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IRESSA Film-Coated Tablets 250 mg

BEERFE 023808 I
AEEERBMESER
EmfEi

e B mEOE - EREEE - —AIEEENB"IRESSA 250" Z—RIZE [ - B—itHl S5 250mg 2 gefitinib
HEFEE -

IRESSA RN BB EGFR-TK & 7 FEME LM BB 4 2 IE/ MBI E(NSCLO) R B 2 F— 4 AE (SR &
ZRTEEIE, =6) -

I/

IRESSA AR BRI CERBILERERER - BIIBSERCHNER ZMRERE ZFE _ MR -

BERE

IRESSA ZEIE % 250mg #EEl - OfR - 8 X—R - oJZ=gsiBEaYHA -

MSFOAREERS - AR EZER—REE - Z28 N RRERBAR 12 /)% AIESRKHEE - Ko
EIREER M E = -

FOAEMAREDR - AINSERETHRE - R KPR - B IRE A EURKEE
WEEER) P - ARER - BHEIRBEAKN 15 DE)E - AR T IDAR - BMERCPENRELIBT -
o AR RESEERE °

IRESSA I A BB R RENS DV EER - A ARBIRFETZEMRBERMEZHE -

BWSEZER  BE MR BENBERRNE  NEERNRZEBMATEZEE ZINER

18 VEAHENS (2R "EHBNE, =5)-

BISRE  HRAHEYSIEZESNREARRE - S#UUMXE - 2Rt hENaE (HE214X)
KR - HEBL 250omg ZHIEEHFRS (28 "FARRE, =8)-

2 FRERRE R rifampicin(BB LAY 3A4 FFEH))E - H gefitinib Z AUC 1318 - EERGEA rifampicin ZFE1E
E83% (2R TEEBENIEEIE, B )-

2R EFEE HF itraconazole ( % CYP3A4 HIHIE ) B - H gefitinib 2 AUC 1918 - LERFFE IS 05E 80% -
ICREIEMNTERAR FOREBEFE  RRFARRENREEMERENER -

2 R EREE T A ranitidine - HEIS®EBR pH BEFE LT (E2)2 5) F - S8 gefitinib Z AUC FHIER
B 47% (28 "ERBLIREIR, Kk "TEBHEME | B8 )

SAMSEL - ALRA warfarin BFBE INR EFR/SHMEH(SH "EEIEFIE, 26)

BZ2KIELL
IRESSA IR RP WAL ERZER - S ERBRALESY ; BMERINEY gefitinib REAS
REEVSEABRRZITZD (2F "RARZEHME ., 560) -

BRGFUBEMERIRS - MBAFEREEZREERS IRESSA ARH/ - WAFIERHT -

HERRHEBREENZHE
EHR IRESSA BRI - BARS RS ; BRIERZBEER MG EFR - BALES -

FRRFE :

BREBRESZENIRRE  BER 0% E2E8E  SEREAEEFANRE (BEED - BE - KB
ZRRRE) FARREBERENEEZE—(ER  BBEERTUEM - B 10% 2B EHBRE ADR( H
[E1 5 14 1= #E(Common Toxicity Criteria - CTC)58 33 4 &4k ) - KAB 3%z BEES ADR MFLLAE -

HRIBAUE ISEL INTEREST & IPASS £ phase Il BRRENER (2462 B IRESSA AEMBZ)WLASENATER
HEEARSHRENEER  BAREYKE (ADRs) KIEXREDFINE 1, BABLEERR - FEREL
BABEAANREEE  AEMRABRERRTHAMREYFR -

HERTHREREEMN ADR BRXRZDHFERBS EABNEREEMENES CTC HRFENEE
DI -

=2
RGN .

