NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 11 mexabpst 2020 r. N 2076

O BHECEHUU U3MEHEHUN
B IIOCTAHOBJIEHUE ITPABUTEJIbCTBA POCCUIICKOM ®EJIEPALIUA
OT 3 IIOHA 2020 T. N 816

ITpaBuTenbcTBO Poccuiickoi @enepaniiu MOCTAHOBIISIET:

VYTBepAUTb NpujiaraemMble U3MeHeHMsI, KOTOPble BHOCSTCS B IIOCTAHOBJIEHME
ITpaBuTtenbcTBa Poccuiickoin @epepanum ot 3 utoHsg 2020 r. N 816 "O
BpEeMEHHOM MOpsaKe pacrpeaenenus B Poccurickoi Oemepanm
HEKOTOPBIX JIeKapCTBEHHbBIX IIpenapaToB AJ1s1 MeUIIMHCKOTO IPpUMeHeH s,
BO3MOKHBIX K HA3HAUEHUIO ¥ TIPMMEHEHUIO IJ1s1 TPOGMIaKTUKMA U JIeUeHUST
HOBOJi KOpoHaBMpYycHOi nHpekiun" (CobpaHne 3aKOHOIATEIbCTBA
Poccuitckoit ®enmepannnm, 2020, N 24, ct. 3788; N 34, cT. 5444).

IIpencenarens [IpaBuTeibCTBa
Poccuiickoit @enepatiyn
M.MUITYCTUH

YTBepKOeHbI

MMOCTaHOBJIeHMeM [IpaBuTebCTBA
Poccuiickoit @enepatiyin

ot 11 mekabps 2020 r. N 2076

N3MEHEHNW{,
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE ITPABUTEJIbCTBA
POCCUICKO
OENEPAIIVN OT 3 MIOHA 2020 I'. N 816

1. B myHkre 3 cnoBa "mo 1 suBaps 2021 r." 3aMeHUTb cjioBamu "A0 1 sHBaps
2022 r.".

2. Bo BpeMeHHOM mOpsiiKe pacipenenenus B Poccuiickoit ®enepanym
HEKOTOPBIX JIEKAPCTBEHHBIX TIPEnapaToB i1 MeIUIIMHCKOTO IPUMeHeHMS,
BO3MOXHBIX K HA3HAUEHMIO U TPUMEHEHMIO IJ1s1 MPOPMIAKTUKI U JIeUeHUS
HOBOJ KOPOHABUPYCHOM MHPEKIMUN, YTBEPKIEHHOM YKa3aHHbIM
IIOCTAHOBJIEHUEM:



a) IMYHKT 1 JOITOJTHUTD 8638.L[eM arenyrmero Cogep>XKaHmni:

"[leiicTBME ITYHKTOB 2 - 4 HACTOSALIEro JOKYMEHTa He paclpoCTpaHsIeTcs Ha
TIOPSAIOK paclipesesieHy s JIeKapCTBEHHOTO IIpernapara, YyKa3aHHOro B
nosunuu 9 nipunoxxkenus N 1 K HacTosemy JOKYMeHTY.";

0) DJOTIOJTHUTD ITYHKTaMMU 5 1 6 C/IeAyIOIero comeps>kaHmsi:

"5. B oTHOILIIeHNY JIeKapCTBEHHOTO Mpenapara, yka3aHHOTO B MO3ULIK 9
npwioxkeHus N 1 K HaCTos1eMy JOKYMEHTY, AepyKaTe/l I Baagelblibl
perucTpauMoOHHBIX YIOCTOBEPEHMIT HANIPaBJISIOT B MUHUCTEPCTBO
3apaBooxpaHeHusi Poccniickoii @emepaiiuyt o 37eKTPOHHBIM KaHalaM
CBSI3U (MJIM MHBIM IOCTYITHBIM CITOCOOOM I10 COTJIaCOBAaHMIO) MH(OPMAIIVIO
0 Hepacmpeze/leHHbIX OCTaTKax JIEKapCTBEHHOTO Ipernapara, yKa3aHHOTO B
no3uuymu 9 npuinoxenus N 1 K HacTosIeMY JOKYMEHTY.

6. MyHMCTEpPCTBO 3apaBooxpaHeHus Poccuiickoi degepanyy B TeueHme 2
KaJIeHAapHbIX AHEe cOo IHS MOCTYIUIeHMs MHGOopMalum, yKa3aHHO B
ITYHKTEe 5 HACTOSIIIEro JOKyMeHTa:

OCYIIeCTBIISIET pacnpeneieHne JeKapCTBeHHOTO MmperapaTa, yKka3aHHOTO B
nosuuyuu 9 npunoxkenus N 1 K HaCTOSLEMY JOKYMEHTY, MEXIY
dbenepasbHBIMM OpraHaMM UCIIOTHUTENbHON BJIACTU M YIIOJTHOMOUYEHHBIMU
opraHaMu MCIIOJHUTEIbHO BIacTu cyobeKkToB Poccuiickoit ®eneparm B
COOTBETCTBUM C pa3paboTaHHBIMU MUHMCTEPCTBOM 3/1PaBOOXPaHEHMSI
Poccuiickoit @emepatyy MeTOOAMYECKMMM PEKOMEHIAUMSIMMU JIMO0 T10
COOTBETCTBYMOIEeMY nmopyueHuto [IpasurenbctBa Poccuiickoit @engepanymy;

YBeIOMIISIET iepyKaTesieil UIu BilaZeblieB PeruCTPaliOHHbIX
YI0CTOBEepeHMI JIeKapCTBeHHOTO Iperapara, yka3aHHOTO B Io3uuumn 9
npunoxeHyus N 1 K HacTogLeMy JJOKYMEHTY, O IIPUHITOM pelleHuH C
MIpUIOKeHMEeM pacrpezeneHus: B GopMe 3JIeKTPOHHOTO JOKYMEHTa,
MOATIMCAaHHOTO YCUIeHHOM KBanuPUIIMPOBAHHOI 3/IEKTPOHHOI
MIOAIIMCHIO.";

B) B NpuiiokeHM N 1 K yKa3aHHOMY BpeMEeHHOMY ITOPSIAKY:
MO3ULINIO 2 UCKJIIOUNTD;

IOTIOTHUTH MO3uIMelt 16 caeyloero CoaepskaHms:




"16.

Pemaecusup

KOHIIEHTpAT [IJ1s1 IPUTOTOBJIEHMSI pacTBOpa /11
UHQY3UIL;

nuoduan3art AJisl IPUTOTOBJIeHUS KOHIIeHTpaTa JJisi
MIPUTOTOBJIEHNS pacTBoOpa s uHy3uit".




