MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 17 Hos6pst 2021 r. Ne 1961

MOCKBA

O BHeceHnH M3MeHeHMl B nocTaHoBjeHue [lpaBurtenbcTBa
Poccuiickoii ®@enepanuu ot 3 anpess 2020 r. Ne 441

IIpaBurenscTBO Poccuiickon denepaiiun 10O CTAaHOBJAAE T !

1. VTBepauth mpuiiaraeMble  HU3MEHEHMs, KOTOpPbIE BHOCSTCS B
nocraHoBiieHue I[IpaBurensbctBa Pocculickoit @enepauun ot 3 anpens 2020 r.
Ne 441 "OO ocobeHHOCTAX oOOpalieHusi JEKapCTBEHHBIX MPENapaToB IS
MEJIMIIMHCKOTO TPUMEHEHHs, KOTOpble NpEeAHA3HAYEHBI MJIsI NMPUMEHEHHUS B
YCJIOBUSIX  YIrpo3bl  BO3HUKHOBEHHS, BO3HMKHOBEHHMS W  JIMKBUJALIMH
YPE3BbIYANHOW CUTYALUU U JJIs1 OPraHU3aluy OKa3aHUsI MEAULIUHCKOW ITOMOIIH
JulaM, [OCTPajJaBIIMM B pE3yJbTaT€  YpPE3BbIYANHBIX  CHUTYaIlUH,
NPEAYNPEXKICHUS YPE3BBIYANHBIX CHUTyalWid, MPOPWIAKTUKA U JICUCHUS
3a00J1eBaHUM, MPECTABISIONIUX OMACHOCTh JJI OKPYKAIOIINX, 3a00JI€BaHUIN U
MOPKEHUW, TOJYYEHHBIX B pe3yJbTaTe BO3JICUCTBHUS HEOJIArOMpUATHBIX
XUMUYECKUX, OWOJIOTHYECKUX, paauanuoHHblx  ¢akropoB"  (Cobpanue
3akoHoAaTenbcTBa Poccuiickoit ®denmepammm, 2020, Ne 15, c1.2295; Ne 37,
ct. 5711; Ne 48, ct. 7718).

2. YCTaHOBUTH, UTO:

PETUCTPAllMOHHBIE YAOCTOBEPEHUSI JIEKAPCTBEHHBIX MPEMapaToB CoO
cpokom geiictBus a0 1 sHBapss 2022 r., BBIIAHHBIE B COOTBETCTBHHM C
noctanoByienneM IIpaButensctBa Poccuiickoii @eaepanuu ot 3 anpens 2020 r.
Ne 441 "OO ocobeHHOCTAX OOpalieHus JEKAPCTBEHHBIX TPEMapaToB ISl
MEJIMIIMHCKOTO TPUMEHEHHs, KOTOpble MNpEeAHA3HAYEHbI JIi NPUMEHEHHS B
YCJIOBUSIX  YIrpo3bl  BO3HUKHOBEHHS, BO3HUKHOBEHHS W  JIMKBUJALIUU
YpEe3BbIYAHOW CUTYAIIMU U JUJI1 OpPraHUu3alMid OKAa3aHUS MEIULIMHCKON MOMOIIHN