ZARENBLERZBURIHETEARNEREBHZBE -

EERIEEER

EEEH IRESSA 1ERMEITER ZIE/ ARMENSE— R ABR BEE —VEISERASEANEE
B EGFR RERA - MR BEBHNRERER  BRENERFABRENREBA ZRIEZTEEN  BOUEN
BB AR E R E &R - IRESSA ¥11% EGFR REG U B ERRENAEEE - £5 — 4 8BNRTE
I #50 EGFR RE M B E - IRESSA FZLbEE (LB ABESTEA -

AR Iressa 8 E - BREBMBAMMMA(LD) - HogEh=BF  BESEEAMRS (2F TFARRE .
EH ) IRBELRTRERZBAE - MIFREEE - B EER - BIFLLER ressa Ja% - WIrEIEFH
B BERDEEEMRER - BER Iressa - WHABEBE LK -

E—ERAZEYRITRERRT (28 T FRNIE) =6 ) B 3159 MIIE/NAMBMERBEES Iressa
FEEEE 12 BE - HEMESASEREABEMMA(LD) ( FiRZRERES Iressa N2LEEBEE ) 2
BREFHEERNT  MZE - RIDKEE (ps2 2 ) EEIBRB N EREMMBEZEHE 50% - AEHAK
ZETRIENARITE ( <6 @8 ) ZAIEHFERBEMMX « FLBK (= 555 ) TEEALMEER - &
ESEMEAEREERBEEMXNEEED A NIBREAFHEENIECRKLRS | BE - S
EIERE T EEMABSZHEL 50% - ZRAICFEABEMMRE - FLRK (2 655 ) MEMBHNEERE
7Z(= 50%) °

BRBHNECRER SRRRKREREEALT] - RPILREEIESAST]  BARLMN) (20 " FARRE.
EHi ) Ziki - BRVEMITX - BENDBNARIBRS - £RELEER N ERRGER - FIb - 2F
EHRERTINAE - M IEEREEPEE(LE - £ RESSA BIEFRIEE - B2 ERERER  BERFE -

£ IRESSA MERIRALBR S - DA REMMESEH 2 RE - BARMEIIUEE A RESSA WERE % -

EFE cyP3nd EMZMERESRENH B REMEE D gefitinib ZRE - AL - B cYP3A4 FFRYE (N
phenytoin * carbamazepine  rifampicin + EBEEZ 483} St John's B ) H{FEIS - IREFMREN N ( 2/ "HEM
EZY I RXEERAREMERN ZREER ) =6 )-

BREEL R warfarin 8% - ALERERBBFIRECLLENR) LA R/HEM ( 268 T FRRE . S8 ) -
BRA warfarin Z 8 %& - FEE RIS 5E B RIRIFRE(PT)SL INR ZE41E -

SFESHT pH BERFE LA ZEY) . TJREERIEMERF gefitinib ZBE - WRMMEENH (27 " EEM
BY X EFRAREMTEAZREFA & TEHBME 55 ) -

BHEREBERE TR - BUBSKREE 27
s REFEZIER - B - B RRRE -

BLERERER EZBEZRER (20 "FRNE, 54 )-

WANEIRE =M ARKEERCREERIRS (M REFEEX - FUR - Y8R - RBEH - IREBRI/ALR)
FEIZBNSKBNIRBIERI B4 -

MR —BRRREBUAEN - BET IRESSA JAE - INERABEHIRS B &M IRESSA B8 - B=
[ fF LR IRESSA A4 -

E—IELL IRESSA KN ETA B HT 52 1 A 8 1 A BB B 9 ( brain stem glioma ) AR UIBRAKAE &8
1B E R (incompletely resected supratentorial malignant glioma ) Z4152mEBMNE— - _HAaliED - 451
WEBRBFE 46 (Ht 165w ) HIRPEEKEMAERSR - S—EPES&H MIHIFHIRE—
BB ZEEIERE ( ependymoma ) BEFELL IRESSA JAEMISEE - FE 552 IRESSA JAE 2 IE/ N RE 2 AR
Boh - WARWEBHENMEE MAYERR -

HEE _HIERIREERE R - IRESSA K vinorelbine B—REFFE - BN IRESSA TIBEE 1 vinorelbine liEH 4
B DHIREEE -

