IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 26 nexabps 2025 r. Ne 2158

MOCKBA

O BHeceHMH M3MEHECHUI B HEKOTOPbIE AKThI
IIpaBurtenbcTBa Poccuniickon @enepauuu

ITIpaButenbcTBO Poccuiickor denepaiui MmO CTAHOBJA A€ T ¢

l. YTBepauTe npunaraemMele W3MEHEHHs, KOTOpPbIE BHOCATCA B AaKThI
IIpaBurenscTBa Poccuiickon denepannm.

2. YCTaHOBUTH, UYTO:

PErUCTPallMOHHBIE  YJIOCTOBEPEHHsI  JIEKapCTBEHHBIX  IpEnapaToB
JUIST. MEJULIMHCKOTO INPUMEHEHUsI €O CpPOKOM aeuctBus no | suBaps 2028 r.,
BBIJJAHHBIE B COOTBETCTBUM C nocTaHoBIeHHEeM IIpaBurenscTBa Poccuiickon
Oenepanuu ot 3 ampenst 2020T. Ne 441 "OO6 0cOOEHHOCTAX OOpaIICHHS
JEKapCTBEHHBIX MPENaparoB Ul MEAMIMHCKOTO NPUMEHEHHMs, KOTOpbIE
IIpEJHA3HA4YeHbl Ul TNPUMEHEHHsS B YCJIOBUSAX YIPO3bl BO3HHKHOBEHMS,
BO3HUMKHOBEHHUS W JINKBUJIALMK YPE3BBIYAMHOM CHUTYallMH W Ui OpPTaHU3aluu
OKa3aHWs MEIULUMHCKOM TIOMOINM JIMIAM, I[OCTPaJaBIINM B pPeE3yJIbTATE
YpE3BBIYAWHBIX CUTyallud, NPEAYNPEKICHHUS YpPE3BbIYAMHBIX CHUTYAIUH,
npoUIaKTUKA ¢ JIeUeHus 3a00JeBaHM, NPEIACTABIAIOIINX OMACHOCTh
IUISL OKPY’KalOIIMX, 3a00J€BaHUN M TNOPAKEHUM, IMOITYYEHHBIX B pe3yJbTaTe
BO3/ICHCTBHUS HEOIArONPUATHBIX XUMHYECKHUX, OMOIOTHUECKUX, PaIuarliOHHbBIX
daktopoB" (manee - mocranorieHue [IpaButenncTBa Poccuiickoit @eneparmn
or 3ampens 2020r. Ne441l) no naHA BCTYIUIEHHMS B CHIIy HAcTOSILETO
MIOCTaHOBJICHHUS], eHCTBUTENBHBI 10 1 aHBaps 2036 1. 6e3 3aMeHbl;

pasperieHus] Ha BpeMEHHOE oOpalieHrne cepuu (IMapTuu) JEKapCTBEHHOTO
npemnapara, He  3apeructpupoBaHHoro B Poccuiickoit =~ Denepanuu
U Pa3pelICEHHOrO0 Ul MEAULUMHCKOTO IPUMEHEHUS Ha  TEPPUTOPUU



