006 yTBep>xxaeHuu MNMpaBun noaTBEP)XXAEHUA HEBO3MOXXHOCTH
MCNoJIHeHUA cybbekToM Poccuinckon depepaumm noJIHOMOYUA NO
obecne4yeHMIO rpakaaH 3aperucTpupoBaHHbIMMU B
YCTaHOBJIEHHOM NnopsaaKe Ha Tepputopun POCCUMACKOM
depepauumm neKapCcTBEHHbIMU NpenapaTaMu NN Jie4yeHus
3a00neBaHUM, BKJIIOYEHHbIX B NepeYeHb XXU3HeYrpo>KaloLwmx u
XPOHUYECKUX Nnporpeccupyrowimx peakux (opcdaHHbIX)
3a0o0neBaHUX, NPUBOAALLUX K COKPALLEHUIO
NPOAOJIKUTENIbHOCTU XXU3HU FPakaaH WU UX UHBAJIMAHOCTHU

MocTtaHosneHne - Ne 1807 - oT 15.11.2025 - MNpasBuTenbcTBO Poccninckon ®epepaumm - flencteyeTt 6e3 u3MeHeHnI

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALLAN
NMOCTAHOBJIEHVE
OT 15 HOSABPA 2025 . Ne 1807
MOCKBA

06 yTBEpXAeHM MpaBu NOATBEPXKAEHNS HEBO3MOXHOCTW UCNOHEHUS Cy6bEKTOM Poccuitckoi
depepaunm NosHOMOYUIA No obecneyeHnio rpaXkjaH 3aperncTpUpoBaHHbLIMA B YCTAaHOBIEHHOM MOPsSAKe Ha
Tepputopun Poccnitickoin defepaln NekapcTBEHHbIMI NpenapaTaMn 4ns nevyeHns 3abonesaHuin,
BKJIOYEHHbIX B NMEPEYEHb XMU3HEYTrPOXKALWMX N XPOHNYECKMX MPOrPecCUpyoLLnX peakux (optaHHbIX)
3a601eBaHN, MPUBOLSALLNX K COKPALLEHWIO MPOLOIKNTENBHOCTY XIU3HW FPaXKAaH WAN NX UHBAIMAHOCTM

MpaBnTenbCcTBO Poccminckon deaepaumy NoCTaHOBASET:

1. YTBepAnTb Npunaraemolie MpaBuia NOATBEPXKAEHNS HEBO3MOXHOCTU UCMONHEHNS CYObEKTOM
Poccuiickon ®epepalimm NOAHOMOUUIA Mo obecneyveHnto rpaXxaaH 3aperncTPMpPOBaHHLIMI B YCTaHOBIEHHOM
nopsifike Ha Tepputopumn Poccunckon depgepalm neKapCTBEHHbLIMW NpenapaTaMn AN neYeHuns
3a60/1eBaHNIN, BKJIOYEHHBIX B MEPEYEHb XXU3HEYTPOXKAIOLNX 1 XPOHNYECKUX NPOrPeCCUPYOLLNX PeaKNX
(opthaHHbIX) 3aboneBaHM, NPUBOLALLMX K COKPALLEHNIO NPOAOIKUTENBHOCTU XN3HN FPaXkaaH Uan nx
WNHBaIMGHOCTH.

2. HacTosLlee NnocTaHOB/IEHMe BCTYNaeT B culy € 1 aHBapsa 2026 .

Mpencepatens NpaBuTenbCcTBa
Poccuinickon ®epepaummn M.MuwycTnH

YTBEPXXIEHbI

nocTaHoBneHneM lNpaBUTeNLCTBA
Poccuinckon ®epepauun

oT 15 Hosbpsa 2025 r. Ne 1807

MNMPABUIA

NOATBEPXAEHNA HEBO3MOXHOCTU UCNOHEHUSA CybbekToM Poccuinckon ®egepauny NOAHOMOYMIA MO
obecneyeHnto rpakaaH 3aperncTpUpPoBaHHbLIMK B YCTAaHOBIEHHOM MOPSAKE Ha TeppuTopumn Poccrinckon
depfepaumm NeKapCTBEHHbLIMM NpenapaTaMy a5 neveHns 3aboneBaHni, BKAIOYEHHbLIX B MepeYeHb
YKN3HEYIPOXKAOLWMX N XPOHNYECKUX NMPOrpeccupyoLnx peaknx (opdaHHbix) 3aboneBaHuii, NPUBOAALLNX K
COKpaLLEHWNIO MPOAOIKNTENLHOCTY XN3HW FPaXKaaH U X NHBaINLHOCTH

