PEIHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
1 BOKHEWIINX JIEKAPCTBEHHBIX NPENAPATOB

B coorBerctBMM ¢ myHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW pETUCTPALMU U
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOJAUTENSIMUA JIEKAPCTBEHHBIX IPenapaToB
MIPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEINapaThl, BKIOUEHHBIE B IEPEYEHb
’KU3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocranosyienreM IIpaBurennbcTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nasnee
- IlpaBuna), denepasbHas aHTUMOHONOJBHAS CIyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBiIeHHble mUcbMOM Mun3apaBa Poccum ot 12.10.2016 Ne 20-4-4023398-c, u
NpUHsJia peumieHue o0 OTKa3e B COMIACOBAaHUMU MPENETbHBIX OTHYCKHBIX IIE€H
AO «Padapma» (Poccusi), Ha cienyromue JeKapCTBEHHBIEC IMpemnaparbl, BKIOUEHHBIE B
MepeveHb KU3HEHHO HEOOXOAMMBIX U BAXKHEUIINX JIEKAPCTBEHHBIX MPENaparoB:

1. Jleoduokcarun (MHH — JleBodokcaiiut), TabIETKU MOKPHITHIC TJICHOUYHON
00o0sioukoit 250 M, 5 WT. - YNAKOBKU SYEHKOBbIE KOHTYpHBbIE (1) — Mayku KapTOHHBIE,
B pa3mepe 224,71 pyO.

2. JleBognokcanun (MHH — JleBodokcaiun), TabaeTKU MOKPHIThIE IIEHOUYHON
o6onoukoit 250 mr, 10 mT. - yNakoBKH sIMEHMKOBBIE KOHTYpHBIC (1) — Mayku KapTOHHEIE,
B pasmepe 449,42 py0.

[IpenenbHble OTHYCKHBIE LEHBI HA YKa3aHHBIM JIEKAPCTBEHHBIM IIperapar He
COIIACOBBIBAIOTCSA I10 CJIIEYIOLUIUM OCHOBAHUSIM.

[Ipu npoBenennu 3xoHomuyeckoro ananuza GAC Poccun BBISIBIEHO, YTO B paMKax
OJTHOTO PErMCTPAIMOHHOIO YIOCTOBEPEHUS JICKAPCTBEHHOIO IMpernapara npu U3MEHEHUU
KOJIMYECTBa JIEKAPCTBEHHOTO Mperapara BO BTOPUYHON (MOTPEOUTEITHCKOM) YIaKOBKE
MPOU30LIIO YBEJIMYEHUE CTOMMOCTH OJHOM JE€KapCTBEHHOM (POPMBI, YTO MPOTHBOPEUHUT
NyHKTY 5 Meroauku pacyeTa yCTaHABIMBAEMbIX MPOU3BOAUTENIAMH JIEKAPCTBEHHBIX
IpenaparoB MpeleabHbIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHbIE Mpenaparbl, BKIIOUEHHBIE B
MepeveHb KU3HEHHO HEOOXOAUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX MpEnaparoB, MPpU UX
roCyJapCTBEHHOW PETrMCTpaluu U IEpPEeperucTpanuu, YTBEPKIACHHOW MOCTAHOBJICHHEM
[TpaButenncTBa Poccuiickoit deneparnun ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B cBfi3M C BBIIEU3T0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBun 1peBBIIEHME NPEACTABISIEMONM Ul TOCYJapCTBEHHOM pPETUCTpPALMU WU
MEPEPETUCTPALIMN TIPEICIIbHOW OTHMYCKHOW IIEHBI IMPOW3BOAMUTEINS Ha JICKAPCTBCHHBIN
mmpernapar HajJ UEHOW, pPACCUMTAHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHUEM JUIsl OTKa3a B COIVIACOBAaHWUU TOCYJAPCTBEHHOW PETUCTPALMU MPEAEIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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