHOCTH
pe3ynbTaToB (papMareBTHIECKIX
WHCIEKINI CO CTpaHaMHU

0 MEPEYHI0, YKa3aHHOMY

B IIyHKTE 28 HACTOSIIEro IUIaHa
MEPONPUATHN

dopMHUpOBaHKE Ha MJIOMIAKAX
TOProBBIX MPEACTABUTCIILCTB
0a3pl KOMIIETEHIIH B chepe
peryiupoBaHusi 0OpaleHus
JIEKapCTBEHHBIX CPEJICTB

JUISL OKa3aHUs CONCHCTBUS
POCCHIICKHAM MPOU3BOIUTEISIM
MIPU OCYIIECTBICHUH DKCIIOPTA
JIEKapCTBEHHBIX CPEJICTB

Co3naHne MexaHu3ma
CTUMYJIUPOBAHUS IKCIIOPTA
JIEKapCTBEHHBIX CPEJICTB 32 CUET
KOMIIEHCAIIMH MTPOU3BOIUTEIIO
YaCTU CTOMMOCTH

OT COBOKYITHOTO 00beMa
HKCIIOPTUPYEMOU TIPOTYKIIUU

nexadpp 2025 .,
naiee -
€XKEroHO

nexadpp 2025 T.

sHBapb 2026 T.

noknan B IIpaBurenscTBo
Poccniickoit denepanuun

noknan B IIpaBurenscTBoO
Poccniickoit denepanuun

DJIEKTPOHHBIN JOKYMEHT
B FOCYJapCTBEHHOM
MHTEIPUPOBAHHON
HH(OOPMAITMOHHON
CUCTEME YIPaBIICHUS
00LIeCTBEHHBIMU
duHaHCAMU
"DIIeKTpOHHBIN OroKeT"

3aKIHOYEHUE MEXTYHAPOIHBIX
COTJIANICHUH O NMPU3HAHUM

Ha OCHOBE MPUHIUIIA B3aUMHOCTH
pe3yabTaToB (hapMaIeBTUUECKUX
WHCTIEKIIUH CO CTpaHaMU

0 TMIEPEYHI0, YKa3aHHOMY

B IIYHKTE 28 HACTOSALIETO IJIaHa
MEpONPUATHN

Ha MOCTOSIHHOI OCHOBE
OKa3bIBAETCS COJICHCTBHE
MIPOU3BOJAUTENAM JIEKaPCTBEHHBIX
CpeICTB B cdepe dKCIopTa

CO31aH MCXaHU3M YBCIIMUCHUA
00BEMOB OKCIIOpTa
JICKApCTBCHHBIX CPCACTB

Munnpomropr Poccun,
MMW/I Poccun,

MunskoHOMpa3Butus Poccun

Munnpomropr Poccun,
Munznpas Poccun,
aKIMOHEPHOE O0IIECTBO
"Poccuiickuil 3KCIOPTHBIN
HeHTp"

Musnnpomropr Poccun,
Mundun Poccun,

MunskonoMpazsuTus Poccun,

aKIIMOHEPHOE OOIIECTBO
"Poccuiickuil 3KCIOPTHBIN
eHtp"
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

33.

[IpoBenenue npekBanUKAANA
(oenkun) BeemupHoit
OpraHu3aIyen 31paBoOOXpaHEHHS
POCCHIICKOH pEryJIsITOPHOI
CUCTEMBI B cepe oOparieHus
JIEKapCTBEHHBIX CPENICTB

nexadps 2026 r.

(peuieHue o MopsiIKe
PEI0CTaBICHUS

cyOcuanii B COOTBETCTBUU

C TIOCTAHOBJIEHUEM
IIpaButenscTBa
Poccniickoit denepanuun
ot 25 okTsa6ps 2023 r.