1. HacToswume I'Ipanma onpenendatT NopAnoK noaTeepxaeHna HEBO3MOXXHOCTU NCMOJIHEHNA Cy6'beKTOM
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Poccuiickon ®epepalmm NOAHOMOUUIA Mo obecneyveHnto rpaXkaaH 3apernCcTPMpPOBaHHLIMI B YCTaHOBIEHHOM
nopsiake Ha TeppuTopum Poccuinckon depepaunn NeKapCTBEHHbIMK NpenapaTamMu gas IevyeHus
3ab0n1eBaHNi, BKIOYEHHbIX B MEPEYEHb XN3HEYPOXKAOLMNX N XPOHUYECKNX NPOrPeccupyolmx peakmx
(opthaHHbIX) 3ab0neBaHUA, NPUBOASALLMNX K COKPALLEHNIO MPOAOIKUTENBHOCTYN XN3HW rpaXkaaH Nian nx
WHBaNOHOCTK, 3@ MCKOYeHEM 3aboieBaHMI, YKa3aHHbIX B NyHKTe 21 YacTu 2 cTaTbn 14 GenepanbHOro
3akoHa "O6 ocHoBax oxpaHbl 340P0Bbs rpa)kaaH B Poccuinckon ®depepaunn” (oanee COOTBETCTBEHHO -
noJiIHoMo4us No obecneyveHnto rpa>kaaH NeKapCTBEHHbLIMI NpenapaTaMu, JeKapCTBEHHbIE NpenapaThl), 1
KPUTEPUN HEBO3MOXHOCTMW UCNOIHEHMSA cybbekToM Poccuiickon denepaunm NoaHOMoUniA No obecnevyeHnto
rpakaaH leKapCTBEHHbIMY NMpenapaTamMu (Lanee - KpUTepun).

2. KpuTtepusimm aABnsoTCA:

a) HernpeBbILLEHNE 3HAYEHNS YPOBHA pacyeTHON Boa)KeTHoM 06ecneyeHHOCTH L0 BbIpaBHUBAHMS, PABHOIO
0,65;

6) Hannume B BromxeTe cybbekTa Poccniickon denepaunn B10a)KeTHbIX aCCUrHOBaHUI Ha UCMOJIHEHUE
pacxonHbix 0653aTenbCTB cybbekTa Poccuinckon Genepauum no opraHm3auumn obecneyeHns rpaxkaaH
JIeKapCTBEHHbIMY MpenapaTamMn B TeKyLleM rogy B obbveme, 6osbliemM He MeHee 4eM Ha 10 npoueHTOoB No
CpPaBHEHWIO C NoKa3aTesieM NpeaLlecTBYOWEero roaa;

B) YBEJIMYEHME CTOMMOCTW JIEKAPCTBEHHbIX NPEeNapaToB B TEKYLLEM rogy Mo 3aBepLleHmnm
rocyapCTBEHHbIX 3aKyMoK Ha AaTy nogaym cybbvekTom Poccuiickon ®epepalimmn 3adBKM O NOATBEPXKAEHNM
HY>X0AeMOCTMN B JOMOJHUTENbHOM (PMHAHCUPOBaHWUM 13 defepasbHOro 6oaxxeTa Ha MCMOJIHEHME
cybbekToM Poccuiickon ®epepaumm nosHOMOYMNIA No obecnevyeHmnto rpaxaaH NekapCTBEHHbIMY
npenapataMu No gopme, yTBEPKAEHHON MUHNCTEPCTBOM 34paBooXpaHeHns Poccminckon ®epepaumm
(manee - 3asBKa), He MeHee 4yeM Ha 20 NPOLEHTOB NO CPaBHEHMIO C NOKa3aTeNeM NpelLlecTBYIOLLEero roaa;
r) ysenunyeHne B cybbekTe Poccminckon degepaumnm YNCNEHHOCTM rpaXkKaaH, CTpagatonx 3abonesaHusmu,
BKJIIOYEHHBLIMU B NMEPEYEHb XXN3HEYTPOXKAIOLWMX N XPOHNYECKUX MPOrPeccupytowmx peakmx (opghaHHbIX)
3ab0s1eBaHNI, NPUBOAALLMX K COKPALLEHNIO MPOAOIIKUTENLHOCTY XU3HU FPpaXkaaH WM X MHBaNNAHOCTY,
3a UCKoYeHnem 3aboneBaHnii, yKasaHHbIX B MyHKTe 21 vyacTun 2 cTaTbh 14 ®epepanbHOro 3akoHa "06
OCHOBax OXpaHbl 340pOBbA rpaxkaaH B Poccunckon ®egepaummn” , Ha gaTy Nofayvm 3as8BKM HE MEHEe YeM Ha
15 npoueHTOB NO CpaBHEHMIO C NoKasaTenem npeawecTByoLero roga.

