PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuM ¢ nyHkToM & IIpaBun rocymapCTBEHHOM pEruMCTpaliv U
MepeperucTpaluyl yCTaHABIMBAEMbIX IPOU3BOAUTEISIMUA JICKAPCTBEHHBIX IpenapaToB
MpeACIbHBIX OTIMYCKHBIX IIEH Ha JIKapCTBEHHBIC IMpenaparbl, BKIIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIMMBIX M BaXKHEMILHX JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
nocranoiieHreM [IpaBurenbcTBa Poccuiickoit denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @exepanbHas aHTUMOHOMNOJBHAS CIy)k0a paccMoTpena JOKYMEHTHI,
npeacTtaBieHHble nTucbMoM MunsnpaBa Poccun ot 04.10.2017 Ne 20-4-4052376-c, n
MpUHSUIA pelrieHrue 00 OTKa3e B COMIACOBAHHH 3asBIEHHBIX B BBINICYKa3aHHOM IMHCHME
nByX npenenabHbix oTiyckHbIX 1ieH OO0 «ITPAHADAPM» (Poccust) Ha JiekapCTBEHHbBIN
npenapar «buconpomnon-Ilpanay (MHH — Bucomnposon), BKIIOYEHHBIH B IMEpEeYEHb
YKU3HEHHO HEOOXOAUMBIX U BaXKHEHIINX JICKAPCTBEHHBIX IIPENaparoB.

[IpenenbHbple OTIIYCKHBIE LEHBl HA YKAa3aHHBIA JICKADCTBEHHBIM IIpErapar He
COMIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

Ha ocHoBanum nysnkra 10 IIpaBun mpOoHW3BOAMTENIO YKAa3aHHOTO JIEKAPCTBEHHOTO
npenapara HarpasieH 3ampoc oT 26.10.2017 Ne AK/73948/17 B uensix yTOYHEHUS
CBEJICHU, COAEPKAIIMUXCA B TPEACTABICHHBIX JIOKyMEHTax. Bmecte C TeM, OTBET
000 «ITPAHADAPM» conep’uT HEMOIHYIO UHPOPMAIUIO, & UMEHHO TTPOU3BOUTEIIEM
HE TPEICTABICHO NOKYMEHTAJIbHOE IMOATBEPKIACHUE W PACUET BEIUYUHBI YIOPOKAHUS
3asIBJICHHBIX MPEAEIbHBIX OTITYCKHBIX IIEH Ha JIEKAPCTBEHHBIN IMpernapar 1o CpaBHEHUIO €
paHee 3aperucTPUPOBAHHBIMU MPENEIbHBIMU OTIIYCKHBIMU II€HAMW Ha IMpenapar
«buconponon-Ilpana», B cBA3M ¢ 4eEM NPOBECTU SKOHOMUYECKUN AHAIN3 3aBJICHHBIX K
perucTpanMd 1eH B COOTBETCTBMM ¢ MeTOOMKOW pacuera YyCTaHaBIMBAEMbIX
MPOU3BOJAUTEISIMA  JICKAPCTBEHHBIX TMPENAPATOB MPEJAEIbHbIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE IMpernaparhl, BKIIOUCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAUMBIX H
BOKHEUININX JIEKAPCTBEHHBIX MPEMaparoB, MPU UX TOCYJAPCTBEHHOW PErUCTpallud U
[IEpEepETUCTpallii, YTBEPKACHHOM IocraHoBiIeHUeM IlpaBurenbcTtBa Poccuiickoi
®enepaunu ot 15.09.2015 Ne 979, He npeacTaBiIsieTcs: BO3MOKHBIM.

B cBsi3u C BBINIEU3IIOKEHHBIM, B COOTBETCTBHM C MOJAMYHKTOM «0» mmyHKTa 13
[IpaBun mnpencraBieHUE JOKYMEHTOB B HEMOJHOM o0O0beMe U (WIM) HEMoJHOTa
COJIEpKAIIUXCSI B HUX CBEJICHHUI SBISIETCA OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHUU
rOCy/IapCTBEHHON pETrUCTpallii MPEAENIbHBIX OTHYCKHBIX II€H MPOU3BOJUTENS Ha
JIEKapCTBEHHBIM Ipernapar.

A.b. Kamesapos

Nnentuduxarop



