00 yTBep>XaeHun naaHa MeponpusaTUM NO peannsauum
Crpaterum passutusa papMaLeBTUYECKOU NPOMbILLJIEHHOCTH
Poccunckon Pepepauumn Ha nepuop pgo 2030 ropa

PacnopskeHune - Ne 753-p - o1 30.03.2024 - MNpaButenbcTBo Poccuinckon ®enepauunn - encteyeT 6€3 M3MeHeHUN

NMPABUTENIbCTBO POCCUACKOW ®ELEPALIN
PACMNOPAXXEHWE
OT 30 MAPTA 2024 T". Ne 753-P
MOCKBA

1. YTBEpANTb NpuaaraemMbli NaaH MeponpuaTuii No peanusauny CTpaTerny pa3smtna apMaueBTUHeCcKowm
NPOMbILLNIEHHOCTN Poccunckon ®epepaunn Ha nepmod Ao 2030 roga (fanee - naaH MeponpuaTum).

2. PefepalibHbIM OpraHaM UCMONHUTENIbHOW BNAacTW, OTBETCTBEHHbLIM 3@ peannsaLmnio niaHa MeponpusTum,
obecneynTb ero peannsauuio.

3. duHaHcoBoe obecneyeHve naaHa MeponpuaTUA OCyLLeCTBASETCS hefepanbHbIMU OpraHaMm
NCMNONHNTENLHOW BNAacTU B Npeaenax bioIKeTHbIX aCCUrHOBaHWIA, NPefyCMOTPEHHbIX UM B (defiepasibHOM
6loaxeTe Ha COOTBETCTBYIOLLNA (DMHAHCOBLIN oA, a Takxe cpeacTs 6t04)KeToB CybbekToB Poccuinckom
defepaunm 1 C NpuBNeYeHNEM CPeACTB BHEOIOAKETHbLIX UCTOYHUKOB.

4. PekoMeHO0BaTb UCMOHUTENbLHLIM OpraHam cybbekToB Poccuinckon ®epepaumm, a Takxe
OpraHu3aunsaM, yKasaHHbIM B MJlaHe MEPONPUATUIA, NPUHATb y4acTue B peannsaumm MeponpusaTni,
npefyCcMOTPEHHbIX MAaHOM MepPOnpUATUNA.

MpencenaTtens MNpaBuTenbCTBA
Poccuinckon ®epepauny M.MuwyctmH

YTBEP)X[,EH

pacrnopsikeHnem MpaBMTENbCTBA
Poccuinckon ®epepauun

oT 30 mapTta 2024 r. Ne 753-p

MJAH MEPOMPUATIN
no peanmsauum CTpaterumn passutusa papmMaLeBTUYECKON NPOMbILLAEHHOCTN Poccninckon degepaunm Ha
nepwond no 2030 roga

HavmMeHoBaHve MeponpusaTus
Cpok peasivsauun

Bng nokymeHTa

PesynbTat

OTBETCTBEHHbIE UCMONHUTENN

l. COBepLIJeHCTBOBaHVIe o6pa|_|_|,eH|/|ﬂ NleKapCTBEeHHbIX CpedCTB ANa MedNUNHCKOro npnMmeHeHns, B ToM 4ncne
HOPMaATUBHOIO MPaBOBOro peryimpoBaHns

1.Pa3paboTka 3aKoHOMNpPoeKTa 0 HadeneHun MNpaButenbcTBa Poccuiickon Penepauny NOJTHOMOYNEM Ha
YTBEPXAEHNE MEPEYHs CTpaTernvyeckn 3Ha4MMbIX JIEKAPCTBEHHBLIX CPEACTB, NPON3BOACTBO KOTOPbIX
80/MKHO BbITb 06ecneyveHo Ha TeppuTopumn Poccniickon depepaunn, 1 HageneHnn eaepanbHOro opraHa
NCNONHNTENLHOW BNACTW NOJHOMOYMEM Ha pa3paboTKy Nopsaaka u KpuTepues (hOPMMPOBAHUS NEPEYHS
cTpaTernyeckn 3Ha4MMbIX IeKapCTBEHHbIX CPeACTB

okTs6pb 2024 r.npoekT dhenepanbHOro 3akoHapa3paboTaH 1 BHeCeH
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B [paBnTENbLCTBO

Poccunckon ®epepalmm

NpoeKT (helepasbHOro 3aKoHa, NpeaycMaTpuBalowmin HageneHne MNpasntenscTea Poccniickon Pegepaunn
NOJHOMOYMEM Ha pa3paboTKy NepeyHsa CTpaTernyeckn 3HaYMMbIX TEeKapCTBEHHbLIX CPEACTB

1 HageneHne efepanbHOro opraHa UCNOSHUTENbHON BAACTU NOSIHOMOYNEM Ha pa3paboTky nopsaka u
KpuTepues HOPMUPOBAHNSA NEPEYHS CTPaTernyeckn 3Ha4uMbIX JIeKapCTBeHHbIX cpeacTeMuH3apas Poccun,
MuHnpomTopr Poccun,

®AC Poccun,

®MBA Poccun

2.Pa3paboTka nopsaka n KpuTeprnes GOPMNPOBaAHMNSA NEPEYHS CTPaTermyeckn 3HaYNMbIX NEKAPCTBEHHbIX
CpeLncTs

Main 2025 r.akT MpaBuTensCcTBa Poccunckon ®enepalnnyTBep)XgeHbl NOPAL0K U KpUTepun HOpMUPOBaHNS
nepeyHsa cTpaTermyecky 3Ha4nMbIX NeKapcTBeHHbIX cpencTBMuH3gpas Poccuy,

MuHnpomTopr Poccun,

®AC Poccun,

®MBA Poccunm

3.AKTyanusauns nepeyHs

CTpaTernyeckn 3Ha4ymMbIX JIeKapCTBEHHbIX CPeaCTB

C y4eToM peasi3auun

NyHKTOB 1 1 2 HacTosLWero

niaaHa MeponpuaTui

ceHTAbpb 2025 1.,

fanee - exxerogHoakT MpaBuTenbcTBa Poccuinckon degepauumnepeyeHb cTpaTermnyeckn 3Haummblx
JIeKapCTBEHHbIX CPEACTB eXEerofHo akTyannsnpyeTcs C y4eTOoM NyHKTOB 1 1 2 HacTosALWwero niaHa
MeponpuaTuiMunHsgpas Poccuy,

MuHnpomTOpr Poccuu,

®AC Poccun,

®MBA Poccuun

4.AHanun3 uenecoobpasHOCTW BHECEHUS N3MEHEHWI

B €BPa3uiNCKOe NaTEHTHOE 3aKOHOAATeNbCTBO

B OTHOLLEHUM ONTUMM3ALNN YCIOBMIA NAaTEHTOCMOCOBHOCTM M3006pEeTEHNIA, OTHOCALLMXCSA K JIeKapCTBEHHbLIM
cpencTeaM,

C Y4eTOM CYLLEeCTBYIOLLEro NoJIOXKMTENbHOrO onbiTa Poccminckon degepaunmn

Man 2024 r.poknag B MNpasuTtenbcTBo Poccminckon depepauumnonpeneneHa LenecoobpasHoCTb BHECEHUS
N3MeHEeHUN

B €BPA3NINCKOE MaTEHTHOE 3aKOHOAATENbCTBO B OTHOLLIEHN ONTUMK3ALNN YCIOBUIA MAaTEHTOCMOCOHOHOCTM
n306peTeHnin, OTHOCALLUXCS K IEKAPCTBEHHbIM CPeACTBaM,

C Y4E€TOM CYyLLIECTBYOLEr0 NOJIOXKNTENBHOr0 onbiTa Poccuinckon ®egepauumnPocnaTeHT,
MwuH3KoHOMpa3BuTKa Poccun,

