MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA

ITOCTAHOBIIEHHUE
ot 17 mapta 2026 1. Ne 277

MOCKBA

00 yrBep:xnennu IlpaBui popmupoBaHus nepevHs
CTpPaTern4eck 3HAYMMBIX JIEKAPCTBEHHBIX CPEACTB

B cootBercTBUU co cratheit 4 DenepanbHoro 3akoHa OO0 oOpaieHUU
nekapcTBeHHbIX  cpenctB”  IlpaButenbctBo  Poccuiickoit  denpepanuu
NOCTAHOBJAET:

1. VrBepautrh  mpwnaraembie  [lpaBuia  ¢GopMHpoOBaHUS — TIEPEUHS
CTpPaTErn4ecKy 3HAYMMBIX JIEKAPCTBEHHBIX CPEACTB.

2. Peanuzanus MOJTHOMOYHH, MPEAYCMOTPEHHBIX HACTOSIIUM
MOCTAHOBJICHUEM,  OCYIIECTBIISIETCS  COOTBETCTBYIOIIMMHU  (perepaabHBIMU
OpraHamMM  WMCIHOJIHUTEIBHOM  BIACTM B MOpeAeliax  yCTAaHOBJIEHHOM
IIpaBurensctBOM  Poccuiickonn ~ ®Pexepaunu  NpPENebHOM  YHMCIEHHOCTH
uxX paOOTHUKOB, a TakKe OIOKETHBIX AaCCUTHOBAHMM, MPETyCMOTPEHHBIX
9TUM OpraHaMm B ¢eJepalbHOM OMOIKEeTe Ha PYKOBOJCTBO W YIIPaBJICHHUE
B c(hepe yCTaHOBIICHHBIX (DYHKITHH.

3. Hacrosimee mocraHoBieHHWE BCTymaeT B CHIYy CO JHS  €r0
o(pUIMaTBEHOTO OMYOIMKOBAHMS.

[Ipencenarens [IpaBuTenscTBa
Poccuiickon Oenepanmnu M.MuiyctuH



YTBEPXIEHDbI

nocra”HoBseHueM [IpaBurtenbcTBa
Poccuiickon denepanuu
ot 17 mapta 2026 1. Ne 277

IHNPABHUJIA

(opMupoBaHUSA NEepPeUYHS CTPATErHYECKU 3HAYNMbIX
JIEKAPCTBEHHBIX CPEICTB

1. Hactosimue [lpaBuna  ycTaHaBIMBAIOT TOPAIOK W KPUTEPHUH
dbopMHUpOBaHUS TIEPEUHS CTPATETMYECKH 3HAYMMBIX JIEKAPCTBEHHBIX CPEJICTB
(anmee COOTBETCTBEHHO - MEPEYCHb, KPUTEPUHU) B TOM YHCIIC B IEJISIX OKa3aHUS
Mep TOCYHAapCTBEHHOW TMOJAECPKKH, HANpPaBICHHBIX HAa  OPraHU3ALUIO
MPOU3BOJICTBA TAaKUX JIEKAPCTBEHHBIX CPEIACTB Ha TeppUTOpuU Poccuiickoii
denepanuy Ha BCEX CTAIUSIX MPOU3BOCTBA.

2. [lepeuenn dbopMmupyeTcsi U3 JIEKAPCTBEHHBIX  MPEMapaToB
JUTSL MEJTUITMHCKOT'O IPUMEHEHHUsI (J1ajiee - JIEKapCTBEHHBIN Mpenapar) U COCTOUT
U3 2 pa3jeos:

a) B MEPBbIA pa3zell MEepeyuHsl BKIIOYAIOTCS JIEKAPCTBEHHBIE Ipenaparhl,
KOTOPBbIE COOTBETCTBYIOT KPUTEPHUSM, YCTAHOBICHHBIM NyHKTamMu 4 u 5
Hactosamux [IpaBui, WM KpUTEpHUSIM, YCTAHOBIICHHBIM IMTYHKTOM 6 HACTOSIIUX
[IpaBun, a Takke JEKapCTBEHHBIE TMpemaparbl, yKa3aHHble B MyHKTe 17
Hactosamux [Ipasu;

0) BO BTOpO# paszfen NepedHs BKIIOYAIOTCS JICKapCTBEHHBIE MpEnaparhl,
KOTOPBbIE COOTBETCTBYIOT KPUTEPHUSM, YCTAHOBJICHHBIM NyHKTamMu 4 u 7
Hactosamux [lpaBun, wiM KpuTepusiM, yCTAaHOBIEHHbIM NOyHKTamu 4 u 8
Hactosamux [IpaBui, a Takke JIEKApCTBEHHBbIE IIpenapaThl, YKa3aHHbBIC
B nyHkTe 18 Hacrosumx [IpaBuir.

3. ®opmupoBaHue TepeyUHs OCYLIECTBIISIETCS 00pa3oBaHHOU
MunucrepctBoM 3ApaBooxpaHeHus Poccuiickort ®Dexepauun  KOMHUCCUEH
1o (OPMUPOBAHUIO TIEPEUHS (J1aJIee - KOMHCCHS).

