PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBuM ¢ mnyHkToM 8§ IlpaBun rocynapcTBEHHOW pEruUCTpaluud |
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPenapaToB
IpelleJbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbIE B MEPEUYCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHneM IlIpaButenbctBa Poccuiickoit ®enepamuu ot 29.10.2010 Ne 865
(manee — IlpaBuna), denepanbHas aHTUMOHOIIONIbHAS CITyk0a paccMOTpesia JOKYMEHTHI,
npeacTaBieHHble mUcbMOM Mun3zapaBa Poccum ot 05.10.2016 Ne 20-4-4023122-c, u
MPUHSIIA perieHre 00 0TKa3e B COIIAaCOBAHUM MPEIEIHLHOM OTITYCKHOM II€HBI, 3asIBICHHON
3AO «MHcTutyT MONeKyisipHoM nuarHocTuku «IMADAPM» (Poccus) Ha creayromuii
JICKapCTBEHHBIM TMpemapaT, BKJIIOUYEHHBIH B TEPEUYCHb KU3HEHHO HEOOXOMUMBIX H
BaXHEHIINX JIEKAPCTBEHHBIX MIPENApaToB:

1. Iunokapnun-ANA (MHH — Ilunokapnun), kamm massueie 1 %, 10 Mo —
(y1akoH — KareJabHUIbI I1acTUKOBBIE (1) - mauku kapToHHBIE B pazmepe 47,00 pyo.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSIM.

[Ipu npoBenennu 3xoHomuyeckoro ananuza @AC Poccun BBISIBIEHO, YTO B paMKax
OJTHOTO PETMCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipernapara npyu U3MEHEHUU
KOJIMUECTBA JIEKAPCTBEHHOI'O Ipernapara BO BTOPUYHON (IMOTPEOUTETBCKOM) YIaKOBKE
IPOU30IILJIO YBETMUYEHNE CTOMMOCTH OJHOM JIEKApCTBEHHOM (DOPMBI, UTO MPOTHUBOPEUUT
NyHKTY 5 Meroauku pacyera yCTaHABIMBAEMBIX MPOU3BOAMUTENSAMH JIEKAPCTBEHHBIX
IIpenaparoB MpeleIbHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE NMPENaparhl, BKIIOUEHHBIE B
NIEPEYEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPU UX
roCyJapCTBEHHOW PEruCTpaluu U MEPEpPEerucTpauuy, YTBEPKIACHHOW MOCTAaHOBICHHEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metonuka).

B cBs3u C BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» NyHKTa 13
IIpaBun ImpeBBIIEHME MPEACTABIIEMON I TOCYIApCTBEHHOW pPETUCTpalUMU WU
NEepPEePerucTpaluy MpeaebHOW OTIYCKHOM II€Hbl MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIH
npenapar HaJ I[EHOW, pacCYUTaHHOW B COOTBETCTBUU € METONHUKOW, SBIISIETCS
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMHU IMPEAEIbHON
OTITyCKHOM LI€HBI IPOM3BOAMTENIS HA JIEKaPCTBEHHBIN IIpenapar.

A.b. Kamesapo

Nnentuduxarop