MwuHnpomTopr Poccun,

®AC Poccum,

MuH3gpas Poccum

5.Pa3paboTka 3akoHOMpoeKTa 0 AnddepeHUnaunm pasmMmepa rocygapCTBEHHbIX MNOLWJIMH 3a COBEpLUEHME
YNOJIHOMOYEHHbIM (hefepalibHbIM OPraHoOM UCMOSIHUTESIbHOW BAacTu AeNCTBUI B 3aBUCMOCTM OT BUAaA
perncTpaLmoHHbIX Npouenyp, HeobXoANMMOCTU NPOBEAEHNSA 3KCNEPTU3 1 (Man) rpynn AeKapCTBEHHbIX
npenapaToB (buoTexHonornyeckme, reHotepanesTnyeckue, buonoruydeckne, UMMyHobuonornyeckme
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1 Opyrve) npu ocyLlecTBAEHUN roCyjapCTBEHHOW perncTpauny NeKapCTBEHHbIX NpenapaTos U
perncrpaumm nekKapCTBEHHbIX NpenapaToB B paMkax EBpa3mnckoro 3kOHOMMYeCKoro coto3a

nioHb 2024 r.poknag B MpasmTenscTBo Poccuinckon ®epepaummpaspabotaH npoekT denepasbHOro 3aKoHa
B Lenax obecrnevyeHns BOIMOXXHOCTW NPUMEHeHNs AnddhepeHUNPOBAHHOMO NOAX0Aa K B3UMAHMIO
roCyapCTBEHHbIX MOLLIMH B 3aBUCMMOCTY OT BMAA PErncTpaLMOHHbIX NpoLenyp, HeobxoanMocTu
npoBeAeHns 3KCNepTu3 1 (unn) rpynn nekapcTBeHHbIX NpenapaTosMuH3apas Poccuy,

MuHpuH Poccuuy,

MuHnpomTopr Poccun,

MwuH3KoHOMpa3suTua Poccun,

®AC Poccun

6.YTBEPXAEHNE peKOMeHOALNA MO pacropsXXEHNIO YHpeXX AeHNAMM, NOABEAOMCTBEHHbIMY (hefepasibHbIM
opraHaM UCMNOJIHUTENbHON BNacTH,

npaBaMun Ha pe3ysibTaTbl MHTENNEKTYaJIbHON LeATeNbHOCTU B OTHOLLEHUN SIeKapCTBEHHbIX CPeAcCTB

MapT 2025 r.Be4OMCTBEHHLIN aKTBHEAPEHLI B MPAaKTUKY PEKOMEHOALMM MO Pacnops>KeHNIo
yYpexXaeHusMun, NogBeLOMCTBEHHbIMY (hefepasibHbIM OpraHaM UCMOSHUTENbHOW BAACTK, MpaBaMn Ha
pe3ynbTaTbl MHTENIEKTYaNbHOW AeATebHOCTU B OTHOLLEHWN NEKAPCTBEHHBIX CPeacTBMUHOBpHayKm
Poccuu,

MuH3gpas Poccuu,

®MBA Poccun,

PocnoTtpebHap3op

7.0ueHKa Heobx0aMMOCTM pa3paboTku NopsaKka NPMBEAEHUS B COOTBETCTBME NHCTPYKLMIA MO
MeONLUHCKOMY MPUMEHEHWI0 NeKapCTBEHHbIX NpenapaTos, NMELWMX 04HO MeXAyHapoaHoe
HenaTeHTOBaHHOE (UK XMUMUYECKoe, UaW rpynnMpoBOYHOE) HaMeHOoBaHNe

noHb 2025 r.noknag B NMpaBntenscTBo Poccuinckon ®enepaumnpuHATO pelleHmne 0 HeobxoaumocTn nau
06 oTCyTCTBUM HEOBX0AMMOCTMN pa3paboTKy NopaaKa akTyann3auum NHCTPYKLUA N0 MeAULMHCKOMY
NPVMEHEHNIO NEKAPCTBEHHBLIX NPenapaTos, NMEeLWNX 0AHO MeXAYHapo4HOe HenaTeHToOBaHHoe (1n
XUMUYECKOoe, UK TPynnMpoBOYHOE) HaMeHoBaHeMuH3apas Poccuuy,

MuHnpomTopr Poccun,

MwuH3KoHOMpa3BuTKa Poccun,

Poc3pnpasHansop,

®AC Poccun

8.MoaroToBka v HanpasneHne B BepxosHbin Cyn Poccunckon ®efepalmm npennoxxeHumn

Mo COBEPLLUEHCTBOBaHMIO CyAebHON NpakTUKK Mo cnopam, 3aTparusatoLmM BONPOCk HapyLLEHNS
NHTEeNNEeKTYa lbHbIX NPaB Ha N300peTeHns, OTHOCALLMECS K IEKAPCTBEHHLIM CPeACTBaM, HanpyMep B YacTu
noZa4ym UCKOB MO NAaTEHTHbIM CNIOpPaM M BO3MOXXHOCTW NPUMEHEHUS crneunanbHbix obecneynTensHbix Mep
nekabpb 2024 r.noknag B MpaButenbcTBo Poccuinickon ®epepaummHanpaBieHbl NPeaIOXeHNs B
BepxoBHbIn Cyn Poccuinckon degepamm no BOSMOXHOMY COBEPLUEHCTBOBAHMIO CyAebHOM NpakTuKK no
cnopam, 3aTparvBaloLLMM BONPOCHl HAPYLLIEHNS UHTENNEKTYa bHbIX NPaB Ha N300peTeHuns, OTHOCAWMECS K
JleKapCTBEHHbIM CpeACTBaM, HanpuMep B YacTU NoAayn NCKOB NO NaTEHTHbLIM CropaM Y BO3MOXKHOCTM
NpUMeHeHns cnewumnanbHblX obecnedynTensHeix MepMuHnpoMTopr Poccuuy,

MuH3KOHOMpa3BuUTUS Poccun,

PocnaTeHT,

®AC Poccun

9.MpopaboTka BOMpoca
0 HeobxoaMMOCTM pa3paboTKM HOPMATMBHLIX MPABOBLIX aKTOB, YCTAaHABIMBALINX NOPSL0K ONpeaeeHus
MuH3apaBoM Poccum 0ocoboit 3HaYMMOCTM JIeKaPCTBEHHbIX NPenapaToB A5 340P0Bbs HacesneHus
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Poccninckon degepaunm B LEISX NX YCKOPEHHOW perncTpaumm B COOTBETCTBUM C MpaBoM EBpa3ninckoro
3KOHOMMYECKOro Col3a

AHBapb 2025 r.goknag B MpasmTenscTBo Poccuinckon ®egepaumm, npu HeobXo[MMoCTH -

C NpoekToM akTa lMpaBuTenscTBa Poccunckon ®egepauiuu,

BEOMCTBEHHbIM akTOMNpopaboTaHa Lenecoobpa3HOCTb YCTaHOBNEHNA NOPSALKa ONpeaeneHuns
MwuH3apaBoM Poccum 0coboin 3HaYMMOCTU IEKAPCTBEHHbIX MPENapaToB AJ11 340P0BbS HAaCeeHUS
Poccuinckon ®epepalimm B LLeSISX X YCKOPEHHOW perncTpaumm B COOTBETCTBMM C NpaBoM EBpa3unnckoro
3KOHOMMYECKOro coto3a. B MNMpaBnutenscTBo Poccuinckon denepaunn HanpasaeH NPOeKT HOPMAaTUBHOIO
MpPaBOBOro akTa (Mpw onpefeneHnn Takon LenecoobpasHocTn)MuH3apas Poccum,

MwuHnpomTopr Poccun

10.YcTaHoBNeHUe 0b6a3aTeNbHbIX TPE6OBAHMI AN POCCMACKMX N MHOCTPaHHbLIX MPON3BOANTENEN
NEKapPCTBEHHbIX CPEACTB NPY BBOAE NEKAPCTBEHHbLIX CPELCTB B FPaXAaHCKUA 060poT B HacTn
HeobXx0A4MMOCTN NPefoCcTaBaeHnsa cepTugrKaTa COOTBETCTBMA NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
MpaBunam HagNiexallen NPOM3BOACTBEHHON NPaKTUKN EBPa3ninCcKOro 3KOHOMMYECKOro Coto3a (C
No3TanHbLIM NepexonoMm)

