MUHHCTEPCTBO 3APABOOXPAHEHNUS
Poccuiickont denepanyn

PaxmanoBckuii iep., a. 3/25,
. Mockaa, I'CII-4, 127994

PEHIEHUE
00 0TKa3e B COIIACOBAHMHM MPEACIIbHBIX OTIYCKHBIX 1I€H MPOU3BOAUTENEH
Ha JICKApCTBEHHbBIE MTPENaparhl, BKIIOYCHHbBIE B IEPEUCHb KU3HEHHO HEOOXOIUMBIX
Y BOXKHEHUIIINX JICKAPCTBEHHBIX IIPEINAPATOB

B coorBerctBun ¢ mnyHkrom 13 IlpaBuil TOCyIapCTBEHHON perucTpaluvl Hu
MepepPErucTpalui yCTAHABIUBAEMbIX TMPOU3BOIUTEIIAMHU JICKAPCTBEHHBIX IPENnapaToB
MpeACbHBIX OTIYCKHBIX 1IEH Ha JIEKAapCTBEHHBIE Mpemnaparbl, BKIIOYEHHBIE B MEPEUYCHb
KU3HEHHO HEOOXOJMMBIX W BaKHEHIIUX JIEKAPCTBEHHBIX IMPENapaToB, YTBEPKIECHHBIX
nocraHosiieaneM IIpaButensctBa Poccuiickoit ®enpepanmu ot 29.10.2010 Ne 865
(nanee — IlpaBuina), deaepanbHas aHTUMOHOIOIBHAS CITyk0a paccMOTpelia JOKYMEHTHI,
npeAcTaBiIeHHble mUcbMOM MunznpaBa Poccun ot 15.02.2019 Ne 20-4-4092033-c, u
MpUHSIIA pelieHre 00 OTKa3e B COIIACOBAHUU MPENEIbHBIX OTITYCKHBIX 1I€H, 3asIBICHHBIX
Ha peructpanuio OO0 «Jlekapp» (Poccusi), Ha ciemyromuidl JEKapCTBEHHBIN Mpernapar,
BKJIFOUCHHBII B TIE€PEUYCHb >KU3HEHHO HEOOXOJUMBIX U BAKHEWIIUX JIEKAPCTBEHHBIX
npenaparoB: «llepekucy Bomopoma» (MHH — Bogopoxga mnepokcupa), pacTtBop AJid
MECTHOTO M HapykHOTO IipuMeHeHus 3 %, 50 miu. — dnakons (1) , B pazmepe 49,10 pyo.

[IpenenbHble OTIYCKHBIE LEHBI HA YKa3aHHBIA JIEKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAIOTCSA I10 CJIETYIOUIUM OCHOBAHUSIM.

IIpu npoBenenun 3xoHomMuueckoro anainuza @AC Poccun ObLIO BBIBIEHO, YTO Ha
3asBJISIEMbI JIGKQPCTBEHHBIM IMpernapar B paMKax PEruCTPAlMOHHOIO YIOCTOBEPEHUS
No  JICP-006685/10 3apeructpupoBaHa mpenenbHas oTnyckHas 1eHa («llepekuch
Bojopona» (MHH — Bomopona mnepokcua), pacTBOp Ijisi MECTHOTO M Hapy>KHOTO
npumenenuss 3 %, 100 mun., — duakonbl nonudTUIeHOBBIE (1), TPOM3BOACTBO (BCE
craqun) OOO «Jlekaps») B pasmepe 8,52 py6., koropas Oosee uem B 10 pa3 Huke
3asiBISIEMOM OTIYCKHOM II€Hbl HCXOMAS M3 CTOMMOCTH OJHOM JIEKapCTBEHHOW (POpPMBI
(1 M), 4YTO TPOTUBOPEUYUT TOAMYHKTY «a» TyHkta 14 Mertoauku pacyera
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YCTAHABJIMBAEMBIX  IPOU3BOAMTEIISIMU  JICKAPCTBEHHBIX  IIPENApaToB  IIPEACIIbHBIX
OTIIYCKHBIX II€H Ha JICKapCTBEHHBIC IIpEraparbl, BKJIIOUYECHHBIE B IIE€PEUYEHb KU3HEHHO
HEOOXOAMMBIX M Ba)KHEHIIMX JICKaPCTBEHHBIX IMPENaparoB, NpU HX TOCYJapCTBEHHOM
pErucTpalui M IIEpEeperucTpalvy, YTBEPKICHHOW IocTaHoBiIeHHEM [IpaBurenbcTBa
Poccuiickoit ®eneparuu 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3M ¢ BBIIEU3TI0KEHHBIM, B COOTBETCTBUU C IMOIIYHKTOM «I» IyHKTa 19
[IpaBwi, mpEBBIICHWE NPEACTABISIEMON JUIsl TOCYIApCTBEHHOM PpETUCTPALMHU WU
MIEPEPETUCTPALMN TPEIEIBbHON OTIIYCKHOM LEHBI NPOW3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HajJ LEHOM, pacCYuTaHHOM B cooTBercTBUM ¢ IIpaBmiamu u Meroaukoi,
ABJISIETCS. OCHOBAHMEM JUIsl OTKa3a B CONIACOBAaHMU TOCYJAPCTBEHHOM PETHCTPALIUU
IIPEAEIBbHON OTILYCKHOW LIEHBI IIPOU3BOAUTENS HA JICKAPCTBEHHBIN Ipenapar.
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