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Ha No o1

PEILIEHUE
, 00 OoTKa3e B COMIacOBAaHUH MPeeNbHbIX OTIYCKHBIX LIEH POU3BOAUTENEH
Ha JIeKapCTBEHHBIE Npernaparbl, BKIIOUYEHHbIE B IepedyeHb ) KU3HEHHO HEOOX0IMMBIX
U BOKHEHIIINX JIEKapCTBEHHBIX MIPENAapaToB

B coorBercTBMM ¢ IyHKTOM 6, moAmyHKTOM «B» mnyHkra 11 IlpaBun
rOCYIapCTBEHHOMW perucTpaluy MpeAeibHbIX OTIYCKHBIX LEH MPOU3BOAUTENEeH Ha
JleKapCTBEHHbIE [Ipernaparhl, BKIIOUYEHHbIE B IepeYeHb JKU3HEHHO HeOOXOAUMBIX U
Ba)KHEHIIIMX  JIEKAPCTBEHHBIX  IPENnapaToB,  YTBEPXKIAEHHBIX  MOCTAaHOBIEHHUEM
[IpaBurtensctBa Poccuiickoit ®epepauun or 29.10.2010 Ne 865 (manee - Ilpasmia),
MdenepanbHas aHTUMOHOMOJbHAS Cly)KOa paccMoTpena JOKYMEHTHI, Ipe/ICTaBIeHHbIe
nmiceMom Mun3zapasa Pocenn ot 26.08.2015 Ne 20-4-490182-c, u npunsna pelieHue od
OTKa3e B COIVIACOBAaHUM TIpeAesIbHOM OTImycKHOH 1eHsl nmpousBoacTBa OAO «AKpUXUH»
(Poccust), Ha cliey oM JIeKapCTBEHHBIHN Mpernapar, BKJIIOYEHHbIH B IepedeHb KU3HEHHO
He0OXOIMMBIX U BayKHEHUIIIHX JIEKAPCTBEHHBIX Ipernaparos:

[mudopmun [lpomonr (MHH — Metdopmun), TabneTkd NpOIOHIHPOBAHHOIO
JIEHCTBUS TIOKPBIThIE TIeHO4YHONW obomoukoit 1000 mr, 60 mrt. — Ganku (1) — mauku
KapToHHbIe, B pa3mepe 370,71 pyo.

[TpenenbHasi OTHyCKHas 1eHAa Ha YKa3aHHBIM JIEKAPCTBEHHBIH Impernapar He
COTIACOBBIBAETCS MO CJISYIOLIUM OCHOBAaHHUSIM.

W3 npeiacTaBleHHBIX IMPOU3BOJAMTENEM MaTepualoB Ha  IepeperucTpaluio
BBIIIEYKA3aHHON Ipe/IeIbHOM OTIIYCKHOM LIeHbl BBIABIECHO, 4YTO Ha JIEKApCTBEHHBIH
npenapar [mudopmun I[ponour 6bia 3apeructpupoBaHa LeHa B pazmepe 330,40 pybiaeit
npukazoM Mun3gpaBa Poccun Ne  25/20-15 or 27.01.2015. Takum obpaszom,
nmepeperucTpalys [eHbl, HUCXO/Asl W3 YCTAaHOBIEHHOro ¢eaepanbHbIM 3aKOHOM O
(benepanbHOM OIOKETe Ha COOTBETCTBYIOIIMI (PMHAHCOBBIN IOl U Ha IJIAHOBBIN IMEPUOJ
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POrHO3UPYEMOTO ypoBHs HH(uAMN (NoanyHKT «O6» mynkra 14 Ilpasun), B 2015 roay
HEBO3MOYXKHA.

B cBs3M ¢ BBILIEU3JIOKEHHBIM, B COOTBETCTBHHM C IOAIYHKTOM «B» IyHKTa 11
[TpaBui npeBbIlIeHUE MPEACTABISEMON Ul roCyAapCTBEHHOW PEruCTpaiui MpeaeabHOH
OTNYCKHOM I€HBbl [POM3BOAUTENS HA JIEKAPDCTBEHHBIM Mpernapar HaJa ICHOH,
pacCYMTAHHONW B COOTBETCTBUM C MeTOOUKON yCTaHOBIEHHS ITPOM3BOANUTESIMH
JIeKapCTBEHHBIX MPerapaToB NpeAesIbHBIX OTIY CKHBIX LEH Ha JIEKapCTBEHHbBIE Mperaparsl,
Bkarodennsie B nepedens JKHBIJIIL, yTBepknenHod npukazoM MuH3ApaBcoupasBUTHs
Poccuu u ®CT Poccun ot 03.11.2010 Ne 9611/527-a, siBnsieTcss OCHOBAaHUEM JIJIsl OTKa3a B
COIVIACOBAHMM  TOCYJAApPCTBEHHOW  perucrpauuy  [pefesbHOW  OTIYCKHOM  [IEHBI
MPOM3BOJUTENIS HA JIEKaPCTBEHHBIH Mpernapar.
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