AHBapb 2026 r.noknapg B MNpasmtensctBo Poccninckon Pegepaumn,

npu HeobxoanmocTy -

C NPOEKTOM (hefepalibHOro 3aKoHayCTaHoBIeHa 006513aHHOCTb

Npou3BOANTENEN NEKAPCTBEHHbLIX CPEACTB NPV BBOLE JIEKAPCTBEHHOIr0 CPeACTBa B rpakAaHCKun 0bopoT
npenocTaBNATb CepTUMKaT COOTBETCTBUS NPON3BOACTBA JIeKapCTBEHHbIX CpeacTs MpaBuiam
Hag/iexallen Npon3BoACTBEHHON NPaKTUKKN EBPa3nMinCcKOro 3KOHOMMYECKOro Coto3a (C no3TanHbIM
nepexofom)MuH3gpas Poccuu,

MuHnpomTOpr Poccun,

Poc3npasHaasop

11.AHann3 goCTaTOYHOCTU AENCTBYIOLLMX MEpP OTBETCTBEHHOCTHU

33 HEBbINOJIHEHNE MEeANLMHCKMMUN OpraHn3aunamMmmn n gep)xatensamy perncTpaunoHHbIX YO0CTOBEPEHUN
obs3aTenbCTBa NO HanpaBAEHWIO B YNOJIHOMOYEHHbIN hefepabHblA OpraH UCMOJIHATESIbHON BIACTK
MHgopMaLUmnm ona ocyLecTBieHNs hapMakoHaa3opa

AHBapb 2025 r.noknapg B NpasutensctBo Poccninckon ®egepaumu,

npv HeobxoaumocTH -

C NPOEKTOM (hefepasibHOr0 3aKoHa nan akTa MpasuTenscTBa Poccunckon depepaunnnpoaHaan3npoBaHa
AOCTAaTOYHOCTb AENCTBYIOLMX MEP OTBETCTBEHHOCTHU

3a HeBbINOJIHEHNE MEeANLMHCKMMUN OpraHn3aunamMmn n gep)xatensamy perncTpaunoHHbIX YO0CTOBEPEHUN
0643aTeNIbCTB M0 HaNPaBJIEHUIO B YMOJIHOMOYEHHbIN heaepanbHblii 0OpraH NCMOMHUTENbHOW BNacTu
NHOPMaLUKN 415 OCYLLEeCTBJIeHNA (PDapMakKoHah30pa B LesiaxX Haaaexallero UHpopMupoBsaHus
Poc3gpaBHapa3opa cybbekTamu obpalleHns NeKapCTBEHHbBIX CPEACTB O HEXelaTe bHbIX SBIEHNAX U
KayeCTBe JIeKapCTBEHHbIX NpenapaToBPoc3apaBHan3op,

MuH3gpas Poccun,

MuHnpomTopr Poccun

12.MpopaboTka BONpoca

0 HeobX0AUMOCTY BHEAPEHNA MEXaHU3Ma, NPW KOTOPOM MPU BHECEHUN MHOPMaLMK

06 aKTMBHbIX (hapMaLeBTUYECKUX CyOCTaHLMAX B perucTpaLMoHHOe 0OChe JIeKapCTBEHHOro npenapaTa,
3aperncTpupoBaHHOro B paMKax npasa EBpa3nMinckoro 3kOHOMUYECKOro Cot3a, MHOopMaLMa 0 TakmX
thapMaLeBTNYeCKnx CybCcTaHLMAX 04HOBPEMEHHO BHOCMTCA B FOCYAapPCTBEHHbIV PEECTP NIEKapPCTBEHHbIX
CpeLcTB

ceHTa6pb 2025 r.goknag B MpaBuTenscTBo Poccuinckon ®epepauny, npy HEO6XOAUMOCTM - C MPOEKTOM
akTa MpaButenscTBa Poccuinckon depepaunnyctaHoBieHa HeobXoaMMOCTb UK OTCYTCTBUE
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HeobXx0aMMOCTN BHEPEHUS MEXAHU3MA,

npyv KOTOPOM NPY BHECEHWN MHOPMaL MK 06 aKTUBHBIX hapMaLLeBTUHECKUX CyBCTaHUNSX B
perncTpaumoHHoe [0Cbe JIEKapCTBEHHOro npenapara, 3aperucTpmMpoBaHHOr0 B paMKax npasa
EBpa3ninCcKoro 3KOHOMNYECKOro Cot3a, MHOPMaLIUS 0 TakMX hapMaLleBTMYeCKUX cybcTaHumax
04HOBPEMEHHO BHOCUTCA B rOCYAAaPCTBEHHbLIN peecTp JIeKkapCTBeHHbIX cpeacTBMuH3apas Poccun,
MuHnpomTOpr Poccuu,

MuH3KOoHOMpa3BuUTUs Poccun,

MuHumndpbl Poccnn

13.0ueHKa uenecoobpa3HoOCTN YCTAHOBJIEHUS OrPaHNYEHNSA NAaTEHTOBAHMNA TEXHNYECKNX PELLEHUN, HE
BHOCSLLMX CYLLECTBEHHbIN BKaL B YPOBEHb TEXHUKU, B YaCTW papMaLLeBTUYECKON NPOMbILLIEHHOCTYU
nioHb 2024 r.goknag B MpaBnTenscTBo Poccuinckon ®epepaummoleHeHa LenecoobpasHoCTb OrpaHUYeHUs
NaTEHTOBAHNS TEXHNYECKUX PELLUEHWI, HE BHOCALLMX CYLLECTBEHHbIN BKNAA B YPOBEHb TEXHUKU, B YaCTK
thapMaLeBTNYECKON NPOMbILLAEHHOCTMMMHNpoMTOpPr Poccuuy,

MuH3KoHOMpa3suTKa Poccun,

PocnaTeHT,

MuH3gpas Poccun,

®AC Poccun

[Il. ocTyn K pocCcUACKOMY (hapMaLLeBTUYECKOMY PbIHKY, COBEPLUEHCTBOBaHME LieH0obpa3oBaHUs Ha
NeKapCTBEHHbIE NpenapaTsl,
yCTaHOBJIEHNE NPUOPUTETA POCCUNCKON hapMaLLeBTUYECKON NPOAYKLMN

14.YTOo4HEeHNe MexaHU3Ma pacyeTa HayvasIbHOM (MaKCUMasibHOM) LeHbl KOHTPaKTa Mpu oCyLeCcTBAEHNN
rOCYAApPCTBEHHbIX Y MyHULMNAMBbHBIX 3aKYMNOK NEeKapCTBEHHbIX NpenapaTos C UCN0Nb30BaHNEM MeTo4a
pedepeHTHbIX LeH

aBryct 2024 r.noknapg B NpasuTtenbctBo Poccuiickon degepaummyCcTaHoBeHa BOSMOXXHOCTb pacyeTa
pedepeHTHbIX LLeH, B TOM Y/CJIe C YY4ETOM pPa3/inyHblX (hOPM BbIMyCKa, B LLeNsX COKpaLLeHns
AAMUHUCTPATMBHON HAarpy3KM Ha NPOU3BOAMTENEN NPY YHACTMM B FOCY4apCTBEHHbIX N MYHULMAAbHbIX
3aKyrnkKax JlekapCTBeHHbIX npenapaTtosMunH3iapas Poccun,

®AC Poccun,

MuHnpomTOpr Poccun

15.Mpenno)xeHns nNo TEXHOJIOTNAM BbISIBIEHUS U MPUMEHEHNS METO0B PaHHEN OLLEHKW MePCNEKTUBHbIX
pa3paboToK IeKapCTBEHHbIX CPEACTB

C TOYKM 3peHUst NOTPEBHOCTM CUCTEMBI 34PaBOOXPAHEHNS

1 onpegeneHne K4eBbIX KOMMNEeTEHLU NI, HanpaBeHNi

(B TOM 4Yncne TepaneBTUYECKNX) N TEXHOIOMMIA O UX pa3BUTUA Ha TeppuTopumn Poccninckon denepaunn B
cpenHecpoYHon

N 00rOCPOYHON NMepcrnekTmBe

nionb 2024 r.,

fanee - exerogHonoknag B NpasntenscTBo Poccuinckon ®epepaLiimHa NOCTOAHHON OCHOBE OMNPeaenaoTCs
KJIIOYEBbIE KOMMETEHL MW, HanpaBJeHNs (B TOM YUC/Ie TepaneBTUYECKUE) N TEXHONOT K, HEOBX0ANMbIE ANS
CUCTEMbI 34PaBOOXPAHEHNSA B LEeNsaX CO34aHNA U Pa3BUTUS

