MPABUTEJILCTBO POCCUIMCKON ®EJIEPALINU
ITOCTAHOBJIEHUE
ot 17 mapta 2026 r. Ne 277

MOCKBA

00 yrBep:knenuu [Ipasui popmMupoBaHus EPEeYHA
CTPAaTern4ecK 3HAYMMBbIX JICKAPCTBEHHBIX CPEACTB

B cootBercTBUM co cTatheit 4 denepanbHoro 3akoHa "OO obOpaiieHUH
JIEKAPCTBEHHBIX cpencts" [IpaBuTENBHCTBO Poccuiickoit denepanuu
NOCTAHOBJIAECT:

1. YtBepautes mpunaraemsle llpaBuna  dopmupoBanus — nepeyHs
CTPaTErM4eCKH 3HAYUMBIX JICKAPCTBEHHBIX CPEICTB.

2. Peanuzanus MOJITHOMOYUU, MIPEyCMOTPEHHBIX HAaCTOSIIHM
MOCTAHOBJICHUEM, OCYUIECTBIISIETCS  COOTBETCTBYIOUIMMHU  (penepaabHbIMU
OpraHamMM  MCIIOJHUTENBHOM  BJIACTM B  IpeAenax  yCTaHOBJIEHHOM
[IpaButensctBOM  Poccuiickort  @Denepauuv  OPENCIbHOM  YHUCJIEHHOCTH
UX paOOTHUKOB, a Takke OIOKETHBIX ACCUTHOBAHWM, MPEIyCMOTPEHHBIX
ATUM oOpraHaMm B (¢eaepalibHOM OIOKeTe Ha PYKOBOJACTBO U YIpaBICHUE
B cpepe YCTAaHOBJICHHBIX (PYHKITHUM.

3. Hactosimee moOCTaHOBJIEHHWE BCTyHmaeT B CHIYy CO JHSA  €ro
o(HUIIHAIBHOTO OMYOJIUKOBAHUS.

AOKYMEHT MOAMUCAH
SAEKTPOHHOWU NOAMMUCHIO
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 17 mapta 2026 r. Ne 277

IHPABHUJ A

(l)Ole/IpOBaHI/ISI NMEePEeYHA CTPATETNYECCKU 3HAYUMBIX
JEKAPCTBCHHBIX CPEACTB

1. Hactossmue IlpaBuiia  yCTaHAaBIMBAKOT TNOPSAOK U KPUTEPHUH
(opMHUpOBaHUS MEPEYHsl CTPATErMUYECKU 3HAUYMMBIX JIEKAaPCTBEHHBIX CPEJICTB
(mamee COOTBETCTBEHHO - MEPEUYCHb, KPUTEPUHU) B TOM UHUCIIE B LIEJIAX OKA3aHMS
MEp TOCYNAapCTBEHHOW MOJJEPKKH, HANpaBJICHHBIX Ha  OPraHU3aALMIO
IIPOM3BOJICTBA TAKUX JIEKAPCTBEHHBIX CPEACTB Ha Teppuropuu Poccurickon
@Penepanuu Ha BCeX CTAAMUAX IPOU3BOCTBA.

2. Ilepeuenb dbopmupyercs u3 JIEKapCTBEHHBIX  IPENaparoB
JUTSL MEAUIIMHCKOTO PUMEHEHHUs (J1ajiee - JeKapCTBEHHBIN penapar) U COCTOUT
13 2 pa3JelioB:

a) B IIEPBBIA pazJie] MEpeyuHs BKIIOYAIOTCS JIEKApCTBEHHBIE IMpernapaThl,
KOTOPBIE COOTBETCTBYIOT KPUTEPHUSAM, YCTAHOBJIEHHBIM IIyHKTamMu 4 u 5
HactoAmux [IpaBui, WM KpUTEPHUAM, YCTAaHOBJICHHBIM ITYHKTOM 6 HACTOSAIIHAX
IIpaBmi, a TakXke JIEKapCTBEHHBIE IIpENapaThl, YyKa3aHHbIE B IIyHKTE 17
Hactosuux Ilpasun;

0) BO BTOpOI pa3zfen mepeuHs BKIIOYAIOTCS JIEKapCTBEHHBIE MpernapaThl,
KOTOPBIE COOTBETCTBYIOT KPUTEPHUSAM, YCTAHOBJIECHHBIM NyHKTamMu 4 u 7
HactoAamux [IpaBun, WM KpUTEpUsM, YCTAHOBIEHHBIM HyHKTaMHM 4 u 8
Hactosux [IpaBui, a Takke JIEKapCTBEHHBIC IIpenaparbl, YyKa3aHHbIC
B myHKTe 18 Hacrosmumx [IpaBun.

3. ®opMmupoBaHUe TepeyHs OCYUIECTBIISIETCS 00pa3oBaHHOMU
MunucrepctBoM  3apaBooxpaHeHuss Poccuiickonn  @enepauuud  KOMUCCUEH
1o GOpMUPOBAHUIO MEPEUHS (J1aiee - KOMUCCHS).