4. JlekapcTBeHHbI —mpenapaT (3a HMCKIIOYEHHEM  JIEKapCTBEHHOI'O
npenapara, yKa3aHHOTO B MyHKTe 6 Hacrosmux I[lpaBui), mnojiexaiiuii
BKJIIOYEHHIO B MEPBBIA WJIM BTOPOM pazliesl MepeyHs, JOJKEH COOTBETCTBOBATH
OJIHOBPEMEHHO CJICAYIOIINM KPUTEPHUSIM:



a) IGKQpCTBEHHBIA  Mpenapar  3aperucTpupoBaH B COOTBETCTBUU
C MEXIYHAapOJHBIMH JOTOBOPAaMH M aKTaMH, COCTAaBIIIOUIMMH IPaBO
EBpasuiickoro = SKOHOMHYECKOTO  COl03a, W (WJIKM)  3aKOHOJATEIbCTBOM
Poccuiickon ®exepaniii ¥ BKIOYEH COOTBETCTBEHHO B €IMHBIA PEECTP
3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3suiickoro 3JKOHOMUYECKOTO
coro3a U (WIM) TOCYJApCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPEJCTB
JUIS. METULIMHCKOTO IIPUMEHEHUS;

0) TeKapCTBEHHBIM  Mpenapar BKIIOYEH B  TEpPEYeHb KU3HEHHO
HEOOXOIMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB ISl MEIULUHCKOTO
IpUMEHEHUs, yTBepxaaemeil IIpaButensctBoM Poccuiickont ®denepauun
B COOTBETCTBUU C IMyHKTOM 6 ctatbu 4 denepasibHoro 3akona "OO0 obpaieHun
JIEKApCTBEHHBIX CPEJCTB",

B) JIEKAPCTBEHHBIM npemapar  3aKymaercs  Juisi  oOecrieyeHus
rOCyAapCTBEHHBIX M (WMJIM) MYHULMMAIBHBIX HYXJ B TEUEHHUE MOCIETHUX
3 KQJICHJIapHBIX JIET B COOTBETCTBUM C UWH(pOpMaIMell, coaepxkaiencs
B €IMHON MHGOPMAIIMOHHON CUCTEME B cpepe 3aKylmoK TOBapoOB, paboT, yCIyT
JUTsl 00ecriedeH s TOCYIapCTBEHHBIX M MYHUILIUTTAJIBHBIX HY XK.

5. [l BKITFOUEHHS JIEKAPCTBEHHOTO TIpernapara B MepBbIN pa3zies nepeys
MOCJIE YCTAHOBJICHHSI COOTBETCTBHUS JIEKAPCTBEHHOIO IMpernapara KpUTEpHUsM,
yKa3aHHbIM B TnyHKTe 4 Hacrosmmx IIpaBun, kKomuccus ompeaensieT
COOTBETCTBHE TAaKOIrO JIEKAPCTBEHHOI'O IIperapara HE MEHEEe 4YeM OIHOMY
U3 CIIEIYIOIINX KPUTEPUEB:

a) IGKApCTBEHHBIN TpernapaT MpeaHa3HaueH Il UMMYHOTPO(UIAKTUKU
WH(DEKITMOHHBIX OOJIE3HEW B COOTBETCTBHHM C HAIIMOHAIBHBIM KaJleHIapeM
MPOPHIAKTUIECKUX TPUBUBOK, YTBEPKICHHBIM B COOTBETCTBUM C IYHKTOM 2
cratb 9 ®enepanbHoro 3akoHa OO0 MMMYHONPOPMIAKTUKE HWHGEKIIMOHHBIX
OonesHeli'', u KaneHAapeM MPOoGUIAKTUYECKUX MPUBUBOK IO AMUACMUYECCKUM
MOKa3aHUsIM, YTBEP)KIEHHBIM B COOTBETCTBHM C TyHKTOM 3 crtarbu 10
denepanbHOro 3aKkoHa "O0 UMMYHOTIPOPMITAKTUKE HHPEKITMOHHBIX OOJIE3HEH ' |

0) IeKapCTBEHHBIM  Tpemapar  MOJY4YeH U3  KPOBH,  IIJIa3Mbl
KpOBM YENIOBEKA, SBJSETCA KpOBE3aMEHHUTENEM, TMep(y3MOHHBIM | (UJITH)
WH(Y3UOHHBIM PacTBOPOM;

B) JIEKAPCTBEHHBIA MpernapaT BKJIOUYEH B IE€PEYEHb HAPKOTUUYECKUX
CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOMJICKAIIUX KOHTPOIIO
B Poccuniickonn ®enepanuu, yTBEpKICHHBIM IOcTaHOBIeHHEM [IpaBurenbcTBa
Poccuiickoii @eneparun ot 30 wurons 1998 r. Ne 681 "O6 yTBepkneHuu
NepeyHsi HAPKOTUUYECKUX CPEJICTB, MCUXOTPOMHBIX BEIIECTB U X MPEKYPCOPOB,
nojJiexanux Koutpoiro B Poccuiickoit denepanun’.



6. JlekapcTBeHHBIN Mpenapar A NpoUIAKTUKU U JICYEHUS! OTACIbHBIX
WHOEKIIMOHHBIX U TMapa3uTapHbIX 3a00J€BaHUN TMOJUICKUT BKIIOUCHUIO
B TIEPBBIM paszen MepeyHs IMOCJe€ YCTAaHOBJICHHS KOMHCCHEH COOTBETCTBHUS
TaKoro JIEKapCTBEHHOTO npernapara  KpUTEpHsIM, YCTaHOBJICHHBIM
noanyHktamu "a" w "0" wmimm "a" wm "B" mnyHkra4 Hacrosmmx IlpaBuin,
a TakkKe B cllydae, €cClIM JIEKApCTBEHHBIM Tpemapar mpeaHa3HauYeH
JUisi pOGUIAKTUKU U JICYeHHs] 3a00J€BaHUs, BKIIOYEHHOTO B IEpPEUYCHb
3a00J1eBaHUM, MPECTABISAIONUX ONACHOCTD VISl OKPY>KAIOIIUX, YTBEPKICHHBIMI
noctanoBiienueMm IlpaBurenbctBa Poccuiickori ®enepannu ot 1 mexadbps
2004 r. Ne 715 "O06 yTBepKJIeHUU TEPEUHs COIMAILHO 3HAYMMbBIX 3a00JeBaHUN
U TepeyHsi 3a00JIeBaHUM, MPEACTABISIIONIMX OMACHOCTh ISl OKPY>KaroImux',
u (W) B mepedeHb MHGEKIMOHHBIX 3a00JieBaHUN, TPEOYIOIIUX MPOBEICHUS
MEPOIPUATUNA TI0 CAHUTAPHOU OxpaHe Teppuropun Poccuiickorn denepanuu,
PETyCMOTPEHHBIN IIyHKTOM 2 cratbu 30 denepanbHOTO 3aKOHA
"O caHUTApHO-3MHUIEMUOJIOTHYECKOM OJIArOMOIYyYUH HACETICHUS .