ARA IRESSA WREZEBBFANRE  ASHRAEREMCHBREF - 8FFLX - FREDNE
EfZsY NSAIDs ~ BENBBEBHRE - RENEFAEMUBBHER -

MBELE TRE2RER . B THERAESRRIFENZFE ) 56 -

BHMEY X EEFRREMEX 2R EER
BESMATTEETN gefitinib = E(4AEH cyP3A4 1L -

=1
RRIBRBAAG/REED I AREYIIE :
RER SHES . ° PEE(34.9%) . ZRBEHPEARE(CTCE 1T 248 ) -
BEE(CTCE3IH 44) IIBDVR -
(2 10%) ° B ZREEARE (CTCEL1AR) -
° M&Nt(13.8%) : ZREHFE (CcTCE 1324 ) -
° OREK(11.0%) . ZREZ (CTCE 14 ) -
FFEES : ° ARBS IR ES EFH(11.4%) : SHEHDE -
REEEEES ° BRIRZ(19.7%) : BEHDPE (CTCHE1FH24%) -
REBREMEBES ° BB IE(57.9%) SREEHPE(CTCHE 13 2 &
AVIEREE  BLERBEAELE  CREEEHE -
—RERBAEINAR : | E55(17.7%) : ZHREEE (CTCE 1) »
EFRE1<10%) |BBES: ° MRK(1.8%) : BERIEE ~ B0 - BIIHBRAMRT -
° 08 (2.0%): SHEE (CTCE14R) -
MERE : ° HIM(4.3%) - N2 MmAMmAER -
FFEES : ° KPIRBZRETEPREE T (7.9%) : 2HREHDE (CTC
E1E28) -
° HBIEERE EFH2.7%) : SRR PE -
BHVRER . AR 2 M P Y EE BT B 58 2= 81{E _EFH(1.5%)
° EBR(7.7%)
° FERE 2 (1.1%)
MEHEE N AME ° PR E(7.9%)
° BREEAE(4.7%)
—RE S BAEINART : | B2 H(8.7%)
REEEE . ° HEE S IR AZ IS REZARTE* (6.7%): S HREEEARE( CTC
E14k) -
IR - fprEt R E S ° BIEMNRE(1.3%)  EREECTCE 3-44R) - DA
LS -
DPR(201<1%) |BBES : ° PR B %.(0.1%)
° BB EFA.(0.2%)
FHEEEE : ° BF3*** (0.2%)
REEE . ° BIEX(0.12%) - AIEEER(0.3%) : Tt  BAR/FE
FEEHEL AR -
MEHENEBES ! ° BYRE**0.9%) - BIEMEHKEFZMS -
) MESAN MEEES ° ICEMMR R BIE SRR - B AR EE 128
(20.01-<0.1%) ( Stevens Johnson syndrome ) & ZH AT (0.04%)
° 52 M 3+ 4+
BENERES [ U I B F 346 %+ %

*IHIE & FERY SR AE TIBE S i ELfth IRESSA PRSIFEMIZZIRIE ( EEREEBHRE ) -

**1E ISEL ~ INTEREST Al IPASS i 2 SRS DS - BERBAREAHMNEIRBRERE 1.5% (36 BEE) - &
36 BREPH 14 ARBIRRBENIERZS - A/MANRSKREBREEZHFEHRETBHRE
EHEMEYAENER -

I EEER DB RIBRE - ERELEERN M ERBMIER -

w0 LT BEAR TR phase Il B AREURRE 77 B8 & SEM 1 M4 AEEsE A0SR - RR TR e M0 iR Rl Rt
RABLEREVRS  RIMEREREBREZEEIES(2009 F 9 B)EETH - ZIESIBKEEE 2R
RedBRA 3 BIERE -

LEHE&R  BREFEN - M/IWETNZARKE -

F£—IH phase IIETMRARHERD (1692 B ) - LEER IRESSA NI ERESIFMIRE (BsC ) LUk ZRIEIN
TERAESIFMRE (BsC ) EARSLACSERE 15 2 BEBREMBENROI-—REREENMSAME 2
MeHASE/ AR ER S - EEEMR (1) ZABEXRSALN - EMESEESRA 1% - KEFD %
EEEMHE (1) NRBBRAARE - BESLER RESSABBEIRAARD - LEEIER IRESSA JAH
REZeBEaREZRE - EEEMMR (1D ) FNRERZMRUN - 2RIBRA 3%K 4% - EP—FHIR%
aERp - WRABENERZREARZRBE -

