MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEIIEHUE
00 OoTKa3e B COITACOBAHMHM MPEACIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEEH
Ha JICKapCTBEHHbBIE MPEnaparhl, BKIOYCHHbIE B IEPEUCHDb KU3HEHHO HEOOXOAMMBIX
Y BAXKHEHIINX JIEKAPCTBEHHBIX IIPENApaToOB

B coorBerctBun ¢ mnyHkroM 8 IlpaBun TrocymapCTBEHHOW perucTpalud U
IIEPEPETUCTPALIMN  yCTAHABIUBAEMBIX MPOU3BOAUTEIAMHU JIEKAPCTBEHHBIX IIPENAapaToOB
IIPEACIIBHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IIPENaparbl, BKIIOYEHHBIE B IEPEUCHb
KU3HEHHO HEOOXOOUMBIX M BAXKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KAECHHBIX
noctaHoBienreM IlpaBurensctBa Poccuiickoit @enepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHas aHTUMOHONOJBHAsA CIy>)k0a paccMoTpena  JIOKyMEHTHI,
npeacTtasieHHble nmucbMoM MunsnpaBa Poccun ot 11.01.2018 Ne 20-4-4060153-c, u
NpUHsIIA pelieHrue 00 OTKa3e B COIVIAaCOBAHHMM NPENEIbHON OTITYCKHOM LIEHBI, BIaJieblia
WU JepKareliss pPEernucTPallMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipemnapara [lenpra
Menuken [Ipomoymin3 Al [Beinapus; Ip. - Temmnep Upnanaus JItn, Upnanaus; [Teps.
V., Brop. V., Beim. k. - Cucc Kanc I'm6X, ['epmanus Ha cienyroniuil IeKapCTBEHHbBIN
npenapar, BKIIOYEHHBII B IEpeueHb JKU3HEHHO HEOOXOAMMBIX W BaKHEMIIUX
JIEKapCTBEHHBIX IIPEINAPATOB:

Aprerr Jlyo (MHH — J[luxnodenak), kamncyasl ¢ MOAuGUIIUPOBAHHBIM
BBICBOOOXKIeHHEM, 75 Mmr, 10 mmT., - 6mucTepsl (3) - mayku KapToHHBIE, B pazmepe 119,39
pyo.

[IpenenbHass OTHyCKHas II€HA HAa YKA3aHHBIM JICKAPCTBEHHBIM IIpernapar He
COIIIACOBBIBAETCSA I10 CIEAYIOIIEH TPUYMHE.

[Ipu mnpoBenennn »skoHOMHUYeckoro anainmza OAC Poccuum BBISBICHO, 4YTO
IpeAciibHasl OTIYCKHAs II€Ha Ha BBIIICYKA3aHHbIA BOCHPOW3BEACHHBIN JIEKAPCTBEHHBIM
npenapar, paccUdTaHHasi MCXOAS U3 CTOMMOCTH OJIHOM JIEKapCTBEHHOH (OpMBI,
npeBblmaeT 80 MPOUEHTOB CPEIHENW 3apEeruCTPUPOBAHHON MPENEIbHOM OTITYCKHOM IEHBI
MPOU3BOUTENS HA pedepeHTHBIN JIEKapCTBEHHBIN Mpernapar, pacCuuTaHHOM 3a mepuon 3
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JIeT 10 TPEACTABIICHUS JIepKaTelIeM WIM BIAJEIbLEM PETUCTPALIMOHHOIO YIOCTOBEPEHUS
(YIIOJITHOMOYEHHBIM UM  JIMIIOM) YKa3aHHOTO BOCHPOM3BEICHHOIO JIEKAPCTBEHHOTO
npenapara npenesibHOW OTHYCKHOW LEHbI, YTO MPOTHUBOPEUUT MNyHKTy 21 Meronuku
pacuera yCTaHaBJIMBAEMbIX NMPOU3BOAUTEIISIMUA JIEKAPCTBEHHBIX MPENapaToB IPEACIbHbBIX
OTIYCKHBIX ILIEH HA JIEKAPCTBEHHBIE NPENaparbl, BKIIOUYECHHBIE B MEPEUYCHb KU3HEHHO
HEOOXOMUMBIX W BAXKHEHIIMX JICKAPCTBEHHBIX TMPEMapaToB, MPH WX TOCYIapCTBEHHOUN
pEruCTpalid W NEPEPEerucTpalii, YTBEPKICHHOM mnocTaHoBieHuem IIpaBurenscrBa
Poccuiickoit ®enepanun ot 15 centsiops 2015 r. Ne 979 (nanee — Metoauka).

B cBsI3M C BBINIEU3IIOKEHHBIM B COOTBETCTBUU C MOANYHKTOM «B» NyHKTa 13
[IpaBun mpeBbILIEHUE TMPEACTABISAEMON IS TOCYJApPCTBEHHOW PErUCTpald WIH
MEPEePEerucCTpalii MPEACIbHON OTIYCKHOM UEHBI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ [EHOW, PACCUYUTAHHOW B COOTBETCTBUM C METOOUKOW, SIBIAETCS
OCHOBAaHMEM JUIs OTKa3a B COIVIACOBAHUM T'OCYNApCTBEHHOW PETUCTPAlUU NPEACIbHOU
OTIIyCKHOU LI€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.
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