Ne 1780 "O6 yTBepx-
nenuu [Ipasun npeno-
CTaBJICHUS U3 OI0JKETOB
OIOIKETHOM CUCTEMBI
Poccniickoit denepanuun
cyOcunuii, B TOM 4ucie
IPaHTOB B opme
cyOcunuil, opuIn4ecKuM
JUIaM, HHIUBUAYaTbHBIM
peaNpUHUMATEIISM,

a TaKxe (pusnueckum
JMLIaM - IPOU3BOAUTENIAM
TOBapOB, padoT, ycuyr")

nokian B [IpaBurenscTBO
Poccuiickoit ®enepanuu

MOBBILIEH MEXXIYHAPOIHBIN
aBTOPUTET POCCUUCKONU CUCTEMBI
peryvpoBaHusi 0OpalieHus
JIEKAPCTBEHHBIX CPEJICTB

Munsapas Poccun,
Munnpomtopr Poccun,
Poc3npaBuanzop
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

34.

35.

36.

V. Coznanue oO1iel HayqHO-HCCIIEJ0BATEIbCKOM HH(PACTPYKTYPBI U CUCTEM OOLIETO MOJIb30BaHUS HayYHO-HCCIIEI0BATENbCKOM HHPACTPYKTypoid

[IpoBenenue ananuza cOCTOSHUS
YPOBHSI 00ECIIEYECHHOCTH
OpTraHMU3aINi, OCYIIECTBIAIOMINUX
HAYYHO-HMCCIIEIOBATENbCKHE U
OTIBITHO-KOHCTPYKTOPCKHE
paboThI IO pa3paboTKe
WHHOBAIIMOHHBIX JIEKAPCTBEHHBIX
perapaToB

Obecnieuenue co3aHus U (UIm)
MOJEpHU3ALH HayYHO-
HCCIIEI0BATEIbCKON
UHPPACTPYKTYPbI, LIEHTPOB
KOJJIEKTUBHOT'O TIOJIb30BaHUS

C Y4E€TOM aHaJu3a,
IPETyCMOTPEHHOT O ITYHKTOM 34
HACTOSIILEro IJIaHa MEPOIPUATHH

CoBepiieHCTBOBaHUE
€UHOU roCcy1apCTBEHHOU
UH(QOPMALMOHHON CUCTEMBI

uronb 2025 1.,
Jauee -
€XKEroIHO

nexadps 2026 r.

uroHb 2025 1.

noknan B IIpaBurenscTBo
Poccuiickoit denepanuun

nokian B [IpaBurenscTBO
Poccuiickoit enepanuu

noknan B IlpaButenscTBo
Poccniickoit denepanuun

NPOBE/ICH aHAJIH3
00€eCre4eHHOCTH OpraHu3alui,
OCYIIECTBIIAIONINX HAYIHO-
UCCIICIOBATEIILCKHIE U OTBITHO-
KOHCTPYKTOPCKHE PabOTHI

o pa3paboTKe NHHOBAIIMOHHBIX
JIEKapCTBEHHBIX MPETapaToB

(YHKIIMOHUPYIOT
HAy4YHO-UCCIeI0BaTENbCKas
UHPPACTPYKTYpa, IIEHTPHI
KOJUIEKTUBHOTO TIOJIb30BaHUS,
B TOM YHCJIC OCHAII[EHHBIC
MPELU3UOHHBIM Hay4YHBIM

U TEXHOJIOTHYECKUM
o0opyaoBaHHEM

U 00ecIeunBaroNye MoTpeOHOCTH
CHCTEMBI 3/IpaBOOXPAHEHHS B HUX

JUIS 0OecIieueHHsT BO3MOKHOCTH
YCKOPEHHUS TEMITOB
TEXHOJIOTUYECKOTO Pa3BUTHS

B (hapMalleBTHUECKOI OTpaciiu

YCOBCPIHICHCTBOBAHA CUCTEMA
IIOMCKa N aHaJIn3a HOBBIX
MNECPCIHCKTHUBHBIX JICKAPCTBCHHBIX

Munsapas Poccuu,
MunoOpnayku Poccun,
Musnnpomropr Poccun,
Pocniorpebnanzop,
Pocznpasnanzop,

®OMBA Poccun,
Poccuiickas akagemus HayK

Munsapas Poccun,
Muno6pHayku Poccun,
Munnpomropr Poccun,
Pocniorpebnanzop,
Poc3nopaBuansop,

