HAEEHERE 05265 2 &
ok 26 % 5 A 26 H

RrEFREFIEBNEA P ARRIER SR HER K

BRI A G L T 2= n T = 7 HBRIERA ORI
2o TOEBEHDO—HBIEIZ OV T

EEEICOWT, BIRBELDLIBY | KMERFR, REFTREN R ORBIROfRAEE
B (B B TRAWELELEDOT, HTHanEL bz, BR=A~DH
HE LA LI BENWZLET,



A EAE IR 0526 F 1 &
TRk 26 4 5 A 26 H

HIE T IR
% | REEFTRET | #mAEEZER (B B K
KRl X

BEAZBEERE L AFETERE
(& B & B )

ISR REE R B A )5 & T A =L F = TR S| o 12 Y
7 S TOEEFEEO—ZKIEIZDWT

T nF =T EEBRERE] (BRFE4L ¥V BE 26mg R OVFEISE 100mg) (BATF TAH
Lv9,) OIBEYIRRREE R BEE ~ ORI OV Tk, [TAEEIRRA e 7 e & s &
T AEAnF = THEBERK OERIIH T o TOEEEIEICOWT] (ERL234ET7 A
1 BAHT AR AER 0701 5 11 SEAYBHEERELAEEETHRREM. UT 1#
BHEIERM] L\ 9,) ICkY, FOEALOBERICOVWTEMEZM- &L D

HTIHD,
Ooff, BUERRFEEEA XV IRREIRRAE AR e & ok B & L C SR & T AR FI DA AR

BRI 5 PRI R RO OREENRE S, ZHICBET 2 FEORKR,
BEEFEELZ TROIIICREL, FR 26458 26 RLVEATHI L L LEDT,
BE T OEFRBER ORI L TENEZ BBV 2,

i

AGREMD 2. TESL BEBEBRM O 2 1281 D EREMITOWVT, Bl
HATERROLBIHET DI &,

2.Iwn% fﬁ&hiﬁ@ﬁmﬁm;owfwiﬁwﬁmwﬂﬂ
I LD RE LICfE, AR ZHHICHA Lz ds 1T 2 BE MR
%é@%ﬁ#%ﬁ%f%tw B AR kwfxﬂmﬁméntirﬁ
ﬂ%ﬁ%ﬁ%%%%ﬁ%%tuﬁo;kkbfkb FOERIZHSWTHEEG %

BREWLZZWI &,



(A#K)

[<HREREEfE> | HIARHRSE

(BERRER 53 1 LB IERRSY)

HIEH : BT

(HIER) 1) UTOWTFINCEET5Z &,
DS ASIREEEILIRIE . R RRR IR
* BAGBRESHEET DN ABREE
HEPLSIR R  HRTE R RO AR GE AL
JUR IR R O A% A2 R L SR
2 (ESLA ARRGE Y v & — P i &
VB Ete) FENRINBE - 18
TET 5B ABERER OD AR
FIRBRIXE 0,

2) ~3) K , 2) ~3)

4) BEFBEICT I IIZXTHAT R | 4) IDICKT 2 AT 21 FaREDHEY]

A RIERE OB BN EREFTRET TRALENTFRETHH Z &,

HbdHIL,

5) ~6) I 5) ~6) MK

7) BEBREEICC, MHERRERR
& DT 3 72 Y U BB ETIE IR
 REBREOCH N ER/D Z & HEEEREE
ThorZ L,

7) BERBEICT, MEEGRERER
L O & 72 Y U RR 2T E SUE P
WHREOH N /S EHARETH
BT L,

8) ~9) K&

8) ~9) ®&




HAREZR 07015 11 &
TRk 2 347 H1H

FHENFREEEER (R) & B

BAEGBEEERLRAEETHRE

IGEYIRARERERELEIR T2 )vn T =7 HBRERK O
FERICHE> TOEEEHIZOWT

T uF = THEBERS (RFE4 : VBN 26mg R UFRISE 100mg)
(UTF. TEHF] &V H) iz 2onWTik, AR, TAREIERTRERE®R] I/R5
DR EZBMT AR EE-HMEERAREZToTlc L 2T ATT M, H%dhie
IXEEARYBEICEHE L TCEERAOR EMEMERORBABRFWVVERLAZD L
hfwé(%ﬁ&m&#»%ﬁ%ﬁ&w@ﬁ&\iﬁtﬁﬁmmﬁ&éﬂ
TWB I LENL, ZOFEAIChHTE> T, BICTFTRORIZOVWTEESHh
5k5, BEETOEREEEROCERICR L TRAMEZBE W LET,

1. AFOBWEMHBIZONWT
(1) BAFNZOWTIE, AFBICEB L., MERTBEEICLD22EMERF L L
iR EMERARRTEOEMES T OL&EL L THLED L,
[ %38 4 fk]
1. BERRGS. —EROEFAICHRZT— ¥ BNERSh S X TOMIZ, 2EH
PRBICHEARBEESERTAZLicky, AAEABAEOERERLE

