PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM PErnCTPAUnM U
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
Mpaenaa), PepepAAbHAST AHTUMOHOMOABHAST CAYXKOQ PACCMOTPEAD  AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 14.06.2016 Ne 20-4-4012960-c, v
NPUHSAQ pelweHne o6 OTKa3e B COFAQCOBAHUM MPEAEAbBHOM OTMYCKHOW LEeHbl,
3Q5IBAEHHOW HO MNepeperncTpaumio, ASPXKATEAST MAM BAOAEAbLA PErMCTPALMOHHOIO
YAOCTOBEPEHMST AEKAPCTBEHHOIO MPEnApATA, MPOM3BOACTBA (BCe ctaann) «OproH
KopnopentuH» (PDUHASIHAMS), HO CAEAYIOLLMIA AEKAPCTBEHHbIN MPENAPAT, BKAKOYEHHbIN B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

TamokcmoeH (MHH - TamokcundeH), TabaeTkn 20 mr, 100 WT. - PAAKOHbI MOAUSTUAEHOBbBIE
(1) - NQYKM KAPTOHHbIE, B pasmepe 413,27 pyb.

[MpeAeAbHasT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM - AEKAPCTBEHHBIM  MNPENAPAT  HEe
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

Mpn NPOBEAEHNMN SKOHOMUYECKOrO AHAAN3a PAC Poccum BLISIBAEHO, YTO 3ASIBAEHHAST HO
nepeperncTpaumio NpeAeAbHAs OTNYCKHAS LeHA HA BblleYyKA3AHHbIM AeKAPCTBEHHbI
Npenapar Bbile PACCYUTAHHOM B COOTBETCTBMM C MyHKTOM 24 MeToAMKM pacyeTa
YCTOHOBAMBOEMbBIX  MPOM3BOAUTEASIMU  AEKAPCTBEHHbIX MPENApPATOB  MPEAEAbHbIX
OTMYCKHbIX LUEeH HAO AEKOPCTBEHHble MPEnapaThl, BKAKOYEHHbIE B MEepeYeHb >KM3HEHHO
HEOBXOAMUMBIX N BOYKHENLLMX AEKAPCTBEHHBbIX MPENAPATOB, MPU KX FOCYAQPCTBEHHOMN
perncTpaunm 1 nepeperncTpaumm, YyTBepPI>XKASHHOWM MOCTAOHOBAEHMEM [TpaBUTEABCTBA
Poccumckon Qeaepaumm ot 15092015 Ne 979 (Aanee — MeETOAMKA), AOMYCTUMOWM
BEAVUYVHON YBEAUYEHUST 3APErNCTPUPOBOHHON MPEAEAbHOM OTMYCKHOM LeHbl HA
AEKAPCTBEHHbIN npenapat TaMmokcndeH (MHH - TaMoKkCndeH), YTO NPOTUBOPREYNT MYHKTY
23 MeToAVKM.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 [NpaBuA
MNP EBbLIWLEHNE NMPEACTOBAEHHOM  AASI  TOCYAQPCTBEHHOW  peructpauunm  UAu
nepeperncTpaunm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnApPAT HOAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAMKON, SIBASIETCS
OCHOBQOHMEM AASI OTKO3Q B COFAQCOBOHUM TOCYAQPCTBEHHOW pPErncTpauunm nAm
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
npenapar.
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