JulaM, [OCTPaJaBIIMM B pe3yJbTare  YpPE3BbIYANHBIX  CHUTYAIlUH,
NPEeAyNPEeXKICHUS YPEe3BbIYAHBIX CUTYyallMi, NPOPUIAKTUKA U JICUCHHUS
3a00J1IeBaHUM, MPECTABISIONIUX OMACHOCTh JJI OKPYKAIOMIMX, 3a00JIeBaHUN U
NOPAKEHUM, TMOJYYEHHBIX B pe3yJbTaTe BO3JECUCTBHUS HEOJIAroNMpUATHBIX
XUMUYECKUX, OMOJOTMYECKUX, paJAHAlMOHHBIX  ¢akTtopoB"  (maiee -
nocra”HoBieHue IIpaBurensctBa Poccuiickorn @enepanuu ot 3 anpens 2020 r.
No441) no nAHA BCTYIUIGHMS B CHJIy HACTOSIIETO  ITOCTAHOBJICHUS,
nerctBuTenbHbl 10 1 stuBaps 2023 r. u nmojyexar 3ameHe 10 1 saBaps 2022 r.
0e3 MPOXOXKACHHS MPOLEIypPbl TOCYIapCTBEHHON PErucTpaldd B OTHOIIECHUU
COOTBETCTBYIOIINX JIEKapCTBEHHBIX [penapaToB c BHECEHUEM
COOTBETCTBYIOIIMX 3alHUCEl B TOCYIAPCTBEHHBIA PEECTpP JIEKAPCTBEHHBIX
CPEACTB ISl MEJULIMHCKOTO MPUMEHEHUS;

paspenieHus Ha BpeMEeHHOe oOpalleHne cepuu (MapThuu) JEKapCTBEHHOTO
nmpernapara, He 3apeructpupoBaHHoro B Poccuiickor ®enepanuu  u
Pa3pelIeHHOr0 JIsl MEIUIIMHCKOTO MTPUMEHEHUSI Ha TEPPUTOPUU MHOCTPAHHBIX
roCyJapCTB YIOJIHOMOYEHHBIMU OpPraHaMH COOTBETCTBYIOIIUX WHOCTPAHHBIX
rocyJapcTB, BbIJAHHBIE B COOTBETCTBUU C IOcTaHoBIieHHEM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 3 ampenst 2020 r. Ne 441 no nHS BCTYIUJIEHUS B CUITY
HACTOSILETO MOCTAHOBIICHUS, IEUCTBUTENbHBI 10 1 siHBaps 2023 r. u momasiexar
3aMeHe A0 1 suBaps 2022 1. 10 3asABJICHUIO IOPUAMYECKOTO JIWIIA,
JNEUCTBYIONIETO B  COOCTBEHHBIX  HHTEpEcaX WIM  YINOJIHOMOYEHHOTO
MPEACTABIATh HMHTEPECHl JAPYrOoro HOPUAUYECKOrO JUIA, HAa HUMS KOTOPOIO
BBIJJAHO COOTBETCTBYIOILIEE pa3pellICHUE, MPEACTABICHHOMY B MUHHUCTEPCTBO
3npaBooxpaHeHus: Poccuiickoit ®denepanuu B cpok a0 20 mexadps 2021 r., ¢
BHECeHMEM MuHucTepcTBOM 3apaBooxpaHeHuss Poccuiickon ®Denepaunu
COOTBETCTBYIOIINX U3MEHEHUW B PEECTP BBIIAHHBIX Pa3pEIICHUI Ha BPEMEHHOE
oOparlleHre ykazaHHo# cepuu (mapThH) JEKapCTBEHHOTO MIpernapara;

pelIeHus 0 TOCYAapCTBEHHOW PEruCcTpalliu MPEeAEIbHBIX OTIYCKHBIX LIEH
MPOU3BOJIUTENIC HAa JIEKAPCTBEHHBIE IMPENApaThl, BKIIOUCHHBIE B IEPEUCHb
KU3HCHHO HEOOXOJUMBIX ¥ BaXKHEUIIUX JICKAPCTBEHHBIX IPENapaTos,
IPUHATBIE B COOTBETCTBUM C mocTaHoBieHueM llpaBurenscrBa Poccuiickoit
Oenepanuu ot 3 anpenst 2020 r. Ne 441, neiictButenbHbl 10 1 ssuBaps 2023 r.

