MMPABUTEJILCTBO POCCHIMCKON ®EJEPAIINN
ITOCTAHOBJJIEHHUE

oT 17 Hos6ps 2021 r. Ne 1961

MOCKBA

O BHeceHHH u3MeHeHuil B nocTaHoB/eHue [IpaBurtenncrea
Poccuiickoit @egepauun ot 3 anpeas 2020 r. Ne 441

IIpaBurensctBo Poccuiickoih @enepauui nocTaHOBJASI €T :

l. YTBepauTs mnpusiaraeMble  M3MEHEHHS, KOTOpbie  BHOCSITCS B
nocraHoByieHue IlpaBurensctBa Poccuiickoit ®@eaepaunu ot 3 anpens 2020 r.
Ne 441 "O6 ocobeHHOCTSX oOOpalleHUsl JICKapCTBEHHBIX MpenapaTtoB JUis
MEIMLUMUHCKOTO TPUMEHEHUs, KOTOpble MpeJHa3HAueHbl Il MPUMEHEHHUS B
YCIOBHSIX  Yrpo3bl  BO3HUKHOBEHHS, BO3HHKHOBEHUS U  JHUKBUAALHUH
Ype3BbIYAHHON CUTYallMU U /ISl OpraHU3allMi OKa3aHUs MEIUIUMHCKON MoMOIIH
avuaM, — [0OCTpajaBLIMM B pe3yJibTaTe  Ype3BbIUYAWHBIX  CUTYyalUH,
OpeaylpexXaeHUus Ype3BblYalHbIX CHUTyalud, MOpOoQUIAKTUKH U JIeUeHHUs
3a00sieBaHU, NPEJCTABISAIOUINX OMACHOCTD JUIS OKPYXKAIOMINX, 3a00ieBaHui U
NOPa)XEHUH, TOJy4YeHHBIX B pe3yJjbTare BO3ACHCTBUS HeOIaronpusTHbIX
XUMUYECKHX, OUOJOrMYecKUX, paauandoHHbiXx ¢akTopoB"” (Cobpanue
3akoHogarenbcTBa Poccuiickolt ®epepauuun, 2020, Ne 15, cr. 2295; Ne 37,
ctT. 5711; Ne 48, ct. 7718).

2. YCTaHOBUTH, YTO:

PETUCTPALIMOHHBIE YIOCTOBEPEHHUSl JIEKAPCTBEHHBIX IMpenapaToB coO
cpokoMm nedctBus 10 1 sgHBaps 2022 r., BbIIaHHBIE B COOTBETCTBHH C
noctanoBieHueM IlpaBurensctBa Poccuiickoit ®@enepaunn ot 3 anpess 2020 r.
Ne 441 "O6 ocobeHHOCTSIX oOOpalleHus JIEKapCTBEHHBIX IIperapaToB s
MEIULUHCKOTO INpPUMEHEHHs, KOTOpble NpeAHa3HayeHbl sl MPUMEHEHUS B
YCIOBHSIX  Yrpo3bl  BO3HMKHOBEHMS, BO3HUKHOBEHUS M  JIMKBMJALUHU
Yype3BBRIYAaHHON CUTYallMU U JIJIsi OPraHU3alMKi OKa3aHUsl MEAUIUHCKOM MOMOILU
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JUIaM,  [OCTpaJaBlIMM B pe3ylbTaTe  Ype3BBIYAWHBIX  CHUTYaIlHi,
NpEeayNpeXICHUs] 4Ype3BbIYAWHBIX CUTyallld, NpOGUIAKTUKM H© JICUCHHUS
3a00JIeBaHUM, IIPEICTaBISIOIIMX OMaCHOCTh AJIA OKPYXaroIIKX, 3a00JieBaHUi U
[IOPKECHUM, TMOJYyYEHHBIX B pe3yJibTaTe BO3ACHCTBUS HEOMAronpUsiTHBIX
XMUMHYECKHX, OHOJOrMYECKHX, paldalHoHHBIX  (akTopoB" (gasee -
nocranosyienue llpaBurtensctBa Poccuiickoit ®@enepauuu ot 3 anpens 2020 r.
Ne 441) pgo nHA BCTyIUIEHHMS B CHJIy HAcTOSIIEr0 IOCTAHOBJICHHS,
neiictuTenbHbl 40 | ssHBaps 2023 r. v noanexat 3amene 1o 1 sHBaps 2022 1.
0e3 MpoX0XIeHHUsl NpoLeNypbl FOCYIapCTBEHHOH PETUCTpalldd B OTHOLUEHHH
COOTBETCTBYIOLIUX JIeKapCTBEHHBIX npenapaToB C BHECEHUEM
COOTBETCTBYIOLIUX 3alUced B T[OCYJapCTBEHHBIH peecTp JE€KapCTBEHHBIX
CpeCTB Ui MEIULIUHCKOTO PUMEHEHHUSI;