Ha TeppuTopun Poccuinckon ®epepauny neKapCTBEHHbIX NPenapaToB Ans peweHus byaywmnx 3anay

3[4 paBOOXPaHEHNS, B TOM YMC/e C Y4ETOM BO3MOXKHbIX HOBbIX 3ab0s1eBaHuin, CnocoboB nx neyveHns, a Takxe
pa3BUTUSA HaY4YHO-TeXHUYeCcKoro nporpeccaMunHsgpas Poccuuy,

MwuHobpHayku Poccuu,

Poccuiickasa akagemus Hayk,

MuHnpomTOpr Poccuu,
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®MBEA Poccun,
PocnoTtpebHapn3op

16.CoBeplUeHCTBOBaHME NopaaKa nepeperncTpaLnum npefenbHbelX OTNYCKHbIX LLeH Ha JIeKapCTBEHHbIe
npenapaTsl, BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOOXO0ANMbIX

N BaXXKHEWLLNX JIEKapCTBEHHbIX NPenapaToB

anpenb 2025 r.akT MNpasuTtenbcTBa Poccuiickon ®egepaummonTUMU3NPOBaH MEXaHN3M NepeperncTpaunm
npegenbHblX 0TAYCKHbIX LIeH Ha JIeKapCTBEHHbIE NpenapaThl, BKAKYEHHbIE B MEPEYEHDb XMN3HEHHO
HeobXxoanMbIX

N BaXXKHEWLINX IeKapCTBEHHbIX NpenapaTos, B TOM Yucie

C Y4E€TOM UCKJII0YEHWS 3aperncTpmMpoBaHHbIX LLeH Ha JIeKapCTBEHHbIE npenapaTsbl, AJANTeNbHOe BpeMs
He obpaluatoumecs Ha Tepputopum Poccunckon ®enepaunm, B LENSX NMOBbILLEHNS NX
KOHKYPEHTOCMoCobHOCTK

Ha BHeLWHUX pbiHkaxMuH3gpas Poccun,

®AC Poccun,

MuHnpomTopr Poccun

17.Pa3paboTka METOAMKN pacyeTa NaaHnpyeMon noTpebHoCTN (Ha CpedHECPOYHYIO 1 [0JITOCPOYHYIO
nepcrnekTUBy) CMCTEMbI 3paBOOXPaHEHMA B IEKAPCTBEHHbIX NpenapaTax A5 BCeX BO3PaCTHbIX KaTeropum
nekabpb 2024 r.,

fanee - exxekBapTajbHoLoknaz B MpaBnTenbcTBO Poccminckon deaepaunmpeann3oBaH MexaHn3M pacyeTa
NoTpebHOCTU CUCTEMBI 34PaBOOXPaHEHNS B IeKAapCTBEHHbIX NpenapaTax, Ha OCHOBAHUN KOTOPOro Ha
MOCTOSIHHOW OCHOBE (hOPMUPYETCS aKTyaslbHast NOTPEBHOCTL B IEKAPCTBEHHbIX NMpenapaTax, No3BoasoLWasn
naaHMpoBaTb Npouecchl pa3paboTku 1 (Maun) opraHn3aumm ux nponssoacTesaMumHigpas Poccuy,
MuHnpomTOpr Poccun,

®MBA Poccum

18.Co3aHne MeXXBeAOMCTBEHHbIX pabounx rpynn ans obecneyeHus B3anMoaencTeusi BpavebHoro
coobuiecTBa 1 NPOM3BOACTBEHHOIO 3BEHA NMPU y4acTUN PErysaTopoB

AN MOBbILLIEHNS NHGOPMMPOBAHHOCTY BpavyebHOro coobLecTBa 0 BbiNMyCKaeMbIX Ha TEPPUTOPMM
Poccuinckon degepalimm neKapCTBEHHbIX CpeacTBax, NoayyeHne oT BpavebHoro coobuiectBa obpaTHOW
CBSA3M MO pe3ynbTaTaM NPUMEHEHUS NEKAPCTBEHHbLIX CPEACTB U €XKErogHoe NpoBeaeHne 3aceaaHunin
COOTBETCTBYMOLLMX pabounx rpynn

CceHTa6pb 2024 1.,

flaJiee - eXXeroqHOBEeIOMCTBEHHbIN akTobecneyeHo perynsipHoe NHPOPMMpoBaHne BpavebHoro
coobLecTBa 0 HOMEHK/IATYPE JIeKapCTBEHHbIX CPEACTB, MPOM3BOAUMBIX Ha TeppuUTOopunn Poccuinckon
(Dep,epau,mm, KoMneTeHUnax n noTeHunasbHbIX BO3MOXHOCTAX MPOMbILLUNIEHHbIX I'IpeJJ,I'IpI/IFITI/IVI,
CYLLEeCTBYHOLLMX NPOMN3BOACTBEHHbIX MOLLHOCTSAX,

a Takxe obecrneyeHo nosyyeHne obpaTHOM CBA3N MPON3BOAUTENAMN JIEKAPCTBEHHbIX CPEACTB

oT BpayebHoro coobwecTtsaMuHnpomTopr Poccuum,

MuH3gpas Poccuu,

®MBA Poccum

19.MoBbIWeHMe NHHOPMUPOBAHHOCTU HaceneHns Poccuinckon GenepaLimm no BONPocaM NPouakTnku,
LNArHOCTUKK, nedeHns 3abonesaHunin n peabuamTtaumm C MCNOIb30BaHNEM JIeKapCTBEHHbIX MpenapaTos
0TeYeCTBEHHOrro NpPon3BoACTBa

1 NOBbILLEHNE NPUBEPXKEHHOCTW HaceneHus Poccunckon ®efepauny npodunakTnke, ANarHOCTUKeE,
neveHunto 3aboneBaHun n peabunuTtaunm ¢ MCNOAL30BAHWEM JIEKAPCTBEHHbLIX MPenapaToB 0TEYECTBEHHOI0
npoun3BoACTBa

nekabpb 2024 r., panee -
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exerofHofoknap B NMpasutenbcTBo Poccminckon defepauunperynspHoe nposefeHme MeponpuaTuin,
HanpaBsJiIeHHbIX

Ha MOoBbILLEHNE NH(POPMUPOBAHHOCTU HaceneHna Poccuinckon ®egepalim no BONPoCcam NpouIaKkTmKu,
ONAarHOCTUKWN, Nie4eHnsa 3aboneBaHUn 1 pea6|/|n|/|Tau|/||/| C NCNoJIb30BaHMEM NeKapCTBEHHbLIX MpenapaToB
0Te4YeCTBEHHOro NPOM3BOACTBA M Ha NOBLILLEHNE NMPUBEPXKEHHOCTN HaceneHns Poccunckon depepauum
npounakTuke, ANarHocTrke, neveHunto 3abonesaHun n peabunmTaumm C NCNOAb30BaHNEM JIeKapCTBEHHbIX
npenapaToB 0Te4eCTBEHHOro npovssoacTsaMunsgpas Poccun,

MuHnpomTopr Poccun,

PocsppaBHagasop,

NCNONHUTENbHbIE OpraHbl CybbekToB Poccuinckon ®enepavmm

20.0praHun3auust B3ammoaencTens MHopMaLum, coaepxallenca B cneayowmnx 6asax gaHHbIX:
roCy[apCTBEHHbIN peecTp JiekapCTBEHHbIX CPeACTB;

eUHbIA CTPYKTYPMPOBAHHLIN CIPaBOYHUK-KaTa0r JlekapCTBEHHbIX NpenapaTos 419 MeAULUHCKOro
NpUMeHEeHNs;

roCyLapCTBEHHbIA peecTp nNpeaesbHbIX OTNYCKHbIX LLeH NPOU3BOANTENEN Ha IeKapCTBEHHbIE NpenapaThl,
BKJIIOYEHHbIE B MepeyeHb XM3HEHHO HeobX0aMMbIX

N BaXKHENLLNX NIeKapCTBEHHLIX NpenapaTos;

