PEHIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM C MyHKTamMM & U TOANMYyHKTOM «0» mnyHkta 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBIMBAEMBbIX
MPOU3BOJUTENSAMHU  JIEKAPCTBEHHBIX TMPENaparoB NpPeJeidbHbIX OTIYCKHBIX 1I€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (manee- IlpaBuia),
®enepanbHas aHTUMOHOIOJIbHAS CIykK0a paccMoOTpena JOKYMEHThI, MpPEICTaBICHHBIE
nrucbMoM Munsnpasa Poccun ot 18.05.2016 Ne 20-4-4011543-c, u mpuHsiia pernieHue oo
OTKa3e B COMIACOBaHMM TMpeaesbHOoN ormyckHoi 1eHsl OO0 «Anbrdapm» (Poccus),
3asBJICHHOM Ha TMEpPEepEerucTpPalii0 B COOTBETCTBUMU C TMOJIMYHKTOM «0» myHKTa 19
[IpaBwi1, Ha CHERYIOIIMI JEKAPCTBEHHBIN ITPENapart, BKIOYEHHBIN B IEPEUYEHb KU3HEHHO
HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

bucakonun — Anstrdapm (MHH — bucakonui), Cynmo3uTopuu peKTaIbHBIC
10 mMr, 5 WT. - YNAaKOBKHU SIYEUKOBBIE KOHTYpHBIE (2) — Ma4yKu KapTOHHBIE, B pa3Mepe
27,30 py0.

[IpenenbHass OTIyCKHAas I[I€HA Ha YKa3aHHBIM JIEKAPCTBEHHBIM Ipenapar He
COITIaCOBBIBAETCS 1O CIEAYIOIIUM OCHOBAHUSM.

[Ipu npoBenennn skoHOMUYeckoro ananuza GAC Poccuu BBIABIEHO, YTO POCT
3apPETUCTPUPOBAHHON NPEAEIBbHONW OTIIYCKHOM LIEHbl HA BBIIIECYKAa3aHHBIA Ipernapar
3asBJICH Tpou3BojautesneM B pasmepe 6,4 %. Ilpu 3TOM, U3 pacuyeTOB BEJIUYUHBI
YIOPOKaHUSI, TPEACTABICHHBIX MPOU3BOAUTEIEM, CJIEAyeT, 4YTO (DaKTHIECKOe
YBEIIMYEHUE LE€H Ha ChIPbE M MaTepuajbl, HCIOJb3yEMbIE TMPHU MPOU3BOACTBE
BBIIIECYKA3aHHOTO Mpenapara, cocTaBisieT MmeHee 6,4 %.

B CBsI3M C BBIIIECHU3JI0KEHHBIM, B COOTBETCTBUM C TOJIIYHKTOM «B» ITyHKTa 13
IIpaBun 1npeBbIIEHUE IPEACTABISAEMON I TOCYJApCTBEHHOW pErucTpauuyd WA
MEPEPETUCTPALMU TIPEAEIBHON OTIIYCKHOM ILIEHBl IPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
rpenapar HajJ UEHOM, pPACCUMTAHHOM B COOTBETCTBUM C METONMKOM, SABJISAETC
OCHOBAaHUEM Ul OTKAa3a B CONIACOBAHMM TIOCYJAPCTBEHHOW PETUCTPALUU IPEACIbHOU
OTIIyCKHOU LI€HBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapon
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