PEILIEHUE
00 OTKa3e B COIIACOBAHMM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbBIE MTPENaparhl, BKJIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPEMAPATOB

B coorBeTcTBHM C IyHKTamMM & M TOIIYHKTOM «B» IyHKTa 19 IlpaBuiu
roCyJlapCTBEHHOM perucrpauuu u nepeperucTparnum yCTaHaBIMBAEMBbIX
MIPOU3BOAUTENSIMUA JIEKAPCTBEHHBIX IIPENAPATOB MPEHECIbHBIX OTIIYCKHBIX II€EH Ha
JIEKapCTBEHHBIE TIperapaThl, BKJIIOYEHHbIE B TMEPEYCHb KU3HEHHO HEOOXOAUMBIX U
BOXHEWIIMX  JIEKAPCTBEHHBIX  MpPENaparoB,  YTBEPKIAEHHBIX  IOCTAHOBJIECHUEM
[IpaButennbctBa Poccuiickoit @enepannu ot 29.10.2010 Ne 865 (manee — IlpaBuia),
denepanbHas aHTUMOHOIIONIBHASL CIy’K0a paccMOTpesia JTOKyMEHTBI, IPEICTaBICHHBIE
nrucbMoM MunsapaBa Poccun ot 28.06.2016 Ne 20-4-4015776-c, u ipuHsIa penieHue oo
OTKa3€ B COITIACOBAHWM IIPENEIBHON OTITYCKHOM LIEHBI, 3asBJICHHOM HA NEPEPETUCTPALIUIO
OAO «Cunte3» (Poccust), Ha cleqyrOIIMil JIEKAPCTBEHHBIM Ipenapar BKIIOYEHHBIM B
NepeyeHb KU3HEHHO HEOOXOIUMbIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

Bbponxopyc (MHH — AmoOpoxkcoi), Tabnetku 30 mr; 10 mIT. - yIakKOBKH STYEHUKOBbBIE
KOHTYpHBIE (2) — mauku KapToHHBIE, B pazmepe 13,57 pyO.

[IpenenvHass OTHyCKHAs I1I€HA HAa YKa3aHHbIM JIEKapCTBEHHBIA TMpernapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenenun skoHoMuueckoro ananmn3za PAC Poccum ycTaHOBIEHO, YTO
3asBJICHHAs. HA IMEPEpPErucTpalvio MpeliesibHAasl OTIYCKHas 1LI€Ha Ha BbIIICyKa3aHHbIN
JIEKapCTBEHHBIIN IIpenapar BhIIIE PACCYHUTAHHOW B COOTBETCTBUM C MyHKTOM 17 MeToauku
pacuera yCTaHaBIMBAaEMbIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENAapaToB MpeleabHbIX
OTIyCKHBIX II€H Ha JIEKApPCTBEHHbIE IpEenaparbl, BKIIOYEHHBbIE B NEPEYEHb KU3HEHHO
HEOOXOAMMBIX M BaKHEUIINX JIEKAPCTBEHHBIX IMPENapaToB, MPH HX TOCYJapCTBEHHOM
pEerucTpald W NEPEeperucTpalyy, YTBEPKACHHOW nocTaHoBieHueM [IpaBurenbcTBa
Poccuiickoit ®enepauun ot 15.09.2015 Ne 979 (manee — Metoauka), 1OMyCTUMOMN
BEJIMYMHBI YBEIUYECHUS 3apErUCTPUPOBAHHBIX TMPEACNbHBIX OTIYCKHBIX II€H, YTO
IIPOTUBOPEYUT ITyHKTY 16 Metonuku.

B cBsi3u C BBINIEU3IOKEHHBIM, B COOTBETCTBUM C MOAIMYHKTOM «B» IyHKTa 13
[IpaBrs1 MOpEBBINIEHUE MPEACTABICHHOW I TOCYJApCTBEHHOW PpETUCTpPALMM WU
MEepEPErUCTPAllMU PEAECIbHON OTIIYCKHOM WEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ I[E€HOW, PACCUYUTAHHOW B COOTBETCTBUM C METOOUKOW SIBIAETCS
OCHOBAaHMEM JUI1 OTKa3a B COIVIaCOBAaHMM TOCYAAPCTBEHHOW PETHCTpAalUU WU
MEPEPETUCTPALINN TPEACTBHON OTITYCKHOM IIE€HBI MPOW3BOAMUTENSI HA JIEKAPCTBEHHBIN
npenapar.
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