PEHIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM C MyHKTamMM & U TOANMYyHKTOM «0» mnyHkta 19 IlpaBun
roCyJ1apCTBEHHOM perucrpauuu 151 nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMHU  JIEKAPCTBEHHBIX TMPENaparoB NpPeJeidbHbIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (manee- IlpaBuia),
®enepanbHas aHTUMOHOIOJIbHAS CIykK0a paccMoOTpena JOKYMEHThI, MpPEICTaBICHHBIE
nrcbMoM Munsnpasa Poccun ot 18.05.2016 Ne 20-4-4011544-c, u nmpuHsiia pemieHue oo
OTKa3e B COMIACOBaHMM TMpeaesbHOoN ormyckHoi 1eHsl OO0 «Anbrdapm» (Poccus),
3asBJICHHOM Ha TMEpPEepEerucTpPalii0 B COOTBETCTBUMU C TMOJIMYHKTOM «0» myHKTa 19
[IpaBwi1, Ha CHERYIOIIMI JEKAPCTBEHHBIN ITPENapart, BKIOYEHHBIN B IEPEUYEHb KU3HEHHO
HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

No6ynpoden ana nereii (MHH — UGynpoden), cynnozuropun pekranbHbie 60 Mr,
5 IIT. - KOHTYPHBIE TYECHKOBBIE YITAaKOBKH (2) — TMa4yKy KapTOHHBIE, B pazmepe 56,47 pyo.

[IpenenbHass OTHYCKHAasl IieHA Ha YKa3aHHBIM JIEKQpCTBEHHBIM IIpenapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennun skoHOMUYeckoro ananuza GAC Poccuu BBIABIEHO, YTO POCT
3apPETUCTPUPOBAHHON NPEAEIBbHONW OTIIYCKHOM LIEHbl HA BBIIICYKAa3aHHBIA Ipernapar
3asBJeH mpou3BoauTeneM B pasmepe 6,4 %. Ilpu 3TOM, U3 pacyeToB BEIUYUHBI
yIOpPOXKaHMsI, TMPEACTABICHHBIX IMPOU3BOJUTENIEM, CIEAyeT, 4YT0 (aKTUUECKOE
YBEIMYEHHE 1I€H Ha CbhIpbE M MaTepuajbl, HCHOJIb3YEMbIE NPU IPOU3BOJCTBE
BBIIIEYKa3aHHOTO Mpenapara, cocTasiseT meHee 6,4 %.

B CBsI3uM C BBIIIECH30KEHHBIM, B COOTBETCTBUM C TMOJIIYHKTOM «B» ITyHKTa 13
[IpaBuy1 TIpeBBIIEHHE MPEACTABISAEMON [UIl TOCYJAPCTBEHHOW PErMCTpauuyd WU
NepPEePETUcTpaluy MpeAebHON OTIMYCKHOM LEHbl MPOU3BOAUTENS HA JIEKApPCTBEHHBIN
npenapar HaJ LEHOM, pPAaCCUMTAaHHOM B COOTBETCTBUM C METONUKOW, SIBIAETCS
OCHOBAaHHUEM ISl OTKa3a B COIVIACOBAHUM T'OCYJAPCTBEHHOW PETHUCTPALMM IPEACIBHOU
OTITyCKHOM LIEHBI TPOU3BOAMUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.

A.b. Kameapos

2016-58956(1)