3. MuHucrepcTBy 31paBOOXPAHEHUSA Poccuiickon ®Denepanuu
1o 1 suBaps 2022 1. BHECTH B COOTBETCTBHM C ab3alleM YE€TBEPTHIM ITyHKTa 2
HACTOSAIIETO MNOCTAHOBJICHUSI U3MEHEHHUS B:

MPUKa3bl O TOCYAAPCTBEHHON PEruCcTpalluy MpeAeIbHbIX OTIMYCKHBIX LEH
MPOU3BOJIUTENIC HAa JIEKAPCTBEHHBIE IMPENApaThl, BKIIOUCHHBIE B IEPECUCHb
KU3HCHHO HEOOXOJUMBIX M BaXXHEHIIMX JIGKAPCTBEHHBIX IMpenapaToB, W



HaIlpaBUTh BIAJENbIIaM (JepKaTesiiM) PErMCTPAlMOHHBIX —YIOCTOBEPEHUI
TaKMX JIEKAPCTBEHHBIX IMpenapaToB (YHNOJHOMOUYEHHBIM MMU JIMIIAM) BBITTUCKH
U3 YKa3aHHBIX MTPUKA30B;

PEECTPOBBIE 3alUCU TOCYAAPCTBEHHOTO PEECTPa MPEACIIbHBIX OTIYCKHBIX
[IEH MPOU3BOJIUTENIECH Ha JIEKAPCTBEHHbIE MPEMapaThl, BKIIOYEHHbIE B NIEPEUCHb
YKU3HEHHO HEOOXOAUMBIX M BaXKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB.

[Ipencenarens [IpaBuTenscTBa
Poccuiickon denepanuu M.Mumryctua



YTBEPXIEHbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanunu
ot 17 Hos6ps1 2021 1. Ne 1961

N3IMEHEHMUA,

KOTOpPbIe BHOCATCH B ocTaHoBJieHHe IIpaBuTeabcTBa
Poccuiickoii ®enepanuu ot 3 anpeas 2020 r. Ne 441

1.B nynkre 5 cnoBa "mo 1 suBaps 2022 1." 3aMEHHUTH CIIOBaMH
"mo 1 suBaps 2023 r.".

2.B ocobeHHOCTSIX oOOpaiieHusi JIEKapCTBEHHBIX MpernapaToB IS
MEJIUIIMHCKOTO TPUMEHEHHS, KOTOPBIE MpEAHA3HAUYEHBbl IS MPUMEHEHHUS B
YCIOBUSIX  YIrpo3bl  BO3HUKHOBEHHS, BO3HUKHOBEHHMS W  JIMKBUJALIMU
Ype3BbIYAMHON CUTYAIlUU U ISl OPraHU3alNU OKa3aHUSI METUIIMHCKOW TTOMOIIH
JulaM, [OCTPaJaBIIMM B pe3yJbTaT€  Ype3BbIYANHBIX  CHUTYaIlUH,
MPEAYNPEXKICHUS YPE3BBIYANHBIX CHUTyallWid, TPOPUIAKTUKH U JICUCHHUS
3a00J1eBaHUM, MPECTABISIONIUX OMACHOCTh JJI OKPYKAIOMINX, 3a00JI€BaHUIN U
MOPKEHUW, TIOJYYEHHBIX B pe3yJbTaTe BO3JICUCTBHUS HEOJIArOMpPUATHBIX
XUMUYECKUX, OHMOJIOTUYECKHUX, PATUAIMOHHBIX (DAKTOPOB, YTBEPIKICHHBIX
YKa3aHHBIM IMOCTAHOBJICHUEM:

a) B ab3aie TpetbeM myHKTa 14 cioBa "mo 1 suBapst 2022 r." 3aMeHUTH
cinoBamu "no 1 suBapsa 2023 r.";

6) B myukte 17° cioBa "He mosgHee 1 nexabps 2021 r." 3aMeHHTBH
cnoBamu "He mo3aHee 1 aexadps 2022 r.";

B)B myHkTe 18 cnoBa "mo 1 smBaps 2022 r." 3aMeHUTH CIOBaMH
"mo 1 suBaps 2023 r.".




