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
MPEIeIbHBIX OTITYCKHBIX IIEH Ha JIEKAPCTBEHHBIC IMpernaparbl, BKIIOYCHHBIC B IEPEUYCHb
’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,
npeAcTaBiIeHHble mUCchbMOM Mun3apaBa Poccum ot 26.09.2016 Ne 20-4-4023106-c, u
NpUHsUIAa perieHue 00 OTKa3e B COMIACOBAHWU TMPEACIBHBIX OTIMYCKHBIX IICH
000 «MOC®OAPM» Ha crenyrolue JIEKapCTBEHHbBIE IpENnaparhbl, BKIIOUYEHHBIE B
nepeueHb KU3HCHHO HEOOXOUMBIX M BAXKHEHUIIINX JICKAPCTBEHHBIX MPETIapaToB:

1. I'moxo3a (MHH — JlekcTpo3a), pactBop st uapy3uid, 5 %, 100 mi, - OyThUIKH
(1) — mauka kapToHHas, B pazmepe 17,78 py0.

2. I'moxo3a (MHH — JlekcTpo3sa), pactBop ans uHdy3uid, 5 %, 100 ma- OyTbuiku
(36) — sAMUK KapTOHHBIN (7151 CTAlIMOHAPOB), B pazmepe 639,95 pyo.

[IpenenbHbIE OTIYCKHBIE IIEHBI HAa YKa3aHHBIC JICKAPCTBEHHbBIC Mpernaparbl He
COIIACOBBIBAIOTCS IO CJIEIYIOUUM OCHOBAHUSIM.

[Tpu npoBenenun sxonomuyeckoro ananuza GAC Poccuu BBISBICHO, UTO B paMKax
OJTHOTO PETHUCTPAIIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara mpu U3MEHEHUU
KOJIMYECTBA JIEKAPCTBEHHOTO IMpernapara BO BTOPUYHON (IMOTPEOUTENHCKOM) YyMaKOBKe
MIPOU30IIIO YBEIMYEHUE CTOMMOCTH OJHOM JE€KapCTBEHHOM (hOPMBI, YTO MPOTHBOPEUUT
nyHKTY 5 MeTronuku pacueTa yCTaHABIMBAEMBIX IMPOU3BOAUTEIISIMH JICKAPCTBEHHBIX
MpernapaToB MpeneIbHbIX OTIYCKHBIX IIEH Ha JICKAPCTBEHHBIC MpETapaThl, BKIFOUCHHEIE B
nepedeHb KU3HEHHO HEOOXOAMMBIX M BaXHEHIITNX JIEKAPCTBEHHBIX MPENaparoB, MPH UX
rOCy/IapCTBEHHOM PErucTpalvu U NEepPeperucTpaiuu, yTBEPKJACHHON MOCTaHOBICHUEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3u C BBINIEU3IIOKEHHBIM, B COOTBETCTBHUU C IOANMYHKTOM «B» TyHKTa 13
[IpaBuy1 mMpeBBIICHUE MPEICTABISIEMON JUIsI TOCYJApCTBEHHOW pErucTpalud Wid
NepPeperucTpaluy MpeAebHOW OTIYCKHOM II€Hbl MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIM
mpenapar HajJ 1EHOH, pacCYUTaHHOM B COOTBETCTBUU C MeTOMUKOM, SBIsIETCS
OCHOBAaHHMEM JUIsI OTKa3a B COMIACOBAHWU TOCYIApCTBEHHOW PErHCTpallid MPEIeTbHON
OTITyCKHOM II€HBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kameapos
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