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PEIIEHUE
00 OTKa3e B CONIaCOBAHUU MPEAETbHBIX OTMYCKHBIX LIEH IPOU3BOUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHbIE B IEPEUCHb KU3HEHHO HEOOXOIUMbIX
Y BOKHEUILNX JIEKAPCTBEHHBIX IIPENAPaTOB

B coorBercTBMM C myHKTamMH 8 W TOANYHKTOM «0» mnyHkta 19 IlpaBun
roCyJ1lapCTBEHHOM perucrpauuu u nepeperucTpanuu YCTaHABJINBAEMbIX
MPOU3BOAUTENSIMA  JIEKAPCTBEHHBIX IPENApPAaTOB MPEAENbHBIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC TMpenaparbl, BKIOYCHHBIC B TMEPEUCHb KU3HCHHO HEOOXOIUMBIX U
BOKHEUIIMX  JICKAPCTBEHHBIX  MPENapaToB,  yTBEPKACHHBIX  MOCTAHOBICHUEM
[IpaButennctBa Poccuiickoit ®@enepanuu ot 29.10.2010 No 865 (manee - IlpaBuia),
®denepanbHasi aHTUMOHOMNOJbHAS CHYX)0a paccMOTpesia JTOKyMEHTBI, MPEICTABICHHbBIE
nucbMoM Munsznpasa Poccuu ot 25.09.2018 Ne 20-4-4079894-c, u npuHsia pemieHue oo
OTKa3¢ B CONIACOBAHWM  NPEACIbHOM  OTIIYCKHOM  LIEHBbI, 3asABJICHHOM  Ha
nepepeructparuo 3A0 «buokom» (Poccust), Ha creayronyii JeKapCTBEHHBIN Mpernapar,
BKJIIOUEHHBI B MEpeYeHb XU3HEHHO HEOOXOAMMBIX W BAXKHEMILIHX JIEKAPCTBEHHBIX
Mpenaparos:

Amvuomapon (MHH — Awmmuonapon), tabnerkun 200 mr, 10 mrt - ymnakoBKH
SYEHKOBBIE KOHTYpHBIE (3) - Mauku KapTOHHBIE B pasmepe 43,80 pyo.

[IpenenbHass OTIyCKHas I1I€HA Ha YKa3aHHBIM JIEKAPCTBEHHBIA Mpemnapar He
COMIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Tpn npoBenennn s3xoHomMuueckoro aHanuza GAC Poccum BBIABIEHO, YTO POCT
3apETUCTPUPOBAHHOM  MPEIEIbHOM  OTIYCKHOM  ILIEHbl  Ha  BBINICYKa3aHHbIN
JIEKapCTBEHHBIN Tpenapar 3asBJICH MPOU3BOAMTENEM B pasmepe 5,36%. Ilpu stom, u3



pacyeToB BEIMYMHBI YIOPOKAaHHS, MPEICTABICHHBIX MPOU3BOAUTEIEM B MPUIOKECHUU
Ne 5 k Meroauke pacuera yCTaHaBIMBAEMBIX MPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX
MIpEnapaToB MPeIebHBIX OTITYCKHBIX IIEH Ha JIEKApCTBEHHBIE Mpenaparhbl, BKIOUEHHBIE B
nepeyeHb KU3HEHHO HEOOXOMMMBIX U BXHEHIINX JIEKAPCTBEHHBIX MPENaparoB, MPU UX
rOCYAapCTBEHHOM PETUCTPAlMd U MEPEPETUCTPALNU, YTBEPKIACHHOW IMOCTAHOBICHHEM
[IpaButenscTBa Poccmiickort @eneparuu ot 15 centsiops 2015 . Ne 979 (mamee —
Metoauka), ciemyer, uyTo (aKTUYECKOE YBEIMYCHHWE IIEH HAa CHIPhE W MaTepHallbl,
WCIOJIb3yEMbIE TIPU MPOU3BOJACTBE BBIIICYKA3aHHOTO MpEnapara, a TaKKe HAKIIAIHBIX
pacxonoB, coctapiseT 4,76%.

Kpome TOro, 3asBieHHass IieHa Ha JIEKAPCTBEHHBINM IMpenapar MNpeBbIIACT
NPOTHO3UPYEMBIN  ypoBeHb uUHGIsAUU (2,8%) TeKylero roja YCTaHOBIEHHOTO
dbenepaabHbIM 3aKOHOM O (eiepalibHOM OOKETE Ha COOTBETCTBYIOIIUM (PUHAHCOBBIN
roJl ¥ TUIAHOBBIN MEPUO,.

B cBsI3u C BBIIEU3TI0KEHHBIM, B COOTBETCTBUM C MOIIIYHKTOM «B» ITyHKTa 13
IIpaBun mnpeBbIIEHUE NPEACTABISIEMOW I TOCYAAPCTBEHHOM PETUCTPALMU WU
MepEPETUCTPALIMN TIPEACITbHON OTIMYCKHOW LIEHBI MPOU3BOJAWTENS Ha JIEKAPCTBEHHBIN
Ipernapar HaJa LEHOM, PACCUYMTAHHOM B COOTBETCTBUM C METOOUKOW, SABISETCS
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHMHU TOCYJAPCTBEHHOW PETHCTPALMU IPEACIbHOU
OTIYCKHOM LEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.
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