lNMpeocmaesame GIOTRIF®

Cmwnka Hazope KoM
6e3npeyedeHmMHa egpukacHocm
npuJsie4yeHUe om Nvpea JIUHUA'

Cnpamo pemetrexed/cisplatin npw
naumeHTn ¢ aBaHcmpan HAKPB/
c EGFR M+

r
PFS”

MbpBUAT Heo6paTum 6nokep Ha ErbB pamunnuaTa, ogo6peH 3a
aBaHcupan HOKPBA c nosutnBHa EGFR myTtauusa (EGFR M+)

TEPATINA

GIOTRIF® 20 mg ¢punmupann Tabnetkn. EfHa dunmupana Tabnetka cbabpxa 20 mg apatukub (afatinib)

GIOTRIF® 30 mg punmupann Tabnetkn. EqHa dunmupana tabnetka coabpxa 30 mg apatunub (afatinib).

GIOTRIF® 40 mg punmupann Tabnetkn. EqHa dunmupana tabnetka cbabpxa 40 mg apatunub (afatinib).

GIOTRIF® 50 mg punmupann Tabnetkn. EqHa dunmupana tabnetka coabpxa 50 mg apatunub (afatinib). r

JlekapcTBeH NpoayKT N0 neKapcko np aHue. lpeau aa np Te Giotrif®, Mona npouetete KpaTkara xapaktepuctuka (KXI) H o Bo

Ha NeKapCTBeHNA NPOAYKT: ®
http://ec.europa.eu/health/documents/community-register/htm|/h879.htm I

[lata Ha KXI1: 24.09.2015 G |:| © Rﬂ F
KXM moxxe pa Bu 6bae npesocTaBeHa 1 0T MeANLMHCKN NpeacTaBuTen Ha boopurrep UHrenxaim.

v To3u neKapcTBeH NPOAYKT NOANEXM Ha AOMbAHUTENHO Hab. Toa we 6bp30T0 YC Ha HOBa

L] [ ]
VHOPMALVS OTHOCHO 6e30macHocTTa. OT MEANLIMHCKUTE CELManInCTy Ce U3NCKBA Aa Cbo6LLABaT BCAKa paHa H afatl n I b Ta 6” eTKVI
NeKapcTBeHa peaKuys.

*PFS (Progression free survival) - pexuaemoct 6e3 nporpecus

f Data from registrational trial I'IOBI/I I.UABAI.U‘ OqAKBAH MHTA




E@UKACHOCT INPU JIEYEHUE OT ITbPBA JINHUA: YECTU MYTALNN

Cmwsnka Hazope ¢ GIOTRIF®: 13.6 meceua mepuana Ha
npexunpaemoct 6e3 nporpecus (PFS) - nbpBa nnMHNA Ha neyeHne
cnpamo pemetrexed/cisplatin npn nayneHnTn c yvecTn mytayun's?

PFS cnopep He3aBucMMa oLeHKa (MbpBUYHa KpalHa uen)'2
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Pemetrexed/cisplatin (n=104)

Hazard ratio 0.47
1 3 6 (95% Cl, 0.34-0.65)
meceua P<0.001
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KbM MOMeHTa Ha MbpBMYHMA aHanm3 3a o6wwo 45 (20%) nauneHTn, nekysaHu ¢ GIOTRIF® 1 3 nauneHTn (3%), NekyBaHu C
XUMMoTepanua e N3BeCTHO, Ye ca »K1Bu 1 6e3 nporpecura Ha 3abonsaBaHeTo, KaTo Te3n pe3ynTaT ca LeH3ypurpaHn B ropHaTa

K rpaduka. /

53% HamanABaHe Ha OTHOCUTEJIHUNA PUCK OT CMBPT UM TYMOPHa nporpecns
npv nayneHTn c yectun myrtauuvnm (HR 0.47; P<0.001)

® 51% OT NauMeHTUTE C YeCTO CpeLLaHu MyTaLun ca »K1UBK 1 6e3 nporpecus Ha
3abonaBaHeTo cnepn 12 meceua n 29% cnep 18 meceua (cnpamo 21% v 7.4%,
CbOTBETHO 3a pemetrexed/cisplatin)

HAMPABETE CTbNKA-NMPEANNOXETE HA BALUUTE
NMAUMEHTU WWAHC 3A 3HAYUMU NOJNI3UN OT
NMPEXUBAEMOCT BE3 NPOIrPECUA HA 3ABOJIABAHETO
(PFS) C GIOTRIF® CMPAMO PEMETREXED/CISPLATIN"?
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