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

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble mucbMoM MunznpaBa Poccun ot 02.11.2017 Ne 20-4-4056047-c, u
NpUHsUTa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETbHON OTIMYCKHOM IE€HBI
3A0 «P-®apm» (Poccus); mpousBonctBa (Bce craaun) — OAO «ABBA PYC» na
CIIENYIOIIMM JIEKAPCTBEHHBIM IPENApar, BKJIIOYEHHBIM B IIEPEYEHb IKU3HEHHO
HEOOXOJUMBIX U BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Haramuiiun (MHH — Haramuiun), cynno3utopuu BaruHaibHeie, 100 mr, 3 mrT., -
YIIaKOBKU sSTYeHKOBbIE KOHTYpHBIE (1) — mauku kapToHHBIE, B pazmepe 158,67pyo.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COTIJIACOBBIBAETCS MO CIEAYIOIIUM OCHOBAHUSM.

[Ipu mnpoBenenun skoHOMUYeckoro ananmuza ©OAC Poccunm BBIABIEHO, YTO
npezesibHasl OTIYCKHAsl 1IEHAa Ha BBINIEYKa3aHHbIA BOCIPOM3BEICHHBIA JIEKAPCTBEHHBIN
npernapar, pacCuyuTaHHAs MCXONd U3 CTOMMOCTH OJHOW JIEKApCTBEHHON (OpPMBI,
npeBbimaeT 80 MPOLIEHTOB CpeIHEN 3apEeTUCTPUPOBAHHON MPEAEIbHON OTITYCKHOM LIEHBI
MIPOU3BOUTENS Ha pePEPEHTHBIN JIEKapCTBEHHBINM MpEnapar, YTo MPOTUBOPEUUT MyHKTY
6 Meroauku pacyeTa yCTaHABIMBAEMbBIX MTPOU3BOJUTEISIMU JIEKAPCTBEHHBIX MPENapaToB
MpeACIbHBIX OTIYCKHBIX 1IEH Ha JICKAPCTBEHHBIC MpernapaThl, BKIOYEHHBIC B MEPEYEHb
JKU3HEHHO HEOOXOAUMBIX M BaXXHEUIMX JIEKAPCTBEHHBIX IMpenaparoB, MOpH HX
rOCy/IapCTBEHHOM PErucTpalvu U NEepPeperucTpaiuu, yTBEPKJACHHON MOCTaHOBICHUEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metonauka).

Kpome Ttoro, ®AC Poccuu oOpamiaer BHHMaHHE, YTO pacueT YpPOBHS
pPEHTA0ETbHOCTH TPOAYKIIMKM OMPEEseTCs B COOTBETCTBUU C MyHKTOM 12 Metoauku
KaK OTHOIIIEHHE MPOTHO3HON MPUOBUIH K C€0ECTOMMOCTH JIEKAPCTBEHHOTO Mpernapara.

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
mpernapar HajJ UEHOW, pPACCUMTAHHOWM B COOTBETCTBUM C METOOUKOW, SBIAETCA
OCHOBAaHUEM JUIsl OTKa3a B COIVIACOBAaHWUU TOCYJAPCTBEHHOW PETUCTPALMU MPEAEIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JICKAPCTBEHHBIN Mpenapar.
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