4. JlekapCcTBeHHBIM Tmpemnapar (32 HCKJIOYEHHUEM  JIEKaPCTBEHHOTO
npenapara, yKa3aHHOro B MyHKTe 6 Hacrosumx [lpaBun), mnoanexaumui
BKJIFOYEHUIO B MEPBBIA WJIM BTOPOM paslei NepeyHs, T0DKEH COOTBETCTBOBATh
OJTHOBPEMEHHO CIEIYIOIIUM KPUTEPHUSIM:



a) IEKApCTBEHHbIM  Mpenapar  3aperucTpupoBaH B COOTBETCTBUU
C MEXIyHapOJHBIMH JOTOBOPAMM M aKTAMH, COCTaBJISIOLIMMU IPaBoO
EBpazuiickoro  3KOHOMHYECKOrO0  CO03a, W (WJIHM)  3aKOHOJIaTEeIbCTBOM
Poccuiickoit @enepanyn W BKIIOYEH COOTBETCTBEHHO B E€IWHBIA pEECTp
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suiickoro 3KOHOMUYECKOTO
coro3a U (WIM) TOCYJAapCTBEHHBIM  peecTp  JIEKapCTBEHHBIX  CPEJCTB
JUTSI METULIIMHCKOTO IPUMEHEHMUS;

0) JeKapCTBEHHBI Mpemapar BKIOYEH B IE€pPeUYeHb KU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
NpuMeHeHus, yTBepxkaaemelii [IpaButensctBoM Poccuiickonn  ®denepanumn
B COOTBETCTBUU C IYHKTOM 6 ctatbu 4 denepanbHoro 3akoHa "OO6 oOpanieHUn
JIEKapCTBEHHBIX CPEACTB";

B) JICKAPCTBEHHBI  mpemapar  3akynaercs Uil  oOecleueHus
rOCyJapCTBEHHBIX M (WJIM) MYHHULMIAIBHBIX HYXJ B TEUEHUE IOCIEIHUX
3 KaJlleHAApHBIX JIET B COOTBETCTBUU C HHQOpPMAIMEH, coaep Kameincs
B eIMHON WH(POPMAIIMOHHON CHUCTEME B cpepe 3aKyIlOK TOBapoOB, padOT, yCIyT
IUIsl 00ecnieYeHHs TOCYJAPCTBEHHBIX M MYHULIUITAJIBHBIX HY XK.

5. Jliia BKJIIOYEHUS JIEKaPCTBEHHOT'O IIpernapara B MEPBbIi pa3/iell nepeuHs
MIOCJIE YCTAHOBJIEHUS COOTBETCTBHS JIEKAPCTBEHHOI'O Ipernapara KpPUTEPHSM,
yKa3aHHbIM B MmyHKTe 4 Hactosmux [lpaBui, KoOMHCCHS —ONpenemnser
COOTBETCTBHE TAaKOr0 JIEKAPCTBEHHOrO IIpernapara HE MEHEE 4YeM OJHOMY
U3 CIEAYIOMIMNX KPUTEPHUEB:

a) JIeKapCTBEHHBIN Tpernapar MnpeaHa3HaueH i UMMYHONPO(IIAKTHKA
WHQPEKINOHHBIX OO0JIe3HEH B COOTBETCTBMM C HAI[MOHAJIHHBIM KalleHAapeM
NPO(PUIAKTUUECKUX MPUBHUBOK, YTBEPKIECHHBIM B COOTBETCTBHM C ITYHKTOM 2
cratbu 9 denepanpHoro 3akoHa "OO0 MMMyHONpPO(HUIAKTUKE WHPEKIIMOHHBIX
OonesHei", U KameHAapeM MPOoQUIAKTHYECKUX MPUBUBOK MO SMUAIEMHUYCCKIM
MTOKA3aHUSIM, YTBEPKIACHHBIM B COOTBETCTBUM C IIYHKTOM 3 cTtarbu 10
denepanpHOTO 3aK0HA "O0 IMMYHOTIPOPUITAKTHKE HHPEKIIMOHHBIX OoJTe3HEH";

0) mIekapCTBEHHBIA  TIpenapaT  MHOJy4eH  HW3  KPOBHU,  ILJIa3MBI
KpOBU YEJIOBEKa, SBJISETCA KPOBE3aMEHHUTENEM, MNep(Py3UOHHBIM U (HJIN)
MH(}Y3HUOHHBIM PACTBOPOM;

B) JICKAPCTBEHHBII TMpenapar BKIIOYEH B MEepeYeHb HAPKOTHYECKUX
CPEJIICTB, NICUXOTPONHBIX BELIECTB U UX MPEKYPCOPOB, MOAJIEKAIIMX KOHTPOIIIO
B Poccniickont denepanuu, yTBEpKICHHBIM ITOCcTaHOBIEeHHEM IIpaBuTenbcTBa
Poccuiickoii @enepaunu ot 30 uroHs 1998 . Ne 681 "OO yTBepxkaeHUN
MEpPEYHs] HAPKOTUYECKUX CPEJCTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB,
MOJJIeXKAINX KOHTPOIItO B Poccuiickoit @enepanuu’.



6. JlekapcTBEeHHBIN Tpemnapar A Npo(QUIaKTUKH U JICUCHUS OTACTHHBIX
MHOEKIMOHHBIX W TMapa3uTapHbIX 3a00J€BaHUN MOJUICKUT BKIFOUECHHIO
B IIEPBBIM pa3fesl IEPEUYHs IOCIe YCTAaHOBIECHHUS KOMHCCHENM COOTBETCTBMS
TaKoro JIEKapCTBEHHOTO npenaparta  KpUTEPHsIM, YCTaHOBJICHHBIM
noamyHkramu "a" u "0" wm "a" wm "B" nyHkra4 nHactosmux [IpaBwui,
a TakkKe B ClIy4dae, €CIM JICKAPCTBEHHBIM Impenapar NpeaHa3HadyeH
g TpoUIAKTUKKA € JeueHus 3a00JeBaHMs, BKIIOUEHHOTO B TIEpPEUCHBb
3a00JIeBaHUH, MPEACTABISIONINX OMACHOCTD I OKPYKAIOMINX, YTBEPKIACHHBIN
noctanoBienneM [IpaButensctBa Poccuiickoit @enepammu ot 1 gexadbps
2004 r. No 715 "OO0 yTBepKICHUH TIEPEUHS COIMAIBHO 3HAYNMBIX 3a00JICBaHUI
U TepeyHs 3a00JIeBaHUM, MPEACTABISIIONIMX OMACHOCTh Uil OKpYKaroumx',
U (UTM) B TepedeHb WH(MEKIMOHHBIX 3a00JeBaHUM, TPeOYIONINX MpPOBEICHUS
MEpONPUATHNA IO CAaHUTAPHOM OXpaHe Teppuropuu Poccuiickon deneparum,
IIPENYCMOTPEHHBIN IIYHKTOM 2 cratbu 30 denepanbHOTO 3aKOHa
"O caHUTapHO-ATUAEMUOIOTHYECKOM OJIaronoayynu HaceIeHus .

