NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 11 meka6ps 2020 r. N 2076

O BHECEHMU MU3MEHEHUN
B ITIOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
OT 3 MIOHA 2020 T. N 816

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

VTBepAUTD NpujiaraemMble U3MeHeH s, KOTOpbIe
BHOCSITCS B ITOCTaHOBJIeHMe [IpaBuUTenbCTBa
Poccuiickoit ®@enepanyu ot 3 uroHs 2020 r. N 816 "O
BpeMeHHOM MOpSsiKe pacrpeaeneHus B Poccuiicko
depnepaliiy HEKOTOPBIX JIEKAPCTBEHHBIX MPEIapaToB
IJISI MEAULIMHCKOTO TIpYMEeHEeHM s, BO3MOXHBIX K
Ha3HAUEeHMIO Y TIPUMeHEeHUIO 1S TPOUIAKTUKYA U
JeyeHMsT HOBOV KOPOHaBUPYCHO MHeRImn"
(Cobpanme 3akoHOmaTeAbCTBA Poccuiickoii
@enepanyn, 2020, N 24, ct. 3788; N 34, cT. 5444).

IIpencenarens [IpaBuTe/LCTBA
Poccuiickoit @egepanunn
M.MUIIYCTUH

YTBepKaeHbI






roctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoi ®epepann
ot 11 gexkabps 2020 r. N 2076

M3MEHEHUS,
KOTOPBIE BHOCSTCS B [IOCTAHOBJIEHUE
[TIPABUTEJIbCTBA POCCUNCKOA
®EIEPAIIMU OT 3 UIOHS 2020 T. N 816

1. B mynkre 3 cioBa "go 1 suBaps 2021 r." 3aMeHUTh
cioBamu "o 1 ssHBaps 2022 r.".

2. Bo BpeMeHHOM IOpsifiKe pacrpenenieHuns B
Poccuiickoit @enepaiii HEKOTOPBIX JIEKAPCTBEHHBIX
NperaparoB 11 MEAULIMHCKOTO IPUMEHeHNs,
BO3MO>HBIX K HAa3HAYEHUIO U TPUMEHEHUIO IJIsI
MPOo(@UIaKTUKY U JiIedeHMs HOBOV KOPOHABUPYCHOIA
MHOEKI MY, YTBEPKIEHHOM YKa3aHHbIM
IOCTaHOBJIEHMEM

a) MMyHKT 1 IOMOJHUTH ab3alleM C/IeIyIOIero
comepskKaHus:

"[lericTBUE ITYHKTOB 2 - 4 HACTOSIIETO TOKYMEHTA He
pacnpocTpaHsieTCs Ha MOPSAO0K paclipeeeHus
JIeKapCTBEHHOIO IIperapara, yKa3aHHOI'O B [I03ULIVA
9 npunoxxenus N 1 K HacToseMy JOKYMeHTY.";

0) IOTMOJHUTD ITYHKTaMM 5 1 6 cieyo1ero






Coaoep>KaHusd:

"5. B oTHOIIIEHUY JIeKapCTBEHHOTO Mpernapara,
YKa3aHHOrO B ro3uuuu 9 npunoxenus N 1
HACTOSILeMYy JOKYMEHTY, lep>kaTey UIN Blagesblibl
perucTpauMOHHbBIX YOOCTOBEPEHMII HAIIPABJISIOT B
MuHucTepCcTBO 34paBooxXpaHeH s Poccuiickoi
@enepauyn 10 3JIeKTPOHHBIM KaHaIaM CBSI3U (MU
MHBIM JOCTYITHBIM CII0COO0OM 10 COTJIACOBAHUIO)
MHbOpPMaIMIO O HepacIpeie/ieHHbIX OCTaTKaX
JIeKapCTBEHHOrO Mperapara, yKa3aHHOTO B O3ULLUA
9 npunoskenns N 1 K HACTOSIIEMY TOKYMEHTY.

6. MUHMCTEPCTBO 37 paBOOXpaHeHus Poccuiickomn
®denepalivy B TeueHMe 2 KaJIeHAAPHBIX THEN CO THS
MOCTYIUIeHUs MHOpMaLuy, yKa3aHHO B ITyHKTe 5
HaCTOSIIIEero JOKYMEHTa:

OCYILIeCTBJISIET paclipe/eieHNe JeKapCTBeHHOTO
nperapara, yKa3aHHOTO B o3uiuu 9 npmioxxkeHus N
1 K HacTosIIEMY NOKYMEHTY, MeXy ¢deepaabHbIMU
opraHaMu UCITIOJIHUTEbHO BJaCTU U
YIIOJITHOMOYEHHbIMM OpTaHaMM MUCIIOJHUTEeIbHOM
BJacTU cy6bekToB Poccuiickoii @emepaiium B
COOTBETCTBMM C pa3paboTaHHBIMM MUHMCTEPCTBOM
3apaBooxpaHeHus Poccuiickoin @emepann
METOOMYECKMMM PeKOMeHIAIUSIMMU MO0 T10
COOTBETCTBYIOIIeMY opyueHMIo [IpaBuTebCTBa






Poccuiickoit ®enepaunu;

yBeLOMJISIeT epyKaTeieii Ui BilaJelblieB
pPerucTpauMoOHHbIX YAOCTOBEPEHMI JIEKAPCTBEHHOIO
nperapara, yKa3aHHOTO B o3uiuu 9 npmioxxkeHus N
1 Kk HacTOYIIEMY TOKYMEHTY, O IIPUHITOM PelIeHUU C
MIpWIOKEeHMEM pacrpeneneHus B Gopme
37IeKTPOHHOTO J0KYMEHTa, IMOAIIMCAaHHOT O
YCUJIEHHOV KBaMU(PULIVPOBAHHO 3IeKTPOHHOM
MHOAMNNUCHIO.";

B) B nipmiioskeHuy N 1 K yka3aHHOMY BpeMEHHOMY
MOPSIAKY:

IIO3ULINIO 2 MNCK/IIIOUNTD;

IOTIOJIHUTB TTO3UIMe 16 clieAyIoIero CogmepXxaHms:

"16. | PemaecuBup | KOHIIEHTpAT A
MIPUTOTOBJIEHMS PACTBOPA IS
nHby3uii;

nouan3arT ajis
MIPUTOTOBJIEHNST KOHIIEHTpaTa
IJIS1 TIPUTOTOBJIEHMS pacTBOpa
7151 UHQyY3mit'.







