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00 oTKa3e B cOIIacOBaHHM MPEAENbHEIX OTIYCKHBIX LEH POU3BOAUTENEH
Ha JIeKapCTBEHHBIE NPENaparkl, BIJIIOYEHHBIE B NEPeYeHb XHIHEHHO HEOOXOMMMBIX
¥ BRXHEHIIUX TeKapCTBEHHEIX NPENaparoB

B cooTBeTCTBMM ¢ DNYHKTOM 8 M NOINYHKTOM «a» nOyHkTa 19 IlpaBun
rocyapcTBEHHOR perucTpanyu " NepeperucTpanuu yCTaHABIMBACMBIX
MPOH3BOAMTENAMM JIEKapCTBEHHEIX IMIPENaparoB IPEJENIbHBIX OTIYCKHBIX IEH Ha
JIEKAPCTBCHHEBIE IIPENapaTsl, BKIIOYEHHBIC B MEPeYeHb JKU3HCHHO HEOOXOAMUMBIX M
BAXHENWIINX  JICKaPCTBEHHBIX  IIPENaparoB,  YTBEPXKJCHHBIX  IOCTaHORIEHHEM
ITpaButensctBa Poccuiickoit @epepauun or 29.10.2010 Ne 865 (nmanee - IlpaBuna),
MdenepanbHad aHTUMOHOMNONBHAS ciyxkba paccMoTpena AOKYMEHTHI, IIPEACTaBICHHEIE
nuckMoM Munszpasa Pocecnu ot 18.03.2016 Ne 20-4-4006644-c, n npunsna peniesue o6
OTKa3e B COIVIAaCOBAHUM HpenenbHol OTNyckHOH nensl 3A0 «KanoHpapMa nmpojaxmH»
(Pocceusa), 3asBineHHON Ha nepeperucTpalMio, Ha clexyomuil TekapcTBeHHbIH npenapar,
BKIIOYEHHBIH B TEpeYeHb JKH3HCHHO HEOOXOOMMBIX M BaKHEHIIHX JIeKapCTBEHHBIX
NpenapaToB:

Owmenpason (MHH — Omenpason), kancymnsl 20 Mr, 15 mT. - YIaKOBKH A4eHKOBEIE
KOHTYpHBIE (2) — naukd KapTOHHBIE, B pa3Mepe 34,15 py6.

[Ipepencnas OTHMycKHAs II€HA HA YKa3aHHBIH JICKAapCTBEHHBIM Mpenapar He
COTIACOBBIBACTCA HO CIESAYIOIUM OCHOBAHHAM,

Ilpu mposenennn sxoHoMmuueckoro ananusa MAC Poccud BBIABIEHO, YTO POCT
3apEeTUCTPUPOBAHHON TPE/IENbHON OTIYCKHON IEHBI Ha BBINICYKa3aHHBIH mpemapar
3agBlIeH npousBoguteneM B pasMmepe 20,08 %. Ilpm 3TOM, U3 pacyeTOB BEJIMUMHBI
YIOPOXKaHUS, TPEACTABIICHHBIX INPOU3BOAUTENEM B rnpwioxeHud Ne 5 x Meromuke
pacyera ycTaHABIIMBAEMBIX IIPOU3BONMTENAMH JICKAPCTBEHHEBIX MIpenaparoB NpeaebHEX
OTIYCKHBIX LIEH Ha JIEKapCTBEHHEIE IPENapaThl, BKIIOUCHHBEIE B MEPedYeHb >KA3HEHHO

2016-30936(3) . 18281




2

HeOOXOAMMBIX W BaKHEHINMX JeKaPCTBEHHBIX MPENaparoBR, NMpH WX IOCYAAPCTBEHHOM
peTHCTpauMy M NEPEePErucTpalky, YTBEPXKICHHOH IIOCTAHOBIEHHEeM IIpaBUTENLCTBA
Poccuiickoit ®enepanuu or 15 centadpa 2015 . Ne 979 (manee — Meroauka), cnenyer,
410 (aKTHYECKOE YBENHYEHHME INEH Ha CHIphE M Marepuanbl, HCIONLIYEMEE MIPH
[IPOU3BOACTBE BHINIEYKA3aHHOTO Npenapara, cocrasisaeT Meree 20,08 %.

B ¢Bsa3u ¢ BBHIIIEH3TOXKEHHEIM, B COOTBETCTBUM € IOAIYHKTOM «B» IYHKTa 13
[IpaBun TpeBBIICHHE TPEACTABIAEMON I8 TOCYJAPCTBEHHOH pEerucTpalvyyd Win
nepeperucTpaudn NpeAeNbHOM OTIYCKHON IEHB NPOU3BOAMTENS HA JIEKapCTBEHHBIN
npenapar Haj HCHOR, pacCYMTaHHOW B COOTBETCTBUM ¢ METOAUKOH, ABIAETCA
OCHOBaHHEM /I OTKA3a B COIACOBAHMM TOCYJAPCTBEHHON pETHUCTpauuy NpeacisHOM
OTILYCKHOM I1eHBI IPON3BOANTENA Ha IEKAPCTBEHHEBIN NIpenapar.
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