7. Ins  BKIIOYEHUS JIEKAPCTBEHHOIO IIpernapara BO BTOPOM pasnen
IIEpEYHsl IIOCJIE YCTAHOBJIEHUS COOTBETCTBMS JIEKAPCTBEHHOIO Ipemnapara
KpUTEpHsIM, YyKa3aHHbIM B TNyHKTe 4 Hacrosmmx IIpaBumin, xomuccus
YCTaHaBJIMBAET, 4YTO JIEKAPCTBEHHBIM IIpernapar He uMeeT B Poccuiickon
@enepanuy aHAJIOrOB B paMKax OJHOTO MEIMIIMHCKOTO TOKa3aHUs M Koja
aHATOMO-TEPANEBTUYECKON  XUMHUYECKOM  Kiaccupukauuu 4-ro  ypoOBHS
(xumnueckass noarpymnmna) EBpa3uilckoro 3KOHOMHUYECKOI'O CO03a, a TaKXKe
nmpuMeHsieTcss Ha Tepputopun Poccniickonn ®denepanyi M COOTBETCTBYET
HE MEHEE YEM OJTHOMY U3 CIIEIYIOIINX KPUTEPHUEB:

a) JICKapCTBEHHBI  TpemapaT TpeaHa3Ha4deH I NPOQIIAKTHKA
U JedeHus: 3a00JieBaHMSA, BKIIOYEHHOTO B TNEpEYeHb 3a00ieBaHUM, 1e(eKToB,
HEOOPAaTUMBIX MOP(OJOTUUECKUX HW3MEHEHHH, HapyIICHHH (YHKIHA OpPTaHOB
U CHCTEM OpraHu3Ma, a TAK)KE IMOKA3aHWW M YCJIOBUW B LEJSIX YCTAHOBIJICHUS
TpyNNbl HMHBATUAHOCTH W KaTeropu "peOCHOK-WHBAIHA", SBISIOMIUNCS
npuinoxkeHueM K [IpaBunam nDpu3HAHUSA JHMIA WHBAIWAIOM, YTBEPKIECHHBIM
noctaHoBiieHneM lIpaBurensctBa Poccuiickont ®denepanun ot 5 anpens 2022 r.
Ne 588 "O nmpu3zHaHuyM IUIIa MHBAIUAOM '

0) MekapCTBEHHBIM mpemapar TMpeAHa3HaueH g NPOQIIAKTHKA
U JiedeHWs 3a00ieBaHMs, BKJIIOYEHHOTO B TMEpe4YeHb 3a00JICBaHHIA,
MPEACTABIAIOIIMX  ONACHOCTh  JUIL  OKPYXKAIOIIMX,  yYTBEPKIACHHBIN
noctanoBiieHneM [IpasurensctBa Poccmiickoit ®@eneparmu ot 1 gexadps 2004 .
Ne 715 "OO yTBepKICHHH TIEPEYHsI COIMAIBHO 3HAYMMBIX 3a00JeBaHUN
U TiepedHsi 3a00IeBaHMi, TPEICTABISIONINX OMACHOCTb JIISI OKPY KaIoImuX'";



B) JIGKAPCTBEHHBI  Tpemapar TMpeaHa3HaueH Mg NPOQIIAKTHKA
U Je4eHHs] 3a00JIeBaHMsI, BKIIOUYEHHOTO B IE€pPEYEHb COLMAIBHO 3HAYUMBIX
3a00eBaHUM, YTBEPKICHHBIM ToOcTaHOBIeHUEM IIpaButennscTBa Poccuiickoit
@eneparimn - ot 1 mexabpst 2004 1. Ne 715 "OO yTBepKaeHUM TEpeyHS
COLIMAJIbHO 3HAYUMBIX 3a00JIEBaHUI U TIEpeyHs 3a00JeBaHUH, MPEACTABIISIOMINX
OMACHOCTb JJIsl OKPYXKaromux'";

I') JIEKapCTBEHHBIN npenapar ABIISIETCS aHTUOAKTEpUATbHBIM
JIEKapCTBEHHBIM IIPENapaToM;

1) ICKapCTBEHHBIN  TpemapaT MpeAHa3Ha4eH Uil  HpOodUIaKTHKA
U JedeHHs 3a0oJieBaHMM, HA OOpbOYy C KOTOPBIMU HaIpaBiieHbl (efepalibHbIe
MPOEKTHI, ISl OOECHeYeHHs] TOCYAapCTBEHHBIX HYXJA B IENAX pealu3aluu
denepanbHBIX TMPOEKTOB, BXOAAIIMX B COCTAaB HAIMOHATBHOTO TIPOEKTA
"[IpoomxuTenbHAs U AKTUBHAS KU3HB';

€) JIEKApCTBEHHBIM MpernapaT OTHYCKaeTCs MO pelentaM Bpayed Ipu
amMOyJTaTOpPHOM JICUECHUH TPYIIIIaM HacelleHHUs!, YTBEP KICHHBIM ITOCTAHOBICHUEM
IIpaButenscTtBa Poccuiickot @epeparum ot 30 mronss 1994 1. Ne 890
"O rocynapCTBEHHOW MOIJEPKKE PA3BUTHS MEAULIHUHCKOW MPOMBIILICHHOCTH
U yIydlmieHHUH OOECTeueHUs] HACENCHUS W YUPEXKICHUH 3IpaBOOXpaHEHUS
JIEKapCTBEHHBIMU CPEICTBAMU U U3JCIIHSIMU MEIUIIMHCKOTO HA3HAYCHUS .

