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WccnepoBanmne EURTAC UccnepoBanmne OPTIMAL WUccnepoBanne ENSURE
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YacToTa 06bEKTUBHOIO OTBETa
Il Tapuesa® (150 mr/cyt) [l Xvmunotepanuvs
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Bpema (mecaubl)
**OL)eHKa He3aBNCMMbIX IKCNepToB Il Tapuesa® (150 mr/cyT) [l Xummnotepanua
Wccneposanne OPTIMAL === TapueBa® 1 x/T (Ha pa3HbIX 3Tanax feyeHus)
p=0.0001
1,09 === TONBKO X/T (HA BCEX 3TANAX NeYeHs)
} p=0.0057
08 === Tonbko TapLieBa® (Ha pa3HbIx 3Tanax neyeHuns)
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Bpems (mecsupbl)

MauwveHTbl, nonyyaslumne npenapar TapueBa® B OAHOI 13 IVHNIA Tepanum, MMeny Hanbonbluee NPeNMyLLECTBO:
TapueBa® B 1-i1 nuHKUKM (EGFR mut+) n xummoTtepanusa B nocneayowmx IMHUAX Tepanum
¢/ Xumunotepanua B 1-i nnHWUM 1 Tapuesa® B nocneayoWwmx MMHNAX Tepanmm

*To cpaBHeHMIO C XMMOTepanieil NPpu MeCTHO-PaCNPOCTPAHEHHOM WM METACTaTYeCKOM HeMENKOKNETOUHOM pake nerkoro ¢ EGFR-akTuempyioujei myTaumei.

TAPLEBA®: [leiicTBylowiee BelecTso: erlotinib. SlekapcTBeHHas popma 1 cocTas: TabNeTKM, NOKPbITbie NNEHOYHOIN 060104KOIA. 1 TabneTka copepXuT apnoTnHuba 100 Mr nnu 150 mr. M b i pak "
NETKINX: MEPBaR JUHWAA IEYEHUR NALUEHTOB C MECTHO-PACTTPOCTPAHEHHEIM Wi METACTATHYECKIIM HEMENIKOKTETOUHBIM PaKoM nerkiix ¢ EGFR TepanuA B pexvMe MOHOTEPanMM Npu
[ ——— nocre 4 Kypcos crangap ANV NEPBO/i AVHUV Ha OCHOBE MAGTUHBI; AeYeHIe NoCTe HeadGEKTUBHOM OAHOM NGO BONIEe CXeM XuMMOTepanwI. Pak ofKenyaouHoM Keneasl,  1-Rossel R., et a. Lancet Oncol 2012; 13: 239-246
NeueHne meTacTaTinueckoro paka it Xenessl, B cr . Mp . Tunepuysc Tb K 3PNOTUHMGY MM KaKOMY-MGO KOMMOHEHTy npenapata. Cnoco6 npumereHus u gosbl.  2-ZhouC, etal. Lancet Oncol 2011;12: 735742
Mpenapat NpuHUMaTh 3a 1 Yac 40 WK Yepes 2 Yaca Nocie nprema M. MeTacTaTuuecKinii HeMENKOKNETOUHBINM PaK NIETKIAX: Nepes HauaoM SieveHIs MpenapaTom TapLeBa® nauveHTam, KOTopble paHee He nostyuani xumuotepanim, 3+ Wu Y, etal. 15thWCLC 2013; abstract P1.11-021
HEOGXOAVMO NPOBECTI NCCNIeA0BaHIe Ha MyTaLIM PeLienTopos 0 hakTopa pocTa; 110 150 Mr 1 pa3 B CyTKIn. Pak NOfpKeNyA0UHOIA Kene3bi: NPUHMATL M0 100 MT 1 pa3 B CyTKM, B KOMOUHALWK C remunTabuHom, 4 Bagust A.etal. LRIG 2011
ECAW y NaLyenTa B Teuetiie Nepbix 4-8 Heaenb neuenus He A BbICINAHWS, B iluem Tepanuio TapLiesa® CeqyeT npogonxar. MoGouHble peakwivi. MoHOTEpanus HEMENKOKNETOUHOro paka flerkux: 5+ Chen G etal. Ann. Oncol.2013,24(6):1615-22
GacTbimm 65V BbICHINAHIA 1 AMapen. TapLieBa® B KOMGUHALMIA C FeMUUTAGUHOM NP NeveHN paka i Kenesbi: wacTbimn 6611 CNaGOCTb, Bbickinakma 6 Zhou C.etal. ). Clin. Oncol, 2012;30:abstr 7520

1 Avapes. DapmaKonoruueckue CBOMCTE. IPNIOTUHIG MOLIHO VHFUGDYET BHYTP! doc o (aktopa pocta HERT/EGFR, KOTOpble SKCMPECCHDYIOTCA Ha MOBEPXHOCTU Kak
HOPMANsHLX, Tak M PaKOBBIX KIETOK. UHTGpoBaive Gocgorvpo3iia EGR o pOCT nMHuI KNETOK W/ Befe K X ruGeni. EGFR-aKTMBMPYIOLIME. MYTaLu MOTYT NIDUOZWTS K NOCTORHNOM KTWBAUMA oo

KX 1 nyTei nepes; curHana. Mocne 0 Makcl KOHLIEHTPaLMM B Mna3me KPOBW AOCTUraloTCA Npubnm3nTensHo yepes 4 vaca. pnoTnHuG EGFR - epi P _

t epidermal growth factor receptor - peuentop

A B NeYeHn CUCTeMbl LMTOXpOMa. >90% MeTabonnToB 1 CNeAoBbIX KOﬂW—IeCTB BbIBOAATCA TBEHHO C Kanom, 9% nepop: 03bl — NOYKAMU. SNUAEPMATbHOTO $aKTOPa pocTa
CpoK rogHOCTU: 4 roaa. YCnoBua xpaHeHns. XpaHuTb B HEAOCTYNHOM ANIA ieTeil MecTe. XpaHuTb Npu Temnepatype He Bbilwe 30 °C. Kateropusa oTnycka — no peuenty. MHdopmauwsa npeacTaBneHa B c Bupe. bonee X/1-
UHGOPMALIA OTHOCUTENbHO Npenapata TapLeBa® COREPXMUTCA B MHCTPYKUNN ANA Koro M3 Yipauhbi ot 05.102011 N 648, peructpauvionoe canperenscrso N UA/5372/01/02, it mimi0im,
Ne UA/5372/01/03). [lata nocneHero nepecwotpa. 08.05.14. Unopmauua ana npodecc i ocTu KUX 1 KX it B« "

Npe/iHa3HaueHHbIX 1A MeAVNLIMHCKIX yUPEXACHNI 1 Bpaueli.
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