PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuu ¢ myHktamu 8 u 21 IlpaBun rocynapcTBEHHON perHCTpaluu U
NIEPEPETUCTPALMN YCTAHABIMBAEMBIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
IPENEIbHbIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE NpENaparbl, BKIIOUEHHBIE B NIEPEYEHb
KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JEKapCTBEHHBIX IMPENapaToB, yTBEPKICHHBIX
nocranoBiieHneM [IpaButensctBa Poccuiickonn ®enepaumu ot 29.10.2010 Ne 865
(manee - IlpaBwiia), @enepanbHas aHTUMOHOMNOJIbHAS CIYX)0a paccMOTpesia JOKYMEHTHI,
npeacrasiaeHHble mucbMoM MunsapaBa Poccun ot 30.05.2016 Ne 20-4-4013160-c, n
NPUHSIIA pElIeHre 00 0TKa3e B COMIACOBAHUM MPENETbHON OTIYCKHOM LIEHBI AepiKaTels
WM Biajenbla peructpaiuontoro ynocrtosepenuss OAO «l'eneon Puxrtep» (Benrpus),
pou3BOAUTENST TOTOBOM JekapcTBeHHOM ¢dopmbl OAO «leneon Puxtep» (Benrpus),
IIEpBUYHAs M BTOPUYHAs YIIAKOBKA, OpPraHU3allys, OCYLIECTBISAIOIIAs BBIITYCKAIOIIUN
koHTposib KauectBa AO «['EJEOH PUXTEP-PYC» (Poccusi), Ha cruemyronmi
JIEKapCTBEHHBIM Mpenapar, BKJIIOYEHHbII B NEPEYeHb KUZHEHHO HEOOXOAMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MIPENApaToB:

Juroxcun (MHH - Jlurokcun), tabmerku 0,25 mr, 50 mrt. - ¢nakon (1) - mauka
KapToHHas, B pazmepe 38,71 pyo.

[IpenenbHass OTHYCKHAas IeHA HAa YKa3aHHBIM JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

[Ipu npoBenenun 3xoHoMuueckoro anannza @AC Poccnn yCcTaHOBIIEHO, 4TO pOCT
Kypca HallMOHAJIbHOM BaJIOThI TOCYIapCTBA-IIPOU3BOIUTEINS JIEKAPCTBEHHOIO MIpernapara
K pyOmto (BeHrepckuii (oOpwHT) 3a TEPUOJ CO JHS TMOCJIEIHEN MepeperucTpainu
NpelebHON OTIYCKHOW II€Hbl MPOM3BOAMUTEINS Ha JIEKAPCTBEHHBIM Mpemnapar 10 JaThbl
IIOJJaYA  JIOKYMEHTOB Ha €€ OYEPEIHYK IEPEepPEruCTPallii0 He  IPEBBIIIACT
IPOrHO3UPYEMBIM YPOBEHb MH(ISIUU TEKYILIEro Ioja, YCTaHOBJIEHHBIM (enepalbHbIM
3aKOHOM O (hesiepaibHOM OIOKETe Ha COOTBETCTBYIONIUN (PMHAHCOBBIN TOJl U TUTAHOBBIN
NEPUOL, YTO MPOTUBOPEUYUT IIyHKTY 23 MeToauku pacdyera yCTaHABIMBAEMBIX
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENaparoB NpPEIEiIbHBIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHBIE TMperaparbl, BKJIIOYEHHBbIE B IEpPEUYEHb >KU3HEHHO HEOOXOAUMBIX U
BXHEHIINX JICKAPCTBEHHBIX IPENaparoB, MPU HX TOCYIapCTBEHHON PEruCTpalud U
IIEpEPETUCTPALMY, YTBEPKACHHOM mnocTtaHoBiueHueM [IpaBurenscTtBa Poccuiickon
®eneparnuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3M ¢ BBIIEU3T0KEHHBIM, B COOTBETCTBUU C TMOAIMYHKTOM «B» MyHKTa 13
IIpaBun mnpeBbIlIEHUE IPEACTABIAEMON Ul TOCYJApCTBEHHOW pErucTpauuyd WA
NepeperucTpaluy MpeaebHON OTIMYCKHOM IEHbl MPOU3BOAUTENS HA JIEKApPCTBEHHBIN
npenapar HaJx LEHOW, pPACCYUTAHHOM B COOTBETCTBUM C METOAUKOW, SBISIETCS
OCHOBAaHMEM JJI1 OTKa3a B CONIACOBAHHWM TOCYIApCTBEHHOM PETHUCTpALUU IPEAEIbHON
OTITyCKHOM LIEHBI IPOM3BOAMTENIS HA JIEKAPCTBEHHBIN ITpenapar.
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