dAC Poccum oTMeHuNa cornacosaHve LeH
Ha NnleKkapcTBeHHble npenapartbl «Hekcuym»
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denepanbHas  aHTMMOHOMONbHAas  cnyxba (PAC Poccuyn)  ycraHosuna, y1O
3aperucTpupoBaHHble rpenesbHble OTMYCKHbIEe LeHbl Ha npenaparsi «Hekcuym» komnaHum
«Actpa3eHeka Ab» 3aBbiweHbl B Poccun 6onee yem B 10 pa3

Mo pe3ynbTaraMm NpOBEAEHHOrO aHanM3a LeH Ha NekapCTBeHHble npenapaTtbl «Hekcuym» BO
BCcex gpopmax Bbinycka (MHH «33omenpason», skntoyeH B nepeyveHb XHBJIM) ®AC Poccun
obHapyxuna, 4To 3aperucTpupoBaHHble LieHbl Ha 3Tu npenapatbl B Poccun Bbiwe ueH B 13
pedepeHTHbIX cTpaHax B 7-12 pas. Hanpumep, 3apernctpypoBaHHas ueHa Ha ynakosky 40 mr
Ne 14 B Poccum coctasnsieT 1510 pybneit, a B Xopeatum - 179,12 pybneia.

OO0 «AcTtpa3eHeka PapmacbioTmkana», 4encTBytowee No gosepeHHocTn «ActpadeHeka Ab»
(Wseuuns), npum peructpaumm (nepeperucTpauuun) npenenbHbIX OTNYCKHbIX LEeH Ha
nekapcTBeHHble npenapartbl «Hekcuym» Obinn NpeacTaBfeHbl MOBAUSIBIUME HA pe3ynbTat
peweHns HeOOCTOBEPHblE CBELEHUS, KOTOPbIE MPUBENN K pernctpauuun (nepepermcrpaumm)
He0HOCHOBAHHO BbICOKUX MpeaenbHbIX OTMYCKHbIX LIEH Ha BbllleyKa3aHHble npenaparbi.

«CTtout otMeTuTb, 4yt0 No MHH «393omenpason» 3apeructpupoBaHo 5 4XeHepuKos,
rpuyem 2 poccuickoro rnpomn3BoaACTBa, LeHbl Ha KOTopbie Obinn 3aperncTonpoBaHsbl
B CpaBHEeHU C 3aBbllWEeHHbIMU LieHaMn Ha peqbepeHTHbIV 1eKapCTBEHHbIV ripenapar
«Hekcnym». DAC Poccum rnpogonxut paboTy, CBsSI3aHHYH C KDUTNHYECKUM aHaIn30M
paHee 3aperucTpupoBaHHbIX LEeH Ha npenaparbl, Bxogsiwme B nepevyeHb XHBJIM.
KomnaHuy, KOTOpble€ HE CHU3WAN CBOW LEHbI B COOTBETCTBUM C TpeboBaHusIMu,
YCTaHOB/1€HHbLIMW HOPMATUBHLIMU PAaBOBbLIMU aKTamy, Hen3bexXHO CTO/IKHYTCS C
OTMEHOVW paHee 3aperucipupoBaHHbIX UeH. Ecnn xe 6yner ycraHoBneHa
pervcipaumnsi Heo60CHOBaHHO BbICOKMX MPEeAesbHbIX LUEH B OTHOLWEHWM MPenaparos,
3aHUMaroLMxX MOHOMO/ILHOE M0/T0XKEHNE Ha PbIHKE, TO B OTHOLIEHUMN TaKou KOMMaHuu
6ynetr BO36yXOeHO A€o M0 [pu3Hakam 3/710ynoTpebrneHns AOMUHUPYHWNM
M0/10XKEHNEM HAa pbiHKE B GbOpMe yCTaHOB/EHMS, MOAAEPXKAHUS MOHOMNO/ILHO
BbICOKUX LUeH»,- TNPOKOMMEHTMPOBAN HayaNbHUK YNpaBneHns KOHTPONS
coumanbHom ccpepbl 1 Toproenn ®AC Poccum Tumogpen Huxeroponues.

Ha ocHoBaHun nyHkTa 25 [lpaBun, yTBEpXAOEHHbIX MocTaHoBneHuem [lpaButenbcrea
Poccuiickon ®epnepaunn ot 29.11.2010 Ne 865, PAC Poccum npuHsana peweHme o6 OTMeEHE
paHee npuHATbIX peweHnin ACT Poccum o cornacoBaHuM npefenibHbIX OTMYCKHbIX LEH
NPOU3BOANTENS HA NEKAPCTBEHHbIE Npenapatbl «Hekcunym».

Cnpaska:

1. MyHkT 25 [NpaBun rocynapCTBEHHOWN peructpaummn u nepepernctpaummn yctaHaB/INBaeMbIX
npon3BOANTENSIMA  JIEKAPCTBEHHbIX — MPEnaparoB  MpeaenbHbIX  OTMYCKHbIX LEeH Ha



J1eKapCTBEHHbIE Mpenaparbl, BKITHOYEHHbIE B NepeyeHb XN3HEHHO HEOOX0ANMbIX N BaXHEMILNX
J1eKapCTBEHHbIX npenaparoB: «PenepanbHas aHTUMOHOMOMbHas Cnyxba OTMEHSIET peleHne o
cornacoBaHuy rnpenesbHoN OTYCKHOW LeHbI MPOV3BOAUTENS HA N1€KapCTBEHHbIV npenapar,
€c/n [0Cne MPUHSITUS TaKoro pPeLeHnsl YCTaHOB/IEHO, 4TO depXXare/ieM Wiu BafesbLeM
PErucTpaumoHHOro y40CTOBEPEHNS TEKAPCTBEHHOro npenapara (yrnoaHOMOYEHHbIM UM JILIOM)
61711 MpeacTaBieHbl NOBANSBIINE HA PE3Yy/bTaT PeLeHNS HEAOCTOBEPHbLIE CBEAEHMS.

MuHucrepctBo  3apaBooxpaHeHns  Poccwiickori  denepaumy  OTMEHSIET  pelleHue O
rocynapcTBeHHOV peructpaumu win  nepeperncipauny  npeaesibHoN  OTIYCKHOW — LEeHbI
rpon3BOANTEN S HA J1IEKAPCTBEHHbIV Mpenapar B c/iyyae, ec/in rnocae rnpuHSTIS Takoro peLeHns
YCTaHOB/IEHO, YTO J4epxXXareneMm wau BAaAebLeM PernctpaunmoHHOro yaoCTOBEepeHus
/1eKapCTBEHHOro  npenapara  (Yrno/IHOMOYEHHbIM UM /INLOM)  Obiin  NpPencTaB/ieHbl
He[OCTOBEPHbLIE CBELNEHWNS, MNOBANSBLUNE HA pe3ynbTaTt rnpuHAIToro MUHUCTepCTBOM pellieHns, a
Takxe B cny4ae, ecnun depepanbHasi aHTUMOHOMO/bLHAS CyXx6a OTMeHW1a PeWweHne o
cornacoBaHun rnpeaesbHovi OTYCKHOV LIeHbl MPpOu3BOANTENS HA J1€KaPCTBEHHbIV rnpernapar.
MuHucrepcTBo 3apaBooxpaHeHus Poccuvickoni denepaummn B yKkasaHHbIX Cy4asix UCKIYaeT
3aperucTpupoBaHHyr0  (nepepeructpupoBaHHyro)  rnpeaesbHy0  OTAYCKHyHO  LUeHy  u3
rocynapcrBeHHOro peecipa».
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