MHOCTPAHHBIX TOCYAApCTB YNOJHOMOYEHHBIMH OpPraHaMH COOTBETCTBYIOIIHUX
MHOCTPAHHBIX TOCYAAapCTB, BBIIAHHBIE B COOTBETCTBUHM C ITOCTAHOBIICHUEM
IIpaBurensctBa Poccmiickot @enepaumu ot 3 ampens  2020r.  Ne 441
0 JHA BCTYIUICHHS B CHWJIy HACTOSIIIETO ITOCTAHOBJIICHHWsS, IEHCTBUTEIBHBI
1o | saBapsa 2036 r. ¥ nmojuiekaT 3aMeHe MO 3asBJICHUIO IOPUAMYECKOTO JIMIA,
JACHCTBYIOIETO B  COOCTBEHHBIX HWHTEpecax WIM  yIOJTHOMOYEHHOTO
MIPEACTABIATh HMHTEPECHl APYrOoro OPUAWYECKOrO JIMIA, HAa MM KOTOPOTO
BBIJIJAHO COOTBETCTBYIOILIEE Pa3pEIICHHE, MPEACTABICHHOMY B MUHHCTEPCTBO
3apaBooxpanHeHus Poccuiickoit ®@enepanuu, ¢ BHECEHMEM MUHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickon @enepauuy COOTBETCTBYIOIIUX HW3MEHEHUU
B peecTp, YKa3aHHBIM B MyHKTE 25 0COOCHHOCTEW OOpamieHus JTeKapCTBEHHBIX
IpenapaToB sl MEAMIMHCKOTO TPHUMEHEHHUs, KOTOpBIE IpPEIHAa3HAYEHBI
JUIsT TIPUMEHEHUS B YCJIOBUSAX YIPO3bl BO3HUKHOBEHHUS, BO3HHKHOBECHMS
M JIMKBHJALIMM YPE3BBIYAMHOM CHUTYallUM W Ui OpraHU3aluy  OKa3aHWs
MEIULIMHCKOW IMTOMOIIM JIMIAM, MOCTPAJaBIIMM B PE3yJbTAaTe YpPE3BbIYANHBIX
CUTyallui, TMPEeayNpexACHUS YPE3BBIYAMHBIX CUTyalud, MPOPHIAKTHKA
U JiedeHus 3a00JeBaHUW, MPEJCTABISIOIIMX ONACHOCTh I OKPYKAOIIHX,
3a00/IeBaHU W TOPaKEHUH, TMONYYEHHBIX B pe3yJbTaTe BO3JCHCTBUS
HEONMArOMPHUATHBIX XUMHUYECKUX, OMOJIIOTUYECKUX, DPATUAIMOHHBIX (HaKTOPOB,
YTBEPKAECHHBIX TMocTaHoOBIIeHWEM IIpaButensctBa Poccuiickoit @enepanuu
ot 3 anpens 2020 r. Ne 441;

pelmeHns 0 TOCYAapCTBEHHONW PETMCTPALlMU PEACIBHBIX OTIYCKHBIX LEH
IIPOM3BOJIUTENIEN HA JIEKAPCTBEHHBIC IPENapaThl, BKIIOYECHHBIE B NEPEUYECHBb
KU3HEHHO HEOOXOOUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX MPENapaTos,
IIPUHATBIE B COOTBETCTBUM C IOCTaHOBIeHUEM lIpaBurensctBa Poccuiickon
@enepanun ot 3 anpenst 2020 r. Ne 441, cpox IneHCTBUS KOTOPBIX HMCTEKAET
no 1 suBaps 2028 r., nerictButenbHbl 10 1 saBapsa 2036 1.

PErUCTPAllMOHHBIE YAOCTOBEPEHUS HA MEAULMHCKUE U3JEIHS CO CPOKOM
nerictBus 10 1 suBapsa 2028 1., BBIITAHHBIE B COOTBETCTBUU C MOCTAHOBJICHUEM
IIpaButenscTtBa Poccmitickon ®enepaunn ot | anpems 2022 r.  Ne 552
"OO yTBEepXKICHHH OCOOCHHOCTEHW oOOpaimieHus, BKIOYas OCOOCHHOCTH
rOCYyJJapCTBEHHOM  PErucTpauuy, MEAULUUHCKUX  H3IEIUMH B Clly4ae
UX AeQEeKTypbl WIM PUCKAa BO3ZHUKHOBEHUS Ne(EKTYphl B CBA3U C BBEIACHHEM
B OoTHOHIEHNH Poccuiickon Penepanuu OrpaHUYHTENBHBIX MEpP 3KOHOMHYECKOIO
xapakrepa' 10 [JHS BCTYIUIEHMS B CWJIY HACTOSIIErO0 ITOCTaHOBJICHMS,
nercTBuTenbHBI 10 31 mexabps 2028 r. 6e3 3aMeHBL.



