IMPABUTEJILCTBO POCCUUCKOHN ®EJIEPALINN
ITIOCTAHOBJIEHUE

oT 15 Hos0ps 2025 r. Ne 1807

MOCKBA

OO0 yrBep:xknenun IlpaBui moagTBepxKaeHNs HEBO3MOKHOCTH UCIIOJTHEHHSA
cyobexkToM Poccuiickoit @eepannu NoJHOMOYHIA 10 00ecnedeHnI0
rPaskIaH 3aperiCTPMPOBAHHBIMHU B YCTAHOBJICHHOM NOPSAKE HA
Tepputopum Poccuiickoit @exepannu JeKapcTBeHHbIMU NIpenapaTaMu
JJIA JIedYeHHus 3a00/1eBaHuil, BKIIOYEHHBIX B IIepeYeHb 'KU3HEYTPOKAOLINX
U XPOHHYECKHUX NMPOrpecCHpyOIuX peaKkux (op¢aHHbIX) 3200/ 1eBaHN,
NPUBOASIIIAX K COKPALICHUIO NPOJ0JIKUTEIbHOCTH KU3HH TPAKIAH
WM MX HHBAJIMIHOCTH

ITIpaButenbcTBO Poccuiickon denepaini MmO CTAHOBJA S € T ¢

1. YrBepaute npuitaraemsie [IpaBuiia moaTBepKAeHHUsST HEBO3MOYKHOCTH
HCTIOJTHEHUS cyOBeKkTOM Poccutickon denepanuu IIOJTHOMOYHU
0 00ECNeYeHUI0 TpaXKJaH 3aperuCTPUPOBAHHBIMU B YCTAHOBJIIEHHOM MOPSJIKE
Ha Tteppuropun Poccuiickoil @Penepanuu JIEKapCTBEHHBIMU IIpeniapaTaMu
JUISt IedeHUs1 3a00JIeBaHMM, BKIIIOUEHHBIX B IME€PEUYECHb KU3HEYTPOKAIOIIUX
U XPOHUYECKUX TMPOTPECCUPYIOMUX penkux (opdaHHbIX) 3a00J€BaHUM,
MPUBOJAIIMX K  COKPALIEHHUIO TMPOJOJDKUTENBHOCTH  JKM3HH  TIPaXKIaH
WJIY UX UHBAJIUTHOCTH.

2. Hacrosimiee mocTaHOBIEHHUE BCTyHaeT B cuily ¢ 1 saBaps 2026 r.
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YTBEPX/IEHDbI

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
ot 15 Hos6ps 2025 1. Ne 1807

ITPABHUJA

NMOATBEP:KICHUS HEBO3MOKHOCTH MCIIOJTHEHHUS CY0ObEKTOM
Poccuiickoii @egepanny MoJHOMOYHUI MO 00eCTIeYeHUIO TPAKIAH
3aperuCTPUPOBAHHBIMY B YCTAHOBJICHHOM MOPSAJAKe HA TEPPUTOPUH
Poccuiickoit @eaepaunu JeKApCTBEHHBIMY NpenapaTaMu 1JIs JIeYeHHU s
3a00J1eBaHUil, BKIYEHHBIX B MIepPeYeHb KU3HEYTPOKAKINX
U XPOHMYECKHUX NPOrpeccupyrwinmnx peakux (opdanunix) 3a00/1eBaHuil,
NMPUBOAANINX K COKPALICHUIO MPOJOIAKUTEIbHOCTH KU3HHU
rpakIaaH WU UX HHBAJIUIHOCTH

