PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MIN3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 15.06.2023 Ne 25-7-4252201-c, o1 17.07.2023 Ne 25-7-4252201-p0M, V1 MPUHSIAQ
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbBIX HO PETMCTPAUMIO AEPXKATEAEM AU BAOAEABLEM
PErMCTPALUMOHHOIO YAOCTOBEPEHUSI AeKApCTBEHHOrO npenapata OO0 «b-
OAPM» (Poccus), nponssoacTea (Bce cTtaann) 3A0 «BUPUTEX» (Poccus), Ha
CAEAYIOLLNE AEKAPCTBEHHBIE NPENAPATHI, BKAKOYEHHbBIE B NMEepeYeHb YXN3HEHHO
HEODBXOAMMbBIX 1 BADKHEMLLNX AEKAPCTBEHHbIX MPENAPATOB:

1. «BreMHOA» (MHH — «BncMyTQ TOUKOAUS AMUUTOAT®), TABAETKU, MOKPbLIThIE
nAeHoYHOM oboAaoukon, 120 mr, 10 WT., - YNAKOBKU SMENKOBbIE KOHTYPHbIE (6) -
NAYKM KAPTOHHbIE, B pasmepe 401,66 pyo.

2. «<buBmHOA» (MHH — «BrCMYTQ TPUKAAMS ANUUTPAT®), TOBAETKM, MOKPbLIThIE
NAeHO4YHOW o6oAo4Ukom, 120 Mr, 10 WT., - YNOKOBKWM slMenKoBble KOHTYpPHbIE (10)
- NAYKM KAPTOHHbIE, B padmepe 669,44 pyo.

[loeaeAbHble OTMYCKHble LiEeHbl HO YKA3AHHBIM AEKAPCTBEHHbBIN MPEenapaT He
COIrAAdCOBbBIBAKOTCSI MO CASAYOLWLNM OCHOBCAHMSIM.

Mo NPoBEAEHUN DKOHOMMYECKOTO AHAAM3a GAC Poccum BhISIBAEHO
NPEBbILLEHME 3ASIBASIEMbBIX MPEAEABHBIX OTMYCKHbBIX LLEH HA BblLLEYKA3AHHbBIV
AEKQAPCTBEHHbIM NPENAPAT HOA LEHAMW, PACCHUTAHHBIM B COOTBETCTBUN C
TPeboBAHUSIMU MYHKTOB 31-33 MEeTOAMKM PACHYETA NPEAEAbHBIX OTMYCKHbIX
LEeH NPOn3BOANTEAEN HO AEKAPCTBEHHbBIE NPENAPATLI, BKAKOYEHHbIE B
nepeYveHb YKN3HEHHO HEOBXOAMMbIX 1 BAPKHENLLIMX AEKAPCTBEHHbBIX
NPEnAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToamKa).

B cooteeTCcTBMM C NyHKTOM 14 MparnA PAC Poccum HONPABAEH 3AMPOC OT
30.06.2023 Ne TH/51818/23 0 NpeAOCTABAEHNM YTOYHEHHbBIX PACYETOB
NPeAEAbHbBIX OTMYCKHbIX LIEH B COOTBETCTBUM C TPEOOBAHMSIMM NMYHKTOB 31-33
MeToANKN.



[MpeacTaBAeHHble HO 3anpoc PAC Poccum yTOYHEHHBIE 3ASIBAEHHBIE
NpeAeAbHble OTMYCKHblE LEHbI HE MPVBEAEHDI B COOTBETCTBME C
TpeboBaHUSIMK NMYHKTOB 31-33 MeToAMKN.

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[NPOBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl MPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[pasAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIW MPEnapAar.
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