MH(OPMaLUNOHHO-aHaInTUYecKas CUCTeMa MOHUTOPMHIA Y KOHTPOJIA

B Cchepe 3aKymnoK JieKapCTBEHHLIX NpenapaToB 415 obecnevyeHns rocyapCTBEHHbIX

N MYHULMNANbHBIX HYX[;

CUCTEMa MOHUTOPUHIa ABUXEHNSA NeKapCTBEHHbIX NpenapaTos Aag MegnLMHCKOro NpuMeHeHns
aHBapb 2025 r.noknag B MNpasutenscTBo Poccuiickon ®epeparmmnpopabotaH BONPOC B3aUMHON
MHTerpaumm ceefeHnin 6as gaHHbIx B chepe obpalleHuns neKapCTBEHHbIX CPeACTB, YTO MOBLICUT
3(PHEKTMBHOCTb UX UCMONb30BaHNUA W, KaK CJIeiICTBUE, Pe3ySIbTaTUBHOCTb rOCYapCTBEHHOM0
perysvpoBaHNs LIeH NeKapCTBEHHbLIX MPenapaTos

1 OCYLLECTBNEHNA 3aKYMOK JieKkapCTBeHHbIX NpenapaToBMuH3gpas Poccuu,

MuHnpomTopr Poccun,

®AC Poccun,

MuHundpbl Poccun,

MuHGunH Poccun,

Ka3HavencTso Poccuu,

06LLeCTBO C OrpaHM4eHHON 0TBETCTBEHHOCTLIO "OnepaTop-LPNT"

21.Co3paHre MexaHn3Ma Npoc/ieXMBaeMoCTH Cbipbs, UCMOJb3YEMOro AN NPOM3BOACTBA JIeKAaPCTBEHHbIX
npenapaTos

AHBapb 2025 r.goknag B MpasutenscTBo Poccuinckon ®epepaummpaspabortaHa, anpobrposaHa

N BBeAeHa B aKCrJjiyatauuto LI,VId:)pOBI/BVIpOBaHHaFI N aBTOMaTU3NPOBaHHaA CMCTEMa NoATBepPXAeHNA (B
rocyapCTBEHHON MHPOPMALMOHHON CUCTEME MOHUTOPUHIa 3a 060pOTOM TOBapPOB, NOANEXALLNX
0653aTe/IbHO MapKMPOBKE CPeACTBaMU NAEHTUPUKALIMN) COOTBETCTBUNA (haKTUYECKNX CTagnn
TEeXHOJI0rM4eCKoro npoLecca Npon3BOACTBa NEKAPCTBEHHbIX CPEACTB CTaAUSAM, yKa3aHHbIM B JOKYMEHTE,
cojepxalleM CBefileHNs 0 CTafusax TEXHONOrM4ecKoro npouecca Nnpon3BoACTBa IEKapCTBEHHOMO CPeAcTBa
4019 MeANLUHCKOr O MPUMEHEHNS, OCYLLECTBASEMbIX Ha TeppuTopun EBPa3nnckoro 3KOHOMMYECKoro
coto3aMuHnpomMTopr Poccuu,

00LWecTBO C OrpaHNUYEHHOW OTBETCTBEHHOCTbIO "OnepaTop-LUPMT",

3aMHTepecoBaHHbIe hefepasibHble OpraHbl UCMONHUTENBHOW BACTU

22.YCTaHOB/IEHVE NPUOPUTETA 3aKYMNKUN I FOCYAAPCTBEHHbIX Y MyHULMUNAJbHbLIX HYX[ IEKAPCTBEHHbIX
npenapaToB B COOTBETCTBUM C NEPEYHEM CTPATErMYECKN 3HAYUMbIX JIEKaPCTBEHHbIX CPELCTB,
NMPOM3BOACTBO KOTOPbLIX AO/KHO ObITh 06ecneyeHo Ha TeppuTopun Poccuitckon ®epepauuu,
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BCe CTagunun NPoM3BOACTBaA KOTOPbIX, B TOM YMUC/1e CUHTE3 MOJIEKY /bl AEACTBYHIOLLErO BELLECTBA NMpW
Nnpon3BOACTBE hapMaLeBTUYECKUX CyBCTaHLNIA, OCYLLECTBASAIOTCA Ha TEPPUTOPUAX FOCYLAPCTB - YJIEHOB
EBPa3ninCcKoro 3KOHOMNYECKOro COt03a

anpens 2025 r.,

HO He paHee peann3aumm NyHKTa 21 HacToALWEro niaHa MeponpuaTUnakT MpaBmuTensCcTBa Poccumnckon
depepauMyCcTaHOBIEH MEXAHU3M, HanpaBAeHHbIA Ha yriybneHne Npon3BoaMTEN MU CTaaN
JioKanmsaumm Npon3BoLCTBa JIeKapCTBEHHbLIX cpeacTBMuHNpomTopr Poccun,

MuH3gpas Poccuu,

MuHpuH Poccuuy,

MuH3KoHOMpa3BuTUa Poccun,

®AC Poccunm

[ll. CucTeMHble Mepbl NOALEPXKKIN OpraHU3aLuny NPou3BOACTBa JIEKAPCTBEHHbLIX CPEACTB Ha TEPPUTOPUN
Poccuinckon ®egepaumm

23.HanosHeHne rocyaapCTBEHHON MH(POPMALNOHHON CMCTEMbI MPOMBbILLIIEHHOCTN MHGOPMaLMEN O
AENCTBYIOLWNX Mepax MNOALEPKKU NPOM3BOANTESIEN B YaCTW JIEKaPCTBEHHbIX CPEACTB, BKJIlOYaloLLen B cebs
B TOM 4MCJI€ YHU(PULMPOBAHHbIE (hOPMbl OKYMEHTOB, @ TakxXe Npu HeobXxoANMOCT METOAO0IMMIO MO KX
hopMmnpoBaHUIo

nekabpb 2024 r.6a3a gaHHLIXCEPBUCHI FOCYAAPCTBEHHON MH(POPMALMOHHON CUCTEMbI MPOMBbILLJIEHHOCTH
"HaBuratop mep nogaepxku" n "basa 3HaHun" cogepxaT NHMDOPMaLINI0 O OENCTBYIOWMX Mepax
NoaAEPXXKM B HacTn obpalleHns IeKapCTBEHHbIX CPEACTB B LeasX ONTUMMU3aumm TpygosaTpaT
npon3BoANTENEN NeKaPCTBEHHbIX CPEACTB 418 NOoJyHeHUs HeobXoanMbIX Mep NoaaepXXKUMnHnpomTopr
Poccuu,

MwuH3gpas Poccun,

MuHpunH Poccun

24.®opMupoBaHNe SONOAHUTENLHON NOALEPXKKM NPOU3BOANTENEN NEKAPCTBEHHbIX CPEACTB B YacCTu
cybcnamnpoBaHna pacxonoB Ha pa3paboTKy U NCCefoBaHNs Mo KAOYEBLIM KOMMETEHUMUSAM, HanpaBieHNAM
N TEXHOMOrUSAM, MPEeAYCMOTPEHHBIM MYHKTOM 15 HacToALLero niaHa MeponpusaTui

asryct 2025 r.,

HO He paHee peann3aumm NyHKTa 15 HacToALWero naaHa MeponpuATUNINEKTPOHHbBIN LOKYMEHT

B roCyAapCTBEHHON UHTEr pUpoBaHHON NH(POPMALIMOHHON CUCTEME ynpaBeHns 06w ecTBEHHbIMY
(bUHaHCaMK "DNeKTPOHHbIA broaxeT"

(pewweHmne o nopsake npefocTaBaeHns cybcmanin B COOTBETCTBUM C NOCTaHOBAeHMeM paBUTENbCTBA
Poccuinckon ®egepaumm

oT 25 okTs6psa 2023 r. Ne 1780 "O6 yTBEepxaeHMM MNpaBun npeaocTassieHns 13 6100)xeToB 6101 XKeTHOW
cucTtembl Poccunckon ®epepauuy cybcuamni, B TOM YnCne rpaHToB B hopMe cybcuamnn, opnanyecknum
Jimuam, UHAMBUAYaNbHbIM NpeanpuHUMaTesiaM, a Takxke hrU3nyecknum amuam - Npon3BognTensM ToBapos,
paboT, ycnyr')yBennyeHme 0OAN OTEYECTBEHHbIX JIeKapCTBEHHbLIX NPenapaToB Ha POCCUACKOM PhIHKE 1
CTMMYMPOBaHNe COBCTBEHHLIX pa3paboTokMuHnNpomTopr Poccun,