8. lns BKIIIOYEHMS JIEKapCTBEHHOI'O IIperapara BO BTOPOM paszeln
IIEpEYHsl IIOCJIE YCTAHOBJIEHUS COOTBETCTBMS JIEKAPCTBEHHOIO Ipemnapara
KpUTEpHUSM, YyKa3aHHBIM B MmyHKTe 4 Hactosmmx [lpaBui, Komuccus
yCTaHABIMBAET, YTO B OTHOIICHWH JIEKAPCTBEHHOTO Mpemnapara oOecreveHa
TEXHOJIOTUYECKass BO3MOXHOCTH IPOM3BOJCTBA Ha Teppuropuu Poccuiickon
@denepanny Ha BCEX CTaAUSAX MPOU3BOJCTBA (B TOM YHCIIE CHHTE3 MOJIEKYJIbI
JICHCTBYIOIIETO BEIIECTBA MPHU MPOU3BOJICTBE (PapMaIeBTUIECKUX CYOCTAHITH)
M TAaKOM JEKAPCTBEHHBIM IIpErapaT COOTBETCTBYET HE MEHEE YeM OJIHOMY
13 KPUTEPUEB, YCTAHOBJICHHBIX MOAMyHKTaMmu "a" - "e" myHkra 7 HacTosSImux
IIpaBuir.

9. Opraamu3aimOHHO-TEXHUIECKOE 00ECTICUCHUE NeITeTLHOCTH KOMUCCUHT
ocyIuiecTBIIsIET MUHUCTEPCTBO 31paBooxpaneHus Poccuiickoit denepanumn.

10. B COCTaB KOMMCCHH, YTBEPKIAEMBIN MuHucTepcTBOM
3apaBooxpaHeHus Poccuiickoit denepanuu, BKIHOYAIOTCA 2 MPEICTABUTENSA
MunucrepctBa 3apaBooxpaHeHus Poccuiickonn ®Penepannu B KadecTBe
nmpeacenarenss KOMHUCCHM M CEKpeTapsi KOMMCCUM, 2 INPEACTaBUTENS
MuHucTepcTBa NPOMBIINUIEHHOCTH W TOproBiau Poccuiickoir @Penepamuu,
a TaKXke Mo OJHOMY INpencraBuTento MunucrepcTBa (puHancoB Poccuiickoit
®eneparuun, DegepaabHOT0 METUKO-OUOIOTMUECKOr0 areHTCcTBa, MUHKUCTEPCTBA



SKOHOMHUYECKOro  pasButuss  Poccuiickonn  @enepamuun,  DenepaibHOU
AHTUMOHOIIONBHOW CIy)kObI, DemeparbHON CIIy)OBI TO HAm30py B cdepe
3npaBooxpaHeHus, PeaepanbHON CITy:KOBI IO HAA30py B cepe 3aIuThl mpaB
noTpeduTeneil u 6aromnoyyns yeaoBeKa B KaueCTBE WICHOB KOMHUCCHHU.

Komuccus MoxeT mnpuBiekarb K cBoeid pabore 0e3 mpaBa Trojoca
MPEACTaBUTENIEH MHBIX (eAepalbHbIX OpPraHOB HCIIOIHUTEIBHONW BJIACTH
¥ WCIOJHUTEIBHBIX OpraHoB cyOnekToB Poccwiickoit denepanuu B chepe
OXpaHbl  370POBBS, TpEACTaBUTENeH  (eaepadbHOT0  TOCYJapCTBEHHOTO
OrokeTHOrO  yupexaeHus "LleHTp SKcmepTH3l W KOHTPOJS KadecTBa
MEIUIMHCKOW moMonu" MwuHucTepcTBa 3apaBooXpaHeHMs  Poccuiickon
®eneparuu (nanee - LleHTp 3KcnepTU3bl), TIaBHBIX BHEMITATHBIX CIEIAAINCTOB
MunucrepctBa  3apaBooxpaHeHusi  Poccumiickor — ®Depepanuu, — TIIABHBIX
BHEIITATHBIX CHEHUAINCTOB MMUHHUCTEPCTBA 31IpaBOOXpaHeHus Poccuiickon
®enepaunu B (QeaepaabHbIX OKPYrax M TJIABHBIX BHEIITATHBIX CIEIUATMCTOB
UCIIOJIHUTENIbHBIX OPraHoB cyO0bekToB Poccuiickoit denepannu B chepe OXpaHbl
3IOPOBBS, a TaKXKE NPEACTaBUTENCH MEIUIIMHCKUX, (papMareBTUIECKUX,
HAay4YHBIX W MHBIX OpPraHM3alui, MOJABEJOMCTBEHHBIX (eIepalbHbIM OpraHam
WCTIOJIHUTEIbHON BIACTH.

11. Permenne KOMHCCHM O BKJIFOUEHHH B NEPEUYEHb WIM 00 MCKIIOYEHUU
W3 TIepeyHs JIEKapCTBEHHOIO IIpernapara NPUHUMAETCS  KOJUIJIETMAJIbHO
Ha 3aCENaHMsAX KOMHMCCHUM [JIBYMS TpPETAMHM TOJIOCOB MNPHUCYTCTBYIOIINX
Ha 3aCEaHUN 4YJICHOB KOMHCCHUU U O(GOPMIISETCS MPOTOKOJIOM Ha OyMa)KHOM
HOCHUTENE, KOTOPBIX IMOAINCHIBAETCS IPEACENATENEM.

3acegaHue KOMMCCHUM CYMTAETCS IPAaBOMOYHBIM, €CIM Ha HEM
pUCyTCTBYET HE MeHee S0 MPOLEHTOB YJIEHOB KOMHUCCHH.