3. 0ns noATBEPXXAEHNS HEBO3MOXKHOCTU UCMONHEHNA cybbekToM Poccuinckon ®enepauum NoJIHOMOYUA MO
obecneyeHnto rpaxaaH IeKapCTBEHHLIMUW NpenapaTaMm BbiCLLIEE LO/MKHOCTHOE NNLO CybbekTa
Poccuinckon ®epepaumm npencrasnaseT B MUHMCTEPCTBO 34paBooxXpaHeHns Poccuiickon degepaunm ognH
pa3 B rof, He paHee 1 aBrycTa n He nosaHee 30 ceHTABPA TeKYLLEro rofa BKAYMTENbHO, 3a9BKY,
NOAMNMCAHHYIO BbICLUIMM OOJKHOCTHBLIM oM cybbekTa Poccuinckon ®epepaunm, a Takxxe cnegyloLine
LOKYMEHTbI, NOATBEpPXKAaloLLNe COOTBETCTBME CybbekTa Poccuninckon Genepauun kputepusam (ganee -
AOKYMEHTHI):

a) BbINUCKa 13 cBogHon brog)xeTHom pocnuncy biogxeTta cybbekTa Poccuinckon ®epepaumm o 6104>KeTHbIX
aCCUIHOBaHUSX, MpeayCMOTPEHHbIX B BroaxeTe cybbekTa Poccuinckon degepauny Ha NCMONHEHNE
pacxonHbix 0653aTenbCTB cybbekTa Poccuinckon ®enepauum no opraHm3auumn obecneyeHns rpakaaH
JIEKapCTBEHHbIMY MpenapaTamiu, 3a OTYETHbIN (PMHAHCOBbLIN o4 U 3@ TEKYLLUNA (DMHAHCOBLIN rO4;

6) KonuM rocyapCTBEHHbIX KOHTPAKTOB Ha MOCTaBKY JIEKAPCTBEHHbIX MPENapaToB, 3akK/Il0YEHHbIX
cybbekToM Poccuinckon ®epepaumm B rogy, NpeaLlecTBYOLEM TEKYLEMY Fody, U B TEKYLLEM rogy.

4. HeBO3MOXXHOCTb NCMONHEHNs cybbekToM Poccuinckon ®epepaumm noaHOMoYMn no obecnevyeHuno
rpakAaH IeKapCTBEHHbIMY MpenapaTamMmn NOATBEPXKAAETCA NPY YCI0BUM COOTBETCTBMA CybbekTa
Poccninckon ®degepaunn KpUTepnUsaM, yCTaHOBIEHHbIM NOAMyHKTamm "a" - "8", uam "a", "6" n "r", nam "a" -
"r'" NyHKTa 2 HacToAwmx MpasuJ.

5. MMHNCTEpPCTBO 34paBoOXpaHeHNs Poccminckon Pegepauny paccmaTpmuBaeT NpeLcTaBieHHble BbICLLMM
LOJDKHOCTHBIM NLOM CybbekTa Poccuinckon Pepepaunm 3as8BKY U JOKYMEHTbI Ha NPEeAMET UX MOJHOTbI,
KOMMIEKTHOCTMW 1 NPaBULHOCTM 0hOPMJIEHNSA, @ TaKXXe COOTBETCTBMA cybbekTa Poccuinckon ®enepauuu
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KpUTEPMAM B CPOK, He npeBbiwatowmin 10 paboynx gHen co AHA X NpeacTaBaeHus.

6. MMHUCTEPCTBO hrHaHCoB Poccminckon depepauun B Lensx NoATBEPKAEHNS HAMYNS KpUTEPNS,
YCTaHOBJIEHHOr0 NMOAMYHKTOM "a" MyHKTa 2 HacToAwmX [paBus, 00 KOHLA TeKyLLero (oMHaHCoOBOro roga
HanpaBnseT B MMHUCTEPCTBO 3a4paBooxpaHeHns Poccuinckon ®egepaumm nHgpopmMauno o cybbekTax
Poccuinckon ®epepalmm, y KOTOPbIX 3HaYeHNE YPOBHSA pacyeTHom bogxeTHon obecneyeHHOCTM 4O
BblpaBHMBaHNA B 04epeHOM (DMHAHCOBOM oy He npesbllaeT 3HavyeHus, pasHoro 0,65.