MuH3gpas Poccun,

MwuHobpHaykmn Poccuum,

MuHunH Poccun,

®MBA Poccum

25.Co3naHne MexaHn3Ma rpaHToOBOM MOALEPXKKN yYpeXXAeHWI, NPOBOAAWMX pa3paboTKy, OOKAUHUYECKE
N KNnHn4yeckmne nccnenoBaHna nekapCTtBeHHbIX NpenapaTosB, Npu ycnosunn BOCTpe6OBaHHOCTI/I TaKunXx
pa3paboToK CO CTOPOHbI MHAYCTPUANbHbLIX NAPTHEPOB

aBryct 2025 r.3/IeKTPOHHbIN JOKYMEHT
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B roCyapCTBEHHON UHTErPUPOBAHHON MH(POPMALIMOHHON CUCTEME YyMnpaB/ieHNs 06 EeCTBEHHbIMY
hrHaHCaMm "INeKTPOHHLIN BroaxeT"

(pewweHune o nopaake npefnocTaBseHns cybcmanin B COOTBETCTBUM C MOCTaHOBEHEM [paBUTeNbLCTBA
Poccunckon ®egepalimm

0T 25 okTA6psa 2023 r. Ne 1780 "O6 yTBepxaeHumn MNpasunn npenocTassieHns n3 6oaxeTos 6oaxeTHOW
cuctembl Poccuiickon depepaunn cybcuamnin, B TOM YUCSe rpaHToB B hopMe cybcuauni, opnanyeckmm
Jimuam, UHAMBUAYaNAbHbLIM NpeanpUHUMaTENaM, a TakxKe (U3MYeCcKUM nuam - Mponu3BoaMTENSM TOBApOB,
paboT, ycnyr')coxpaHeHne Hay4yHOro NoTeHUMana yu4pexxaeHnn 1 CokpalleHne 3aTpaT MHAYCTPUabHbIX
napTHepOB Ha pa3paboTKy NeKapCTBEHHbIX NpenapaToBMuHnpoMTopr Poccuum,

MwuH3gpas Poccun,

MwuHobpHayku Poccuu,

MuHpuH Poccuuy,

MuH3KOHOMpa3BuUTUS Poccun,

OMBA Poccum

26.MpoBefeHne aHann3a CyLWEeCTBYOLWNX Mep NOALEPXKKN OTeYeCTBEHHbLIX MPON3BOAUTENEN,
OCYLLeCTBAAOLWMNX MPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB MO NOSHOMY LINKAY,

BKJIOYAs CUHTE3 MOJIEKY bl 4ENCTBYIOLLEro BewecTBa, U pa3paboTka Ha ero 0CHOBaHWM NPeasIoXKeHNn 0
uenecoobpasHOCTN BHEAPEHMSA HOBbIX PMHAHCOBLIX Y aA4MUHUCTPATUBHbLIX CUCTEMHbLIX Mep MOALEPXKKU
O0TEYECTBEHHbIX NPOM3BOANTENEN

nekabpb 2025 r., panee - exxerogHonoknag B MNpasntenbcTBo Poccminckon PenepaunnnoLroToBIEHbI
(Mpu HeobXx0AMMOCTHY) NPEAN0KEHNS O CO3AAHUMN HOBLIX CUCTEMHBIX Mep NOALEPXKKN 0TEHECTBEHHbIX
Npon3BOANTENEN NIeKAPCTBEHHbIX CpeacTBMuHnpomTopr Poccun,

MuHunH Poccun,

MuH3gpas Poccun,

MwunHobpHaykun Poccuum,

®AC Poccun,

®MBA Poccum

27.AHann3 4OCTaTOYHOCTM AENCTBYIOWMX HANOrOBbIX JIbrOT, MOOLWpPAOLWMX pa3paboTKy, uccnenosaHns, a
TakK)Xe MeponpuaTri, HanpasieHHbIX Ha CO34aHne NMPOM3BOACTBA HOBbIX JIEKAPCTBEHHLIX MPenapaToB
teBpanb 2025 r.goknag B NMpaButenscTBo Poccuinckon GenepauunnpoBeieH aHaan3 LOCTaTOYHOCTHU
BHEAPEHHBIX HAJIOrOBbIX JIbFOT, MOOLWPSAOLLMX pa3paboTKy, NCCNefoBaHNS, @ TaK)Ke MEPONPUSTUNA,
HanpaBJIEHHbIX Ha CO34aHNe NPOM3BOACTBA HOBbIX JIEKAPCTBEHHLIX MpenapaToB A4J1 OpraHun3aLmm,
KOTOpPbIE 3aHUMAOTCS, HanpuMep, pa3paboTKoN NeKapCTBEHHbLIX CPEACTB U TEXHOOTUNIA, @ TakXe
BHEAPEHNEM MX B NMPOM3BOLACTBO, OCYLLECTBASAOLWMNX HayYHble NCCIeA0BaHUSA U pa3paboTKmM, NaTEHTYIOLNX
N peannsyiowwmx npaBa Ha pe3yibTaTbl MHTENNEKTYaIbHON fedaTenbHoCTU. Co3haHbl yCI0BMA A5
NPUBIEYEHNS BbICOKOAOXOAHbIX MHOCTPAHHbLIX HEMATEPUabHbIX aKTMBOB B POCCMICKYIO
®epepauymoMuHnpomTopr Poccun,

MuHuH Poccun,

MwuHobpHaykun Poccuu,

MuH3gpas Poccuu,

MuH3KoHOMpa3BuTKa Poccun

IV. Moaaep)KKa 3KCropTa POCCUACKO DapMaLLeBTUYECKOW NPOAYKLIMM, B TOM YACE FrapMOHM3aLIns
perynnpoBaHmus
C COBEPLLEHCTBYIOLMMUCS HAUTYHLINMU MUPOBLIMUA MPaKTUKaMU

28.0opMMpoOBaHME NEPEYHs CTPaH, NEPCNEKTUBHbIX A5 3KCMOPTa JIEKAPCTBEHHbLIX CPEACTB,
B TOM YMCJie CTPaH, C KOTOPLIMM Liefiecoobpa3Ho npopabaTbiBaTbh BOMPOCH! B3aVMHOMO NMPU3HAHMUS
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CEPTUPUKATOB COOTBETCTBMA NPON3BOACTBA IEKAPCTBEHHbLIX CpeacTB TpeboBaHmaM NpaBua HaLeXallen
NPOW3BOLACTBEHHOW MPaKTUKN EBPa3NNCKOro 3KOHOMUYECKOro COt03a

ceHTAbpb 2024 r.noknag B MNpaBuTtenscTBo Poccninckon PegepaunncopmmpoBaH nepeyeHb CTpaH,
NepcneKTUBHLIX 418 (OKYCUPOBKN OCHOBHbLIX YCUINIA, HanpaB/i€HHbIX Ha NOALEPXKKY IKCMOopTa
0Te4yeCTBEHHON (hapMaLleBTUYECKON NPOAYKLMU. Ha 0CHOBe YKa3aHHOro nepeyHs npopaboTaHa
BO3MO>XHOCTb 3aK/04EHNS ABYCTOPOHHUX MEXMNPaBUTENbCTBEHHbIX COMTalLUEHN 0 B3aMMHOM MPU3HaHUK
pe3ynbTaToB (hapMaLeBTUYECKMNX MHCNEKLMUIA Ha COOTBETCTBME NPOU3BOANTENS NEKAPCTBEHHbIX CPEACTB
TpeboBaHuaM MpaBun Hagnexallen Npon3BOACTBEHHON NPaKTUKN EBPa3ninCKOro 3KOHOMUYECKOro Coto3a C
Lefblo CHUXXeHNS BapbepoB A8 POCCMNCKNX NPOVU3BOANTENEN NPY BbIXOLE Ha PbIHKM CTPaH, BKJIIOYEHHbIX
B YKa3aHHbIi nepeveHbMuHnpomTopr Poccun,

