PEIHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBMM ¢ myHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW pETUCTPALMU U
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOJAUTENSIMUA JIEKAPCTBEHHBIX IPenapaToB
MIPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEINapaThl, BKIOUEHHBIE B IEPEYEHb
’KU3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocranosyienreM IIpaBurennbcTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nasnee
- IlpaBuna), denepasbHas aHTUMOHONOJBHAS CIyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBieHHble nUchbMoM MunzapaBa Poccum ot 14.03.2017 Ne 20-4-4038623-c,
U TIpUHSJIA pemeHne 00 OTKa3e B COIVIACOBAHWM TPENETbHBIX OTMYCKHBIX IICH
«Cannos a.4.» (Cnosenus), Ilp., Ileps.Ym., Brop. Y., Beim.k. «Jlek a.4.» (CinoBeHus) Ha
CIIEIYIOUIMI  JIEKApCTBEHHBIM INpenapar, BKIIOYEHHBbIM B MEpPEYCHb KU3HEHHO
HEOOXOJMMBIX U BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

1. AmokcukiaB Kuktab (MHH — Amokcunmminne + [KnaBynaHnoBast kucinotal)),
TabneTku aucrneprupyembie 125 mr + 31,25 mr, 2 mr - O6muctepsl (10) - maukum
KapTOHHBIE, B pazmepe 210,56 pyo.

2. AmokcukinaB Ksukradb (MHH — Amokcunminun + [KnaBynaHoBast kuciortal),
TabneTku aucneprupyembie 250 mr + 62,5 mr, 2 mrT. - Omucrepsr (10) -  maukm
KapTOHHBIE, B pa3mepe 296,25 pyo.

[IpenenbHble OTHYCKHBIE LEHBI HA YKa3aHHBIM JICKAPCTBEHHBIM IIperapar He
COIIACOBBIBAIOTCSA I10 CJIIETYIOLUIUM OCHOBAHUSIM.

B coorBerctBuum ¢ mnucemom DI'BY «HIIDCMIID» MunsnpaBa Poccun ot
02.03.2017 Ne 3562, wnanpasnenHoro Mun3apaBom Poccum B cocTaBe KOMIUIEKTA
JIOKYMEHTOB, COOOIIAeTCs, YTO JIEKAPCTBEHHBIN mpenapar «AMOKcHUKiIaB KBHKTaO»
(MHH — Awmoxkcunwinun + [KiaBymaHoBasi kuciora]) B JeKapCTBEHHOU (opme
«rabneTku aucneprupyemeie» 125 mr + 31.25 mr u 250 Mr + 62,5 MI COOTBETCTBYET
TpeOOBAHMSM, MPEABIBIAEMbIM K «BOCIPOU3BEICHHBIM» JIEKAPCTBEHHBIM Ipenaparam, a
takxke, uro mnpenapar «DnemoknaB Comotadb» (MHH —AMokcumwuiua —+
[KiaBynanoBasi KucnoTa]) B JIEKAPCTBEHHOM (opMe «TalbJeTKHU AUCIEePrUpyeMbIe)
125 mr + 31.25 mr u 250 mr + 62,5 mr (mpousBoauTens - « Acremnac @apma FOpon b.B.»,
Hunepnansr) siBnsiercst peepeHTHBIM.

[Ipu mnpoBenenun skoHoMuuYeckoro ananmuza OAC Poccum BBIABIEHO, YTO
MpeeNIbHbIE OTITYCKHBIE 1IEHbI HA BBIIIEYKa3aHHBINA BOCIPOU3BEACHHBIN JIEKAPCTBEHHbBIN
npenapar npeBbimaoT 80 MPOIEHTOB CpEAHEH 3aperuCTPUPOBAHHON MpelebHOU
OTITyCKHOM LI€Hbl Ha pe(epeHTHBIN JEKAPCTBEHHBIN Mpenapar, paCCUMTaHHON MCXOId U3
(aKTUYECKOro IMepuoja TOCYIapCTBEHHOM perucTpaudd ILeHbl Ha pedepeHTHBIN
JIEKAPCTBEHHBIN IMIpenapar, 4YTo NPOTHUBOPEYMT MNyHKTY 21 Mertoguku pacuera
YCTAaHABIMBAEMbIX  IPOMU3BOAUTEISIMU  JIEKAPCTBEHHBIX MPENapaToB  MPEAETbHBIX
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OTIIYCKHBIX ILIEH Ha JIEKApCTBEHHBIE Npemnaparbl, BKIIOYEHHBIE B IEPEYEHb JKU3HEHHO
HEOOXOIMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, MPU HMX TOCYIAPCTBEHHOM
perucTpalui M TMEepPEeperucTpaluy, YTBEPKIECHHOM MOCTaHOBIeHHEM IIpaBuTtenbcTBa
Poccuiickoit @enepanuu ot 15.09.2015 Ne 979 (nanee — Meronuka).

B cBsi3U C BBINIEU3NIOKEHHBIM, B COOTBETCTBUM C TMOANYHKTOM «B» MyHKTa 13
[IpaBun mpeBbINIEHHE MPEACTABICHHOW JUIsi TOCYJApCTBEHHOW PETUCTPALMM WIIA
MEPEPETUCTPALUA TPEACIBHON OTIIYCKHOM IIEHbl IMPOU3BOAMTENS HA JIEKAPCTBEHHBIN
mpenapar HajJ LEHOW, pPacCUYMTAaHHOM B COOTBETCTBUM C METOQUKOW, SIBISETCS
OCHOBaHMEM JUIsi OTKa3a B CONIACOBAHMM TOCYJAPCTBEHHOW PETUCTpAlUM WJIU
MEPEePETUCTPALlUA TPEACIBHON OTIYCKHOW IIEHBI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npemnapar.

A.b. Kamesapos

2017-30036(2)