Braiibic, RROREERVCEDEICET LT —F 2 RHAITEL,
AEIOBEFERICHLELRHEELZHLDI &,



2. AKEIOBEN, EEODW., LFEEREBEBICEEL, AFDOY 27 %ElZ2oWT
Lt DI EETE AER - ERER - FEHEFMOVWLIERFTDO S & TOHRIT
bndkH, BERFBICHT- - THEREELZHELLIZ &,

(2) AR ZIEHEUBRAEREEICAVWIHEEOEE, IR, XU
K%%&Uﬁiﬁﬂ?@&ﬁwT%éam;%&wﬁu%ﬁﬁw?é:
Yo ERLFAVEEVEDOHRICEY . BRNAEORIERNmEE

%ﬁ?étbmﬁwﬁ%%ﬁﬁwim%_ AE SNV L, 2B,
%wm@ﬁﬁtwﬁu_ SVWTIHAELORMAXEZZRINTZWE
B

[

1. AFIZ., BABCFSICHIETE 3ERBRICBW T, BABFREICT

Nl - RBREYBOEMOL & T, BRAXEZSRL T, @ EHET =

HIEFICOWTDIRFETHZ &, ﬁﬁ%%@%ﬁ’%tofm\ﬁmﬁw

GEREROBRAXELZZR L CHRIEET LI &, Fio, IBRBAICEST

L. BEXIIEORKRICAFRORESMEROERIE Rz, MEMEREEDOF]

HER, BAYOEREEE, BLICE-EFANDLZ LEIZETLHER) .

/N EltE., BEEORERESEICOVWTHAIHBAL, AEZETHrbERE

Fwd) & s
9. AFOBEICLVEEEMRERARNS LN Z B H 50T, FTIHER (B

DAL, TRURRIEE. R, %a%)@m=&ww%xﬁﬁ§@£m% BEE

+3TITH k., BRERBDONZBEBSICIERSEFIEL, EURAEEIT
53k, £, BEREBRERERRICEBWT, %EE%%$ FVERTICESE

BIRHDE b, WEISIIABREXITNICETIEEOT ¢, MEMEM

REZOBEELRBFRARRICE T AL ToIIT > & (EERE] [E

EREAKNEER). (EXREEM) 0ESR),

3. EEMGEL LEAFIL S LA Z L OAREOCENBRARIZE Y

AREIEMEBERDORBRAR (85%) ik, MWIAEMMHRAER (3.6%) X, FE/AiH

Ja s % et 48 & L = AR BP0 [E N BR BB (4.9%) B OViRe 7€ {i P Rt

HE (LFIFEE) (4.5%) LHETHEWILE1D, BEECERTISEIC

i, [EEERE] oEOERNERARICHITA2XNBBAELSRL T, FHD

AR O ERER S ICHAE L LT, REOABELEEICHMTE L L

Y2, UTFToABWEETHZ L (TEXZBMEA] . [EBREE] OESR) ,

DAEIE 5 BRI, ME CT BRERCMSZ2 2 EH L, MEEMES DS

IFBEERA AW LR HER LA LT, BEQRAIEZHEICHEY S Z

DAFIR S BEE%IT. M CTRER UM X k&L 20N EHMAIZE
mb\%wﬁﬁﬁﬁwﬁﬂ%+“’ﬁﬁfé*k
(FHE A4S EOZREBIMECBR S is,)




(ﬁ%Xiﬁ%]
RGBT PR RE 2R HE TR

(BB RICEHET A ER LOER)

2. FE/HR B R OB I T 2T MBI FRIE S LTHRAZERA L
BAEDOHERMER OEESMEIIRESL L TV,

3. LR R BT L CARIZERT 2880k, [BERHA] 0H
ORNEXHH L., BEREBERBRICHEAANDN-BETRCAROHS)
PHEROESEE I EBE L ECHEICBEORIRPERICITOIZ L,

(BELR L OB KR, THRIEASEIOSEEEMFICET S NE,)

(AERUVHE]

FAVZEEDHFRAICBO T #@BFE KA VYrF =7 & LT 100mg
PREO1IREUENXEARE 2HBALEIC 1R 1RERO&RET D, 2B, &
FEOERICEIVEERET D,

(RERVCHABICEETAEA EOER)

1. BMEROXRBRICLY AREZEETHHEITIE. mmg¢oﬁ§¢5 e
2. BIEH;. @An ) —ORBIARERE L=HE. AUC KBNS L LD

WERDH D, BEOR @%ﬁﬁétbﬁ%@lﬁﬁm#%ﬁ&Zﬁﬁi
TOMORAITET D Z &,

4. BEESRTEE 2R g, KHE S LY Z Y DA OTIEEEREA L ©
TR THEE LB AR AL EBRRRE L L THER LESEOHS
PR ONEEMEIEFESL L TRV,

5. MU R EEE T L CAHIZ A 2B A i, [ERRMNME] 0
DHEZTDICHELE LTI 2 L,

6. BRI TR R IC L CARIZERTABEICE, BEEHSLE L
T E PN 8 11 G R 38R (J020302 /3021097 BAER) D REMEF HAE L LT,
R, BEXIIHIEFEET A&, (BLTH)

(BBEER 4> D A3k K, TRESAS EIOBEEEMEFIERT S H7,)