7. Jlns BKIIOYEHHs JICKAPCTBEHHOTO IIpemapara BO BTOPOM pasnen
MEpPEeYHsl TOCJI€ YCTAHOBJIGHHUS COOTBETCTBHUS JIEKAPCTBEHHOTO Ipernapara
KpUTEpHUsIM, VyKa3aHHBIM B myHKTe 4 Hactosmux [IpaBun, komuccus
YCTaHaBJIMBACT, 4YTO JIEKAaPCTBEHHBIM IpenapaT He wuMmeer B Poccuiickon
denepaliid aHAJIOTOB B paMKax OJHOTO MEIUIIMHCKOTO TOKa3aHWs W KOJa
aHATOMO-TEPANEBTUYECKON  XUMHYECKOW  kiaccupukanmuu 4-r0  ypOBHA
(xummueckass moarpymmna) EBpa3suiickoro SKOHOMHYECKOTO CO03a, a TaKXKe
IpUMEHSAETCd Ha Ttepputopun Poccuiickorn @Penepani U COOTBETCTBYET
HE MEHEEe YeM OJTHOMY U3 CIICTYIOIINX KPUTEPUEB:

a) IGKQpCTBEHHBIA  TperapaT MpeJHa3HaueH i NpodUIAKTUKU
U JieueHus 3a00JeBaHMS, BKIIOUCHHOTO B TEpeUYeHb 3a00JieBaHUM, Je(PEKTOB,
HEOOpaTUMBIX MOP(HOJOTHYECKUX MN3MEHEHHM, HApyIICHUH (YHKIUNA OpPTraHOB
U CUCTEM OpraHu3Ma, a TAKXe MOKa3aHWW W YCIOBUU B IENSIX YCTAHOBJICHHUS
TPYyNIbl  WHBAIUTHOCTH W KaTeropuu 'peOCHOK-WHBAIWT', SIBIISIOIIHICS
npwioxkenueM K IlpaBunam mnpusHaHHS WA WHBAJIUAOM, YTBEPKIECHHBIM
noctaHoBiieHueM IIpaBurensctBa Poccuiickoit @enepannu ot 5 anpesnst 2022 r.
Ne 588 "O nmpusHanuu nuIa HBAIUIOM'

0) IeKapCTBEHHBIM  Tpenmapar NpeaHa3Ha4eH g NpOo(UIAKTHKU
u JedeHus 3a0ojeBaHMS, BKJIIOYEHHOIO B  IIEpEUYCHb 3a00JICBaHHM,
MPEACTABISIONINX  OMACHOCTh  JUISI  OKPYXKAIOIIUX,  YTBEPKICHHBIM
nocraHoBiieHneM lIpaButensctBa Poccuiickoit @enepammu ot 1 mexkadps 2004 r.
Ne 715 "OO0 yTBepKIeHMHM TIEPEUHS COIMAIBHO 3HAYUMBIX 3a00JICBaHUIA
U TIepeduHs 3a00J1eBaHU, TIPEICTABIIIONINX OMACHOCTD ISl OKPYKAIOIUX



B) JICKAPCTBEHHBIM  Tpemapar mpeaHa3HaueH i NpodUIAKTUKU
U JiedeHusi 3a00JieBaHMs, BKJIIOYEHHOTO B IMEPEYCHb COLMAIBHO 3HAYMMBIX
3a00JIeBaHUM, YTBEpPKJICHHBIA MocTaHoBIeHUEeM [IpaBuTenncTtBa Poccuiickoit
®enepaunu ot 1 gexabpss 2004 r. Ne 715 "OO yTBEepX ACHUM TEPEUHS
COLIMAJIbHO 3HAUYMMBIX 3200JIEBaHUM U TIEpeuHs 3a00JIEBaHUM, TPEACTABISIIONINX
OTIAaCHOCTb JISI OKPY KAIOITUX '}

I') IEKapCTBEHHBIN npenapar ABJISIETCS aHTUOAKTEPHUAIbHBIM
JIEKapCTBEHHBIM IPENAPaTOM;

1) IEKApCTBEHHBIA  MpemapaT MpeaHa3HadeH g NpodUIaKTHKU
U JedeHus 3a0o0JieBaHMii, Ha OOpbOy C KOTOPHIMHU HaIlpaBJIEHBI (eaepaabHbIe
MPOEKTHI, JJIsi oOecreueHuss TOCYJAapCTBEHHBIX HYXJ B LEIIX peau3aiuu
dbenepalibHbIX MPOEKTOB, BXOISIIMX B COCTaB HAIMOHAJIBHOIO MPOEKTa
"[IpomomkuTeNnbHas U aKTUBHAS )KU3HD |

€) JICKapCTBEHHBIM IMpernapar OTIYCKaeTcs IO pelentaMm Bpadel mnpu
aMOyJIaTOPHOM JICUEHUHU T'PYIIIIaM HaCeJIEHUsI, yTBEPKICHHBIM MTOCTAHOBIICHUEM
[IpaButenscTtBa Poccuiickoit @Deneparuu  oT 30 mrons 1994 1. Ne 890
"O rocygapCcTBEHHOW TOIJEPKKE Pa3BUTHS MEAUIIMHCKON MPOMBIIIICHHOCTH
U YIyYIICHUH OOECTEeUYEHUs HaCeNeHUs U YUYPEKIECHUU 3ApaBOOXpPaHEHUs
JIEKapCTBEHHBIMU CPEICTBAMH M U3ACIUSIMU MEAUIIMHCKOTO HAa3HAYCHUS .