IIpu ronocoBaHnM Ka)KIbIM YiIE€H KOMUCCHHA UMEET IPaBO OJHOTO TOJI0Ca.
[IpaBo ywacTuss B 3acelaHMM KOMHMCCHUM M TOJIOCOBAHUS MOXET OBITh
JENETUPOBAHO YJIEHOM KOMHCCHH CBOEMY 3aMECTUTENIO, SBISIOMIEMYCS
TaKOBbIM [0  IITATHOMY  pAaclMCaHUIO  OpraHu3alud, paOOTHUKaMU
(cmyxalmMMH) KOTOPOM OHU  SABJISIFOTCA, HA OCHOBAaHUM IHMCbMEHHOTO
oOpamieHusi Ha WMs TpeacenaTeNis KOMHUCCHH, B KOTOPOM YKa3bIBalOTCS
bamunus, wuMs, OT4YecTBO (TMOCienHEe TPH  HAJIM4YWHK), JOJKHOCTH
MIPEACTABUTENS], a4 TAaKXKE Jara 3acelJaHus KOMHUCCHHM, B KOTOPOM TaKOH
MIpEeACTaBUTENb OyIET y4acTBOBATh.

YileH KOMHCCHM, OTCYTCTBYIOIIMH Ha 3aCENaHUM KOMMCCHUM, BIIPABE
MIPEACTABUTh CBOE MHEHME IO PACCMATPUBAEMOMY BOIPOCY B NHUCBMEHHOM
BUJE, KOTOPOE TOMJICKHUT O0O0s3aTEIbHOMY MPHOOIICHUI0O K TMPOTOKOIY
3aceqaHusl KOMHCCUU. Takoe MHEHHE HE YYHTBIBAETCSA NPH IOJACYETE TOJIOCOB



NPy NPUHIATHH PELIEHUS B COOTBETCTBUU C a03aleM IEpBBIM HACTOSIIETO
MyHKTA.

12. 3acenannus KOMHMCCHM TPOBOAATCS (32 MCKIOYEHUEM IEPBOTO
3aceJlaHusl KOMHUCCHH):

HE dYallle OJHOT0 paza B KBapTal (10 25-r0 uucla TPEThEro Mecsiia
KBapTaja) MpU HaJU4YMHM IPELyCMOTPEHHBIX NMYyHKTOM 13 Hacrosumux [IpaBun
NPEUIOKEHUN O BKIIOYCHHH B TEpedeHb JHO0 00 MCKIIOUEHUH M3 MEpeyHs
JEKapCTBEHHBIX  TpenapaTtoB  (majgee - MPEUIOKEHHs), MOCTYHUBIIUX
10 5-ro 4nciia BTOPOro Mecsua kBaprana. IIpemioxkenns, nocrynusmme mnocue
5-ro d4wWcma BTOPOro MecsAla KBapraja, pacCMaTPUBAIOTCA HA 3aCEIaHUU
KOMMCCHH B CIIEYIOIIEM KBAPTAJIE;

HauynHas ¢ 2027 roma exerogHo, He mo3aHee 15 geBpans, I aHaan3a
npuMeHeHuss Hacrosumx [lpaBunm w  HampaBiaeHuss B~ MUHHCTEPCTBO
3apaBooxpanenust Poccuiickont denepanuu Ha OCHOBAaHUM PEMIEHUS] KOMUCCUU
U 10 COTJIACOBAHUIO C WICHAMH KOMHMCCHHM PEKOMEHJAUWMW O BHECEHUU
n3MeHeHui B [IpaBuna.

[lepBoe 3acegaHue KOMHUCCUU MPOBOJAUTCS B TeueHue 10 pabouux nHeu
CO AHSA BCTYIUIEHUST B Ccwily noctaHoBieHus I[IpaBurenbcTtBa Pocculickon
@eneparmn ot 17 wmapra 2026 1. Ne 277 "OO yrtBepxaenuu IlpaBun
dbopMUpOBaHUS TEPEUHs] CTPATErHUECKH 3HAYMMBIX JIEKAPCTBEHHBIX CPEACTB"
B IENIAX oOecrieueHrss (OPMHUPOBAHUS TIEPEUHST UCXOS U3 TEPECMOTpa TMEPEUHS
CTPaTErMYECKH 3HAYUMBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOACTBO KOTOPBIX
JIODKHO  OBITH  obOecrieueHo Ha  Tepputopun  Poccmiickort ~ deneparum,
YTBEPKICHHOro pacriopsbkenreMm  I[IpaBurensctBa Poccuiickoin  @enepannn
or 6 mrona 2010 1. Ne 1141-p (manmee - mepeuens Ne 1141-p), ¢ nmpumeHeHHEM
IIPOLEAYP U KPUTEPHUEB, IPENYCMOTPEHHBIX ITyHKTaMH 16 - 19 HacTosmux [Ipasur.

13. CyObekThl 00pallleHns JEeKAPCTBEHHBIX CPEJCTB, 3AMHTEPECOBAHHbBIE
denepanbHBIE OpPraHbl HCIONHUTEIBHOW BJacTH (Janmee - 3asiBUTEIIN)
HanpasJSIlOT B MuHuncrepcTBo 31paBooxpanHeHus Poccuniickon ®denepanumn
OpeIoKEeHUsT Ha OyMakHOM  HOCHUTEJIEe WJIM B  3JIEKTPOHHOW  ¢opme
ITOCPEACTBOM MH()OPMATMOHHO-KOMMYHHUKAIITUOHHBIX TEXHOJIOTHIA,
coJiepKallne CIeayromnly0 HHPOpMalHo:

a) IOJJHOE HAUMEHOBAaHUE 3asBHUTENSA, aJpPeC MeCcTa HaXOXKICHUs
(714 FOPUAMYECKOTO JIMIA) WKW aApec perucTpanuu (s WHIUBUIYaIbHOTO
MpEeANPUHUMATENS), aapPec SJIEKTPOHHOM TMOYTHI 3asBUTENS, HANMEHOBaHUE
JEKapCTBEHHOI0  Ipemnaparta (MEXIyHapOJHOE  HENaTeHTOBaHHOE,  WJIU
IPyNIUPOBOYHOE, UM XMMHUYECKOE U TOPrOBOE HAMMEHOBAHUS);



0) ueneBoe IMoOKa3aHWE U O0JACTh NPUMEHEHHUS JIEKapCTBEHHOTO
npenapara, COOTBETCTBYIOIIME OOHIEH XapaKTEPUCTHUKE JIEKAPCTBEHHOTO
npenapara Uil UHCTPYKIUHU N0 MEIUIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO
Ipernapara;

B) 00OCHOBaHME COOTBETCTBHUSI WM HECOOTBETCTBUS JIEKAPCTBEHHOIO
Ipernapara KpUTEpUsIM, YCTAHOBJIIEHHBIM TyHKTamu 4 - 8 HacTosnux [Ipasuir.