. BEEEECRBITIEEFERICETIAMEFERICONT

(1) ABEMHED 2. CESE, MERFEEFITBWTHINR 2 O EHF,
EMEE~OESHDOERBENTONDIZ L, £Tn. BRETEDRE Y
EICEETAI L EENTVWARL ENLEZOHMELXBREVWLEZWS
Eo B, FEAMBERIEICS L THRBOZEMER/R L DN TND L
TATHBEED, Bl ERETOBMELBE LW &,

\"}

(2) AFIH5EERNICHE CT RELUCMZ 2 ER L, MEEMREOS



BESUIBEERR VW 2B L ECREOWERZERICHET5
& &b, ARBERBRIT, EREZTSICBET DL LBIT, E
ROFE LD L TN CT REKRTKE X ﬁ@ﬁ%%h%ﬂm%
ICERBLMOREFROFEL T DICBETDHII L. I b DOBHTIC
DT, FPRERRE ST RS SR ITE & EHE L TElET 5 2 &,

(3) AkBHFICAFZBRETHEAITIZ, BFIIHL, LFlLic, EiEL.
(2) DEEL. OFHLARICEHITIFECHEEFHEZTEHLCE L
T (Z e GeiEmERy— (BER) 1805, ) ERMNT528, Y%k
%ﬂmv—wiélf/b,wﬂﬂfﬁﬁﬁ@%o)&tiiﬁfxé%@f&;é_ko

3. ERIC ioh‘zupﬁ%ﬂ BT B B M EEIZ oW T

(1) AFNL, BEEE 9FF 1 HIESAFEAREMTHEEINLTHY
5D THY ., AFIORAFNH Tz, W HFBADHEREMET DL, &
7o R IR/ R E IR THEN ESRESN TWBE RITEE
SNz &,

(2) ERICBITAKRKOFANCH T > Tid, T XV EEIBERER Y —
(BEER) 2RENFEL VWD 2R T L,

(3) THENVENEREERY— b (BER) ] 2FS Lo BEIZO
Tt AR OEDEROEREZEIZSOWTIHAZITI & & bic, AF %
L7 U T- ERM A R OEM4 2, BERGEETICERK T &,



(Bl 1)

*4E A fef (TR 25ug. 100mg FR{CERE  2011/6/2 BAREHSSEES
*201059 A %ET 374291
mEEEHR
TR EERFSEAREGFRIFOL X F—EHEHA
®
“ £E25mg $£100mg
EHR o 2) ajbtl ’®ﬂ25mg 7RG |21900AMX01758 |21900AMX01759
i nAEEAEES 9 }bt JAY ﬁ'l Oomg EfIRE | 20074128 | 20074E128
&% BRGT ' ® BRFEBGG | 20074E12H 20074E12
ERAHR : 44 GHEIZRRO TARCEVA DR
g@iﬁ)ﬂﬁﬁliﬁﬁl?’ T)aF=JiEEkiEHE EEFEE | 20044E118 | 200441178
e
() oya sn-7
&3 AHEATY, BREAT—R, T LT Y a—LE
sy |7 U VB T AEET Y v A AT Y vk
1. A&FIL, BAEFICTAICHETEIERERICE VT, YA I o pro b ETRAn—R, b FaxsFaril
bk + AL aE - BREHOEMO L LT, HIEXE Ear—R, w7u 1400, B{LFF
=BRLT, BYLHEEShBEMCOVDTOHESTSHC & - K| |AG~BABDTANVLAI—T 4 T
&, BEEHFOBIRICHE- T, SRR UHERERIOFERT WHl=—F TARCEVA25 TARCEVA100
XEFSBELTHMFET L L., T, ABRRIBICEIL
5, BEXGZTORECAHOENERUERE (5=, M L Fnd
EMMEESODHNER. RAPOFESE, RTICESE
BN H5 EFI-ETAEH | MRS, BEOHRRE K & O
FRECOVTHHIZHBEAL. REEBTHhLRET S L,
2LAKOBEIZLYMERMEEADBODLMDZZ LA HED
<. WBER (BUh. FRER. YR, KRS ORBR L = =)
UIEXEREORES, BRE+IF5C L. RESED i & pr— P
BNEBAICRIESEREL, BULNBETS S L. ¥ 5 = 3. 3mn i
EABERRICS T, MERMESRICS YETICE o1 £ B 910508 031508
FIRHDoEND. ARDPAEARIEZIIZETLIEED
TT. MENMERZOEESEIERERICET A8RE+ [%hEE - $hER)
S50 e (MERSE] . TERGEFMEE] . [E OYIRTAE/EF - BITHE T, BACFRERITR ICHE L /iR
KEEHEA] OESE) . ' iz
S EBERNRL LIEARE S LY E D E Qi RBEDERE O ERT HEl2 e
EREICE T AMEMERORBRE (8.5%) (&, EHEI é;ﬂﬁ&;}iél:riﬂé';‘%téﬁﬁiwia> """""""""""" E
ﬂgg{lﬁ%ihﬂﬂﬁMMLﬁﬁﬁé%Fﬁﬂigﬂ— L UATRAEATER - MR ISR 7 — kLRl |
SRR i b E LTARIR A LB R OR PR CRSEITRIL L7 i
P,
A i & i V2. ZE/ AR R ORI 3 B IR BB R R & LT?F%"JE
. AHOADIR BRI E+AEALL LT, §50 e a8 ,
AEEMEIHITSLLLI, DTOASRRTSHLE | | 5 pgomorsernpiiic st L CAMEBAT S B0ICH, (B i
(TEAGEIUER) . (EEAH] ORSR) P ) omonEefia L, EREHRIRIC S AR SHEE |
LAl s MEEHL, Wﬁ—v—mM—CI fE LU B SERCAHMOEMERUESEE S ITHRE LT ORI |
HEROSHGEERENEVNC L XHBLELT, 85 | ZomRrEEICTIC L, i
OJ_IE Eﬁﬁl-ﬂgﬁ'é T (O =~ o o T e et ey LA L L kb S L A LI L LR B LI D ;
; 9 RH : (R - AE]
g&m EiL, E&zmﬁﬁﬁﬁwﬁm %+5&| SHETS T
St & i OBE
BE, BAREz VT = 7& LT 150mg ZRED 1 BLL LRI
(22 (ROBECEBELEWNCE)] %géifﬂﬁék 1B 1ERAKEST S, i, BEDERICLYE
=R o
AF DR H LRBIEDBEREDH 2 BFE 2. IR R R e DRSS