3. MununcrepcTBy 3apaBooxpanenust Poccuiickon @enepanuu:

no 27 nexabpst 2027 r. BHECTH B COOTBETCTBHU C ab3alleM 4YeTBEPTHIM
NyHKTa 2  HACTOSIIEr0  IOCTAHOBJIECHHMS  W3MEHEHUs B IPUKA3bl
O  TOCYJAApCTBEHHOW  PETUCTpAallMM  MPEAENbHBIX  OTHYCKHBIX  II€H
MPOU3BOAMTENICH HA JIEKApPCTBEHHBIE IpEnapaThl, BKIIOYEHHBIE B IEpEYCHb
KU3HEHHO HEOOXOJUMBIX M  BaXHEHIINX JIEKAPCTBEHHBIX MPENapaTroB
(BmagenbiaM  (AepikaTensiM)  PETUCTPALMOHHBIX  YJIOCTOBEPEHUUM  TaKUX
JIEKapCTBEHHBIX IpenaparoB (YIMOIHOMOYEHHBIM MMM JHIaM) MUHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoit denepanid  HaNpaBiseT COOTBETCTBYIOIIUE
BBIITMCKH U3 YKa3aHHBIX MPUKA30B), U B PEECTPOBBIEC 3aAMKMCH FOCYJAPCTBEHHOTO
peecTpa MpelaeiabHBIX OTHYCKHBIX ILIEH NPOU3BOJUTENEH Ha JEKapCTBEHHbIE
Ipenaparsl, BKIIOUYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUILINX
JIEKapCTBEHHBIX MPENapaToB;

10 1 saBaps 2028 r. BHECTH B TOCYJAaPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX
CPEICTB I MEIUIMHCKOIO TPUMEHEHUs CBEACHUS 00 M3MEHEHUH CpOKa
NEHCTBUS PErHCTPAMOHHBIX YJIOCTOBEPEHMM, yKa3aHHBIX B a03ale BTOPOM
MyHKTa 2 HACTOSAIIETrO MOCTAaHOBJICHHUS.

4. GenepanbHoii cinyk0e 1O Haa30py B cdepe 3ApaBOOXPAHCHUS
10 1 ssaBaps 2028 r. BHECTH B TOCYJaPCTBEHHBIM PEECTP MEAULIUHCKAX U3AETUN
U opraHu3auuii (MHAUBUIYAJIBHBIX MPEAIPUHUMATENEH), OCYIIECTBISIOMINX
MPOU3BOACTBO M  M3rOTOBJIEHHWE  MEIMLUMHCKUX  M3ICNHHA,  CBEACHUS
00 M3MEHEHUH CPOKa JEHCTBHUS PETHCTPAIIMOHHBIX YOCTOBEPEHUHN, YKa3aHHBIX
B a03a1ie mITOM MyHKTa 2 HACTOSIIETO MMOCTAHOBIICHHUSI.

5. Hacrosmee mnocraHoBieHHWE BCTyNMaeT B CUIy CO JHS  €ro
oumansHOTO OMyOIMKOBAHMUS.

AOKYMEHT MOAMUCAH
SNEKTPOHHOW MOAMUCLIO
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 26 nexadpst 2025 r. Ne 2158

UN3MEHEHMUA,

KOTOpbIe BHOCATCH B aKkThI [IpaBuTesibcTBa
Poccuiickoit ®enepanmnu

1.B  nocranoBnenun IlpaBurenbctBa  Poccuiickoit ~ ®enepaunu
ot 3 anpens 2020r. Ne 441 "OO6 ocoOeHHOCTSIX OOpalleHus JEKAPCTBEHHBIX
MpenapaToB JIsi MEAWIMHCKOTO MPUMEHEHHUs, KOTOphbIE MpeIHa3HAYEHbI
JUIsT TIPUMEHEHUST B YCJIOBUSAX YIPO3bl BO3HUKHOBEHHUS, BO3HUKHOBEHUS
M JIMKBUJALIMM YPE3BBIYAMHONW CHUTYallUM W [JIs OpraHu3alliyd OKa3aHWs
MEIUIIMHCKOW TIOMOIIM JIMIIaM, MOCTPAJaBIIUM B PE3yJbTaTe€ YpPE3BbIUANMHBIX
CUTyallMi, TPEAYNPEXKACHUS UYPE3BbIYAMHBIX CHUTyalMi, MPOPUIAKTUKH
U JiedeHus 3a00JEeBaHUW, MPEICTABISAIOIIMX OMNACHOCTh I OKPYKAIOIIHX,
3a00eBaHUN H TOPAKEHUM, TIONYYEHHBIX B pE3yJibTaTe BO3JICUCTBUS
HEOJIaronpUsITHBIX XUMHUYECKHX, OMOJOTHMYECKUX, PaJUAMOHHBIX (PaKTOpOB"
(Cobpanue 3akoHomaTenbcTBa Poccutickoit @eneparuu, 2020, Ne 15, cT. 2295;
Ne 37, cr. 5711; Ne 48, cr. 7718; 2021, Ne 47, ct. 7864; 2023, Ne 1, cr. 335;
Ne 46, ct. 8262; 2024, Ne 53, c1. 8688):

a)B myHkre 5 cmnoBa "l sguBaps 2028 r." 3aMeHUTh CcIOBaMU
"1 auBapsa 2036 1.";

