EBponeiickaTa areHIus 10 JIEKAPCTBATA ChOOIIM, Ye JIEKAPCTBEHUAT
npoaykt Thelin (sitaxentan) me 0Obe U3TerJeH oT Ma3apa 3apaau CJay4au ¢
HelnpeIBUAUMH CEPHO3HU YBPEKIAHUSA HA YePHUS APO0

EBponeiickara arennus no nekapcrBata (EMA) cboOum, ye (apmaneBTHUHATA KOMIAHHS
Pfizer me u3rernm ot gapmanesrunyanTe nazapu Ha EBponeiickus cpro3 (EC) nekapcTBenus
npoaykT Thelin 3apaau ciaydyan ¢ HenmpeABUIUMH, CEPUO3HU YBPEXJIaHHUS Ha YEpHUs Ipo0.
Pfizer me npekpatu W MNpoBEXIAIIUTE C€ KIMHUYHU M3MUTBAHMUS C TO3M JIEKAPCTBEH
MPOIYKT.

Thelin cbapprka TekapcTBEHOTO BelecTBO Sitaxentan u e pasperien 3a ymotpeda ot 2006 T.
Mo IEHTpalIu3upana mnpouenypa B appkasure or EC ¢ moka3anue jedeHue Ha OenoapoOHa
aprepuaiiHa xunepreHsus. Crnopen pa3pelieHneTo 3a yrnorpeda Toi € MpOTUBOIIOKA3aH MPHU
MAIMEeHTH C TEXKO YEPHOAPOOHO YBpPEXKIaHE M YBEIHMUEHH CTOWHOCTH HAa YEpHOIAPOOHUTE
aMUHO TpaHc]epasH.

EMA cwBerBa mamnuentute, kouto ymnorpeOssar Thelin mnu ca BiIOYeHHW B KIMHUYHHU
HU3NUTBAHUA C TO3U IMPOAYKT, Ia HC MPCKpaTdBaT CAMOBOJIHO JICHCHUCTO CHU, 4 Oa H3YaKaT
ChBETa Ha TEXHHUS JIeKap B X0Jla Ha MbpBaTa MJaHUpaHa BU3UTA.

KomurersT 3a JlekapctBenu npoayktd B xymanHata MemuiuHa (CHMP) kem EMA me
pasriesa nmpobiema Ha ChBEIIaHUETO CH Ipe3 AekeMBpH (13-16) u mie nperoctaBu NoApoOHU

CBHBCTHU 34 JICKAPUTC U MaUCHTHUTC.

Jlo momenta Thelin He e penaran Ha OBITapCKUS Ma3ap.