EA/at/an#)ﬁbJob\T ﬁr% EEAui:n/vuf 7J:LT

[#A5k - 14K] ﬂ,n fiia‘ BEOERICLY ﬁﬂméﬂn

R = 4 5 N~ §25ng 512/ 7100ng I TS T
) TaruFoTHEBRE e F T HEHBRE E<m71§ BAEICHETAERALOIE> E

| TP% |27, 5omg 109. 29ng | LBHEORBIC X ) RELERT SHELIE, StngTOHET
(15:,:]7%_%3 (=preF=sLLT|(=paF=7L LT voBzl, :
25mg) 100mg) | emmemmesemmeeesseseee e e !

El) EE-EREOAFEAIRLIVERTIZL



2. g, By n ) —ORBICAREES LiEa, AUCHHEM |
T3 OWERDD, REOHBLRIT 57O RED 1 AT

5. BRR A AR A |

It Rt 2 RERIE CORDBAREN B2 L, ;
g@%$ﬁtﬁ¥-ﬁﬁﬁ®#mmmmﬁfm)moﬁﬁﬁﬁﬁé
F L DPRICANT, IR GRS LT ARV, |

ELK%AWﬁ@ﬁﬁuiéﬁﬂEJLTW&“Q

L CAH BAER S8 AT
B DEOHERTHICERLI ETTO L,

Lﬂﬁﬂ&zﬁ@gﬁvm $ﬂ%¥h/$€/ﬁ%®ﬁﬁﬁﬁ

fis

6. Wi IE&E&L%LT*H%@ET&&@FQ,E&&
; L LEEAEL
| O ZERFEZELLT, Mk MR

il e

% (7020302
bR

0210078488) DI

-k

gL L EASTHEERRARIC ST 5
RERERE (—HUWE)

45

EIfEA

AT

BEERED
A&

GikkEdih
B

Bbh 5k 58

EZHICHE

LEBAIcl, fb
ItkEE, £ OHCTIE

14 fiti 755 &8 &
BrEhzdo

FER DLW
HErERL, EFH
Iz B
LB Ein gl
Gl

=BAIE.
—HET&S
B

(5]

BRI LS5
BE1XGrade 1ULF

AT
B, AFL.E

1272 5 CHREK

i TS50
mglo it LT
BT,

|2

Grade 1LAFIC/25

50 mg CHEH

FTHE

i

N

ZOERNBETE
22V 484 12 Grade 1
UTFkE#+2 T
3

F—H&TH
M, 2L, E
6 BE | I T 50
meto it LT
ORI AE,

Grade 1LL T2 %

S0 mgTHEA

ECIARE

TDERPFE TE

E— R it TH

2235813 Grade 1
UFIEETHET
I

B, =750
5 BE 05 C S0
mglz it LT
P AT 1E.

Grade 1A Fi272 %

50 mg CHEE

FCHE, L,
I SRR 5]
1B & N L7 AT
ARk CR 5
i

Grade 2LAFICZ2 %
E THE

50 mg CHEHH

(%)

4R ML ERESE L fe
8 1tGrade 1LAF
ICRHET 5
2L, EIBE S
#5a7HE & PN LI
SERFR—-HETE
_E.HEE

50 mg CHEBH

Jua

Grade 1LATICA2 5

50 mg CHEA

FOHRE, EEL,
EIRE MR 5]
L LB AH
Fl— & C% 5T

(8=

B
#E5EDHIE

| i :
| [BHER PRI RS AR

: AR

! | Grade 40 i | Grade 2BAFIL /25 % C | A—HAE CHE
-

Grade i CTCAE v3.0 i & 0 ZE{ih »

AR ES ORI EITDA, :
| 50 mg THM L%ICEE ShciERNHEURE LRSI, |
BEEHIETS ;
a) W oAt 3 ML E DM L k3 CEIM LRVIGESIC |
B BEERIETS, :

b) T PN L A2 D EHEMEM Ae\ L EIREACHIT L A% |
4

<,

e

(FRLDEE]