8. s BKIIIOUEHHMS JICKAPCTBEHHOTO IIpemapara BO BTOPOM pasnen
IIEPEUHs] TOCJIE YCTAHOBJIEHUS COOTBETCTBHUS JICKAPCTBEHHOIO IIperapara
KpUTEpUsIM, YKa3aHHbIM B TnyHKTe 4 Hacrosammx IIpaBun, komuccus
yCTaHABJIMBAET, YTO B OTHOIICHUM JIEKAPCTBEHHOTO IMpernapara oOecredyeHa
TEXHOJIOTUYECKAs] BO3MOXHOCTh MPOMU3BOJCTBA Ha Tepputopun Poccuiickon
denepanuy Ha BCEX CTAAUSAX MPOU3BOJICTBA (B TOM YHUCJIE CHUHTE3 MOJIEKYJbI
JIEMCTBYIOIIETO BEIIECTBA MPHU MPOU3BOJICTBE (PapMarleBTUUECKUX CYOCTaHIUN)
M TaKOW JIEKAPCTBEHHBIM IpenaparT COOTBETCTBYET HE MEHEE YEM OJHOMY
U3 KPUTEPHUEB, YCTAHOBJICHHBIX NOJAIYHKTaMH 'a" - "e" IyHKTa 7 HACTOSAIIUX
[IpaBui.

9. Opranu3anmoOHHO-TEXHUYECKOE 00CCIICUCHHE IEATETLHOCTH KOMHUCCHU
OCyIIECTBIIET MUHUCTEPCTBO 3/1paBooxpanenus Poccuiickoit @enepanni.

10.B CcOCTaB KOMUCCHH, YTBEPKIAEMbIN MuHucrepcTBOM
3npaBooxpaHeHus Poccuiickoit denepanuiv, BKIOYAIOTCA 2 MPEACTABUTEIS
MunucrepctBa 3apaBooxpaHeHusi Poccuiickonn ®enepauuu B KayecTBe
npeaceaaTenss KOMHCCMU M CEKpeTapsi KOMHCCUH, 2  TPEeACTAaBUTEIIS
MunucrepcTBa mnpombIIUIEHHOCTH W Toprosiu Poccumickonn ®enepanuu,
a TaKke MO OJHOMY TMpenacraBuTento MunuctepctBa (uHaHcoB Poccuiickoit
Ddeneparuu, DenepaTbHOTO MEIUKO-OMOIOTUYECKOTO areHTCTBAa, MUHUCTEPCTBA



DKOHOMHYECKOro  pas3Butus  Poccuiickoi  Penepauuu, ®denepanbHON
AHTUMOHOIIONBHOM CITyKObI, DefepanbHON Ciy’)kObl O Haa30py B cdepe
3npaBooxpaHeHusi, denepanbHON Cay)Obl MO HAB30pPY B cepe 3alUThI MpaB
noTpeduTenei u 01aronoyydns 4eaoBeKa B KAYeCTBE WICHOB KOMUCCHUHU.

Komuccust Moker mnpuBiekaTh K cBoed pabore 0Oe3 mpaBa rosoca
NpeAcTaBUTeNIed WHBIX (eAepalbHbIX OpPraHOB HCIOJIHHUTENIBLHON BIACTU
U HCIIOJIHUTENIbHBIX OpraHoB cyObekToB Poccuiickoii ®denepamuu B cdepe
OXpaHbl  370pOBbs, TMpeAcTaBUTeNeH  (denepanbHOr0  TOCYAapCTBEHHOTO
OIO/DKETHOTO  yupekJeHus ' LleHTp »dKcrmepTu3bl U KOHTPOJS KayecTBa
MEIUIIMHCKOW Tomoiu"  MuHHCTepcTBa  3apaBooxpaHeHus Poccuiickoit
®enepanuu (nanee - LleHTp sKcnepTH3bl), IIaBHBIX BHEIITATHBIX CHEIIUAINCTOB
MunucrepctBa  3apaBooxpaHeHusi  Poccuiickon — ®depepauuu, — IIIaBHBIX
BHEIITATHBIX CIIELUAIMCTOB MMUHHCTEPCTBA 3ApaBoOXpaHeHus Poccuiickon
®denepanuu B PenepaabHbIX OKPYrax M TJABHBIX BHEIITATHBIX CIEIMAIMCTOB
HCIIOJIHUTENILHBIX OpraHoB cyobekToB Poccuiickoit denepanuu B chepe oXpaHsl
3I0POBbsl, a TakXKe TMPEeJCTAaBUTENIEH MEIUIUHCKUX, (papMalleBTUYECKUX,
HAyYHBIX W WHBIX OpraHu3aluii, MOABEAOMCTBEHHBIX (pelepajIbHBIM OpraHamM
VICTIOJITHUTEIILHOW BJIACTH.

11. Pemienrie KOMUCCHUU O BKIIIOUCHUH B MEpPEUYEHb WK 00 MCKIIOYCHUU
M3 IEepedHs JIEKAPCTBEHHOIO IIpernapara NPUHUMAETCS  KOJUIETHAIbHO
Ha 3aCelJaHMsX KOMHUCCUU JBYMsI TPETSIMHU TOJIOCOB IPUCYTCTBYIOIIUX
Ha 3aCEJlaHuM YJICHOB KOMUCCUU M O(POPMIISIETCS MPOTOKOJIOM Ha OyMa)KHOM
HOCHUTEJIE, KOTOPBIN NOANMCHIBACTCS IPEACEIATEIIEM.

3aceqaHue KOMHCCHUM CUMTAE€TCS NPAaBOMOYHBIM, €CIIM Ha HEM
MPUCYTCTBYET HE MeHee S0 MPOIIEHTOB WIEHOB KOMUCCHH.