®OMBA Poccun,
Poccuiickas akaneMust HayK

Muno6pnayku Poccun,
Munsapas Poccun,
Munnpomtopr Poccun,
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxymenra

PC3YJ'H>T8.T OTBeTCTBEHHBIC HCIIOIHUTCIN

37.

ydera Hay4HO-
UCCIICIOBATEIILCKHUX,
OTIBITHO-KOHCTPYKTOPCKHUX

U TEXHOJIOTUYECKUX padboT
TpaXTaHCKOTO Ha3HAYEHUS,
BKJItOYasi TapMOHM3AIMIO ¢ 0a301
JTAHHBIX KIMHUYECKUX
yccienoBannii Mun3apasa
Poccun

®MEFBA Poccun,
Poccniickas akageMust HayK

COC/IMHEHUH, BKITFOYAIOIIAs B TOM
yuclie o0ecreyeHyue yuera
PE3yJIbTaTOB HAy4YHBIX
UCCIICIOBAaHHI B 00JIACTH
pa3paboTKu
KOHKYPEHTOCTIOCOOHBIX
POCCHICKUX JIEKapCTBEHHBIX
CPEJICTB, POBOAMMBIX HAyYHBIMHU
OpTraHU3aUUSAMH ¥ OpTaHU3aIUIMH
BBICIIETO 00pa30BaHUs, C yUYETOM
OLICHKH BO3MOXKHOCTH

UX KOMMEpIHATU3aIIH

VI. Jlexomno3uius 3aaa4 A CMEXHBIX OTpaciel poccuiickoi papMalieBTUYECKON MPOMBIIIIEHHOCTH

CucremaTu3zanus nHGOpMaIuu

0 (haKTUIECKOM TPOU3BOICTBE

U MIOTPEOHOCTSX MPOU3BOAUTENICH
JIEKapCTBEHHBIX CPECTB

B XUMHUYECKHX BEIIECTBAX, HOBBIX
UCTOYHUKAX (apMaIeBTUICCKUX
CyOCTaHITU#, BCIOMOTATEIbHBIX
BEIIECTBAaX, PACXOIHBIX
MaTepHalax, peakTHBaX,
IPOH3BOJICTBEHHOM
00opya0BaHuH, Ta00OPATOPHOM
000py/I0BaHNH, KOMIUIEKTYIOIINX
U PaCXOJIHBIX MaTepuaiax

JUISL yIOBIIETBOPEHUS TAKHX
noTpeOHOCTEH

UroHb 2025 1.

noknan B [IpaButenscTBo
Poccniickoit denepanuun

CHUCTEMaTH3UPOBAHbI K IOCTOSIHHO  MuHnpomropr Poccun
OOHOBIIAIOTCS JaHHBIC

0 MOTPeOHOCTSX,

KOTOpBIC B TOM YHCIIC
MO3BOJISIOT MPEIOCTABUTh
aHAJUTUYECKYIO 0a3y

JUTSL pa3pabOTKU HOBBIX
HOPMATHUBHBIX MPABOBBIX aKTOB

U CO37]aHusI COaTaHCUPOBAaHHOMN
POrpaMMBI TOCYJapCTBEHHOMN
TIOJICPKKH 3aMEIIeHUS] HMITOpTa
(dapMaIeBTHYECKUX CYyOCTaHITHIA
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HaunmenoBanue MCPOIIPUATHA

Cpok
pean3aimu

Bun noxkymenra

Pesynprar

OTBeTCTBEHHBIC HCIIOIHUTCIN

38.

39.