E—IEHAMTZ EHEBRERARD (3350 RE ) - BEMNMRE (ILD) EFES IRESSA BB 2K B/E
REL 5.8% °

E—ERAZEYRITRERRT (28 "EBEIRFIE, B8 ) - BRERIENARMEZREBRE
128 - HEEMME (I ) ERERNBER ( RUBEBFH A FEREBR ) EES Iressa ABNHREA
5 4.0%  MEBZCEBRBENREBAR 2.1% ; ELUIES Iressa JBENREBAL L EHEESENREA -
HEBERBEMME (I ) ZRIEBELL (OR) 5 3.2 ( 95%EBE[ (C1)1.9-5.4) - FEAEMNAINE -
R Iressa ;AENRBAPREMICES(EESENRBABIENBEESME (LD ) Bk (RIEBEL
733.8;95%Cl19-77) ; BEZEHEHEHGHRUEMBRE (REBELES 25, 95%C11.1-58) -




£—18 phase Il BRARFEE (1217 BEE) - LB IRESSA E2 carboplatin/ paclitaxel 2 E (LB EBEIERE —4R
AE - ERAERINE 2 EASE/ NAMRTE R E - LD HESHRERERS IRESSA AEMNREA
% 2.6% + MTEESR carboplatin/paclitaxel EEAFENREAS 1.4% °

ERBE :

IRESSA ZEYIRERF - WRE— MM 27X - HEYBSFEZARKE  BLATFEREL  LHEREEER
EERREARTEERE 5 BEREAMAET  ALHSELCSHSE 1000mg ZHISAE - BIRAL
FTEREZRHEERAREEZIEN TREEREEAT E—EHRT HEFRNBESEES 1500
mg £ 3500 mg A - TEEIEIFRT - IRESSA WREEWARBEEISMIEMNMIEN FERENREESS
BEFIDE - BEEMAY IRESSA ZE2M—5 -

Gefitinib 73R £ RE F1# = 88 (epidermal growth factor receptor - EGFR)E&RZ R Bl BB EE Z (tyrosine kinase) 2
E—HEIE - BERIBN AR 2 ASREIZEE - {1l EGFR BERRBEBIRERE R 205 M - BHIHI T hE
B4R ERREMEEE  WiRERAR AT -

ARA IRESSA ARBN AL IRE - ABBSREZ XM ENEHSEESAS -

IPASS T :

B—IER M 1217 AREEA NSCLC (1B 5% v HA) - ABEBZIRE - MEREIVERE ((FILRERBE 15 F -
MmBRE<10 BF) FRARE - URTKRBESEEBBENEERE R phase Il BEARFIERT + IRESSA
#5058+ B AIE AR EE (LR A (PFS) (EFEER [HR] 0.741 - 95% Cl 0.652-0.845 + p<0.0001) HIEMIE
% carboplatin (AUC 5.0 E 6.0)/paclitaxel (200 mg/m?) * ;4 BRI AETE - #24] carboplatin/paclitaxel ¥ -
{B#22R IRESSA B - TOIHER EGFR REARRRIE AL A EIHY PFS 455R - EGFR ZREARBRET HOLLER IRESSA £2
carboplatin/ paclitaxel B3R - 2R BT EMZETC -

IRESSA #HRZ 87 52 FE %2 (43.0%) B/ carboplatin/paclitaxel #H(32.2%) (OR 1.59 © 95% Cl 1.25-2.01 -
p=0.0001) * ¥EF IRESSA ;A B EBBFELEIES carboplatin/paclitaxel ;AN BEEEEME (QOL) LBFIE
BEMNNES(EEABENEM TG —MME [FACT-L] #25 ; 48% tE 41% - OR 1.34 - 95% Cl 1.06-1.69 * p=0.0148;
s ERAE RISHL [TOI)) 46%LE 33% - OR 1.78 + 95% Cl 1.40-2.26 + p<0.0001) * MR EEIffEAER I Z B EN
EEBIAEMIL (FACT-L i =3 [LCS]) - IRESSA #H 52% - carboplatin/paclitaxel ZH 49% (OR 1.13 + 95% CI
0.90-1.42 + p=0.3037) °