1. EERS (ROBEICHEECHRETLL)

() ge/aRap R R ¢, FEMEMRR (REMEMZR. Mk, B
e, BB LATZE. FRARAEIE, SMEMERSTEEREE, MiSE,
HRAE) OREIEORERDH 5 BE, MBRRMESOH 5B
EXXTOEEROSH 2 BE [FMEEMERASEEL, HTITED
TEMERD B ((REREAMEE) . EX2AHER) 0ESR) . ]

Q) FPstEREEOH 5 AE [FEEEESNETIZLM8HS ( [EX
RBIER) OESR) . AR OMTREN LR T HEERD D, ]

B) LB BE. BEREOHIBEXITOEEREDCH 2 HH ML
BRARHLbNAZ D ( TEXREWER 0EBE) . ]

2 EELEANER

(AR EBET BICh > Tk, AR OBHERIZ W TREIT+H5I
WATDH L,

@FFOBEICL Y, MEERES, %5, TH, AEEL, AKE
BEOBIERRD bbN B Z EXH 5, ZhbORBEXITEROH
ERZEDIIEAITH, ﬁ%mk@ﬁ%@% BTDLIBELHE
w3,

() AFDEEI L 0 BEERERRH b3 Z ERbBDT, HH
R (B0, MEREREE, W, RESOHE) L HSCBEL,
WEXSRAERT Y = &, Fie, BEIE L THMCTHRE. Bffm
BFRSE (P20, . BIRMAZMFIE (SpO, . MISKBHIRME:
FOERE (A-aDO,) . Mifkskies) (Dloo) EORERTH Z L
( TEXRBEIER] OBEBHE) .

) AF D EIC X Y ALT (GPT) | AST (GOT) . BV AEVDLER
S bl ) BERITHERENRHODNE ZERHEIOT, BEOR
IBICIS U CARAB S P E MR R R E L BT 5 - L 118
LW ( TEXREIER] OESR) .

G EHTIL, F ALy v ORI LY RSSO B RS
BEEIC R B0, BES ENe I EEREA T, RESER
BB AICHE R ME RIS 2 b,

|3 HE#R

FENX, FFF b7 v —25P450 (EIZCYP3A4, CYP1A2) I2k- TR
HMEh s ( [EmEE] o3 AHOESR) , 7o, nvitredRICE
WTUDP-Z Az o bF A7 —E (UGT) 1AIQREN
BOLILID, BERBRCERUGTIALRR XS 7V u v BREE
T A L OBERAOTRENERD S ([ZOMOER] OHESR),
BREE (BFRICEET S L)

EAIL % BARIEN - BEHE | B BRET

CYP3A4HH A 4 b3/ L L AH] | CYPSA4RRZEAI & DB
Fhary/—n EOATD L. AR | Bicky, ARORH
ARZATTN | AUC(RSE) #86%, | MMRFS e
779AB%A Y | Cmax (FhskfiE) 2:69% | AR TR D
FN)RawAf v

LT FEN ERU, Do

RNT 4 TFTEN

Y MFEN

= [
12
S
T



X
=3

TVv—TTN—=2Ta
—A

ERE I HEEERRR (166]) |

CYP3A4F B V77 v AR | CYP3AAREHAIS L O
U g - BHETB L. FHO | #HRICLY ., FHOR
Zﬁ:iéé/ AUC (1 3R4) 2369 % | B3 TLHE Ui $Ehimes
S sy |EFLE PHETFT 5 AR D
AL ITAEY VY %

(St. John' s Wort, &

VhePg—vXU

— R BFRM

%

WL o 7ufYiy | EEY 7 uxyd | CYPIA2 K U CYP3A4

VEERREZHRAT S| ZBETIEA L O
&, AFOAUCER(T| Aic kY, A& O
W) 339 % . | BREShmERRE
Cmax (/M) A5 | 0T 5 THEMED B
17% L5 L=, %,

7ua bRV THER | ATV EAH | FEENRERpHD £
FATTS— PHEATDE, RO | Ficky, FE OB
& AUC (A= E) A | ERET URINAMET

46%I8F Lz, T B FTREMED D,

H, =& EEHA FoF VLR | SRpHO LRIC LY,
F=FIV BERT 3 L. KA O | FROBRRENETL
= AUC (ST E) 28 | BIAME T3 5 TTaet:

33%ET L. »BH b,

PrigE i 38 INRIEINRCE B 2 | #SFFREA
OnNT7Y v Bhbbhi-LoHE
= Bhsd, FRLULT

7 VR FRAPOSRE
T, ERRC I RE
BHEERE (T2 bryv
b B XX INR )
T &,

& 73 (BLE) BE D LY AKHF 0| BREz L 5CYPIAZD
AUC(E#H1E) 7364% | FHEic L V. AHOR
BETLE, HASTOE L b e

MMETT 5 THEERH
%
4, BifERA

ENE 1 MREGRE R UE /MR

gl LEENE THERRAR (108F) ok CAKIBMREE

F ) e Rl R H1 123615,
bz, ELRRIERIE, RE11961 (96.7%) .
R E R 805 (65.0%) .

