PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBeTcTBUM € MYyHKTOM &8 W NOANYHKTOM «B» TmyHkra 13 IlpaBun
rocyIapCTBEHHOM perucrpanuu U nepeperucTpanuu YCTaHABJINBAEMbIX
MPOU3BOAUTENSIMA  JIEKAPCTBEHHBIX IMPEMApPAaTOB MPEAEIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMperaparbl, BKJIIOYEHHBbIE B IEpPEUYEHb >KU3HEHHO HEOOXOAUMBIX U
BOXHEHIIMX  JIEKAPCTBEHHBIX  IPENaparoB,  yTBEPKIEHHBIX  [OCTAHOBIECHUEM
[IpaButennctBa Poccuiickoit ®epeparuu ot 29.10.2010 Ne 865 (manee - IlpaBuia),
®denepanbHas aHTUMOHOMNOJbHAS CHYX)0a paccMOTpesa JTIOKyMEHTBI, MPEICTABICHHbBIE
nucbMoM Munznpasa Poccuu ot 23.05.2016 Ne 20-4-4012371-c, u ipuHsiia peuieHue oo
OTKa3e B  CONIACOBAaHUM  IPENEIbHOM  OTIYCKHOM  L€Hbl  IIPOU3BOJACTBA
00O «Jlromu» (Poccusi) Ha creAyrolMidl JIEKApCTBEHHBIA Mpernapar, BKIIOUYEHHBIE B
nepeyeHb KU3HEHHO HEOOXOIUMbIX M BAXKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB:

AckopounoBass kuciora (MHH - AckopOuHOBas KuHCIIOTa) TIOPOIIOK JjIst
MPUTOTOBJICHUSI PacTBOpa JJIA MpUeMa BHYTPb, 2.5 T, — MaKEThl U3 KOMOMHUPOBAHHOTO
TepMoCBapuBaeMoro marepuana (5) - makersl, B pasmepe 17,84 py0. (peructpaiimoHHOe
ynocroBepenue (naiee - PY) — Ne JICP-006427/10).

[IpenenbHass OTIyCKHas I1I€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIA Mpenapar He
COIIACOBBIBAETCS IO CIEAYIOIIMM OCHOBAHHUSIM.

B coorBerctBMM ¢ myHKTOM S5 MeTOoguMkM pacdera  yCTaHABIMBAEMBIX
MIPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX IPENaparoB MpPeIeiabHbIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHBIE TMpenaparbl, BKIIOYEHHbIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX IpEnaparoB, MPU HMX TOCYIAPCTBEHHON pPErucTpalud u
[IEpEepEruCTpallii, YTBEPXKIACHHOW mnocra”HoBieHueMm IlpaBurenbcrBa Poccuiickoi
Oeneparmu ot 15.09.2015 Ne 979 (manee — Meronuka), Ipu pacdeTe MNpeaeabHON
OTIIYCKHOM II€Hbl Ha JIEKapCTBEHHBIM IMpernapar MNpOU3BOACTBA TOCYAApCTB-UJICHOB
EBpa3uiickoro 3>KOHOMHYECKOTO COK3a B paMKax OJIHOIO PErHMCTPAlMOHHOTO
YAOCTOBEPEHHUsI  JIEKAPCTBEHHOI'O  @permapara IpU  U3MEHEHHH  KOJIMYECTBA
JIEKapCTBEHHOTO IMpernapaTa BO BTOPUYHO (MOTPEOUTENHCKON) YITaKOBKE HE JOITYCKAETCs
YBEJIMYCHHSI CTOUMOCTH OJTHOM JIEKAPCTBEHHOUN (hOPMBEI.

[Tpu npoBeneHUH SYKOHOMUYECKOIO aHAJIN3a YCTAHOBJIEHO, YTO HA JIEKAPCTBEHHBIH
npenapatr AckopounoBas kuciora (MHH - AckopOuHOBasi KMCIOTa), MOPOIIOK JjIst
INPUTOTOBJIEHUSI pacTBOpa ISl MpUeMa BHYTPb, 2.5 I, MaKeTbl U3 KOMOMHUPOBAHHOIO
TepMocBapuBaeMoro marepuana (600) - MmakeTbl MONUAITHICHOBBIC, PETHUCTPAIlMOHHBIN
Homep JICP-006427/10 3apeructpupoBaHa NpeaeibHas OTIyCKHas IieHa B pa3Mepe
1782,00 pyOneit, uto cocranisier 2,97 py06. 3a 1 maket (nmpuxas ot 09.07.2015 Ne 603/20-
15). Takum oOpa3oM, 3asiBIEHHAsI K PETMCTPALUU MPEesibHas OTIYCKHAs LIEeHa B paMKax
OJTHOTO PETHCTPALMOHHOIO YAOCTOBEPEHUS MPEBBIIIAECT PAHEE 3APETUCTPUPOBAHHYIO
MpeebHyI0 OTIMYCKHYIO IIEHYy M3 pacueTa CTOMMOCTH OJIHOM JIEKapCTBEHHOUN (HOPMBI
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(poct nensl coctaBun 6omnee 20 %).

B cBsi3u C BBINIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» HyHKTa 13
[IpaBun mnpeBbILIEHUE NPEACTABISIEMON [JII TOCYAAPCTBEHHOM PETUCTpPALU WU
MEPEPETUCTPALINN TIPEACITBHON OTIYCKHOW LIEHBI NPOU3BOAUTENS HaA JIEKAPCTBEHHBIN
npenapar HajJ LEHOM, pPacCYUTAaHHOM B COOTBETCTBUU C METOOUKOW, SBIAETCS
OCHOBAaHUEM JUIsI OTKa3a B COIVIACOBAHUHU T'OCYJApCTBEHHOW PETUCTPALUU IPEACIBbHOU
OTIIyCKHOM LI€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesaposn
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