14. B Teuenue 8§ paboumx JHEHW €O JHSA MONYYEHUS MPEAJIOKEHUS
MunucrepcTBO 3apaBooxpaneHus Poccniickon denepannn:

a) HampaBJisieT npemsiokeHre B LleHTp skcmepTu3bl s NOATOTOBKHU
MO3WLMA B  OTHOIIEHWH JIEKAPCTBEHHOIO IIpemapara, MpeaiaraéMoro
JUISl BKJIFOYEHUSI BO BTOPOM paszell MepeyHs B COOTBETCTBUHU C ITyHKTaMu 7 U 8
HacTosamux [lpaBunm (32 wuckimoYeHWeM TpeOOBaHWH B OTHOIICHUU
JIEKapCTBEHHOI'O Ipenapara 00 00eCreYeHHH TEXHOJIOIMYECKOW BO3MOXKHOCTHU
npousBoJcTBa Ha Ttepputopun Poccuiickorn depepauun Ha BCEX CTaAUsAX
MIPOU3BOJCTBA (B TOM YHCIIE CHUHTE3a MOJIEKYJIbl ACHCTBYIOIIETO BEUIECTBA MPH
MIPOM3BOJCTBE (PapMaIeBTHUECKUX CYOCTaHIIMIA), O TOM, YTO JEKapCTBEHHBIN
npenapaT He uMeer B Poccmiickorn depepanuy aHAJIOrOB B paMKax OJHOTO
MEIUIMHCKOIO IOKa3aHUs M KOJAa aHaTOMO-TEPANeBTUYECKOW XHMHUYECKOM
kinaccupukanuu 4-ro  ypoBHs (Xxumuueckas noarpynmna) EBpazuiickoro
SKOHOMHUYECKOTO COH03a, a TAKXKE JJIsl IPEICTABICHUS CBEAEHUI 00 NMEeronIeiics
MIpaKTUKe MPUMEHEHHMs JIEKapCTBEHHOT0 MpernapaTta Ha Tepputopun Poccuiickoit
denepanuu;

0) oCylIeCTBIsET MIPOBEPKY MpeACTaBICHHON uH(bOpMaIuu

nyn nn

Ha COOTBETCTBHE KPUTEpPHsSM, YCTAHOBICHHBIM NOANMYHKTamMu "a"-"B
nyHkTa 4, myHKTamu S5, 6 u noamyHkramu "a" -'"e" myHkra 7, a Takxe
nyHKTOM 8 Hacrosumx [IpaBui (3a HckiIrodeHMEM TpeOOBaHWW B OTHOLIEHUH
JIEKapCTBEHHOI'O Ipenapara 00 00eCreYeHHH TEXHOJIOIMYECKOM BO3MOKHOCTHU
MPOM3BOJCTBA Ha Teppuropun Poccuiickoit @enepanii Ha BCEX CTAAMAX
MIPOU3BOJACTBA (B TOM YUCJIE CUHTE3a MOJIEKYJbl JEHCTBYIOLIErO BEIIECTBA MPHU
MPOU3BOJICTBE (hapMarleBTHUECKUX CyOCTaHIU), 1 TOTOBUT COOTBETCTBYIOIILYIO
MTO3UIIHIO;

B) HaIIpaBJIsIET MPEJIO)KEHHEe B MMHHUCTEPCTBO  MPOMBIIUIEHHOCTH
nu TtoproBiau Poccuiickort ®dexepaunu 9 NPOBEPKH  MPEICTABICHHON
nHQOpMAMM Ha COOTBETCTBUE KPHUTEPUIO, YCTAHOBIEHHOMY ITYHKTOM &
HacTtosimmx IlpaBui, B yacTu TpeOOBaHUS B OTHOLIEHUHU JIEKAPCTBEHHOTO
npenapara 00 00eCneYeHUH TEXHOJIOIMYECKOM BO3MOKHOCTHM IPOU3BOACTBA
Ha Tepputopun Poccuiickor denepanuu Ha BCeX CTagusxX IIPOU3BOJCTBA
(B TOM 4ymuCle CMHTE3a MOJEKYJbl JEHCTBYIOLIErO BEIIECTBA IPHU MPOU3BOJICTBE



dapmaneBTHUECKUX CYOCTaHIMI) W TOATOTOBKM TMO3WIMU MUHHCTEpPCTBA
ITPOMBIIIEHHOCTH U TOProBiu Poccutickont dexnepanuu.

15. [lo3umum Llentpa skcneptussl, MHHHCTEPCTBA IMPOMBIIUIEHHOCTH
n ToproBin  Poccuiickoin ~ ®Depepanuu, yKa3aHHbIE  COOTBETCTBEHHO
B mnoxamyHkrax "a" um "B" myHkra 14 nHacrosmux IlpaBwi, HampaBisrOTCH
B MuHnucrepctBo 3apaBooxpaHeHuss Poccuiickonn dexepanuu B TEUEHHUE
7 pabouux JOHEW cO JHSA TOCTYIUIEHUS MpeMIoKeHUus oT MHHHCTepcTBa
3apaBooxpanenus Poccuiickoit @enepanum.