1. Hactossmme  IlpaBuma  ompenessitoT  HOPANOK — IMOATBEPKACHUS
HEBO3MOKHOCTH UCTIOJIHEHUS cyObekToM Poccuiickoit denepaniny moJIHOMOYHIA
0 00ECMEeUEHUIO TPAXKJIAH 3apETUCTPUPOBAHHBIMUA B YCTAHOBJIEHHOM MOPSJIKE
Ha Ttepputopun Poccuiickon ®enepauuu JIEKapCTBEHHBIMHM IIPENAPATAMHU
IJI JeueHus 3a0oNeBaHUi, BKIIOYEHHBIX B MEPEUCHb IKU3HEYTPOXKAIOIINX
U XpOHUYECKUX  Tporpeccupyromux peakux (opdanasix) 3a0oneBaHUH,
NPUBOSIINX K COKPAIIEHUIO MPOJIOJIKUTEIBHOCTH >KM3HU TPAXKIAH WU UX
WHBAJIMHOCTH, 3a MCKJIIOUEHHWEM 3a00J€BaHUW, YyKa3aHHBIX B MyHKTe 21
yactu 2 crtatbu 14 @enepanbHoro 3akoHa "OO OCHOBax OXpaHbl 310POBbS
rpaxkaan B Poccuiickoit @enepanuu" (manee COOTBETCTBEHHO - TMOJHOMOYUS
Mo 00ECTIEUeHNIO TpaXkJaH JIEKAPCTBEHHBIMH IIperapaTaMy, JEKapCTBECHHBIC
npemnaparsl), 1 KpUTEPUH HEBO3MOXKHOCTH UCTIONHEHHs CyOhekToM Poccuiickoit
@enepanii  TOTHOMOYMI TIO OOECTIEUEHHUIO TpakKJaH JIEKapCTBEHHBIMH
npemnapatami (J1ajaee - KpUuTepun).

2. KputepusiMu sIBISIOTCS:

a) HETIPEBBIIICHWE  3HAYEHHUS  YPOBHSA  pacyeTHOM  OIOJKETHOU
00ecIieueHHOCTH /10 BhIpaBHUBaHUs, paBHOTO 0,65;

0) nanmmume B Oropkere cyobekTa Poccuiickoit deaepanuu Or0IKETHBIX
ACCHUTHOBAHMI Ha MUCTIOJHEHHE PACXOIHBIX 00s3aTeNbCTB cyOBbekTa Poccuiickoit
Qenmepanii 1O OpraHU3allid  OOECIEYEHHUs TPa)xaaH JEKapCTBEHHBIMU



npenapataMu B TEKylleM TOay B o0Obeme, OojbllleM HE MeEHee ueM
Ha 10 IpoIEHTOB MO CPAaBHEHHUIO C MTOKA3aTEIEM MPEAIIECTBYIOUIETO T0/1a;

B) YBEJIMYEHUE CTOMMOCTH JIEKAPCTBEHHBIX MPENAPATOB B TEKYILEM TOdY
0 3aBEPUICHUM TOCYJIApCTBEHHBIX 3aKyINMOK Ha JaTy IMoJa4d CyOBEKTOM
Poccuitickonn ~ @enepaunu  3a8BKM O  MNOATBEPXKICHUU  HYKIAEMOCTH
B JJOMOJIHUTEIBHOM (UHAHCUPOBAHUU u3 dhenepaabHOTO OroKEeTa
Ha HUCIIOJIHEHNE CyOBEKTOM Poccuiickou denepaunun [MOJTHOMOYUU
10 OOECIIEUCHUIO TpaXKJaH JICKAPCTBEHHBIMHM IpernaparaMu 1o  ¢opme,
YTBEPKICHHOW MuHUCTEPCTBOM 3ApaBooxpaHeHuss Poccuiickoin depepanuu
(manee - 3asBKa), HE MeHee yeM Ha 20 MPOIEHTOB MO CPAaBHEHHUIO C MOKa3aTelIeM
NpEAIECTBYIOIIETO Io/1a;

r) yBellmueHne B cyObekte Poccuiickoit deaeparuu  4YHUCICHHOCTH
rpaXJaH, CTpaJarolux 3a00JieBaHUSMH, BKJIOYEHHBIMU B  IEPCUYCHb
KUZHEYTPOXKAIOIIUX M XPOHUUECKUX MPOTPECCUPYIOIIMX Peakux (opdhaHHBIX)
3a0071€BaHUH, TPUBOAIINX K COKPAIICHUIO MPOJOJDKUTEIIBHOCTH KU3HH
rpaXJIaH WM UX WHBAJIUJHOCTH, 332 MCKIIOYCHHEM 3a00JICBaHUM, yKa3aHHBIX
B myHKTe 21 vactu 2 ctatbu 14 denepanbHoro 3akoHa "OO OCHOBax OXpaHBI
310poBbsi rpaxjaaH B Poccuiickoii ®deaepaunun, Ha AaTy MOJayud 3aABKHU
HE MEHEe 4YeM Ha 15 T[poleHTOB 1O CpaBHEHUIO C  IOKazaTeleM
NpEAIIECTBYIOIETO roja.

