MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B CONIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENApaToOB

B coorBerctBun ¢ myHkrom 8 IlpaBun ToCynapCTBEHHOM perucTpanuv U
MepeperucTpalul yCTaHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IIpErapaToB
MpeCNIbHBIX OTIYCKHBIX I1IEH Ha JIEKAPCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM [IpaButenscTBa Poccuiickoit deaeparuu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHASA CIy’)k0a paccMoTpena  JIOKyMEHTHI,
npeacTtaBieHHble nucbkMoM MunsnpaBa Poccun ot 30.01.2018 Ne 20-4-4062385-c, u
NpUHsUIa pemieHne o0 OTKa3e B COMIACOBAHWU TPENEIbHOM OTIMYyCKHOW IeHbl 3A0
«IIpomsBoacTBeHHass  (Qapmanepruueckas kommnanusi OOnoBnenue» (Poccus) Ha
CIIENYIOIIMM  JICKapCTBEHHBIM IIpenapar, BKIIOYEHHBIM B  IIEPEYEHb KU3HEHHO
HEOOXOUMBIX U BaXKHEUIIUX JICKAPCTBEHHBIX MPENapaToB:

Kap6amazenun (MHH — Kap6amazenun), tabnetku 200 mr, 10 mT. - ynakoBKU
sauelikoBble KOHTypHble (10) — mauku KapToHHBIE, B pasmepe 343,00 pyo.
(peructpanronHoe ygocroepenue (nanee - PY) — No JIC-001546).

[IpenenvHass OTMyCKHAs 1l€Ha Ha YKa3aHHBIM JIEKapCTBEHHBIM mpenapar He
COIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBercTBMM ¢ myHKTOM S5 MeETOOMKM pacyeTa yCTaHABIMBAEMBIX
MPOU3BOAUTEISIMA  JIEKAPCTBEHHBIX MPENApaToB MPEACNIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIC TMpenaparbl, BKJIIOYECHHbIE B MEPEYCHb >KU3HEHHO HEOOXOMUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX IMPENApPaTOB, MPU HUX TOCYJAPCTBEHHOW PETUCTpAUU U
MIEpEPETUCTPAlli, YTBEPKJACHHOM mnocTtaHoBieHuem IIpaBurenscrBa Poccuiickoit
®enepanun ot 15.09.2015 Ne 979 (manee — Meroauka), npH pacuere MpeneabHOR
OTIIyCKHOM II€Hbl Ha JIEKapCTBEHHBIM Mpenapar MNpPOU3BOACTBA TOCYIAPCTB-YIECHOB
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EBpa3uiickoro 3KOHOMHYECKOTO COK3a B paMKax OJHOTO  PETUCTPALMOHHOIO
YIIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara Mpyu U3MEHEHUU KOJIUYECTBA JIEKAPCTBEHHOIO
npernapara BO BTOPUYHOU (MOTPEOUTENHCKOM) YMaKOBKE HE JIOMYCKACTCS YBEIWYCHUS
CTOMMOCTH OJTHOM JIEKApCTBEHHON (DOPMBL.

[Tpn mpoBeneHNH 3KOHOMHYECKOIO aHAJIM3a YCTAHOBJIEHO, YTO HA JIEKAPCTBEHHBIN
npenapar Kap6amazenun (MHH — Kap6amazenun), Tabmerku 200 mr, 10 mT. - ymakoBKu
SAYEHKOBBIE KOHTYpHBIE (5) — mauku KapToHHbIE, pou3BoacTBa 3AO «IIponszBoacTBeHHas
(dapmaneBTuueckas komnanusi OOHoBienue» (Poccus), 3apeructpupoBaHa MHpeaenbHas
OTIyCKHas 1ieHa B pazmepe 44,18 pyoneit, PY - No JIC-001546 (npuxa3 Poc3npaBHaazopa
ot 15.03.2010 Ne 1907-11p/10). Takum 0Opa3oM, 3asBI€HHAs] K PETUCTpALMKU MpeaeabHas
OTITyCKHAsl 1IeHa B paMKaX OJHOTO PETUCTPALMOHHOIO YAOCTOBEPEHUS MPEBBILIAET paHee
3apEruCTPUPOBAHHYIO MPEACIIbHYI0 OTIYCKHYIO I€HYy H3 pacyeTa CTOMMOCTH OJIHOM
JIEKapCTBEHHOM (POPMBI, UTO MPOTUBOPEUUT MYHKTY 5 METOIUKH.

B CBs3U C BBINIEU3T0KEHHBIM, B COOTBETCTBUU C MOIAIMYHKTOM «B» IIyHKTa 13
[IpaBun 1npeBbILIEHUE MPEACTABISEMON Ul TOCYJAapCTBEHHOW pErucTpauvyd WIH
MEPEPETUCTPALINM TIPEJCIBbHON OTITYCKHOM II€HBI MNPOU3BOJAUTENS HA JICKAPCTBCHHBIN
Ipernapar HaJl LEeHOW, pPAacCUNTAHHOM B COOTBETCTBUM C METOOUKOM, SBIAETCA
OCHOBAaHHMEM Il OTKa3a B COIVIACOBAHMM TOCYAAPCTBEHHOW PErHCTpalUU MPENebHON
OTITyCKHOM LEHBI IPOM3BOAMTEIIS HA JIEKAPCTBEHHBIN Mpernapar.
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