0) B 0ocOOEHHOCTSIX  OOpamieHusi  JIEKapCTBEHHBIX  MPErnapaToB
IUIST MEIUIIMHCKOTO MPUMEHEHUs, KOTOpPble MpPEeIHA3HAYEHbl NI TPUMEHEHUS
B YCIOBHUSIX Yrpo3bl BO3HUKHOBEHHS, BO3HMKHOBEHHS U JIMKBUAAIIUU
Ype3BbIYAHON CUTYalluu U JUIsl OPTaHU3ANU OKa3aHHUsl MEIUIIMHCKOW MOMOIIU
JUIaM,  TOCTPaJaBIIMM B pe3yJibTaTe  Ype3BbIYAWHBIX  CHUTYyallui,
MPEeAYNPEKACHUST UYPE3BBIYAHHBIX CUTyalMil, NPOPUIAKTAKH U JICYCHUS
3a00eBaHuM, MPEICTABISAIOMIMX OMACHOCTh JJIA OKPY’KAIOIIMX, 3a00JIeBaHUI
U TOpaXEeHHM, TMONYYCHHBIX B pPE3yJIbTaTe BO3JEHCTBUA HEOIArOMpUSITHBIX
XUMUYECKUX, OHOJOTUYECKUX, paAUAlMOHHBIX (PAKTOPOB, YTBEPKICHHBIX
YKa3aHHBIM IOCTAHOBJIEHUEM:

B aOzame TperbeM mnyHKTa 14 crnoBa "l auBaps 2028 r." 3aMeHUTH
cnoBamu "1 sHBaps 2036 r.";



B nmyHkTe 172 cmoBa "l mekabps 2027 r." 3aMEHUTh  CIIOBaMH
"1 nexabps 2035 r.";

B mnoxnyHkre "B" myHkta 172 cimoBa "I sHBaps 2028 r." 3aMeHUTH
cnoBamu "1 sHBaps 2036 1.";

B nyHkre 18 cmoBa "1 sHBaps 2028 r." 3amMeHUTH ClIOBaMU
"1 suBaps 2036 r.".

2.B nocranoBnenuu  IlpaButenbctBa  Poccuiickoini  ®Dexpepanuu
or 1 ampens 2022r1. Ne 552 "OO6 yTBepkmeHun OCOOCHHOCTEH oOparieHus,
BKJIFOYasi 0COOCHHOCTHU TOCYJJaPCTBEHHOM PerucTpaluu, MeIUIUHCKUX U3/IeTUi
B ciydae ux Je(eKTYphl WM PUCKA BO3HUKHOBEHHS JCPEKTYpPHl B CBS3H
C BBEJICHMEM B OTHomeHuH Poccuiickoii denepanuu OrpaHUYUTEIBHBIX MEP
skoHOMHUYeckoro xapakrtepa" (CoOpanue 3akoHoOjaTenbcTBa Poccuiickoit
Oenepanyu, 2022, No 15, ct. 2473; Ne 40, ct. 6806; 2024, No 53, cT. 8688; 2025,
Ne 9, ct1. 971):

a)B myHkre 3 cinoBa "l suBaps 2028 r." 3aMeHUTh CJIOBaMU
"31 nexabps 2028 r.";

0) B ab3ame BTOpOM TyHKTa 3 o0cCOOEHHOCTEW oOparieHus, BKIOYas
0COOEHHOCTH TOCYAAPCTBEHHOW PETUCTPALIMM, MEAUIMHCKUX U3IEIUNA B Cllydae
X JeQEeKTypbl WM PUCKAa BOSHUKHOBEHHUS NE(DEKTYphl B CBSI3U C BBEIACHUEM
B ortHomeHnn  Poccuiickon ~— @enepauuy  OrpaHUYUTENBHBIX  MeEp
SKOHOMHMYECKOTO XapaKTepa, YTBEPKICHHBIX YKAa3aHHBIM ITOCTAHOBIICHHEM,
cnoa "1 suBaps 2028 r." 3amenuts cioBamu "31 nexabps 2028 r.".