3. Ins  TmOATBEpXKIAEHUS HEBO3MOXKHOCTU HCIOJHEHHUS CYOBEKTOM
Poccuiickoii  ®denepanuu  MOJMHOMOYMM 1O oOecleueHur0  TpaxaaH
JIEKapCTBEHHBIMU TIperapaTaMd BBICIIEE JOJDKHOCTHOE JIMII0 CyOBeKTa
Poccuiickonn ®enepanuu npeacTaBiasieT B MUHHCTEPCTBO 3APaBOOXPAHEHUS
Poccuiickoit ®enepanuu oUH pa3 B roj, He paHee | aBrycra u He MO3/IHEE
30 ceHTS0psI TEKyIero roja BKJIOYUTEIBHO, 3asBKY, MOIAMUCAHHYIO BBICIIUM
JIOJDKHOCTHBIM JIMITOM cyOBbekTa Poccuiickoii deneparinu, a Takxke CIIEIYOIINe
JOKYMEHTBI,  TOATBEPXKAAIOIIUE COOTBETCTBHE  CyObekTa  Poccuiickoii
deneparuu Kputepusm (j1ajiee - TOKYMEHTHI):

a) BBIIUCKA W3 CBOJHOM OFOHKETHOM pocmucu OropkeTa CyObekTa
Poccuiickoit denepanuyu 0 OFHOIKETHBIX ACCUTHOBAHHSX, MPEITYCMOTPEHHBIX
B Orojpkere cyobekta Poccuiickoit denepanud Ha HCIOJHEHHUE PACXOIHBIX
00s13aTenbCeTB cyObekTa Poccuiickoit deaepaliuu mo opraHu3aiuy 00ecreyeHus
rpaXJaH JIEKapCTBEHHBIMU IIpenapaTaMy, 3a OTYETHBIA (DMHAHCOBBIM IO
U 32 TeKyIIUi (PMHAHCOBBIH TOJI;

0) KOMUU TOCYJAAPCTBEHHBIX KOHTPAKTOB Ha IOCTABKY JIEKAPCTBEHHBIX
npenapaToB, 3aKIIOUCHHBIX CyObekTOM Poccuiickoit ®exneparuu B TO1y,
NPEAIECTBYIONIEM TEKYIIEMY TO/Y, U B TEKYIIIEM TOdY.



4. HeBO3MOXXHOCTh HCTOTHEHUsT cyObekToM Poccuiickoii deneparuu
MOJTHOMOYMM MO OOECMEUEeHHI0 TpaxkJaH JIEKapCTBEHHBIMU IpernapaTaMu
MOATBEPKIACTCA TPHU  YCIOBHH COOTBETCTBHS CyObekTa Poccuiickoii

denepannu KpUTEpHsiM, YCTAHOBICHHBIM NoAmyHkTamu "a" - "B", uim "a", "0"
n'"r", mm "a" - "r" nynkra 2 Hactosuux [IpaBui.
5. MuHucTepcTBO 3paBOOXPAHCHUS Poccuiickon denepanuun

paccMaTpUBAET MPEACTABICHHBIE BBICIIMM JIOJDKHOCTHBIM JIMIIOM CYyOBEKTa
Poccuiickoii ®epepanuu 3adBKy M JOKYMEHTbl Ha NPEAMET HX IOJIHOTHI,
KOMILJIEKTHOCTH W TIPAaBWIBHOCTH O(OPMIICHHS, a TakKKe COOTBETCTBHUS
cyovekta Poccuiickoil denepauuy KpUTEpUSM B CpPOK, HE MPEBBIIIAIOIIMIA
10 pabouux qHEH CO THA UX MPEICTABICHUS.

6. MunuctepctBo ¢unancoB Poccuiickoit ®enepaunu B - HENSIX
MOATBEPXKACHUSI HAJIWYUA KPUTEpHUs, YCTAaHOBICHHOTO IMOJMyHKTOM "a"
nyHKTa 2 Hactosmmx [IpaBuwi, 10 KOHIIa TeKymero (UHAHCOBOTO Toja
HampasisieT B MuHucrepcTtBo 3apaBooxpaHeHus Poccuiickon ®enepannu
uHpopManmio o cyowrektax Poccuiickoit denepanun, y KOTOPHIX 3HAYCHHE
YPOBHSI  pacueTHON  OIOKETHOW  OOECIEYECHHOCTH JO BBIPAaBHUBAHUS
B O4YE€pETHOM (PMHAHCOBOM IOy HE IPEBBIIIAET 3HaUeHud, paBHOTO 0,65.