ETVSONE  SEYEL BB ETS AT ENIRE WD - #23E 437 BRE A EGFR REDTE
18 - £ EGFR REGEEBE D - IRESSA #ARY PFS BREALE carboplatin/paclitaxel Z2& (n=261 - HR 0.48 + 95% Cl
0.36-0.64 p<0.0001) ; MTE EGFR ZRE P2 M B Z - carboplatin/paclitaxel #AAY PFS BABALL IRESSA AR (n=176"
HR 2.85 + 95% Cl 2.05-3.98 + p<0.0001) * % LUfEF DxS EGFR 29 ZREMAIARIREFT EZEIRIL R4 (ARMS) 12
B 29 B EGFR RE 2 b — 18 TAIE AR5 EGFR REBZ M - BB AZTE AN MERIRF 29 & EGFR
RE T HEI—TE - BETRFES EGFR REIEM - £ EGFR REAREERFAIEBE T - PFS 45 R (gefitinib &
%3 0.68 + 95% C10.58-0.81 P <0.0001)EA AL FEEEAB (L -

£ EGFR RE BB E D  IRESSA AN EERER (71.2%) BHR carboplatin/ paclitaxel #H(47.3%) (OR 2.751
95% Cl 1.646-4.596 + p=0.0001) ; 7£ EGFR ZREZ B E T - carboplatin/paclitaxel AARI = £ FEZR(23.5%) 18
B IRESSA #H(1.1%) (OR 0.036 + 95% CI 0.005-0.273 - p=0.0013) *

£ EGFR RE G B E D S IRESSA JAEM B EZRPEELEIES carboplatin/ paclitaxel ;AEMN BE B RIEER
AR E (QOL) FIFf R AEA U= (FACT-L #8493 ; 70.2% b 44.5% - p<0.0001) (TOI 70.2% EE 38.3% * p<0.0001) (LCS
75.6%L5 53.9% +  p=0.0003) ° M7E EGFR RERUBE DT - EEMB(QOMMEERSINEE  BR
carboplatin/paclitaxel ;A& B & R MELIES: IRESSA JAERIBEZ(FACT-L 429 ; 36.3% LL 14.6% - p=0.0021)
(TOI 28.8%LE 12.4% - p=0.0111) (LCS 47.5%LE 20.2% - p=0.0002) -

B 954 ATET (78% ZUHE ) BMITEREETEIER(0S) T + RABFE AL FTIEEE T - IRESSA 4BAY Os £2
carboplatin/paclitaxel ZBHIZEZZBEHTEEF(HR 0.901 - 95% C1 0.793-1.023 + P=0.1087) = 1 OS : IRESSA
#H 18.8 {E 8 - carboplatin/paclitaxel #8 17.4 @8 -

1208 EGFR REMRAREITH 0S DITRER - EEANAREGHIEEEZET - IRESSA A9 0s #
carboplatin/paclitaxel #H;8 5 FEZE =F (HR 1.002 + 95% Cl 0.756-1.328 ; i1 05 21.6 {EBLE 21.9 @A) ; £
MEREPMEHNEBEZD - IRESSA A/ 0S B carboplatin/paclitaxel 218 B #EZE = E(HR 1.181 + 95% Cl
0.857-1.628 + i1 05 11.2 fAALE 12.7 @A) - TERERERMWEBE D - 05 FILER(HR 0.818 - 95% CI
0.696-0.962 - B fi1 0518.9 fAALE 17.2 A ) EARLES R AF — 2 -

IPASS LB EES - EAREBRIBAE - [BEE EGrR BRM AR RS (LRERN S0 8t B4 NscLc
FBE D - IRESSA ¥J PFS * ORR * QOL RAEAREFRRY BB carboplatin/paclitaxel - ZEAETF/ERAIMAEE =R -

INTEREST THZE :

E—IEEE 1466 TREF/IB(EERE ZIE/ ) AMaNmRE - MATESE platinum BERHNEERE - M
BEERE—DEZIAENEBEMN phase INERRIERT - 55 IRESSA TERBEFEH S E ALK docetaxel (75
mg/m’) (EB&RE [HR] 1.020-96% SEB&ER [CI] 0.905-1.150 [Cl =FAERIEL R IRE 1.154] - PUEE 7.6
@R 8.0M@A) -

