PELLEHWE

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

B cootBeTCTBMM C NyHKTAOMK 13 1 34 [IPABUA TOCYAQPCTBEHHOM PErmMCTRALMM
N nepepermcTpaunm npeAeAbHbX OTMYCKHbIX LEeH MPOU3BOAUTEAEN HA
AEKOPCTBEHHbIE  MPENAPATbl,  BKAKOYEHHbBIE B MepeyYeHb  YKMBHEHHO
HEODXOAMMBIX U BODKHEMLLMX AEKAPCTBEHHbLIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHneMm [MNpaeutenbcTea Poccumckon Qeapepaumm o1 29.10.2010 Ne
865, ®epAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAO AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3ppoBa Poccum oT 18.10.2023 Ne 25-7-
4265815-c, oT 21.11.2023 Ne 25-7-4265815-p0n 11 OoT 24.11.2023 Ne 25-7/11096, 1
MNPUHSIAQ PELIEHNE COrAACOBATb MPEAEAbHbIE OTMYCKHbIE LEHbI, 3ASIBAEHHbIE
HO NepeperncTpaumio ASPXKATEAEM WAM BAGAEABLEM PErNCTPAUMOHHOIO
YAOCTOBEPEHNSI AeKapcTBeHHOro npenapata OO0 «CBUKC X3SACKeQ»
(Poccwus), npomr3BOACTBO TOTOBOW AEKAPCTBEHHOM GOPMbl, MNEPBUYHASI
yNAKOBKA IAU AUAAM aHA Komnann (CLUA), sBTopumdHOs (NoTpebuteAbckast)
YNOKOBKA, OPraHM3aumsl, OCYLLECTBASIOLLAST  BbIMyCKAWMN  KOHTPOAb
Kayectesa, 3IAnM  Auaam Utanamg  C.nA. (UTOAMS), HA  CAeAyolme
AEKAPCTBEHHbBIE  MPENAPATH, BKAIOYEHHBIE B  MNEPEYEHb  YKUBHEHHO
HEODOXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «Tpyamcutny (MHH — «AyAQrAyTMA»), pACTBOP AAST MOAKOXHOIO BBEAEHMSI,
0.75 mr/0.5 mA, 0.5 MA, - Wwnpuupl B LWNPULU-PYYKOX (4) - NOYKM KOPTOHHbIE, B
pasmepe 5062,27 pyo.

2. «TpyAacut» (MHH — «AyAQrayTrA»), PAOCTBOP AAST MOAKOXXHOTO BBEAEHMSI,
1.5 Mr/0.5 mA, 0.5 MA, - WwWnpuubl B WAPUL-PYYKAX (4) - NAYKM KOPTOHHbIE, B
pasmepe 5006,08 pyob.

OpHoepemeHHo QAC Poccum  obpalwlceT BHUMOHME HA  HOAMYME
HEAKTYOAbHbIX CBEAEHUM B TOCYAQPCTBEHHOM peecTpe MNPEeAEAbHbIX
OTMYCKHbIX LIEH MPOU3BOANTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE
B MEepeYeHb IKUBHEHHO HEOOXOAMMBIX U BOKHEMLLIMX AEKAPCTBEHHbIX
NPEenapaATOB, B OTHOLLEHUN AEKAPCTBEHHOIO NPENAPATA «TPYAUCUTU» B YOCTU
CBEAEHNN O HOMEpPE PErNCTPALUMOHHOIO YAOCTOBEPEHUST AEKAPCTBEHHOIO
npenapaTa.
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