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
rocyaapCTBEHHOM perucTpanuu U 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 ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrucbMoM Munsnapasa Poccun ot 18.05.2016 Ne 20-4-4011546-c, n mpuHsiia pernieHue oo
OTKa3e B COMIACOBAaHWH TMpenenbHbIX OTIYyCKHBIX IleH OO0 «Ansrdapm» (Poccus),
3asBJICHHBIX HA NEPEPEerucTpaluio, Ha CIEAYIOIIMA JIEKapCTBEHHBIM Ipenapar,
BKJIFOUEHHBIII B MEpEYeHb MXWU3HEHHO HEOOXOAMMBIX W BAXKHEWILIMX JEKAPCTBEHHBIX
penaparos:

1. Ilapameramon — Ansrpapm (MHH - Ilapaneramon), Cymnmno3uTopuu
pekranbHble 50 MT, 5 IIT. - KOHTYPHBIE STYEUKOBBIE YIAKOBKU (2) — Mayku KapTOHHBIE, B
pasmepe 22,39 py0.

2. [Ilapameramon — Ansrdapm (MHH - Ilapaneramorn), cynmo3utopuu
pektanbHbie 100 MT, 5 MIT. - KOHTYPHBIE STMEHMKOBBIC YITAKOBKHU (2) — TMAa4YKH KapTOHHBIE, B
pasmepe 24,88 py0.

3. TMapameramon — Aunbrdpapm (MHH - Ilapameramon), cynmo3utopuu
pektanbHbie 250 MT, 5 IIT. - KOHTYpHbIE SYEUKOBBIEC YIIAKOBKH (2) — MauyKu KapTOHHbIE, B
pasmepe 27,36 pyo.

4. Tlapaueramon — Ansrpapm (MHH - Ilapaneramon), Cymnmo3uTopuu
pekranbHbie 500 Mr, 5 IIT. - KOHTYPHBIE AYEHKOBBIE YIIAKOBKH (2) — MayKu KAPTOHHBIE, B
pazmepe 29,85 pyo.

[IpenenpHble OTHMYCKHBIE LIEHBI HAa YyKa3aHHBIA JIEKAPCTBEHHBIA Ipernapar He
COIIACOBBIBAIOTCS I10 CJIETYIOUUM OCHOBAHUSIM.

[Ipn npoBenenun s3xoHomuueckoro ananuza GAC Poccuu BBISBIEHO, YTO POCT
3apETUCTPUPOBAHHBIX IMPEACIBbHBIX OTIYCKHBIX II€H Ha BBIIICYKA3aHHBIM Ipenapar
3asBJ€H mpou3BoauTeneM B pasmepe 6,4 %. Ilpu 3TOM, U3 pacyeToB BEIUYUHBI
YIOpOKaHUSI, TPEJACTABICHHBIX IPOU3BOIUTEIEM, CJEAyeT, 4YTO (haKkTHUEeCcKoe
YBEIMYEHHE 1I€H Ha ChIphE M MaTepuajbl, MCHOJIb3YEMBIE IPU IPOU3BOICTBE
BBIIIEYKA3aHHOTO Mpenapara, cocraBisieT menee 6,4 %.

B cBsi3u ¢ BBIIEU3I0XKEHHBIM, B COOTBETCTBUU C IMOANYHKTOM «B» NyHKTa 13
[IpaBus mpeBBIIEHHE MPEACTABIAEMOW [UI TOCYJAPCTBEHHOW PEruCTpauuy WU
NEPEPETUCTPALMU TPEACIBbHON OTIHYCKHOM LEHbl MPOU3BOAUTENS HA JIEKAPCTBEHHBIN
npenapar Haja [EHOM, pPAacCUYMTAHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHHMEM JJi1 OTKa3a B COINIACOBAHWM TOCYIAPCTBEHHON PErucTpanuu MpeaesbHON
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OTIYCKHOM IIEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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