pa3pellieHusl Ha BpeMeHHOe obOpallleHue cepuu (IapTHH) JICKapCTBEHHOT O
npenapara, He 3aperucrpupoBaHHoro B Poccuiickoit ®enepauuud U
pa3pelieHHoro JUisi MEAULIMHCKOrO IPUMEHEHUsI Ha TepPUTOPUU WHOCTPAHHBIX
rOCyAapcTB YMOJHOMOYEHHBIMU OPraHaMH COOTBETCTBYIOLIMX WMHOCTPaHHBIX
rocyaapcTB, BbIJaHHbIE B COOTBETCTBUU C MNocTaHoBieHueMm [IpaButenbcTBa
Poccuiickoit ®enepaunn ot 3 anpens 2020 r. Ne 441 1o nHs BCTynJIeHUS B CHITY
HACTOSLLEro NOCTAHOBJICHUS, NeHCTBUTENbHBI 10 1 sHBaps 2023 r. u nmoasiexar
3ameHe a0 | suBaps 2022 r. Mo 3asABJAEHUIO IOPUIMYECKOIO JIMLA,
JeiCTBylOIIero B COOCTBEHHBIX MHTEpecax WIH  YNOJIHOMOYEHHOIO
NpPECTaBIATh HHTEPEChl APYroro IOPHAMYECKOrO JHIla, HAa HMS KOTOPOTO
BBIIAHO COOTBETCTBYIOLIEE pa3peuleHue, NPenCTaBjJeHHOMY B MHHHCTEPCTBO
3npaBooxpaHenuss Poccuiickoit ®epepauun B cpok no 20 pexadps 2021 r., ¢
BHECeHMEeM MHUHUCTEpCTBOM 31apaBooxpaHeHust Poccuiickoii ®enepanun
COOTBETCTBYIOLIMX U3MEHEHUH B PEECTP BBIAAHHBIX pa3pelIeHUH Ha BpEMEHHOE
oOpallleHHe yKa3aHHOH cepyH (apTHH) IEKapCTBEHHOT O Ipenapara;

pelIEHHs: O TOCYAAPCTBEHHON PEruCTPaLMU NPEeAEHbHBIX OTIYCKHBIX LEH
MpPOU3BOJUTENEH Ha JIeKapCTBEHHbIE MpenapaTrbl, BKJIIOYEHHbIE B IEpPEeYeHb
KU3HEHHO HEOOXONMMBIX M BaXHEHIIMX JIEKapCTBEHHBIX [penaparos,
OPUHSTBIE B COOTBETCTBUM € MNocTaHoBieHueM [IpaBurtenbctBa Poccuiickoit
®denepaunu ot 3 anpens 2020 r. Ne 441, neiictButensHsl 1o | saBaps 2023 1.

3. MuHHCTEpCTBY 3paBOOXpaHEHUs Poccuiickoii denepauuu
1o 1 suBaps 2022 r. BHECTH B COOTBETCTBHH C ab3alleM 4eTBEpTHIM MyHKTa 2
HACTOSILUErO NOCTAaHOBJIEHUS U3MEHEHUS B!

