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

B coorBercTBun ¢ myHkrtamu 8 u 21 IlpaBun rocynapCTBEHHOW pPETHCTpALMM U
MEPEPETUCTPALMN yYCTAHABIMBAEMBIX IPOU3BOJIUTEISAMU JIEKAPCTBEHHBIX IIPENapaTroB
MIPEACIIBHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IPEINapaThl, BKIOYEHHBIE B IEPEYEHD
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBieHHble mUchbMOM Mun3apaBa Poccum ot 24.10.2016 Ne 20-4-4024725-c, u
OpUHSAJA peleHrue o0 OTKa3e B COMIACOBAaHUMU NPENENIbHOM OTIYCKHOW IEHBI,
MPENCTAaBICHHON Il  mepepeructpanuu, llabsaunkuii  ¢dapMareBTUIeCKUd  3aBOJ
[Tonmepa AO (Ilonmpma) Ha criexyronMil JEKApCTBEHHBIM Npemnapar, BKIIOYEHHBIA B
NEPEYEHb KU3ZHEHHO HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

bucenton (MHH — Ko-tpumoxkcazon), tTabnetku, 480 mr, 14 mrt., - 6nuctepsl (2)
— TaYKu KapTOHHbBIE, B pazmepe 74,36 pyo.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COIIIACOBBIBAETCS I10 CIEAYIOIIUM OCHOBAHUSIM.

®AC Poccun B X0Je PKOHOMHYECKOIO aHajiu3a Oblja MpOBEJeHA MpOBEpKa IO
ONPENIETICHUIO 3aperUCTPUPOBAHHON I1IEHBI Ha Tmpenapar bucentonm B cTpaHax B
cooTBeTcTBMM ¢ npuioxenueM Ne4 k Meroguke pacyeta yCTaHaBIMBAaEMBbIX
IIPOU3BOAUTEISAMHA JICKAPCTBEHHBIX IIPENAparoB IPENEIbHBIX OTIIYCKHBIX II€H Ha
JIeKapCTBEHHbIE IpernapaTbl, BKJIIOYEHHbIE B IEpPEUeHb >KU3HEHHO HEOOXOAMMBIX U
BOKHEUIINX JICKAPCTBEHHBIX IIPENapaToB, NPU HX TOCYJAPCTBEHHOW PErucTpauuud M
IIEpEPETUCTPALMM, YTBEPKIACHHOM TMocraHoBieHueM [IpaBurenscTtBa Poccuiickon
Oenepanuun ot 15.09.2015 Ne 979 (nmanee — Metonuka). Ha ocHOBaHMM JaHHBIX,
coZiepKaluxcs B OPUIIMAIbHOM HHTEPHET-UCTOUYHUKE YCTAHOBJIEHO, YTO MUHHUMAJIbHAS
OTIIYCKHAs 1LI€HA HA JAaHHBIM IIpernapar, MCXOAs U3 CTOMMOCTH OJHOM JIEKAPCTBEHHOMN
dopmbl, B Pecnybnuke Kazaxcran Huke 3adBJIEHHOM Ha PErMCTPALMIO MPEAEIbHOU
OTITyCKHOM IIeHbI 0€3 y4YeTa pacXxo/i0B, CBI3aHHBIX C TAMOXKEHHBIM O(OPMIICHUEM.

Kpome Toro, ®AC Poccun BBISIBIEHO, UYTO BEIMYMHA  yBEIUYECHUS
3apEerUCTPUPOBAHHON MPEAEIbHON OTITYCKHOM LIEHBI HA BBILICYKA3aHHBIN JIEKaPCTBEHHbIN
npenapar BbIIIE PACCUMTAHHON B COOTBETCTBUU C MYHKTOM 24 MeToauKH, TOIyCTUMOMN
BEJIMYMHBl YBEJIIMYECHUS 3apErUCTPUPOBAHHOM MPENEIBHONM OTIIyCKHOM LI€HBI, YTO
MPOTUBOPEYUT MyHKTY 23 MeTonuKHu.

B cBf3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOAIMYHKTOM «B» IyHKTa 13
[IpaBuy1 TpEBBIIEHWE NPEACTABICHHOM MJIsI TOCYJAPCTBEHHOW PEruCTpalvyd WIN
[IEPEPETUCTPALIMN TIPENEIBHON OTHYCKHOW IEHBI IPOW3BOAMUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJl I[€HOM, pPACCUMTAHHOM B COOTBETCTBHM € METONMKON SABISETCS
OCHOBAaHMEM JUI1 OTKa3a B COIVIACOBAHWM TOCYAAPCTBEHHOM PETUCTPALUU WJIU
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NepeperucTpaluy MNpeaeabHOM OTMYCKHOM II€Hbl MPOW3BOIUTENS Ha JIEKAPCTBEHHBIN
npenapar.

A.b. Kamesapos
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