PELLEHWE

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

Pewennem OAC Poccum ot 04.12.2020 Ne TH/106455/20 B COOTBETCTBUN C
nyHKTOM 31 MpaeunA obs13aTenbHOM nepeperncTpaumm B 2019 — 2020 roaax
30PErnMCTPUPOBAHHBIX MPEeAEAbHBIX OTMYCKHbIX LEH NPOM3BOAUTEAEN HA
AEKAPCTBEHHbBIE NPENAPATHI, BKAIOYEHHBIE B MEPEYEHD YKM3HEHHO
HEOOXOAMMbBIX U BADKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
nocTaHoBAeHMeM lMNpaBuTenbcTBa Poccumckonm Geaepaumm ot 29.10.2010
Ne 865, yTBEPIXKAEH PACHET NPEAEABHBIX OTMYCKHbIX LLEH MPOM3BOANTEAEN HA
BOCMNPOU3BEAEHHBIE AEKAPCTBEHHbBIE MPENAPAThI, 3APErMCTPUPOBAHHLIE B
Poccumnckon Peapepaumm B OTHOLLEHUN PEPEPEHTHOIO AEKAPCTBEHHOIO
NPEenapaTa ¢ TOProesbiM HaMMeHoBAHMEM «OTpUBUHY (MHH —
«KCMAOMETA3OANH»), B TOM YACAE HO AEKAPCTBEHHbBIN MPENAPAT:

«PrHoOHOPM» (MHH - «KCMAOMETA30AMHY»), Cripet HO3AAbHbBIN AO3NPOBAHHbBIN
ANS (aeTen), 0,05%, 20 MA - ®AQKOH (1) - MAYKA KAPTOHHAST, ASPXKATEADb UAU
BAGAEAEL, PEMMCTPALMOHHOIO YyAOCTOBEPEHMS «Tea PapMaLEBTUYECKME
Npeanpuatng Ata» (U3panab), NPOM3BOACTBO (BCe CTaAMM) «MepKkae TMOX»
(Ml epmarus).

COrAQCHO NYHKTY 2 NOCTAHOBAEHMUST [TPABUTEABCTBA POCCHNCKON
Peaepaumm oT 16.12.2019 Ne 1683 «O BHECEHNN UBMEHEHUIN B HEKOTOPLIE
akTbl [MpaeutenbctBa Poccuimckom Peapepaumm B HaCTU FOCY AQPCTBEHHOMN
PErMCTRAUNU N NEPEPRETNCTPALMM MPEAEABHBIX OTMYCKHbIX LIEH HA
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHBIE B MEPEYEHDb YXM3HEHHO
HEOBXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOBY BbILLEYKA3OHHAOS]
NPeAEAbHAS OTMYCKHAS LLIEHA MPOU3BOAUTEASI MOXKET BbITb
nepeperncTpPMpPOBAHA B COOTBETCTBUM C NYHKTOM 32 [NpaBmA
FOCYAQPCTBEHHOM PEMMCTPALMN U NEPEPETNCTRALNM MPEAEABHDBIX OTMYCKHbIX
LEeH NPOn3BOANTEAEN HO AEKAPCTBEHHbBIE NPENAPATLI, BKAKOYEHHbIE B
nepeyYeHb >KN3HEHHO HEOBXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHDIX,
YTBEPYKAEHHbBIX MOCTAHOBAEHMEM [paeutenbcTea Poccumckom Peaepaumm
oT 29.10.2010 Ne 865 (aoanee — lNpaBUAQ permcTpaumn).

B cootBeTCcTBUMM C NyHKTAMU 13 1 34 MNpaBuA pernctpaumm PeaAepanbHAs
OHTUMOHOMOAbHAST CAYXKOQ PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuH3apaea Poccum oT 28.10.2020 Ne 20-4-41505654-c, 1 NpUHSIAG
pelleHe O COrAQCOBAHUM NPEAEAbHOM OTNYCKHOW LieHbl, 3ASIBAEHHOW HA
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALNOHHOIO
yaocToBepeHnus «Tera QapmauesTnyeckme Mpeanpustus Ata» (U3panab),



NPOU3BOACTBO (BCe CcTaAMM) «MepKkae TMBX» (TepMaHKS). HO CAEAYIOLLIN
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUBHEHHO HEODOXOANMbIX
N BODKHENLLMX A€KAQPCTBEHHbBIX NPEnAPATOB:

«PnHoHopm» (MHH - «KCMAOMETA30AMH»), CMNPEV HO3AAbHBIN AO3MPOBOHHbIN
AN (aeTen), 0,05%, 20 MA - ACKOH (1) - MAYKA KAPTOHHAOS, B pasmMepe 63,24

pyob.
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