B menax momyd4eHHs AOMOJHUTENBHON WHGOpPMANUU A MOATOTOBKH
no3uuu  LleHTp SKcmepTussl  BIIpaB€  HAIPABILATH  3AIIPOCHI  TVIABHBIM
BHEIITATHBIM CHELUaNMcTaM MUHUCTEpCTBA 34paBOOXpaHeHMs Poccuiickon
Oenepanun B deAepalbHBIX  OKpyrax  (WiM) TJIABHBIM BHEIITATHBIM
CTEIMATUCTaM UCTIOJHUTENBHBIX OpraHoB cyOBekToB Poccuiickoit @eneparuun
B cdepe oxpaHbl 340pPOBbA, HHBIM CIEHHAINCTaM, B NPO(PecCHOHAIbHbBIE
MEAWIMHCKHE cooOlmiecTBa. HampaBiieHne TakuxX 3ampocoB W TOJNyYeHHE
OTBETOB Ha HUX OCYIIECTBIISIFOTCS B MpeJeNiax CPOKa, YCTAaHOBIEHHOTO ab3aremM
IIEPBBIM HACTOSIIETO ITyHKTA.

VkazaHHple B a03alle MEPBOM HACTOSIIEro NyHKTa no3uuuu lLleHTpa
DKCHEPTU3Bl M MMHHUCTEPCTBA MPOMBIIUIEHHOCTH W TOProeiau Poccuiickon
®denepanuny B TEYEHUE OJAHOrO pabOYEro JHs CO JHS MOCTYIUIEHUS MEepelatoTCs
MunuctepcTBOM  3apaBooxpaHeHus Poccuiickont  ®Penepanuyd  COBMECTHO
C MO3UIMEN, YKa3aHHOM B OANyHKTe "0" myHKTa 14, B KOMHCCHIO.

16. JIekapcTBEHHBIE Tpernaparsl, BKJIOUYCHHBIE B TmepeueHb Ne 1141-p,
JOJKHBI COOTBETCTBOBATh KPUTEPHUSIM, YCTAHOBJIEHHBIM ITyHKTOM 4 HAaCTOSAIINAX
IIpaBwi, a Takxe NMyHKTy 6 Hactosmux IIpaBwi wiM OgHOMY M3 KPHUTEPHEB,
YCTAQHOBJICHHBIX IIyHKTOM 5, WIH IIYHKTOM 7, WA IIyHKTOM 8 HACTOSAIINUX
[IpaBun, unm nojokeHUsIM ad3ana nepBoro MmyHkra 7 Hactodmux IlpaBun, nmm
KPUTEPHIO, COIJIACHO KOTOPOMY IIO COCTOSHMIO Ha JaTy pPacCMOTPEHMS
KOMMCCHEH BOIIPOCAa O BKJIOYEHHH JIEKAPCTBEHHOI'O Ipernapara B NEPEYEHb B
OTHOUIEHUHU TaKOTO JEKApCTBEHHOT'O IMperapaTa oO0ecredyeHa TEXHOJIOTUYEeCcKast
BO3MOKHOCTh NPOU3BOACTBA Ha TeppuTopun Poccuiickorn ®Penepanum Ha Bcex
CTausX TPOU3BOJCTBA (B TOM YHCJIE CHHTE3 MOJEKYJIbl JEHCTBYIOIIETO
BEIIECTBA TMpPU MPOU3ZBOACTBE (hapMalleBTUUECKUX CyOCTaHIui) U (Win)
OKa3aHbl MEPHI TOCYAAPCTBEHHON MOAACPKKH, HAIIPABIECHHBIE HA OPraHU3ALUIO
MMPOM3BOJICTBA TAKOTO JICKAPCTBEHHOTO Ipernapara Ha Tepputopun Poccuiickon
denepanuy Ha BCEX CTAINUSIX MPOU3BOACTBA.

17. B mepBbIi pa3aeln nepeyHs BKIIOYAKOTCS JEKAPCTBEHHBIE IIPENapaThl,
BKJIIOUEHHBIE B iepedeHb Ne 1141-p:



a) COOTBETCTBYIOLIME  KPUTEPHUSIM,  YCTAHOBJIEHHBIM  NyHKTOM 4
Hacrtoamux I[IpaBun, m ONHOMY W3 KpPUTEpPHEB, YCTAaHOBJIEHHBIX ITYHKTOM 5
HactoAmux [IpaBui, Wiam KpUTEPHUAM, YCTAaHOBIICHHBIM ITYHKTOM 6 HACTOSIINAX
IIpaBuu;

0) COOTBETCTBYIOIIIIE  KPUTEPHUSIM,  YCTAHOBJIEHHBIM  ITYHKTOM 4
HacTosimmx IlpaBui, W monokeHHWsAM ad3ala MEepPBOro IMYyHKTA 7 HACTOSALIMX
[IpaBmi1 WM KPUTEPHUIO, YCTAHOBJIEHHOMY IOAIYHKTOM 'r" myHKTa 7
Hactosimux [IpaBu.

18. Bo BTOpoOil pazzmen mnepeyHs BKIIOYAKOTCS HWHBIE JEKapCTBEHHBIC
nmpernaparbl, BKIOYeHHble B nepedeHb Ne 1141-p, coorBercTByromme
MIOJIOKEHUAM IyHKTa 16 Hactosmmx [IpaBun m He mojuexamue BKIIOYECHHIO
B IIEPBBIN pa3/ell IEPEeYHs B COOTBETCTBUM € MYHKTOM 17 Hactosmux [IpaBuin.

19.B  oOTHOmIEHMM  JIEKapCTBEHHBIX  IIPENAPATOB,  BKJIKOYEHHBIX
B mepeuenb Ne 1141-p, He Tpebyercs MPOXOXKIECHHWE  MPOIEAYD,
IIPENYyCMOTPEHHBIX MyHKTamu 13 - 15 mactosmux [Ipasui.