IIpu ronocoBaHnM KaXIbpli YJIEH KOMUCCUU UMEET IIPABO OJHOrO rojoca.
[IpaBo ywacTusi B 3acellaHMd KOMHCCHH W TOJIOCOBaHUSI MOXET OBITh
JIEJICTUPOBAHO WIEHOM KOMHCCHUU CBOEMY 3aMECTUTENI0, SIBIAIOIIEMYCS
TaKOBBIM 10  INTATHOMY  pACHUCAaHUIO  OpTaHW3alud, pPaOOTHUKAMHU
(cyxamuyMH) KOTOpPOW OHHM  SIBJIIIIOTCA, HA OCHOBAHMM MHUCHbMEHHOIO
oOpamieHusi Ha WMsS TIpeacenareiss KOMUCCHH, B KOTOPOM YKa3bIBAIOTCS
dbamunus, wuMs, OT4ecTBO (TOCNEeNHEE TPU  HAJWUYMH), JIOJDKHOCTH
MPEJICTABUATEINS], A TaKXe Jara 3aceJaHusi KOMHUCCHM, B KOTOPOM TakKOH
MIPEICTaBUTENb Oy/I€T y4acTBOBATD.

Unen kKomuccuM, OTCYTCTBYIOIIMM Ha 3aCENaHUM KOMHUCCHUM, BIIPAaBE
MPEJICTABUTh CBOE€ MHEHHME II0 PACCMATPUBAEMOMY BOIIPOCY B MHUCHBMEHHOM
BUJIC, KOTOPOE TIOJJICKHUT OO0S3aTeIbHOMY TPUOOIICHUIO K MPOTOKOIY
3acelaHusl KOMUCCHH. TakOoe MHEHUE HE YUYMTBHIBAECTCS IMPHU MOACUYETE TOJOCOB



Ipy NPUHIATHUM PEUICHUS B COOTBETCTBUU C ab3aleM MEepBbIM HACTOAIIETO
MyHKTA.

12. 3acenanusi KOMHUCCUM TMPOBOIATCS (32 MCKJIIOYEHUEM TIEPBOTO
3ace/laHusi KOMUCCHH):

HE yvalie OJHOro pa3a B KBapTal (qo 25-ro 4dMciia TPEThEro Mecsia
KBapTajia) Mpu HaJUYUHM TPEIyCMOTPEHHbIX MYyHKTOM 13 Hacrosumx [lpaBun
NPEIJIOKEHUM O BKJIIOYEHUH B TIEPEUCHb JUOO0 00 MCKIIOYEHUH W3 MEePEUHS
JICKapCTBEHHBIX  IpenapaToB  (lajee - MOPEJIOKEHHUS), MOCTYIMUBIIUX
70 5-TO yHclia BTOpOro mecsia kaprana. [Ipenioskenus, MOCTYNUBIINUE MOCHE
5-ro dumcia BTOPOro MecsAlla KBapTaja, pacCMaTpUBAIOTCS Ha 3aCeIaHHUU
KOMHCCHUU B CIIEYIOIIEM KBApTalE;

HauuHasg ¢ 2027 roga exerojHo, He mo3aHee 15 ¢eBpans, Juis aHanu3a
npuMeHeHuss Hacrosmmx [lpaBun w  HampaBiaeHuss B MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit denepaniii Ha OCHOBAHWM PELICHUSI KOMUCCUU
U 110 COTJIACOBAHUIO C WICHAMHU KOMHCCUU PEKOMEHAAIMM O BHECEHUH
u3MeHeHui B [IpaBuna.

[lepBoe 3acemaHue KOMHCCUHM MPOBOAUTCS B TeueHue 10 pabouux nHen
CO AHS BCTYIUICHMSI B CHIy mnocTaHoBieHus IlpaBurenbctBa Poccuiickoi
®enepanuun ot 17 mapra 2026 1. Ne 277 "OO6 yrBepxkaenuu Ilpasun
dbopMHUpOBaHUS TIEPEUHS CTPATETUYECKH 3HAYMMBIX JIEKAPCTBEHHBIX CPEACTB'
B IeJsIX obecrieueHus: (POpMUPOBAHUS TIEPEUHS MCXOJS U3 TIEPECMOTpa MEePEeUHs
CTPAaTErMYeCK 3HAYMMBIX JIEKAPCTBEHHBIX CPEJICTB, MPOU3BOJICTBO KOTOPBIX
JOJDKHO ~ ObITh  oOecriedeHo Ha  tepputopun  Poccuiickort ~ Deneparmu,
YTBEPXKIECHHOIrO pacrniopsbkeHreMm  IIpaBurensctBa Poccuiickonn  @enepanuu
or 6 uronsg 2010 . No 1141-p (manmee - mepedensr Ne 1141-p), ¢ mpumeHeHuem
MPOLEAYP U KPUTEPUEB, IPENYCMOTPEHHBIX ITyHKTamMu 16 - 19 nacrosumx IIpasuit.

13. CyObekTsl oOpareHusi JEeKapCTBEHHBIX CPEACTB, 3aMHTEPECOBAHHBIC
denepanbHble OpraHbl HMCIOJHUTEIBHONW BJIACTH (dajiee -  3asABUTEIIH)
HanpasisIlOT B MuHHCTEpCTBO 3apaBooxpaHeHus: Poccuiickoint ®denepauun
MPEMIOKeHHsT Ha OyMa)KHOM  HOCUTEJIE WM B  DJIEKTPOHHOU  ¢dopme
MOCPEICTBOM UH(OPMAITMOHHO-KOMMYHHUKAIIHOHHBIX TEXHOJIOTH,
coJieprKalue CAeAyoIyo nHPOopMaInio:

a) IOJIHOE HAMMEHOBAHUE 3asiBUTENSA, AaJpec MecTa HaXOXKICHUS
(1714 FOPUAMYECKOTO JIMIA) WKW aApec PEerucTpanuu (s WHIUBHUIYaIbHOIO
NpeANpPUHUMATENIA), aapPeC HJIEKTPOHHOM TMOUTHl 3asBUTEII, HAUMEHOBAaHHE
JIEKapCTBEHHOrO0  mpemnapara (MeXIyHapoJHOE HENaTEHTOBAHHOE, WU
rPYNIUPOBOYHOE, UIU XUMUYECKOE U TOPIrOBOE HAMMEHOBAHMUS);