VII. IloaroroBka Hay4HbIX, TEXHOJIOTHYECKUX U IPOM3BOJICTBEHHBIX KaJPOB [ POCCUICKOM (papMalleBTUYECKON OTpaciIn

YcTaHoBIEHHE BO3MOKHOCTH
3aKJIIOUEHUs aOUTYpUEHTaMU

C TIPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX CPEJICTB
JIOTOBOPOB Ha MPHUEM Ha I[eJIeBOE
o0OydeHne 1o 00pa3oBaTEIbHBIM
IporpaMMam BBICIIIETO
o0pa3oBaHU 3a CUET OFOIKETHBIX
ACCUTHOBAHUI pa3TUYHbIX
OrO’KETOB MyTEM PaCUIUPEHUS
Kpyra OpraHu3aluid,
MPEIYCMOTPEHHOTO YacThiO 1
cratbu 71! ®enepanabHOro 3aKoHa
"O6 obpazoBanuu B Poccuiickoii
®Genepauun”

Peanuzauus meponpustuit

C IPOU3SBOAUTCIIAMU
JIeKapCTBEHHBIX CPECTB

10 PACLIUPEHUIO ITPAKTUKHU
3aKJIIOYEHUs C A0UTYpUEHTaMHU
JIOTOBOPOB O 1I€JIEBOM 00yUEHUU
B LIeJIX [TOJITOTOBKH KaJpOB

B cepe papmaneBTHICCKON
IPOMBIIIJIEHHOCTH

uroHb 2024 1.

HOs10pb 2024 1.,
nanee -
€XKETrOJHO

noknan B IIpaBurenscTBo
Poccuiickoit denepanuun

noknan B IIpaButenscTBo
Poccuiickoit denepanuun

npopaboTaHbl BO3MOKHOCTH
3aKJIFOUCHUS TpakIaHaMHU

C TIPOU3BOAUTEISIMU
JICKapPCTBCHHBIX CPEJICTB
Pa3IMYHBIX OPTaHU3AIIOHHO-
PaBOBBIX (POPM JOTOBOPOB

0 1IeJIEBOM OO0YYEHHH I10
00pa3oBaTeNbHBIM IIPOrpaMMam
BBICIIIET0 00pa30BaHUs 3a CUET
OIO/KETHBIX ACCUTHOBAaHUI
denepanbpHOTO OIOIKETA,
OI0KETOB CYOBEKTOB
Poccuiickoit ®enepanuun

1 MECTHBIX OIOIKETOB

YBEIMYCHUE KOJTHMUECTBA
JIOTOBOPOB O 1I€JIEBOM 00yUEHUH,
3aKITIOYCHHBIX C TPaXKIaHAMH,

B IIEJISIX MTOJITOTOBKH KaJpOB

B cepe hapmaneBTHUECCKOM
MPOMBIIIICHHOCTH

Muno6pHayku Poccun,
Munznpas Poccun,
Musnnpomropr Poccun,
OpraHbl roCy1apCTBEHHOU
BJIACTU CYOBEKTOB
Poccuiickoit ®eneparuu,
3aMHTEPECOBAHHBIE
denepanbHBIE
rOCyAapCTBEHHBIE OPTaHbI

Munnpomtopr Poccun,
Munznpas Poccun,
Muno6pnayku Poccun,
Muntpyn Poceun,
UCTIOTHUTENbHBIE OpTaHbl
cyobekToB Poccuiickoit
®denepaliiu, OCYIIECTBIISIONINE
MIOJTHOMOYHS B cepe
00pa3zoBaHHs
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Cpok
HaumenoBanue meponpusatus Bun noxymenra Pesynbrar OTBeTCTBEHHBIE UCTIOTHUTEIN
peanu3anuu
VIII. Nusle MeponpusTs
40. MoOHUTOPHHT peanu3annuu nexabpb 2026 . nokisaza B [IpaBuTenscTBO  OIpeesieHue MEpOIpUsATHI Munnpomropr Poccun,

MEpOIPUATHI, MPETYCMOTPEHHBIX
HACTOSIIUM IJIaHOM
MEpONPUATHIA, U TOATOTOBKA
U3MEHEHUI B HACTOSIIUHN M1aH
MEPOIIPUATHN HA NIEPUOJL

2027 - 2030 rogos

Poccuiickoit denepanuun

Ha niepuon 2027 - 2030 romoB

Munznpas Poccun,

Mundun Poccun,

MUW/I Poccun,
MunskonoMpazsutus Poccun,
MunoOpnayku Poccun,

®AC Poccun,
Pocniorpebnanzop,
Pocnarenr,

Poc3npaBranzop