20. OcHOBaHUAMHM U1l OTKAa3a KOMHCCHEW BO BKJIIOUYECHHM B INEPEUYECHB
JIEKapCTBEHHOI'O Mpenapara siBIsSIOTCA:

a) BBIABJIICHHE HEAOCTOBEPHOCTH M (WJIM) HEOCTATOYHOCTH MH(OpMaLINH,
COJZIEpIKaILEHCs B IPEAJIOKEHNH;

0) HECOOTBETCTBHUE JIEKapCTBEHHOIO npenapara KPUTEPUSIM,
YCTaHOBJICHHBIM ITYHKTaMH 4 - 8 Hactosmumx [IpaBu.

2]1. OcHOBaHMEeM I  MCKIIOYEHUS  KOMHMCCHUEHW  JIEKapCTBEHHOT'O
Ipernapara U3 NepedHs SBIIETCS HECOOTBETCTBHE JIEKAPCTBEHHOIO Mpemnapara
OJTHOMY W3 KPUTEPHUEB, YCTAHOBIICHHBIX ITyHKTaMu 4 - 8 Hactosmux [Ipasui.

JlekapcTBeHHBIE Npenaparsl, BKIIOYEHHBIE B NEPEYEHb B COOTBETCTBUU
¢ nyHktamu 17 m 18 Hacroammx IlpaBmi, HE mnoanexar HMCKIFOYEHUIO
n3 nepeudss a0 | suBaps 2031 r., 3a UCKIIOUYEHUEM CIy4acB BHECECHUS
M3MEHEHHMU B IEPEYEHBb B COOTBETCTBUU C ITyHKTOM 23 Hacrosamux lIpasuir.

22. BHeceHHEe M3MEHEHUM B IEPEYEHb OCYIIECTBISETCS B COOTBETCTBUM
C TOJIOKEHMSIMM HacTtoAmux IlpaBwil, 3a HCKIFOYEHUEM CIIy4acB BHECEHHS
M3MEHEHHMU B IEPEYEHBb B COOTBETCTBUU C ITyHKTOM 23 Hacrosamux lIpasuir.

23.B cmydae HeoOXogMMOCTH 1O mopyudeHuto llpaBurenscTBa
Poccniickont ~ depepanyii KOMHMCCHMEHW  OCYIUECTBISIETCA  ONEPATHBHOE
PAacCCMOTPEHHE MNPEIOKEHUNA B COOTBETCTBHUM C IIOJOKEHUSMHM HACTOSAIINX
IIpaBmi1 Ha OCHOBaHWMM M B CPOK, KOTOPBIE YCTAHOBJIEHBI COOTBETCTBYIOIIUM
nopyuenneMm lIpasurenscrBa Poccniickon ®@enepanun.

24.B Teuenue 10 paboumx pAHEW co [HA 3acedaHWs KOMHCCHH
MunucrepcTBo  3apaBooxpaHeHus  Poccuiickort  ®enepannm - pasmeniaer
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Ha o¢uuuankHOM caiTe MuHHCTEepcTBa 3/ApaBooxpaHeHus Poccuiickoit
Oenepanuu B UHPOPMAITMOHHO-TEIICKOMMYHUKANMMOHHON cetn "UHTEepHeT"
MH(OPMALMIO O MPUHATHIX Ha 3aceJaHUM KOMHUCCHUHU DPEIICHUAX, B TOM YHCIIE
chOpMHUpPOBaHHBI KOMHUCCHEW TpoekT akta [IpaBurenscTtBa Poccuiickoit
®enepaunu (MPOEKT BHECEHUS HM3MEHEHUU B IE€pPEYEHb), a TAKKE BHOCHUT
B [IpaButenscTBOo Poccuiickoit ®denepannii B yCTAaHOBICHHOM MHOPSIAKE MPOEKT
akta IIpaButensctBa Poccuiickoil ®enepanyui 00 yTBEPXKICHUU MEPEUHS
(0 BHECEHMH U3MEHEHUM B IIEPEUYEHB).

[lepeuenr  Qopmupyercs B  COOTBETCTBUM C  MEXAYHAPOIAHBIMU
HEIMATEHTOBAaHHBIMU HaNMEHOBaHUSIMU JIEKapCTBEHHBIX IIPEINApaToB,
IIPY OTCYTCTBUH TAKUX HANMEHOBAHMM - B COOTBETCTBUHU C I'PYNITUPOBOYHBIMU
WM XUMAYECKUMY HAaNMEHOBAHMSIMU JIEKAPCTBEHHBIX IPENapaToB.

25.B ciywae ecnm TpemyiokeHWE 00 WCKIIOYCHUH JICKapCTBEHHOTO
mmpernapara M3 IepedyHs NOCTYNWJIO HE OT 3asBHUTENS, M0 NPEIIOKECHHIO
KOTOPOT'O JIEKapCTBEHHBIM IMpenapar ObLI BKIOYEH B MEpEYeHb, TaKOH
3aBHUTENIb  yBEOOMJSETCA O  MOCTYIUIEHMHM  Takoro  IPEIJIOKECHUS
(c NpUNOKEHHEM K YBEIOMIICHHIO KONUHU MPEIOKEHHUS U 00OCHOBBIBAIOIIUX
MaTepuaioB), JaTeé €ero pacCMOTPEHUs KOMHUCCHEH W  NIPUIJIalIaeTcs
JUISL y4acTHsl B 3aCE€JaHWM KOMHCCHM TI0 COOTBETCTBYIOIIEMY BOIPOCY
MOCPEJICTBOM  MOYTOBOIO  OTHPABICHHUS WM B  DJIEKTPOHHON  (opme
10 TEJIEKOMMYHHMKAIMOHHBIM KaHaJlaM CBSI3M, BKIIIOYAsl JIEKTPOHHYIO ITOYTY.