0) ueneBoe IMOKa3aHWE U O0JacTh MPUMEHEHHUS JIEKapCTBEHHOTO
npernapara, COOTBETCTBYIOIIME OOLIEH XapaKTepUCTUKE JIEKapCTBEHHOTO
npernapaTta Wid MHCTPYKIUU MO MEIUIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOIO
npenapara,

B) 0OOCHOBaHUE COOTBETCTBUS WJIM HECOOTBETCTBUS JIEKAPCTBEHHOT'O
npenaparta KpUTepusiM, yCTAHOBJIEHHBIM TyHKTaMu 4 - 8 HactosAmux [IpaBui.

14. B Teyenue 8 pabouux JHEH CO JHS TMOJYYEHHUS MPEI0KEHUS
MuHucTepcTBO 3apaBooxpaneHus Poccurickon denepanuu:

a) HampaBigeT mpemsiokeHre B LleHTp skcmepTH3bl s MOATOTOBKH
MO3UIIMM B  OTHOUIEHWU JIEKAPCTBEHHOrO Mpemnapara, MNpeaaaraeéMoro
JUISl BKJIFOYEHUS BO BTOPOM pa3zen MepeyHs B COOTBETCTBUU C MyHKTaMHu 7 U 8
Hactosimmx [lpaBun (32 uUCKIOYeHHEM  TpeOOBaHUM B OTHOIICHHUH
JIEKapCTBEHHOTO Tpernapara 00 00eCreYeHUH TEXHOJOTUYECKOW BO3MOKHOCTH
nmpousBoAcTBa Ha tepputopun Poccuiickon ®enepanuyu Ha BCEX CTaIUsIX
MIPOU3BOJICTBA (B TOM YHCIIE€ CUHTE3a MOJIEKYJIbI IEHCTBYIOIIETO BELIECTBA MPH
MPOU3BOJICTBE (PapMalleBTUUECKUX CYOCTaHIIMI), O TOM, YTO JICKAPCTBEHHBIM
npenapar He umeer B Poccuiickon ®denepauuu aHajioroB B paMKax OJHOIO
MEJIMIIMHCKOTO TOKa3aHUsl W KOJa aHaTOMO-TEpaleBTUYECKOM XUMHUYECKOM
kiaccudukanmm 4-ro  ypoBHS (XuUMH4Yeckas Tmoarpymmna) EBpasuiickoro
HYKOHOMHYECKOTO COI03a, a TaKKe JJIsl IPEICTABJICHUSI CBEACHUI 00 UMEIOIIeCs
IIPAKTUKE MPUMEHEHUS JIEKAPCTBEHHOIO IIpernapara Ha tepputopun Poccuickon
denepanuu;

0) OCyIIECTBIISICT MIPOBEPKY MpeICTaBICHHOU nHpopmaru

Ha COOTBETCTBUE KPUTEPUSIM, YCTAHOBJIECHHBIM IIOAIYHKTaMH 'a -
nyHkTa 4, myHkTamu 5, 6 W moamyHkTamu 'a'-"e" myHkra 7, a Takxke
nyHkToM 8 Hactosuux [IpaBun (3a uckiItOYeHHEM TpeOOBaHMII B OTHOIICHUH
JICKapCTBEHHOTO TIpernapara 00 0O0ECIEYeHHH TEXHOJIOTMYECKOW BO3MOXKHOCTH
MpOU3BOACTBAa Ha Tepputopun Poccuiickon @Denepanii Ha BCEX CTaIMAX
MPOU3BOJICTBA (B TOM YHUCJIE CUHTE3a MOJIEKYJIbl AEHCTBYIOIIETO BEIIECTBA MPH
MPOU3BOICTBE (DApMaIIEBTUUECKUX CYyOCTaHIINI), ¥ TOTOBUT COOTBETCTBYIOIIYIO
MO3ULUIO;

B) HAMpAaBJISIET TMpEeAIO)KeHHe B MMHUCTEPCTBO MPOMBIILICHHOCTH
u ToproBiu Poccuiickort @enepanuu Ii  NPOBEPKU  MPEACTABICHHON
uHOpMAIIMM HAa COOTBETCTBHE KPHUTEPUIO, YCTAHOBJICHHOMY ITYHKTOM 8
Hactosmmx [IpaBun, B 9acTw TpeOOBaHWS B OTHOIIEHWUW JIEKAPCTBEHHOTO
npenapara 00 0OECIEYEHHH TEXHOJIOTHYECKOW BO3MOKHOCTH TPOW3BOJICTBA
Ha Tepputopun Poccuiickoi denepannu Ha BCEX CTaausAX IPOU3BOJCTBA
(B TOM 4MCJIE CUHTE3a MOJEKYJbI JCHCTBYIOIIETO BEIIECTBA MPU MPOU3BOJICTBE



dbapManieBTUUECKUX CyOCTaHIIMA) M TOATOTOBKH TMO3MIIMH MMHHHCTEPCTBA
MPOMBIIIEHHOCTH U TOPTOoBiIU Poccuiickon denepanuu.

15. ITozunmu Ilentpa skcmepTu3bl, MUHHCTEPCTBA IPOMBIIIJIEHHOCTH
u ToproBiu  Poccuiickon — @Penepaunu, YKa3aHHbIE  COOTBETCTBEHHO
B MOJNyHKTaXx 'a" u "B
B MuHnucrepctBo 3apaBooxpaHeHus Poccuiickor ®Denepanuu B TEYCHUE
7 pabounx JHEW co MAHSA TIOCTYIUICHUS TMPEIJIoKeHUs OT MwuHHCTepCcTBa
3apaBooxpanenusi Poccuiickon denepanuu.