IRESSA EZ docetaxel MLE - FEfRERLTZEHIEELL (HR 1.04 + 95% C10.93-1.18 + p=0.466 - IEA 2.2 ES
K27 @R) BE&EXRMTAED (9.1%L5 7.6% - BFELE [OR] 1.22 - 95% Cl 0.82-1.84 + p=0.3257) * fEERR_E
52 IRESSA JAEN B ERBFELLIER docetaxel JAEMNEBEBREN QOL E (B EABEINEE T4 —ihE
[FACT-L] FAERAERISRITOI : 17%LE 10% - p=0.0026 ; FACT-L 484> : 25%LE 15% - p<0.0001) - 3= B A B4R
PR EAR A N E R BELEAIABLELUFACT-L FiEDEFR [LCS] 20%EE 17% - p=0.1329) °

EHEETESHD  Mh 174 SERERERS 2K 2 2 ZE R IR AR50 IRESSA B docetaxel » B
AT EREBYRS 2 REBNEEHAREML! (HR 1.087 1 95% C10.782-1.510 - p=0.6199 - PNIEA 8.4 &
BX 75 @RB) -

ISEL X :

HE—IEEE 1692 BEEM phase IWE SR ERD - EEER IRESSA M L& EZH 1R (BSC) MUERZEE
I ERELFHIRE (BSC ) FERARSCAICESE 15 2 BEELAEER  MERRO—REEZFIERMES
A= 2 MR EAFE/ AR AR e (B & 2 RL - B3R IRESSA TEELBEREF P ( HR 0.89 © C10.77-1.02 + p=0.09 - IRESSA
ARZHEANFUES AR s6 AR 5.1ER ) HEREREF( HR0.84 - C10.68-1.03 * p=0.09 * IRESSA
ARZHEBZPUHENAB 63 EER5.4ER ) WRBEBENLERTEL - L IRESSA B1Z R~
BURELET BN RIEREE DT - B IRESSA TEER /5 A& ( HR=0.66 - C10.48-0.91 + p=0.01 - FUIE % 9.5
@A K s55EH)  UIRHMARKENEZEE ( HR=0.67, C1 0.49-0.92, p=0.01 - P B89 @B K 6.11EH ) -
HEERWERT L ABEZERIEMN -

REUDH eGFR ZERAEEE - DL IRESSA LZHEIZRMILE - HERNBREREEHRS 2R ELER
ERHENREABRANTEEN ( TE pE=0.0448) - EREEES ZKE - H IRESSA B L B 2 &k
%75 0.61 ( N=114 - 95% C10.36-1.04 - p=0.067 ) - MEEEEHE 2R EHRAMESR 1.16 ( N=256 - 95% Cl
0.81-1.64 - p=0.42 ) * FHRIBLEFRBIZ EGFR Z EE#E HE ( gene copy number ) BY5% & ( N=1322 - HR=0.85 -
C10.73-0.99 ' p=0.032 ) - WEITEER - HEMRREARIEFITHEEFAALL -

EEaME .
ERFIRAREE(R - gefitinib MM PBRR - BZt D WNEAR - FRFRPZTOER 48 /\F - BER
ZORE - RUWERIE - HERFERIER 41 /B - Gefitinb B H4A%E 1 R - EiEM 2-8 BWEE £ 7-10 R

B2z tEIMPREMRERE - ERERERET - R 24 /\BEEFRT - NRPZEYRERS
THRTE 23 BRNREE(LHRZA -

TRUL -

IRESSA TECIARTE - gefitinib EMR P REAEE @ BEBENELZEE 3-7 /\F - BESE ZBHEEOA
R A 59% - B gefitinib Z RE = (exposure) Il BAE V& - RE—IBEMRD  BESTHEEZS
TRELEREAEISTE 5 DI LR - gefitinib YREBESMREZE 47% (28 "EBRIEEE, R THEMEY 25
TERREMEX 2R OER ) E8i)-

PaxisIN
ERBEEEET - gefitinib N LG 2 E9ES 14001 - BRERZHEAAZB IR - HEMBEALSR
K% 90% ; Gefitinib TEHEMBEFPZAELR o,-BHEBEELLES -

s
RN ERZEREEIR | 7 P4s0 EBRD - TEZ CYP3A4 2T gefitinib Z &R -

FEEINEER AR L gefitinib ¥F CYP2D6 B—ERE ZIHIVER - TEER IR ZED - 15 gefitinib £2 metoprolol( &
CYP2D6 2 & ) BF4AFEEE - B metoprolol Z REE/NBIENN(35%) - —MRAEEA LT ESK
-4 )

