PELLEHWE

O COMAQCOBOHUM MPEAEAbHBIX OTMYCKHbIX LEeH MPOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

PeAepPAAbHAST AHTUMOHOMOAbLHAST CAY>KOQ B COOTBETCTBUM C MYHKTOM 13 U
NOAMYHKTOM «Q» MyHKTA 32 [NPABUA FOCYAQPCTBEHHOM PErMCTPALMN U
nepeperncTpaumMm NpeAEAbHbIX OTMYCKHbIX LLEH NPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BADKHENLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
noctaHoBAeHeMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 29.10.2010
Ne 865, paccMOTpPeEAQ AOKYMEHThI, MPEACTABAEHHBIE MMCbMOM MUMH3APOBA
Poccum o1 05.10.2020 Ne 20-4-4150264-C, 1 NPUHSIAQ peLLUEHe COrAQCOBATb
NpeAEAbHbIE OTIMYCKHblE LEHbI, 3ASIBAEHHBIE HA NepepermncTpaumo AO
«Meamncopb» (Poccus), HO CAeAYIOLLME AEKAPCTBEHHbIE NPENAPATHI,
BKAIOYEHHDBIE B MepeYveHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «MNapauetamon Meamncopb» (MHH — «MapaueTtamon»), Tabaetikn, 0.5,
10 WT., - YyNAKOBKM S14EMKOBbBIE KOHTYPHbIE (2) - MAYKMN KAPTOHHbIE, B pA3Mepe
12,77 pyb.

2. «[MapaueTtamon Meancopb» (MHH — «[Mapauetamons), Tabaetkn, 0.5,
10 WT., - YyNAKOBKM S14EMKOBbBIE KOHTYPHbIE (3) - MAYKMN KAPTOHHbIE, B pA3Mepe
19,16 py®.

3. «MeTpoHnaa3on Meancopb» (MHH — «MeTpoHMAQ30A»), TaBAeTKM, 250 wmr,
10 WT., - YNAKOBKU SIMEVKOBbBIE KOHTYPHbIE (2) - NAYKM KOPTOHHbIE, B pa3Mepe
21,90 py6.

OaHoepemeHHo DAC Poccum obpalLaeT BHUMOHME HA TO, YTO B
COOTBETCTBMU C TPEBOBAHMSIMM [TPaBUA 0BS3ATEABHON NEepeperncTPaUmM B
2019 — 2020 ropQx 3aperncCTpUPOBAHHBIX MPEAEABHBIX OTMYCKHbIX LEeH
NPOUN3BOAUTEAEN HO AEKAPCTBEHHbIE NPEnAPAThl, BKAIOYEHHbBIE B MepeyeHb
YKMBHEHHO BODKHENLLMX AEKAPCTBEHHbBIX NPENAPATOB, YTBEPMAEHHDBIX
noctaHosAeHnem lNMpaeutenbcTea Poccuimckom Geapepaumm ot 29.10.2010 Ne
865 (Aanee — MNpaenAa 0653aTEABHON NEpepErncTpPaALnn),
30PErMCTPUPOBAHHBIE MPEAEABHBIE OTMYCKHbBIE LIEHBI HO BOCMPOM3BEAEHHDBIE,
BroaHaAoroeblie (BONOAOBHbIE) AEKAPCTBEHHBIE MPENAPATH MOAAEXKAT
0653AaTEABHON NEepeperncTpaumm 6e3 NPeACTABAEHMS 3ASIBAEHNS]
BAOAEABLAMM AU AEPXKATEASIMU PEMMCTRALMOHHBIX YAOCTOBEPREHUN TAKNX
AEKAPCTBEHHBIX MPENAPATOB (YNOAHOMOYEHHBIMY UMW AULIOMIK) NMOCAE



OCYLLECTBAEHMS 0BS3ATEABHON NepepPerncTRALMN NPEAEAbHbBIX OTMYCKHbIX
LIleH HO COOTBETCTBYIOLLME pPedEepPEHTHbIE ASKAPCTBEHHbIE MPEnapaThI.

Moy 3TOM 3ABAEHHAST HO OOI3ATEABHYIO NEPEPErNCTPALUMIO MPEAEABHAS]
OTMNYyCKHAS LEHA HO COOTBETCTBYIOLLMN PEPEPEHTHBIN AEKAPCTBEHHbLIN
npenapat (MHH — «[MapaueTtamon») coraacoBaHa pelueHnem PAC Poccum
oT 10.07.2020 Ne 13/58380/20, oAHAKO nepeyeHb BOCNPOn3BE AEHHbBIX
AEKAPCTBEHHbBIX NPENAPATOB A0 HAOCTOSILLEIO BPEMEHM B COOTBETCTBUM C
nyHKTOM 15 lMpaBuA obs13ateAbHom nepepernctpaumm B PAC Poccum He
NPEeACTABAEH.

Kpome Toro, ®PAC Poccum obpalaeT BHUIMAHME HO HEOBXOAMMOCTb
YTOYHEHMS B COOTBETCTBUM C MYHKTOM 14 [MpoaBUA 0693ATEABHOW
nepeperncTpaum CBEAEHMM O NPEAEAbHbIX OTMYCKHbIX LEHOX HO
BblLLIEYKA3AHHbIN AeKapCTBeHHbIN npenapadT (MHH — «MeTpOoHMAOQ30AY),
NPeACTABAEHHbBIX MMCbMOM MUH3ApaBa Poccum o1 12.08.2020 Ne 20-4-0438-
BCP-ncx.

T.B. Hmkeropoales