MW Poccun,

MuH3K0oHOMpa3BuUTUs Poccun,

®MBEA Poccun,

aKkLMoHepHoe o6LecTBO "POCCMINCKNIA SKCNOPTHBIN LeHTP"

29.0opmupoBaHme 6a3bl AaHHbIX PerynaTopHbix TpeboBaHui 3apybeXxHbIX CTpaH, NePCAeKTUBHbLIX 41
Pa3BUTMA 3KCNOPTa POCCUNCKNX IEKAPCTBEHHbIX CPEACTB

nioHb 2025 r.6a3a AaHHbIXCEPBMUC rOCyAapCTBEHHON NHGOPMALIMOHHOW CUCTEMbI NPOMbILWIeHHOCTY "ba3a
3HaHMN" COOepPXNT NHDOPMALINIO

0 perynaTopHbix TpeboBaHMAX 3apybeXxHbIX CTPaH, NEPCNEKTUBHbLIX A5 Pa3BUTUSA IKCMOPTA POCCUINCKMX
JIeKapCTBEHHbIX CPEACTB,

B LLeN1X COKPaLLLeHNst CPOKOB MOArOTOBKM MPOAYKLMM K 3KCNopTYMuHnpoMTopr Poccum

30.MIHMUMMPOBaHNE MEXLYHAPOLHbIX NEPErOBOPOB

B LLeNSAX NPW3HaHMA Ha OCHOBE MPUHLMMIA B3aUMHOCTY Pe3y/ibTaToB hapMaLeBTMHECKUX MHCMEKLNIA CO
CTpaHamu

Mo NepeyHto, yKasaHHOMY

B MyHKTE 28 HACTOSLLEro njaaHa MeponpuaTuii

nekabpb 2025 .,

Janee - exxerogHoaoknag B NpaButenbcTBO Poccuiickon ®egepaummsakiioyeHmne MexayHapoaHbixX
COrNalleHnn 0 NPU3HAHNM Ha OCHOBE MPUHLUMNA B3aUMHOCTW pe3yabTaToB PapMaLeBTUYECKMUX NHCNEKLUIA
CO CTpaHamm

Nno NepeyHto, yKkasaHHoOMY

B NYHKTe 28 HacToALEero niaHa MeponpuatTunMuHnpomTopr Poccunm,

MW Poccun,

MuH3KOHOMpa3BuUTUS Poccun

31.0opMupoBaHME Ha MJIOLWaAKax TOProBbiX NpeacTaBnTeNnbCTB 6a3bl KOMNeTeHUUR B chepe
perynnpoBaHna obpalleHns NeKapCTBEHHbIX CPeaCTB

AN15 OKa3aHUs COAEeNCTBUSA POCCUACKMM NPOU3BOANTENSAM NPU OCYLLLECTBIEHNM 3KCMOPTa NEKAPCTBEHHbIX
cpencTs

nekabpb 2025 r.noknag B MpaButenbcTBO Poccuinckon PeagepaunmHa NOCTOSHHON OCHOBE OKa3blBAeTCS
COAEeNCTBME NPON3BOANTENAM NIEKAPCTBEHHbIX CPEACTB B chepe akcnopTaMuHnpomTopr Poccuy,
MuH3gpas Poccun,

aKLMoHepHoe 06LecTBO "POCCMINCKNIA SKCNOPTHLIN LEeHTP"

32.Co3aaHne MexaHn3Ma CTUMYIMPOBaHMWA 3KCMOPTa JIEKApCTBEHHbIX CPEeACTB 3a CYET KOMMNeHcauum
NPOU3BOANTENIO YaCTWN CTOMMOCTM OT COBOKYMHOr0 06bemMa 3KCNOPTUPYEMON NPOAYKL MK

AHBapb 2026 r.3N1eKTPOHHbLIN LOKYMEHT

B FOCY[apCTBEHHOW UHTErpMpOBaHHOM MH(OPMALIMOHHON CUCTEME yrnpaBieHns obLecTBEHHbIMU
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(bUHaHCaMK "DNeKTPOHHbIA broaxeT"

(peweHmne o nopsfke npefocTaBaeHns cybcmanin B COOTBETCTBUM C NOCTaHOBeHMeM paBUTENbCTBA
Poccuinckon ®egepaumm

oT 25 okTs6psa 2023 r. Ne 1780 "O6 yTBEepxaeHMM MNpaBun npeaocTaBsieHns 13 610axeToB 6104 XKeTHOW
cucTtembl Poccunckon ®epepauuy cybcuamni, B TOM YnCne rpaHToB B hopMe cybcuamnn, opnanyecknum
Jmuam, UHAMBUAYaAAbHbIM NpeanpuHUMaTesiaM, a Takxke hru3nyecknm amuam - Npon3BognMTensM ToBapos,
paboT, ycnyr')co3gaH MexaHn3m yBenndeHns 06 beMoB 3KCNOPTa SIeKapCTBEHHbIX CpeacTBMuHNpoMTOopr
Poccun,

MuHpuH Poccuuy,

MuH3KoHOMpa3BuTUa Poccun,

akLMoHepHoe 06LLecTBO "POCCMICKNIA SKCNMOPTHBIN LEeHTP"

33.MpoBefeHune npekBanuguKaumm (oueHkn) BcemnpHon opraHnsaumen 3a4paBooXpaHeHns poccuinckom
perynsaTopHon cuctemMsl B cpepe obpalleHns nekapcTBEHHbIX CPeCTB

nekabpb 2026 r.noknag B MNpaBnuTenscTBo Poccuinckon ®efepalimnoBhIlLeH MEXAYHAPOAHbIN aBTOPUTET
POCCUNCKOM CUCTEMBI peryanpoBaHns obpalleHna nekapcTBeHHbIX cpeacTBMuH3apas Poccuuy,
MuHnpomTOpr Poccuu,

Poc3papasHaas3op

V. Co3pnaHune obuein Hay4Ho-uccnenoBaTeNbCKon MHDPACTPYKTYpPbl U cucTem obLiero nosib3oBaHms
Hay4HO-MCCNeaoBaTENbCKON MHPACTPYKTYpON

34.MpoBefeHne aHanM3a COCTOSHNA YPOBHSA 0becneyeHHOCTM OpraHn3auUnii, OCYLLECTBASIOLMNX HAaYyYHO-
nccnenoBaTesIbCKME U OMbITHO-KOHCTPYKTOPCKME paboTbl Mo pa3paboTke MHHOBALMOHHbIX IEKapCTBEHHbIX
npenapaTos

nionb 2025 r., ganee - exxerogHoaokAag B MpasmtenscTBo Poccuinckon ®epepaummnpoBeneH aHaams
0becne4yeHHOCTM opraHm3aunii, OCyLLEeCTBAAOLWMNX HaYYHO-NCCNeL0BaTENIbCKUE W OMbITHO-
KOHCTPYKTOpPCKMe paboTbl Mo pa3paboTke MHHOBALMOHHLIX JIEKapCTBEHHbIX NpenapaToBMuH3apas Poccun,
MwuHobpHaykn Poccun,

MuHnpomTopr Poccun,

PocnoTtpebHag3op,

Poc3ppaBHagasop,

®MBA Poccun,

Poccuinckaa akagemms Hayk

35.06ecneveHune co3gaHus n (unm) mogepHU3aL MM Hay4YHO-UCCNeN0BaTENbCKOM MHPPACTPYKTYPbI,
LEeHTPOB KOJIJIEKTUBHOIO NOMIb30BaHWS C Y4€TOM aHann3a, NpefyCcMOTPEHHOr0 NyHKTOM 34 HacToALero
njaaHa MeponpuaTuin

nekabpb 2026 r.noknag B MpaButenbcTBo Poccuinckon ®PepgepaunndyHKLUNOHNPYIOT
Hay4HO-NCCefoBaTeNbCKaa NHPPACTPYKTYPA, LLEHTPbI KOJIEKTUBHOMO MOb30BaHNSA, B TOM Yncie
OCHaLLEeHHble MPELM3NOHHBIM Hay4YHbIM 1 TEXHONIOrMYeckmm obopynoBaHmeM 1 obecneynBatoLine
NoTpebHOCTN CUCTEMBI 34PaBOOXPaHEHNS B HUX And obecrnevyeHmnsa BO3SMOXHOCTM YCKOPEHMA TEMMNOB
TEXHONOMMYECKOro pa3BnuTus B hapmaueBTU4eckon oTpacamMunigpas Poccun,