B memsx momyueHus] OMONMHUTEIBHON HHGOpPMAIUU JUIS TOJATOTOBKH
nosunuu  LleHTp SKcmepTU3bl  BOPaBE HANPABIATH  3alpPOChl  TJIABHBIM
BHEIITAaTHBIM CIIENUAIMCTaM MUHHUCTEpCTBA 3ApaBOOXpaHeHus Poccuiickoun
deneparun B denepanbHBIX  OKpyrax o (WIM) TJIaBHBIM  BHEIITATHBIM
CIEIUAJINCTaM HCTIOJHUTEIIBHBIX OpraHoB cyOBekToB Poccuiickoit ®deneparuu
B cdepe OxpaHbl 3JI0POBbS, HHBIM CIEIHAIUCTaM, B MpodecCHOHATbHBIC
MEIUIMHCKHE cooOImecTBa. HampaBieHne TakuxX 3alpoCcOB M IOJTYYEHHE
OTBETOB Ha HMX OCYIIECTBIISIIOTCS B IpeeiaxX CpoKa, YCTAaHOBICHHOTO ad3arieM
MEPBBIM HACTOSIIETO MyHKTA.

n

nyHkTta 14 Hacrosuux IlpaBui, HampaBistoTCS

VYkazanHnele B a03alle MEpBOM HACTOSIIET0 NyHKTa mo3uimu lleHTpa
JKCIEepTU3bl U MUHHCTEPCTBA NPOMBILUIEHHOCTH WU TOProBiau Poccuiickon
denepalvy B TEYCHHE OJHOTO pabOYero HS CO JHS MOCTYIUICHHS MepelatoTCs
MunucrepctBoM  3apaBooxpaHeHuss Poccuiickort @enepanui  COBMECTHO
C MO3UITMEN, YKa3aHHOH B oanyHkTe "0" myHkTa 14, B KOMHCCHIO.

16. JlekapcTBeHHBIC Tpenaparbl, BKIIOYeHHbIe B mepeueHb Noe 1141-p,
JIOJKHBI COOTBETCTBOBATh KPUTEPUSIM, YCTAHOBJIEHHBIM IMTYHKTOM 4 HaCTOAIIUX
[IpaBun, a Takxke MyHKTY 6 Hacrosmx [IpaBun wim OoHOMY U3 KPUTEPHEB,
YCTAaHOBJICHHBIX IYHKTOM 5, WJIM MYHKTOM /, WA TIYHKTOM 8 HACTOSIINUX
[TpaBun, unu nosokeHUsIM ab3ara mepBoro myHkTa 7 Hactosmux [IpaBwi, wim
KPUTEPUIO, COTJJACHO KOTOPOMY IO COCTOSIHUKO Ha JaTy pPacCMOTPEHUS
KOMHMCCHEN BONPOCA O BKJIKOYECHUM JIEKAPCTBEHHOI'O MpErapara B MEPEYEHb B
OTHOIIIEHUHU TaKOTO JICKAPCTBEHHOTO Tpernapara 00ecreueHa TeXHOIOTHIeCKas
BO3MOYKHOCTh MPOM3BOJACTBA HA TeppuTopuu Poccuiickoii denepanuu Ha BCEX
CTaausX NPOU3BOACTBA (B TOM YHCIE€ CHHTE3 MOJIEKYJbl JEHCTBYIOIIETO
BCII[ECTBA TMPU MPOU3BOACTBE (HhapMaIEBTUUECKUX CYOCTaHIMN) | (W)
OKa3aHbl MEPBI TOCYIAPCTBEHHON MOAJECPKKH, HAIPABICHHBIE HA OPTraHU3ALUIO
MMPOU3BOACTBA TAKOTO JIEKAPCTBEHHOIO Ipernapara Ha Teppuropun Poccuiickoin
denepanuy Ha BCEX CTAINSIX POU3BOACTBA.

17. B nepBblii pa3zien nepeyHsi BKIKOYAIOTCS JICKAPCTBEHHBIE MpenapaThl,
BKJIFOUEHHBbIE B nepedyeHb Ne 1141-p:



a) COOTBETCTBYIOIIME  KPUTEPHUSIM, YCTAHOBJICHHBIM  MyHKTOM 4
HacTosimmx [lpaBuil, U OHOMY M3 KpPUTEPHUEB, YCTAHOBJIECHHBIX MYHKTOM 5
HacTosimmx [IpaBuil, UM KpUTEPUSIM, YCTAHOBJIICHHBIM ITYHKTOM 6 HaCTOSIIIUX
[IpaBwu;

0) COOTBETCTBYIOIIME  KPUTEPHUSIM,  YCTAHOBJICHHBIM  ITyYHKTOM 4
HacTosimmx [IpaBwi, M MOJOXKEeHUAM ab3alla MEepBOTO IMyHKTA / HACTOSIIUX
[IpaBmy1 WM KPUTEPHUIO, YCTAHOBJICHHOMY TMOANYHKTOM T myHKTa 7
Hactosimumx [IpaBui.

18. Bo BTOpo#l pa3den mepeyHs BKIIOYAIOTCS HWHBIC JIEKAPCTBEHHBIC
mpenapartbl, BKIIOUYeHHble B nepedeHb Ne 1141-p, cOOTBETCTBYIOIIHE
MOJIOKEHUSIM TyHKTa 16 Hactosumx [IpaBui U He mojasiexaniyue BKIOUECHHUIO
B MIEPBBII pa3ziell IepeuHs B COOTBETCTBUU C TyHKTOM 17 HacTosimux [IpaBu.

19.B  oTHOIIEHWH  JIEKAPCTBEHHBIX  MPENapaToB,  BKIIOUYEHHBIX
B mepeuenb No 1141-p, He TpeOyerca MPOXOXKACHHE  MPOIEAYD,
NpPEAYCMOTPEHHBIX IMyHKTamu 13 - 15 nactosimux [Ipasuo.