FREF)

FE/NEBR AR & oet S b LS REE B (2F1FF) Itk T,

FHEeET6H (61.8%) ZEThol,

12365 (100.0%) (CRIERRZD

THI88Hl (71.5%) .

(&

2 S PEREMTRHRAEFIS, 488%1 2, 8521 (81.8%) ICRIERARD LR

D, ECRESEFIGBRE SN TVWE, EEIBOONEHE
WiIAROBRELZFIEL, 2T 04 FIBREOEGT RAB 1T
el
D%, FFe (U LEEFRHEY) | FHEES Ge s
2.0%, BEE12.3%) : ALT (GPT) . AST (GOT) . vVt
VOLER%ERE) ERRITEEEEROLDNIZ LB, BT
%, FTR2I LV BCRESTEFDB/ESN THOEDOT, HLE
ZHHIATV, BEABD DS A RAFOREEZHIET S
Y, EEORABETIZE
NEEDOTH FEMAATEL 1%\ BERRO. 9%) : THIAH DD
BZILRHBOT, BEREBICELYILEE (25 3 V&) o
5, WiREOEDLLEZIT) & & bic, AROBEIIHES
ERTAIL, 2k, EEOTH. Bl BH, BREFRICLY
BAKIERE E =L, BRER B EFABRBEIN VB &M
b, LEICE CTEMAEROEBERELTIZ L
DNAKBETE GENHIBIR. 1%, MEEETREE )  a4ER
SEOEELBREEERHODNE L LBHEDOT, BELX+
STV, REXRBO bR B EICRAROREEZSIETER Y,
WO EEITHZ L .
5) F& & 5 BERR AE AR 2 ( Stevens - JohnsonfEfZ &) (/I Hll f fith 75
0. 1%R3M, BEEETAT ) | hESERKEFRMAE (Toxic
Epidermal Necrolysis : TEN) (BEEFRR™?) | WK GE
HMREER0. 1% K5, IEEBETAE? ) « REHIEIRE GRE, F
B IETERARIE . SRS OERSAENE - FBRMECRE
EERHLOLNDZ LRHDZOT, BELISITITV., RENRSE
b ONIHEIRAFIORERFIETHR L, BEIRLEEZITI
ey
6) SEILEBRA. GBI, 1%KM, EEETR™ ) | #Hit
ERE GEAERAHERO. 2%, BEESEERAT ) | HeEHh G
ANFBEEEO. 1%, FEEE0. 0%) : MILE R, HLEIRE.
EBEHLAH SbNBIERHEDT, BEE LTV, BF
PED LNTBEAITIE, NES. BIXR, CT%O)ME?‘:&E&
TV, AROBREEFETERY, BERLEEZITI Z
DABEA EERAZ) | AEERS GBI IRMEo. l%ﬁifﬁ;
FEBEETARY ) (AEEI. AEEEAHLONZZ LMD
DT, BEZORENRD bhEBEIRAFORELSIETS
RE, WORLEBEITIZ &,
HE2) S D BRFHABR T A RREICT
FEFRHE L,

BEINEBUERICOWTIE

() ZniboEHER
wO LD REIER S5 ba‘w‘:%él:li\ FERICIG U TR, K3
FOWGPRMEEITOZ

EREERIL, SEREEEOREL, 1995 (63.00) . TH —#d‘mﬂ%ﬁ
7o 2Bl i, & BEDIRE2, 1996 (63.0%) . 819 ]
Bl (23.5%) &Cdhote. MEMMERARIISEH (4.5% 1ZBD BN, ‘ : GREETBIXO
T0 D LREICE S LIRS (1.6%) ThHotz, 723, MK %ﬁzﬁ?g é;iéﬁ? 1%
2 i I DEIS 134, 8% (55/15851) T oz, = 2
ﬁﬁa%ﬁﬁfﬂi BT BEEHOE % (55/15861) T o TR T AR
S R % (64.2%) . BN E R,
et b L EAT THEREBICESWTERE LAY Wi gEan s, K8
b DRI A B 1 22 IR A 106015, 10561 (99.1%) i (9.1%) H\[%ﬁz% Mg de. JiiR
BER RS b, ERBERE . XHEE S %0 RSN gsfj/‘o) "’%“jﬁ; BUE
(93.4%) . B EREEA85G] (80.2%) , M/hiREd, EERFERETT (5.8%) . BHAIZL
Bl (72.6%) . ~EX oo ELTel (11.7%) ~=h2 Uy bl FAEX
B IFhEREUD 4T3 (68.9%) % Thot, (B - HEUAIAKE | B R LTS, RS,
) IREEZE, ARV
b, BEE/EE

i DR%. BT

() EALEIER SEIE, RIS, B
DEIEES GEMERSEL. 5%, MRS, 5%) : MIEEMES 8
(PAETERG e, Tidse . MOSTRMERRE s . BEILI 2. FRMAE. | BT ¥YALEL k| y-GTPLER
SMIERESAERE, 2. MRAZE) 2AbobhdZ LA Eia

(€)]



#. CRPLEH

EER

3 RESCT, EMB2ERT oL 3BT RIENTH L,
#4) ROEERH B bNBEEIIE. ELIZRANKREZTY., &
MRLEEITIZ &,

BERS (7 A3 # B b OBEREE)

FHRI33)

20%8L B30

10%LLE

R

20%FH

10%K i

E ]ﬁi‘is)

SEREIZE D

GEEE0)IN

BRI, B

R (93.4%) . %
5 4 (53.8%) |
B - HER
24 (46.2%) . B

£, BERIZERE
® B EUE

DEEE

BFRLE

EE;?H)

KR, AR
%, BEE/EE
DR, B
. IRRgZ, AR
I, F

ALT(GPT) E#

=) 2 A o4

(55. %) ,
AST(GOT) - #
(53.8%), ¥
-GTP L

33.0 Al-P.E
5. LDH.E#A

&

BRI A
Re A
f, BUN 4.

