MUHMUCTEPCTBO 3APABOO

PELUEHUE
06 oTKa3e B COrAGCOBOHUU MPeAEAbHbIX OTNYCKHbIX LLEH NPON3BOAUTEAEN
HO AeKapCTBeHHble NpendapdTbl, BKAIOYEHHbIe B Nnepe4vyeHb XKN3HEHHO HEOB6XOAUMDIX

M BADKHENLWNX AEKAPCTBEHHbIX NpenapaTos

B cooteetctBUM C NyHKTOM 8 U 21 MNPOBUMA FOCYAQPCTBEHHON PErMCTPALMN U NEPEPErUCTPALMM YCTOHOBAMBAEMbIX MPOM3BOAUTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LLEH HO AEKOPCTBEHHbBIE MPEMNAPATHI, BKAKOYEHHBIE B MEPEYEHD YKM3HEHHO HEODXOANMBIX 1
BOYKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHMEM [pasuTeabcTBa Poccuiickon Qeapepaumm ot 29.10.2010 Ne 865
(aanee - MNpasmaa), PeAepPAAbHAST AHTVUMOHOMOALHAST CAYXKOA PACCMOTPEAO AOKYMEHTbI, MPEACTABAEHHBIE MMCbMOM MuH3ApPaBa Poccumn ot
14.08.2018 Ne 20-4-4076678-Cc, W TNPUHSIAQ pelleHre o6 OTKa3e B COrAQCOBOHMM MPEAEABHOM OTMYCKHOM LEHbl, 3ASIBAGHHOW HA
nepepervctpaumio NMPO.MEA.LC TMpara a.o. (Hexus), HO CAEAYIOWMA AEKAPCTBEHHbIM MPEnAPAT, BKAIOYEHHbIM B NEpPeYeHb SKUM3HEHHO
HEOBXOAMMbBIX U BOXKHEMLLNX AEKAPCTBEHHBIX MPENAPATOB:

MoHocaH (MHH — M3ocopbruaa MOHOHUTPAT), TABAETKM, 20 Mr, 10 LT, - YNOKOBKM SIMEMKOBbLIE KOHTYPHBIE (3) - MAYKM KAPTOHHbIE, B pa3Mepe
58,47 pybnen.

MpeaeAbHAs OTYCKHAS LEHA HA YKA3AHHBIM ASKAPCTBEHHbBIN MPENApAT HE COMAQCOBBLIBAETCSI MO CASAYIOLLMM OCHOBOHUSIM.

Mpu NpoBeAeHNN 3KOHOMKUYeCKoro aHaAmsa GAC Poccum BLISIBAEHO, YTO 3ASIBAEHHAST HO NEPEPErUCTPALMIO MPEAEABHASI OTNYCKHAS LLeHA HA
BbILLEYKA3AHHbIN AEKOPCTBEHHBI MPEnapPAT Bbllle PACCYATAHHOM B COOTBETCTBUM C MyHKTOM 24 MeTOAMKUM pacHeTa YCTAHABAMBOEMbIX
NMPOV3BOANTEASIMU AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHBIX OTMYCKHBIX LEH HA AEKAPCTBEHHbIE MPENAPAThl, BKAIOYEHHBIE B MEepeYeHb
YKMBHEHHO HEODXOANMBIX N BOXKHEMLLNX AEKOPCTBEHHbIX MPENAPATOB, MPWU WX FOCYAOQPCTBEHHON PErncTpaUMM W NepeperncTpaumm,
YTBEPXAEHHOM MOCTAHOBAEHMEM [lpaButenbctea Poccuinckon Qeapepaumm ot 15092015 Ne 979 (paanee — MeToaMKA), AOMYCTUMOWN
BEAVNYNHOM YBEANYEHNSI 3APEMCTPUPOBAHHBIX MOEAEABHbIX OTMYCKHbIX LIEH, YTO MPOTUBOPEUUT MOAMNYHKTY «6» MyHKTA 23 MeTOANKN.

B CBA3M C BbILLEU3AOXKEHHBIM, B COOTBETCTBUU C MOAMNYHKTOM «B» MYyHKTA 13 MNPABUA NPEBLILLEHME NPEACTABAEHHOW AAS FOCY AQPCTBEHHOM
perncTpaunm MAM NepeperncTpaumy NPEASAbHOM OTNYCKHOW LEHbl NMPOU3BOAUTEAS! HO AEKAPCTBEHHBIV MPENApAT HAA, LEHOM, PACCHUTAHHOM
B COOTBETCTBMU C METOANKOM SIBASIETCSI OCHOBAHMEM AASI OTKA3O B COFAQCOBAHMU FOCYAQPCTBEHHOM PErncTpauun A1 nepeperncTpaumm
NPEAEAbHOM OTMYCKHOM LieHbl MPOU3BOAUTEASI HO AEKAPCTBEHHBIM NPENAPAT.



