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PEINEHHUE
00 oTKa3e B COMIACOBaHUM MPeJeIBHBIX OTIYCKHBIX LEH NPOU3BOAUTENEH
Ha JIEKAPCTBEHHBIE IpeNaparhl, BIFOYEHHBIE B IEPEYEHB KH3HEHHO HEOOXOIMMEBIX
1 BaXKHEHIIMX TeKAPCTBEHHBIX IPENapaToB

B cooreerctBuM ¢ nyHxramu 8 u 21 IlpaBun rocynapcTBeHHOM perucTpaumm u
NepeperucTpaliui yCTAHABIMBAEMBIX TPOU3BOAUTENISAMU JIEKADCTBEHHBIX IIPENapaToB
(IpeaenbHbIX OTIYCKHEIX IIEH Ha JIEKapCTBEHHEIE Ipelaparsl, BIUIKOYEHHBIE B NEpeYeHb
KA3HEHHO HeOOXOAMMBIX M BAKHEHIINX NeKapcTBEHHBIX MPENapaToB, YTBEpPXKACHHBIX
noctaHoBinenneM ITpasurenscrBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (manee -
IlpaBuna), PeaepaabHas aHTHMOHOINONBHAA Clyxba paccMoTpena JOKYMEHTHI,
npeAcTapleHHble MHChbMOM Munzapasa Poceru ot 29.02.2016 Ne 20-4-4003957-¢, n
TpUHANA pelleHne 00 0TKa3e B CONIACOBAaHUH IIPEENbHON OTIYCKHOM LEHB], 3aABNECHHOM
Ha NEPEpErHCcTpalyio, AEPKaTensd MM BIAIENbld PEerHcTPaUOHHOTO VIOCTOBEPEHHA
JCKapCTBEHHOIO npenapara W npoussoactea «bpucron Maidiepe CxBuG6 Kommanm»
(CI1A), TIp., Bpucton Maitepc CxBuG6 Komnanu (CIIIA), ITeps.,Yn.Brop., Vi.Beik.-
bpucron Maiiepe Cxeu66 C.p.JI., (Mranusa) Ha crnemyromuil nekapcTBeHHEIN Ipenapar,
BKJIIOYEHHBIH B IEpeYeHb >KU3HEHHO HeoOXOJUMBIX M BAOKHEHIINX JEKAPCTBEHHBIX
penaparos:

Buneke (MHH — JlumaHo3uH), Kalcynbl KMIIEYHOpacTBOpuMEe, 125 Mr, 10 mrT. -
Omucrepsl (3) — NMavkK KapTOHHBIE, B pasMepe 1636,77 py6b.

[IpenensHas OTNMyCKHAs LEeHA HA YKA3aHHBEIA JIEKApCTBEHHBIA Tpemapar He
COITIaCOBLIBAETCA IO CIEIYIOMIMM OCHOBaHHAM.

[Ipy nposeneHun sSkoHOMUYeckoro aHanuza @DAC Poccuu BRISBIEHO, 9YTO
3ajB/I€HHAs] Ha MEpPEeperucTpandio IpemenbHas OTIYCKHas IeHa Ha BHINEYKa3aHHBIH
JIEKapCTBEHHEIH TIperapar Bhillle PACCYMTANHON B COOTBETCTBUH C TIYHKTOM 24 Metoauku
pacuera yCcTaHaBIMBAEMBIX IIPOM3BOAMTENSIMY JIEKaPCTBEHHEBIX IPENapaToR MpeaeinbHEIX
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OTIYCKHBIX II€H Ha JIEKapCTBEHHBIC MpPENaparsl, BKIFOYEHHBIE B NEPCUCHB JKW3HEHHO
HEOOXOAUMBIX W BAKHEHIIMX JEKAPCTBCHHBIX IIPENaparoB, NIPH HX TOCYAAPCTBEHHOM
perucIpailuy ¥ IepeperucTpanuH, YTBEPXKISHHON NocTaHOBIeHHEM IlpaBuTenbcTBA
Poccuiickoit @enepanmp ot 15.09.2015 Ne 979 (manee — Meronuka), AoMyCcTHMOI
BEMTUYUHOH VBENHWYEHHA 3ApPEerHCTPHPOBAaHHON TMPeAeNbHONH OTIYCKHOH LIeHH HAa
nexkapcTBeHHbIH npenapat Bugexc (MHH — Jlugano3uH), 4TO MPOTHBOPEUYHUT IyHKTY 23
Metonuku.

B CBA3M C BBIIEH3NIOKEHHEIM, B COOTBETCTBHM ¢ NOAMYHKTOM «BY» MyHxTa 13
IlpaBun mnpeBHINEHHE MNPEACTABICHHON M1 TIOCYAapCTBEHHOW pErvcTpalud WU
IEPEePErucTpanuy NpeNenbHOH OTIYCKHOM LICHB NPOHM3BOAUTENS HA JIEKAPCTBEHHBIH
npenapar HaJi LEHOH, pDacCYMTAaHHOW B COOTBETCTBUHM ¢ MeToaukoi, sBIsAeTCA
OCHOBaHHUEM I OTK43a B COINIACOBAHMH TOCYJApCTBCHHOH perucTpald WiIK
HepeperucTpaliiy TMPeAenbHON OTHYCKHOM [EHBl IPOU3BOANTENS HA JIEKapCTBEHHBIA
npernapar.
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