VT F=Y
L7

1 i R
(80.2%), M/K

Egkg, M
/NN

B (72.6%) . ~
Eu LB
(71.7%) , $FHE
i (68.9%), ~
~hJYv bR
7 (68.9%) . FRin
B (67.9%)
Y L oSEREA
(43. 4%)

iFmeERE, B
i, B ek

ik

B HE
(72.6%) . FEL

P77 —
o

(52.8%). T
(49.1%), ONE
(35.8%) . M-

HILEE, BN
B, AR,
HE, BE

ALT (GPT) R, ™
£ & . EEOR 52 Nk, S,
AST(GOT) BIETE, R
8, AFPE Rt
5. LDHES BaRE | kERE TIRSE, BT,
B ZVTF=v | RELB . E3 —a—n XY
5 BUN.L&. Rit = Som. B
HRR BT, |
s 2 m A mEREEM. B ZDfth Y5 (52.8%) . k| TARRE MmEES, g
mERBRA, U EEA (50. 0%) VAT H—
PREREEAD b meEFrT I A, i EfE
WA, fFPER B (33.0%) ., % L8, KL-6
W, FHERR #4(30.2%) . CRP b, VERE, ERGL
> 8. BREER i (Bide, #ei
- - > N D2 K m
EE® | TA@5.2%). 0 | Bl B, | ER. 0N 2 MEHD Jh
W25 (10.0%) . & | NEZ%. Mok | B%. 75— EDBMBRN
BRI (7. 5%) R, BB,
aE%, W 5. BRE~ORS
T B, . —BICERE T, ATRBERET LTVA T L ASVL0T, AED
"{fﬁ?&%ﬂgm\ RIEREE LR AECRE T L,
e — ;ﬂ% 6. iTHR. EIR. BARE~ORE
= REEY | Ggmnzie (DR UHEIR L T\ 5 RO b SRAICHE, W EDH M
S B | R W B FE S LU SN S B AT OREET S = &, e ETR
FABE. | TS R 5 5BA1E. ARBEICLBBA~DY 27 HETEOfABRE
%, BHEER | . MEEER. CONCBECAIBRIATH &, e, KR 5 TR H 55
REAEDS. I

AT RS 5 2, R 2 EARRIIR, B
EERTH, WE (V%) | BRERVCEFEREHERD (T9¥,
Sy ) BREENLTWVWS, Tk, BEF (v b)) KBfTT52
ERBEEIN TS, ]

Q)EIFICHRETIEAICRE, Bz hlLaws &, BP0
LT aretiEmEsIEh Twiawy, ¥, BimER (Sv k)
TAHFIZBITTDZ ENRBEENL TV, ]

1TINREADES
EHAEKER, FAR, LR, DRINRICHT 222 tEdREL L
TV,

8. BR’S
BEREHICEFO TR, 5. ALT (GPT) . AST (GOT) » k&
ERRBRTDHIERH B, ZO LI RFEITHE, REORSEREL,
LEIECCENRAEEZITI 2 L,

9. BRLDEE
EHIZAES : PTPAZOEANIPTPY — FbE Y H LU TRAT 3 &
St 5oL, [PTPY— hORBEKICL D . BOSLAL N RIERE
~RIAL, BEIRBAEEZ L THBRAASOEERAHEL IR T
BT ENRPEINTND, ]

10. Z D DEE

(BN TERE Lizde/MIEE S MR L L FEERARERE (&f
WE) ICBITASEREEITORKE., REREA. ECOG Performance
Status : 2-4, HEMHERAOEIOIBEE, MBRMEDAHF T
BETE SR E MR BRE - B O/KRRT & L Thlishiz, (2010
5 A BT

(QIIMTIN T, (EFEFRIERISIROETHI IR B E i 5k &
L7z 2 »OEBMEERARBER S h, 777 F 2SR
B (FAvFCy/ ATTF RUNRZ D EXEL/ ANVET
SFv) LAFOREFHIC CHRRNRZFHEI RS hzhofz k
DBERD B,

@) ¥#ESM- BT, NSAIDs: OftRRICEIRHMARREA L L ot
BHsd,

e bPFI7uy—bKkUt FEGETHBIBEOUGTIALZ AW
BRBRICBWTEIAE YOIV u v BEACHERRBD BT
W3 I ehb, GilbertiEEHED IV 7 n yBREERE X
UGTIAIRHERMET LTV ABE T, MLV VL BERE
AT2RThRHb, £in, HABERCEICUGTIAUILZ /L)
uUBAESESTEAY /T H U EBREARMBEOEY X OHE
EROTTREEDRH B,