NpUKa3bl O FOCYAAPCTBEHHON PErMCTPALMK NPENENbHBIX OTIYCKHBIX LiEH
[IpOU3BOAUTENEH Ha JE€KapCTBEHHBIE [MpenapaThl, BKIIOYEHHBIE B IepeyYeHb
KU3HEHHO HEOOXONUMBIX M BaXXHEHIIMX JIEKapCTBEHHBIX IpernapaToB, HU
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HANPaBUTL BJIAJENBLAM (Jep)KaTessiM) pPEerucTPalOHHBIX YJOCTOBEPEHHi
TaKHUX JIEKapCTBEHHBIX NpenapaToB (YMONHOMOUYEHHBIM MMM JIMIAM) BBITHCKH
U3 YKa3aHHBIX IPUKA30B;

peecTpoBbIE 3alMCH IOCYAAPCTBEHHOIO peecTpa MpelesibHbIX OTIYCKHBIX
LEeH MPOU3BOJUTENEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKJIIOYEHHbIE B MepeYeHb
)KH3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JIEKapCTBEHHBIX MTPENaparoB.

[Ipencenarens [lpaBuyj

Poccuiickoit @enefla M.MuiyctuH
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YTBEPX/JEHDBI

nocraHoBneHueM lIpaBurenbcTBa
Poccutickoit ®enepaunn
oT 17 Hostbpst 2021 r. Ne 1961

U3MEHEHMHH,

KOTOpble BHOCATCS B nocTaHoBeHue [IpaBuTe/ibeTBa
Poccuiickoii @egepaunn ot 3 anpeas 2020 r. Ne 441

1.B nynkte 5 cnoBa "mo 1 sauBaps 2022 r." 3aMeHUTH CJIOBaMHU
"mo 1 suBaps 2023 r.".

2.B ocobeHHOCTsIX oOOpalleHUs JIeKAapCTBEHHbIX MpernaparoB  [UIs
MEIUUHUHCKOTO MPUMEHEHHs, KOTOpble MpeAHa3HaueHbl Ui IMPUMEHEHUs B
YCIIOBHSIX  Yrpo3bl  BO3HUKHOBEHHS, BO3HHKHOBEHHS W  JIMKBUJALHU
Ype3BbIYAHON CUTYalUUU U JJ1s1 OpraHU3allui OKa3aHUsl MEAUIMHCKONH MOMOLILX
JuuaM, — [OCTpajaBlIMM B pe3yJibTaTe  Ype3BbIYaWHBIX  CUTYalMH,
OpEeIyHpeXIeHUs Ype3BbIYaHBIX CUTyalHuid, HOpOQUIAKTUKH U JieueHUs
3a00JIeBaHUM, MPEeACTABISIOIIMX ONMACHOCTh AJIS OKpYyXarouux, 3aboneBaHui u
HNOpaXEHUH, IMOJNydeHHbIX B pe3yJjbTaTe BO3ACHCTBUA HEOJIAronpHUATHBIX
XUMHYECKUX, OHUONOrMYeCKUX, pagUalMOHHbIX (JAKTOPOB, YTBEP)KIEHHBIX
yKa3aHHBIM MMOCTAaHOBJIEHUEM

a) B ab3alne TpetheM nyHkTa 14 crnoBa "no 1 suBaps 2022 r." 3aMeHUThb
cnoBamu "no 1 sHBaps 2023 r.";

6) B mynkre 17° cmoBa "He mosgHee 1 nexabps 2021 r." 3aMeHHTBH
cioBamu "He mo3nHee 1 nekabps 2022 r.";

"

B) B myHKTe 18 cnoBa
"no 1 suBaps 2023 r.".

no 1 sauBaps 2022 r." 3aMeHMTb CIIOBaMHU
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