7. OcHOBaHUAMHU I OTKaza MHHHCTEPCTBOM  3/IPAaBOOXPAHEHUS
Poccuiickont @enepaunn B TOATBEPKACHUM HEBO3MOXHOCTH HCIIOJIHEHUS
cyobekToM Poccuiickoit deaepariuy MOJTHOMOYHMN MO 00ECIEUEHUIO TPakKIaH
JIEKapCTBEHHBIMU IIpEapaTaMu ABIAKTCA:

a) HECOOTBETCTBUE IMPEACTABICHHBIX BBICIIUM JOJDKHOCTHBIM JIULIOM
cyobekta Poccuiickoit ®denepanuu 3aiBKM M JOKYMEHTOB TpPeOOBaHUSM,
YCTaHOBJICHHBIM ITYHKTOM 3 HacTosmux [Ipasui;

0) HecooTBeTCcTBUE CyOBeKTa Poccuiickoit denepaiiu KpUTepusim;

B) IIPEJCTABIICHUE 3asBKU M JOKYMEHTOB, B TOM YHCJI€ IOBTOPHO,
paHee WM MO3JHEE CPOKA, YCTAHOBIEHHOTO MYHKTOM 3 HacTosmux [IpaBuit.

8. Pemenne MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickoit denepannu
O MOATBEPKJIeHUH (00 OTKa3e B MOJATBEPKIECHUN) HEBO3MOKHOCTH MCTIOTHEHHUS
cyobekToM Poccuiickoit deaepariuu MOJTHOMOYMI MO 00ECIEUEHUIO TPakIaH
JIEKapCTBEHHBIMU IIpenapaTaMy MOANKUCHIBA€TCA MUHHUCTPOM 31paBOOXPAHEHUS
Pocculickon @enepanuy Wik yrnoJJHOMOYEHHBIM UM JIMLOM.

9. MuHuctepcTtBo 3apaBooxpaHeHus Poccuiickoit depepauun B CpOK
He To37Hee 5 pabouyux JHEW CcO JHS MPUHATUSA PEHICHUS O TMOJATBEPKICHHUU
(00 oTKa3e B TOATBEPXKACHUH) HEBO3MOXXHOCTH HCIIOJIHEHHUS CYOBEKTOM
Poccuiickoit ~ depepanuu  MOJHOMOYMH MO  0OECHEYEHUIO  TpakIaH
JIEKapCTBEHHBIMM IIpenapaTaMy YBEAOMJISIET BBICIIEE JIOJDKHOCTHOE JIMIIO
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cyowekta Poccuiickoit denmeparuu 0 MPUHATOM pemieHUH (B Ciaydae OTKasa
B MNOATBEPKJEHUU C YKA3aHUEM MPUYUH ).

10. Beiciiee goymxHOCTHOE JHio cyObekta Poccuiickoit denepanuu
BIpaBE [OBTOPHO IIPEACTaBUTH B  MMHUCTEPCTBO  3APABOOXPAHEHHUS
Poccuiickonn ®enepanuu 3asBKy U JOKYMEHTBI B CpOK, YCTaHOBJICHHBIN
NyHKTOM 3 Hacroamux IlpaBun, mnpum yciioBUM yCTpaHEHUs IPUYMH,
IIOCIIYKMBIIUX OCHOBAaHHUEM JUId OTKa3a MHUHHUCTEPCTBOM B IMOATBEPKIACHUHU
HEBO3MOKHOCTH UCTIOJIHEHUS cyObekToM Poccuiickoit denepanuu moJHOMOYHIMA
10 00eCNeYeHHIO IPaXK/JaH JIEKapCTBEHHBIMU MperapaTaMu.

IToBTOpHOE pacCMOTPEHUE IPEACTABICHHBIX BBICIIUM JOJKHOCTHBIM
muuoM  cyobekta Poccuiickoit  @epepauuu  3aBKM M JIOKYMEHTOB
OCYILIECTBJISIETCS B COOTBETCTBUM € HacTosIMH 1 IpaBunamu.

11. OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTh MPEICTaBISAEMOM
B MuHucrepctBo 31paBooxpaHeHusi Poccuiickoit ®enepanuu uHbopmanuwy,
YKa3aHHOM B 3asiBKE U JOKYMEHTaxX, BO3Jaraercs Ha BBICLIEE JOJKHOCTHOE
o cyobekra Poccuiickoit @enepanuu.




