PEILIEHUE
00 OTKa3e B COMIACOBAHUHU IPEIEIbHBIX OTIYCKHBIX LIEH MPON3BOIUTENEH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaToOB

B coorBerctBun ¢ myHkrom 8 IIpaBun ToCynapCTBEHHOM perucTpanuv U
NepeperucTpaluyd yCTaHABIMBAEMBIX TMPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MpernapaTroB
MpeACIIbHBIX OTIYCKHBIX I1IEH Ha JIEKApCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoiieHreM [IpaButenscTBa Poccutickont denepannu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHASA CIIy)k0a paccMoTpenia  JIOKyMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccum ot 09.06.2016 Ne 20-4-4013460-c, u
NpUHSAJIA pelleHue o0 OTKa3e B COMIACOBAaHWM MpeNeNbHbIX OTIYCKHBIX IeH OO0
«tOxDapm» (Poccus), Ha creayroume JEKapCTBEHHBIE Mpenaparbl, BKIIOUEHHBIC B
MepeveHb KU3HEHHO HEOOXOANMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

1. Xnoprexkcuana (MHH - Xnoprekcuaus), pacTBOp AJii MECTHOIO M HapyKHOTO
npumenenusi, 0,05 %, 100 mu, - ¢pnakonsl nonudTUieHoBbe (50) - KOpoOKa KapTOHHAsS
(nnsa crarimonapos), B pazmepe 3536,00 pyo.

2. Xnoprekcuaud (MHH - Xnoprekcuaus), pacTBOp AJiE MECTHOIO M HapyKHOTO
npumenenus, 0,2 %, 100 mi, - prnakonsl nonudTUIICHOBBIE (50) - KOpoOKa KapTOHHAs (715
CTallMoHapoB), B pazmepe 391,50 pyo.

3. Xnoprekcuaun (MHH - XmoprekcuauH), pacTBOp UIsi MECTHOTO U Hapy>KHOTO
npumenenus, 0,5 %, 100 mi, - dhnakonsl nonudTHIIEHOBBIE (50) - KOpOOKa KapTOHHAs (IS
CTaIuoHapoB), B pazmepe 552,00 pyo.

4. Xnoprexkcuaua (MHH - XinoprekcuauH), pacTBop [jisi MECTHOTO M Hapy»HOTO
npumenenus, 1 %, 100 mi, - ¢rnaxkons! monudTHIeHOBBIE (50) - KOpOoOKa KapTOHHAS (715
CTallMoHapoB), B pazmepe 389,00 pyo.

5. Xnoprekcuand (MHH - Xnoprekcuaus), pacTBop AJii MECTHOIO M HapyKHOTO
npuMenenus, 5 %, 100 mi, - ¢guakonsl nonudTHIIeHOBBIE (50) - KOpoOKa KapTOHHAs (JJis
cTanroHapoB), B pazmepe 1 208,00 pyO.

[IpenenbHbIE OTIMYCKHBIE IIEHBI HA YyKa3aHHbBIE JICKAPCTBEHHBIC IMperaparbl HE
COTJIACOBBIBAIOTCS TIO CJICTYIOIIUM OCHOBAHUSIM.

N3 anammza npexncraBieHHbIX B PAC Poccum KanbKymALMi 3aTpar ChIpbs U
MaTepuajoB MO MPOM3BOACTBY IIPENApaToB IPU pacueTax OTPAKEHbl HEKOPPEKTHBIC
YHCJIOBbIC 3HAUCHUS B HOpPMax pacxojia M IeHax, MOBJIUSBIINE HA pacyeT ce0eCTOMMOCTH
BBIIIECYKA3aHHBIX JIEKAPCTBEHHBIX MPEMAPATOB 3asIBJICHHBIX 103UPOBOK.

Takum o00pa3om, cBeneHus, coaepkammuecs B jgokyMeHTax OOO «Oxdapm»
(Poccust), mpencTaBieHHBIX JUIsl PETUCTPALUM MPEACIbHBIX OTIYCKHBIX II€H, SBIISIOTCS
HEJIOCTOBEPHBIMHU.

Kpome Toro, mpenenbHble OTIYCKHBIEC LIEHBI Ha BbIII€yKa3aHHbIE MO3ULMHU 3 U 4,
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pacCUUTaHHBIE UCXONS M3 CTOMMOCTH OJHOM JIEKapCTBEHHOUW (opMbl, mpeBbimaroT 80
MIPOLECHTOB MAaKCUMAJIBHOM  3apETUCTPUPOBAHHOW MPENCIIBHOM  OTIIYCKHOM  ILIEHBI
MPOU3BOAUTENS] HA AaHAJOTUYHBIM JICKAPCTBEHHBIM IMpenapar (M0 MEXIyHApOJIHOMY
HEMAaTeHTOBAHHOMY HAWMEHOBAaHUIO WM TPU €ro OTCYTCTBUH - XHMHUYECKOMY WIIH
IpyNIUPOBOYHOMY HaUMEHOBAHHUIO, JIEKAPCTBEHHOUN (popmMe U 103UPOBKE (KOHLIEHTPALIUH,
aKTUBHOCTHU B €IMHUIAX JIEUCTBUS), PACCYUUTAHHOU MCXOAS U3 MAaKCUMAJIbHOW CTOMMOCTH
OHOM JIEKapCTBEHHON (OpPMbI, YTO MPOTUBOPEUUT NYHKTY 6 Meronuku pacuera
YCTaHABIMBAEMBIX  MPOU3BOAUTENSAMUA  JICKAPCTBEHHBIX  IPENApaToB  IPEAEIIbHBIX
OTIIyCKHBIX II€H Ha JIEKaPCTBEHHBIC IIPEIaparbl, BKIIOUYEHHBIC B IIEPEUYECHb >KU3HECHHO
HEOOXOIUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MPH HX TOCYIapCTBEHHOMN
perucTpauMu M IEepEeperucTpalvy, YTBEPKICHHOM NOcTaHOBIeHHEM I[IpaBurenbcrBa
Poccuiickoit denepamun ot 15.09.2015 Ne 979 (nanee - Meronuka).

B cBs3u C BBINIEU3T0KEHHBIM, B COOTBETCTBUU C TMOJIYHKTOM «a» IyHKTa 13
[IpaBun npenocTraBiaeHUEe HEAOCTOBEPHBIX CBEACHHUM SIBISIETCSI OCHOBAHUEM ISl OTKAa3a B
COITIaCOBAHMU  TOCYJAAPCTBEHHOM  PETUCTPAlUM  MPEICIbHOM  OTIIYCKHOW  LIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIM MPEINApaT, a TAKXKE B COOTBETCTBUU C IOAITYHKTOM «B»
nyHkra 13 IIpaBui npeBblllieHUWE NPEACTABISIEMON JISI TOCYAAPCTBEHHOM pPETrUCTpaldu
WU TIEPEPETUCTPALIMN TIPENEITBHON OTIYCKHOW LIEHBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ I[EHOW, PACCUYMTAHHOW B COOTBETCTBUM C METOAUKOW, SIBIAETCS
OCHOBAaHHMEM JUI1 OTKAa3a B CONIACOBAHUM TOCYIapCTBEHHOW PETUCTPALMHU IPEACIIBHOU
OTIIyCKHOM LIEHBI IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.

P.A. ITeTpocsan
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