EBYERD - Gefitinib WRFEERZ/ER ,; BREOEMAMMRESE paso BX - WREZE 2SI R
SNERE ) -

Gefitinib ZNHI T - HAERE(EEHEE H =ENIE . B3F N-propylmorpholino EE 2 #t + quinazoline B
EMKMZEREER  AREREEZERILER - ECATBASVBEEZERY IR ETHEL &
ETEH RS % O-desmethyl gefitinib + BEAE—H A RBE T EZYE S/ 14% -

HEABMEPER s BRAVW SR EE LR - EABMBPAETHNFTERBYS o-desmethyl
gefitinib - E¥¥ EGFR RIBAAIRER ZINHIBES] - LL gefitinib 1€ 14 12 - BEYtE B ERARERL EINFIER -
FAUERBEARKTIEEY gefitinib ZREUEEFZE -

A2 ML BR AR - O-desmethyl gefitinib ZAXE CYP2D6 BT A - TE—IR MR {2 SRR E VR RALER - 1R
1% cyp2D6 IR REBURARE - 571l cYP2D6 TEIUHIASER gefitinib EFFINENAE - ERBHBRENZHE -
O-desmethyl gefitinib B4R RZTAIEHIE - Gefitinib RESEWRIFHNINH =N BEGEEES
BE  BEAHRENIHEE - gefitinib WEHIRRERSHEME - —L cvp2Ds FELMZ B TAE
IARSNTFHREE - L —RFUERHEAEN  EAFRREZLEYHERREEMAMN -

HERR -
Gefitinib Z MIBAERELNR 500 AIR/7D - TRHEFH L  EEXABRBEL ZEZYRABEY - LHIRT
HE2 4%EE -

RERR
RBERITRERBNER  BEZREERERE  HBEZFH - BE - #45 BRI aMES
REZE  WRBZEEGREE -

K

7£—IH phase | * open-label FJEFFE T - DIEE| = gefitinib 250mg 1 FEFFIE(L ( {&IZ Child-Pugh D4R ) TE
B8R PR EEMINEREZEE  BREZIEFALR  FrENEEEZZHBEARSHNRESE -
EPEREENINEBREZ BEEEITIHE 3.1 13 gefitinib RBESMIEN - FIERHE 2 HREEREE B
HEMECEALEREEM:X - L—RESEMIIRLUERBEREEAN  ERFRRERHEYHER
gefitinib RES1EEANY -

Gefitinib TEFRRITFE S - B 41 AIEBREEER - BN IESRIERNAM R 2 EBRBMATTEER - EELR
RzEBED  ETETME - BRETEHEAAT 250mg Z IRESSA T - EMPRBEREPAT 2R - MBRRE
BrE  RIBEMRE T ZRES [Cmaxss (BERBZRERE ) AUC24ss (IREME 24 /N\FAZER N E
18 )] ERREERRPEARZMARED - 193800 - 4 AN 2 BB M TEEEARBEZH
BER - HERERE T 2RREMHANINEELESERM -

EBRARRI L2 MR
Gefitinib BN HEWRENERNSMH 2 OlgeM -

YR gefitinib ZIFR ZHF % EBRXEAF 20mg ZHIET  MUABRZEBENERE - £HRE

EAEE  UREZEE( BRXEAM 30mg ) HABRBRZBEWRETE, AMERT  BREAM 20mg
HE (REBZHE ) WEEVLASEREMBEY 2B - UBXEGAF 20mg ZHE - HREE

TEZHBRER  SEMRZFERTRE (260 TR2ENEIL . B4 )-

EE 14 RZEE - ORATUIR-14 1BRZ gefitinib - ARITPRAMEE ZRE - LEMRTERS (£

B MRZREI . EH )

NS

FRIFERFARITE ( B25h ) 2 BRIBEUK : gefitinib /OB (FEUBBIEZRER (U0 ot BEE ) - B 288
MEE - WEIRHERZEER - BAIEKRBEE -

HR—EESME - (FARKE (rat ) ZBERZMRERET - ANERBEREERRVBBRA AR
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