MwuHobpHaykun Poccuu,

MuHnpomTOpr Poccun,

PocnoTpebHap3op,

Poc3popasHazsop,

OMBA Poccun,

Poccuinckaa akagemumsa Hayk

36.CoBepLUeHCTBOBaHME
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eNHON rocyapCTBEHHON NHPOPMALIMOHHON CUCTEMbI YHeTa Hay4HO-1CCNIef0BaTENbCKIUX,
OMbITHO-KOHCTPYKTOPCKMX Y TEXHOMOrMYECKUX PaboT rpa)kAaHCKOro HazHaveHus, BKOYas rapMoHm3aLmnto
¢ 6a30i gaHHbIX KINHNYECKMX nccnenoBaHuin MuHsgpasa Poccun

nioHb 2025 r.goknag B MpasuTenscTBo Poccunckon ®efepallmmycoBepLleHCTBOBaHa CMCTEMa NOUCKa U
aHanM3a HOBbIX MEePCNEeKTUBHbLIX NEKAPCTBEHHbIX COEAMHEHNI, BKOYaOLWaa B TOM Yucne obecneyeHme
yyeTa pe3ysibTaTOB Hay4HbIX NCCNef0BaHUA B 061acTu pa3paboTKy KOHKYPEHTOCMOCOBHBIX POCCUNCKMX
JleKapCTBEHHbIX CPEACTB, MPOBOANMbIX HAYYHbIMW OpPraH1M3aunsaMm N opraHn3aunsamMmn BbiCLLEro
obpa3oBaHus, C Y4€TOM OLLeHKN BO3MOXHOCTM UX KOMMepUumnanum3aunmMmuHobpHayku Poccun,

MuH3gpas Poccun,

MwuHnpomTopr Poccun,

®MBA Poccun,

Poccuiickasa akagemumsa Hayk

VI. lekoMno3nums 3aga4y 419 CMEXHbIX 0Tpacien pocCUACKON hapMaLeBTUYECKOW MPOMBbILLIEHHOCTH

37.CuctemaTusaums MHDopMaLmm o hakTUYECKOM NPON3BOACTBE U NOTPEOHOCTSAX NPOM3BOANTENEN
JleKapCTBEHHbIX CPeACTB

B XMMMNYECKMNX BeLLeCTBaX, HOBbIX MCTOYHMKAX hapMaLeBTUYeCKMX CybCcTaHLMA, BCNOMOraTebHbIX
BELLeCTBax, PaCXO4HbLIX MaTepuanax, peakTusax, Npon3BoACcTBeHHOM 060pyaoBaHMK, NabopaToOpHOM
obopynoBaHUM, KOMMNEKTYIOLWLMX U PaCXO4HbIX MaTepuanax Ans yaoBNeTBOPeHUS Takux noTpebHocTen
nioHb 2025 r.goknag B NpasuTtenbcTBo Poccuickon degepaummcncTeMaTn3npoBaHbl U MOCTOSAHHO
0bHOBNAOTCS AaHHbIE 0 NOTPEeBHOCTAX,

KOTOpble B TOM Yucne

Mo3BOAIOT NPEAOCTaBUTb aHaIMTNYecKyto 6a3y A4 pa3paboTKy HOBLIX HOPMATUBHLIX NMPABOBLIX aKTOB 1
co3naHns cbasaHCMPOBaHHON NPOrpaMMbl FOCYAAaPCTBEHHON MNOALEPXKKM 3aMeLLEeHMA NMMOPTa
thapmaLeBTMyecknx cybctaHumnMuHnpomTopr Poccun

VII. MoAroToBKa Hay4HbIX, TEXHOOrMYECKNX N NPOMN3BOLCTBEHHbIX KagpoB A8 POCCUMINCKON
thapmaueBTUYECKON OTpacn

38.YcTaHoBNeHME BO3MOXKHOCTM 3aKJ/l04eHNs abnTypmeHTaMm C MpoM3BOAMTENAMMN IeKapCTBEHHbIX
CpeLCTB AOrOBOPOB Ha NpueM Ha Lenesoe obyyeHne no obpa3oBaTesbHbLIM NPOrpaMMaM BhbICLLErO
obpa3oBaHuMs 3a cHeT BI0XKETHBIX aCCUTHOBaHMIA Pa3nyHbIX BI04KETOB NyTEM pacLUMpPEHns Kpyra
opraHu3auni, NpeayCcMOTPEHHOr0 YacTbio 1 cTaTbmh 71 1 depepanbHoro 3akoHa "06 obpasoBaHumM B
Poccunckon ®egepaummn"

noHb 2024 r.noknag B NpaBntenscTBo Poccuinckon ®epepaunmnpopaboTaHbl BO3MOXHOCTY 3aK0HEHMNS
rpakgaHamu C Npov3BOAUTESNIAMU JIEKAPCTBEHHbIX CPeACTB Pa3IMYHbIX OPraHN3aLMOHHO-NPaBOBbIX (hOPM
L,0roBOPOB O LiesieBoM 0byyeHnmn no obpasoBaTesbHbIM MPOrpaMMam BbiCLiero obpa3oBaHus 3a cyeT
6104KeTHbIX acCUrHOBaHWI hefepansHoro bioaxeTa, 6oaxeToB cybbekToB Poccuinckon depepauuy n
MeCTHbIX 610axeToBMnHobpHaykun Poccuuy,

MuH3gpas Poccun,

MwuHnpomTopr Poccun,

OpraHbl FOCyAapCTBEHHOMN BNaCTM CybbekToB

Poccuiickon ®epepaumm,

3aMHTepecoBaHHble (hefepasibHble rocyAapCTBEHHbIE OpraHbl

39.Peanun3zauns MEPONPUATUIA C NMPOU3BOAUTENSAMU IEKAPCTBEHHbIX CPEACTB N0 PACLUNPEHMNIO NPAKTUKN
3aKJII0YEHUS C abMTypUEHTaMM 1OroBOPOB O LieIeBOM 00yYeHUM B LieNsX NOArOTOBKY KaapoB B cdepe
hapMaLeBTNYECKON NPOMBILLIEHHOCTH

Hos1I6pb 2024 1., nanee - eXXerogHoaoknaz B MpaBuTenbCTBO Poccuiickon denepalunyBennyieHme
KOJIM4YEeCTBa OrOBOPOB O LIe/IEBOM 00YYEHUN, 3aKJIIOHEHHbIX C FpaXkJaHaMu, B LeNiaX NnoAroTOBKM KaapoB
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B chepe hapMaL,eBTUYECKOWN NPOMbILLIEHHOCTUMUHNpoMTOpr Poccun,

MuH3gpas Poccun,

MwuHobpHaykmn Poccuum,

MuHTpYL Poccunm,

NCNONHUTENbHbIE OpraHbl CydbekToB Poccuinckon ®enepaLimm, oCyLecTBAAIOWME NOAHOMOYNS B chepe
obpasoBaHua

VIIl. NHble meponpuaTns

40.MOHUTOPUHT peannsaln MeponpuaTUI, NPeayCMOTPEHHbIX HACTOALWMM MIGHOM MEPONPUATUR, U
NoAroTOBKa U3MEHEHUIN B HACTOALWMI MNAaH MeponpuaTuii Ha nepuog 2027 - 2030 roagos
nekabpb 2026 r.noknag B MNpaBnutenscTBo Poccuinckon GepepaummonpeneneHme MeponpusTm
Ha nepwofg 2027 - 2030 rogosMuHnpoMTOopr Poccuuy,

MuH3gpase Poccun,

MuHpuH Poccuuy,

MW Poccun,

MuH3KOoHOMpa3BuUTUs Poccun,

MwuHobpHaykn Poccun,

®AC Poccun,

PocnoTpebHag3op,

PocnaTteHT,

Poc3npasHag3op
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