20. OcHOBaHUSIMU [JISl OTKa3a KOMHUCCHEH BO BKJIIOYEHHH B TEPEUYCHD
JIEKapCTBEHHOTO TIpernapara sBJIsIFOTCS:

a) BBISIBJICHHE HEJOCTOBEPHOCTH U (MJIM) HEIOCTATOYHOCTH MH(OpMaIuH,
COAEPXKALIEUCS B IPEIIOKECHUY;

0) HECOOTBETCTBHE JIEKapCTBEHHOTO npenapara KPUTEPHSIM,
YCTaHOBJICHHBIM ITyHKTaMu 4 - 8 Hactosmux [IpaBu.

21. OcHOBaHWEM JUII  HWCKJIIOYEHHUS  KOMHCCHEH  JIEKapCTBEHHOTO
npenapara M3 MepeyHs SBIAETCS HECOOTBETCTBUE JIEKAPCTBEHHOTO Ipemnapara
OJIHOMY U3 KPUTEPHUEB, YCTAHOBJIECHHBIX TyHKTaMU 4 - 8§ HacTosimux [IpaBu.

JlexapcTBeHHbIE TIpenaparhl, BKIIOYCHHBbIC B MEPEUYCHb B COOTBETCTBUU
c nyHktamu 17 wu 18 Hacrosamux IIpaBun, He mnojIekaT HCKIIOYEHUIO
n3 mnepeyHss 1o | suBaps 2031 r., 3a HCKIIOUYEHHEM CIy4yaeB BHECEHUS
W3MEHEHHUH B TIEPEUCHb B COOTBETCTBUHU C TyHKTOM 23 HacTosimux [Ipasu.

22. BHeceHUe M3MEHEHUH B MEpPEeUYeHb OCYIICCTBIISIETCS B COOTBETCTBHU
C TOJOKEHUSIMU HacToAmuX [IpaBui, 3a WCKIIOYEHHEM CIydaeB BHECCHUS
W3MEHEHHI B TIEPEUEHb B COOTBETCTBUU C MyHKTOM 23 HacTosmux [IpaBut.

23.B caywae HeoOxomumocTH 10 mopydeHuto [IpaBurenbcTBa
Poccniickon ~ denepanm  KOMHMCCHUEH  OCYLIECTBIIIETCS  OIEPATUBHOE
pPacCMOTpPEHUE TPEJIOKEHUI B COOTBETCTBUU C TOJIOKEHUSMU HACTOSIIUX
[IpaBun Ha OCHOBAaHWU W B CPOK, KOTOPHIC YCTAHOBJIEHBI COOTBETCTBYIOIIUM
nopyuenuem lIpasurensctBa Poccniickon @enepanumn.

24.B teuenne 10 paboumx pgHEW co [OHA 3aceqaHUs KOMHCCHUU
MunucrepctBo  3apaBooxpaHeHust  Poccuiickon  @epepanuu  pazMenaeTt
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Ha oduuaneHOM caiite MuHHUCTEpCTBAa 37paBoOXpaHeHUs: Poccuiickoit
deneparun B ©HGOPMAIMOHHO-TEICKOMMYHUKAIIMOHHOW ceTu ''MHTepHeT"
uH(OPMAIMIO O MPUHATHIX HA 3aCEAaHUM KOMHCCHUHM PEIICHUSX, B TOM YHUCIE
chopMUpOBaHHBIA KOMHCCHEM mpoekT akta IlpaBurenbctBa Poccuiickoi
®denepanuu (MPOEKT BHECEHUS M3MEHEHUW B TMEPEYCHb), a TAKXKE BHOCHT
B [IpaButensctBO Poccuiickoi denepanii B yCTAHOBJIEHHOM TOPSIKE MPOEKT
akta [IpaButenncTtBa Poccuiickoii ®enepanu 00 yTBEPKISHUU TEPEUHS
(0 BHECEHHH U3MEHEHUM B MEPEUYCHB).

[lepeuenr Qopmupyercs B COOTBETCTBUHM C  MEXIYHApOJHBIMU
HENaTEHTOBAaHHBIMU HalMEHOBaHUAMU JIEKapCTBEHHBIX [pernaparos,
[P OTCYTCTBUU TAKUX HAUMEHOBAHUM - B COOTBETCTBUU C IPYNITUPOBOYHBIMU
WJIA XUMUYECKUMU HAUMEHOBAHUSAMU JIEKAPCTBEHHBIX ITPENAPATOB.

25.B cmydae eciu mpeoKeHHe 00 HCKIIOUYEHHH JIEKapCTBEHHOTO
rpernapara M3 IEepedHs IOCTYIIWIO HE OT 3asBUTENS, MO0 MPEIIOKECHUIO
KOTOPOTO JICKAPCTBEHHBIM IMpenapar ObLT BKIIOYEH B TIEpPEUCHb, TaKOH
3a8BUTENIb  YBEAOMJISICTCS O  IMOCTYIUIGHMM  TaKOro  IPEIIOKECHUS
(C MPUTIOKEHUEM K YBEJIOMIICHUIO KOMHUH TPEIJIOKEHUS U 0OOCHOBBIBAIOIIMX
MaTepuasioB), JaTe€ €ro pacCMOTPEHUSI KOMHUCCHUEW M  MPUTJIAIIaeTCs
JUIl  y4yacTHsi B 3aC€JaHMM KOMHCCHUHM II0 COOTBETCTBYIOLIEMY BOIIPOCY
MOCPEJICTBOM  MMOYTOBOTO  OTMPABICHUS WJIM B  DJIEKTPOHHOU  opme
10 TEJICKOMMYHUKAIMOHHBIM KaHaJIaM CBSI3H, BKJIIOUAs JIEKTPOHHYIO IOUTY.




