NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 11 mekabps 2020 r. N 2076

O BHECEHWU U3MEHEHUIA
B ITOCTAHOBJIEHUE IMTPABUTEJIbCTBA POCCUNICKOM ®EIEPALINN
OT 3 IOHA 2020 T. N 816

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

VTBepAUTb MpUaaraeMbie U3MeHeHUs, KOTOpble BHOCSTCS B IOCTaHOBIeHMe [IpaBuTenbcTBa Poccuiickoii
®enepanyu ot 3 uwHI 2020 r. N 816 "O BpeMeHHOM NOpsiaKe pacnpeneneHus B Poccuiickoit ®emepaun
HEKOTOPBIX JIEKapCTBEHHBIX ITPenapaToB AJ1s1 MeAUIMHCKOTO MIPUMEHEHMS], BO3MOKHbBIX K HA3HAYEeHUIO U
MIPUMEHEHMIO JJIs TPOMIAKTUKY U JIeUeHMsT HOBOJ KOpoHaBupycHO nHpekuun" (CobpaHue
3aKoHOAaTenbCcTBa Poccuitckoit ®emepariim, 2020, N 24, c1. 3788; N 34, cT. 5444).

ITpencenatesns IIpaBuTeIbCTBA
Poccuiickoit @enepaiyin
M.MUILTYCTUH

YTBepXaeHbI

MMocTaHoB/eHMeM [IpaBuTenbCTBA
Poccuiickoi @emepanin

ot 11 nekabps 2020 . N 2076

M3MEHEHNMA],
KOTOPBIE BHOCSTCS B TOCTAHOBJIEHUE TTPABUTEJIbCTBA POCCUNCKON
OENEPALIVMM OT 3 MIOHA 2020 I'. N 816

1. B mynkre 3 cioBa "o 1 auBaps 2021 r." 3ameHuTsb cjioBaMu "[o 1 suaBaps 2022 r.".

2. Bo BpemeHHOM mopsike paciipeneneHust B Poccuiickoit @emepalinyt HEKOTOPBIX JIeKapCTBEHHBIX
MperaparoB AJi1 MeAUIMHCKOTO MPUMeHeHMsI, BO3MOXXHbBIX K HA3HAUEHUIO U IPUMEHEHUIO JIJIsI
npoUIaKTUKY U JledeHUsI HOBOJ KOPOHABUPYCHOI MHMeKI1M, yTBeP>KAeHHOM YKa3aHHbIM
MOCTAaHOBJIEHMEM:

a) IMyHKT 1 TOMOJHUTD ab3alleM CJIeIYIOIIEero ComepskKaHmsI:

"[leficTBME ITYHKTOB 2 - 4 HACTOS1Ero JOKyMeHTa He PaclpoCTPaHsIeTCs Ha MOPSA0K pacipeneleHus
JIeKapCTBEHHOrO Iperapara, yKka3aHHOro B no3uuuu 9 npmioxkenus N 1 K HacTos1emMy TOKYMeHTY.";

0) IOTMOJHUTDL MYHKTaMM 5 1 6 CJIedYyIONIero CoepsKaHms :

"5. B oTHOIIIEHUY JIeKapCTBEHHOTO MpernaparTa, yKa3aHHOro B 1mo3uiuu 9 npuioxkenus: N 1 K HacTosiieMy
IOKYMEHTY, leps>kaTeau WK BAa[e/blibl PeTUCTPALIMOHHBIX YAOCTOBEPEHUI HATIPABJISIOT B MUHUCTEPCTBO
31paBooxpaHeHus Poccuiickoin @emepanyin 1o 3JIeKTPOHHbBIM KaHalaM CBSI3U (MJIUM UHBIM JOCTYITHBIM
CII0CO60M 10 COTIacOBaHMIO) MHGOPMAIIMIO O HepacIpeeJIeHHbIX OCTAaTKaX JIeKapCTBEHHOTO ITpernapara,
YKa3aHHOTO B ro3uiiuy 9 npmwioxeHns: N 1 K HaCTOSIeMy TOKYMEHTY.

6. MUHKUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoi @enepaiiyn B TeueHue 2 KaJIeHAapHbIX THEN CO THS
MOCTYIIJIEHMS MHGOPMAaLMM, YKa3aHHON B ITYHKTE 5 HACTOSIIEro JOKYMEHTa:

OCYIIECTBJISIeT pacnpeeneHe JeKapCTBEHHOTO Mperapara, yKka3aHHOro B no3uuuu 9 npunoskenus N 1 K
HACTOSIIIIEMY TOKYMEHTY, MeXay (demepaybHbIMM OpraHaMy VCIIOJTHUTE/IbHOM BIACTU U
YIIOJIHOMOYEHHbBIMM OpraHaMM MCIIOJIHUTENIbHOI BIacTy cyobeKToB Poccuiickoit denepaiivin B
COOTBETCTBUM C pa3paboTaHHBIMY MUHMCTEPCTBOM 34 paBooxpaHenust Poccuiickoit ®enepanym
MeTOAMYECKMMM PEKOMEHIALIVSIMMU JIMOO0 110 COOTBETCTBYIOIEMY ropyueHuio [IpaButenbcTBa Poccuiickoii



Qenepauyu;

yBeIOMJISIET Iep>KaTeiel Uy BlafeblieB PErUCTPalMOHHBIX YA, 0CTOBEpeHNI JIeKapCTBEHHOT0 ITperapara,
yKa3aHHOro B no3uuum 9 npunoxeHus N 1 K HacTos1eMy JOKYMEHTY, O IPUHSTOM DeIIeHUM C
MIPUJIOKEHMEM pactipefiesieHus: B opme 3/IeKTPOHHOTO JOKYMEHTa, MOAIMCAHHOTO YCUJIeHHO
KBaAUPUUMPOBAHHO 3JIEKTPOHHOI MONNCHIO.";

B) B nipuiioskeHuu N 1 K ykKa3aHHOMY BpeM@HHOMY MOPSIIKY:
MO3UILMIO 2 UCKTIOUNTD;

TIOTIOJIHUTB TTO3UIMe 16 ciieAyIoIero CogepXaHus:

"16. | PemaecuBup | KOHIIEHTPAT [JIS1 IPUTOTOBJIEHNST pacTBOpa A5t MHDY3Uii;
aoduaIn3aT AJisl IPUTOTOBJIEHMS KOHIIEHTpaTa JJIs1 TPUTOTOBIEHMST PacTBOpa AJIst
uHby3uin".