7. OCHOBaHMAMK ANS 0TKa3a MUHUCTEPCTBOM 3L paBooxpaHeHuns Poccuinckon ®enepanmm B
NOATBEPXKAEHUN HEBO3MOXXHOCTW UCMNOJIHEHNSA CybbekToM Poccuinckon ®epepaunm NoOJIHOMOYMIA MO
obecneyeHnto rpaxkaaH IeKapCTBEHHbLIMU NpenapaTaMu SBAAIOTCA:

a) HeCOOTBETCTBME NpPeACcTaBAEHHbIX BbICLUMM LO/KHOCTHBLIM nLLOM cybbekTa Poccunckon deaepauum
3a8BKM N OKYMEHTOB TpeboBaHMNAM, yCTaHOBAEHHbLIM NMYHKTOM 3 HacToAwmX Mpasun;

6) HecooTBeTCTBME CybbekTa Poccuinckon ®efepaun KpUTepuam;

B) NpefcCTaBneHne 3a58BKN U [OKYMEHTOB, B TOM YMC/e MOBTOPHO, paHee Nian no3gHee Cpoka,
YCTaHOBJ/IEHHOr0 MYHKTOM 3 HacToAwmx MNpasumn.

8. PeweHne MyuHncTepcTBa 3a4paBooxpaHeHna Poccunckon ®efepaumm o noareepxaeHun (06 otkase B
NOATBEP)KAEHUN) HEBO3MOXXHOCTU NCMONHEHUS CyObeKTOM Poccminckon deaepauum NOAHOMOYNIA MO
obecneyeHnto rpaXaaH NekapCTBEHHbIMM NpenapaTaMm NoANMUCbIBaeTCs MUHUCTPOM 34paBOOXPaHEHNS
Poccunckon ®egepalmm nam ynoaHOMOYEHHbIM UM ANLLOM.

9. MMHUCTEPCTBO 34paBooxpaHeHns Poccunckon denepaLmm B Cpok He no3gHee 5 paboyux gHen Co oHS
NPUHATNA peweHnsa 0 NoATBepXXAeHUN (06 0TKase B MOATBEPXKAEHNN) HEBO3MOXKHOCTW NCMONHEHNS
cybbekToM Poccuinckon degepauum NOAHOMOYNIA Mo obecneyeHmnio rpaXkaaH NeKapCTBEHHbLIMU
npenapaTtaMmun yBefoMSeT BbiCLLee A0HKHOCTHOE nLo cybbekTa Poccunckon depgepalium 0 NPUHATOM
pelweHnmn (B Cnyyae oTKasa B NOATBEPXKAEHMMN C YKAa3aHWEM NPUYUH).

10. Beicwee fo/mKHOCTHOE nnLo cybbekTa Poccuiickon ®efepaLmm Bnpase NOBTOPHO NpeacTaBuTh B
MWHNCTEPCTBO 34paBOOXpaHeHNs Poccninckon depgepaunv 3a8BKy U SOKYMEHThI B CPOK, YCTAHOBJIEHHbIN
NYyHKTOM 3 HacToAwwmMX MpaBui, Npy YCI0BUN YyCTPAHEHNUA NPUYMH, MOCAY>XKMBLUNX OCHOBAHWEM AN4 0TKa3a
MWHNCTEPCTBOM B MOATBEP)KAEHNN HEBO3MOXXHOCTU NCNOJIHEHNS cybbekToM Poccunckon ®epepaumm
NOJHOMOYUIA MO obecneyveHnto rpaXkaaH NeKAPCTBEHHLIMI MpenapaTaMu.

MoBTOpPHOE paccMOTpeHWe NpeAcTaB/IeHHbIX BbICLUNM JOMKHOCTHLIM NNLOM cybbekTa Poccunckon
depfepalmm 3a58BKN U [OKYMEHTOB OCYLLECTBASETCA B COOTBETCTBUM C HACTOAWMMY [TpaBmnamu.

11. OTBETCTBEHHOCTbL 3@ A4OCTOBEPHOCTb NPeACTaBASeMON B MMHNCTEPCTBO 34PaBOOXPaHEHUS POCCUACKON
depnepaumm MHopMaL MK, YKa3aHHOWN B 3asBKe 1 AOKYMEHTaX, BO3/araeTcs Ha BbiCLLee A0JHKHOCTHOe
nmuo cybbekTa Poccuickon ®epepaumm.
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