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 mucbkMoM MunznpaBa Poccun ot 07.11.2017 Ne 20-4-4054525-c, u
NpUHsUTa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETbHON OTIMYCKHOM IE€HBI
OAO «ABBA PYC» (Poccust) Ha clieyIolnii JIeKapCTBEHHbIN Mpenapar, BKJIIOUCHHbIA B
MepeveHb KU3HEHHO HEOOXOANMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

Cennarynq (MHH — Cenno3unsl A u B), Tabnetku, 13.5 mr, 10 mT. - ynakoBKu
SUEUKOBBIC KOHTYpPHBIE (2) — Mauku KapToHHBIE, B pazmepe 51,20 pyo.

[IpenenbHass OTHMyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIA TMperapar He
COTJIACOBBIBAETCS IO CIAEAYIOITUM OCHOBAHUSIM.

[Ipu mnposenenuu skoHoMuueckoro ananmuza OAC Poccum BBIABICHO, YTO
npezesibHasl OTHYCKHAsl 1IEHAa Ha BBINICYKa3aHHbIA BOCIPOM3BEICHHBIA JIEKAPCTBEHHBIN
npenapar, pacCyuTaHHAs UCXONid U3 CTOMMOCTH OJHOW JIEKapCTBEHHON (OpPMBI,
npeBbimaeT 80 MPOIEHTOB MAKCUMAIIbHOW 3apErUCTPUPOBAHHON MPEAEIbHON OTIYCKHOM
LEHbl MPOU3BOJIUTEINS HAa AHAJIOTUYHBIN JIEKAPCTBEHHBIN Mpernapar, YTO MPOTHUBOPEUUT
nyHKTYy 6 MeToauKu pacuera YCTaHABIMBAEMBIX MPOU3BOIUTENISIMU JIEKAPCTBEHHBIX
MpenapaToB MPeAesIbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIIOUCHHbIE B
MEePEUYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEWIIHNX JIEKAPCTBEHHBIX MpPEnaparoB, MPU UX
rOCy/IapCTBEHHOM PErucTpalyu U MEpPeperucTpaluu, yTBEPKACHHON MOCTaHOBICHUEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metonuka).

B cBsi3u ¢ BBINIEU3T0KEHHBIM, B COOTBETCTBUHM C TMOJMYHKTOM «B» ITyHKTa 13
IIpaBun ImpeBBIIEHME MPEACTABIIEMON I TOCYIApCTBEHHOW pPETUCTpalUMU WU
NepeperucTpanuu MpeaeibHOM OTIMYCKHOW II€HBbl MPOM3BOIAUTENS Ha JICKAPCTBEHHBIN
mpenapar HaJ LEHOW, pacCYMTaHHOM B COOTBETCTBUH C METONMKOW, SIBISETCS
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMHU IMPEAEIbHON
OTITYCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kameapos
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