(6) E=FDEME L EGFREARFRA K VEGFREGTFEED T T

(Y]




DWTH L REEMEEERA S T ARWED, FRIOREICEL,
INHOREEERT D Z LITNATIIRY,

64 XERAVWERBERORSFEEHRBRICEWT, SAEDO0mg/
ke/ EETABEORE (ZE. BE. BE, 1) ABHbh TV
Do

(N P XEAVEREROREEMRRICBVWIRE (B4
OEHRORIE: 5y b, BREVHE : 4 X) | g (FilaE
Ty b . LR (TH: (X) . B (BFLEEERVRHE
BHER: Ty PRUMX) RUSIE (& 7y M) ~0EENH
HEEhTW3,

[EmEhEE]

1. frhiERE

N <BFEAZEITZEE>T
B ERE 15T AR50, 100 iX150mgZ BEHBEATE LIt L&D,
mifEF L F =S BEOCHRBZUT ORIR L, BEREIZSE]
Zfcx 3 A EAH23A B £T50, 100XiX150mg% 1 B 1EIORET
EEEROBESPEMLEBEOEYEIE S A —F 2 HERS DR
BLHRTRISR L, EEHRSHFEOEYBE ST A —F1b, =
NaF=F OERNBEICITHREAERRED b,

bRESEOTIIIRD bR ok, Yk, TAuF =S DMEKR
TEOHEMEIZ., ~~ FZ U v F230. 480834, 2% CThoTz, ©
(BE BHER")

HAEZSy MIBITE, “C-minF=7RnKEEHOHKHEL &
FRRGT LB AT ER D AT LT3, B~ 0B TID ado e, BER
BEB2L OB OMETEEIERMMIHE L L, BEBTRM TIRIZL
AMEDHBICBWCEEBRAUT ok, HFART v MMIBIT D
UC-z A nF=FEOREHEOHAENMTIAGRT v MIERLE
M, AT=ERPETME (7 RVEBR, HAEE) BTk
EREMo T,

3. K

In vitroBORK R, = rvoeF=7OoRFHRXEL L THEFO
CYP3AAMEFET A L NREEN, CYPLA2OEE LR b
. B0 AnFoTORBREITEICIBETHY, DFFHV Y
BREDOO-HEA F L E ZThIZEE INR U B~DB{L, 2) TEF
VE OB & FIUTEEL TV A B AR RO R, RU8) 7
T = AMTEF VUV BAOFEEKRBLEREEIN
Too OERBHIEBR OO A FALIC X 2 RBBOEABIBII A1 F
=FLEE L, FOMEPRERZA T F =T DI0%BUT THS Lk,

1)

4. HFI:I]_HO)
- <SEAIZSITBHE>
&1 BRI 4 ACHC-T b 1 F =7 100mg % BLEFE 0 #2514 26488 R] (11
o B C, BEHFED D BRN%ABEM S, RFIC8 %, EFIT83%
Eg- o 50mg(n=3) OSSNz, E. RROEFIFRS ez raF =71
= s 100mg (n=6) BEBEO2%RBTH T,
8 2 n 150mg(n=6) SORBE NI A - ARG, FE RN L1502 1 A L E, P TIE100n% 1 B
'n NN I I 1ETHS.
Ol (ESER A
= 2%
H ’1 N \1 <EAANZBHZRES? W0
K g T — 1. 3E/h RS
|/ fI' J\ — FENIMBE E SR E Lie, AKX HMBIEOENE IHABRRAR
o)t I“—‘-—:t (JO16565, JO18396) T4} B ALHEREMERREI, THENE0H., 46651
0 12 2 36 8 DERE L TITR T
Be [ (FFRD)
HERESOMEFT A nF = T RERE (THHE+EERFE) S/ IR B & kR & L7 EPN SR T AR AR SBRARIE
) . HE J016565 7018396
HERRRES RO e =T DRI 947 FERHEED 28.3% (17/60%1) 28. 3% (13/464)
AUC 5, Coax tmax tie EhaL ho—LE | 50, 0% (30/605)) 47. 8% (22/46/)
(br*ng/mL) | (ng/mL) | (hr) (hr) P vp——— —T -
Somg/ B | 1AE™ | 3266(54) | 194(44) | 5.0(72) |14.8(71) (95%(ZHEIXE) (2030 —422F) HEETRE
- 23A B% | 15844(50) | 820(42) [4.3(114) |23.6(67) R ch e 750
ooy | LB ] 71056) | 5147 [6.0050) 18,0662 | | (osvstmm) (556 —166H) | (56F —HEEAHE)
e 23 B®| 14623(48) [1023(31) | 3.0(87) |15.6(56) #£8) RECIST (Ver.1.0) #A K54 Vit X B%E (CR+PR)
18 H 6) 12845 (29) 958 (48) 6. 0(149) 25. 9(36) #9) RECIST (Ver.1.0) A K7 A iz k2% E (CR+PR+SD)
Lo 238 BEY | 42679(48) | 2384(39) | 1.8(22) [27.2(33) 2. B
) n=3  7E6) n=6  M7) n=5 THIE (CV%) ERTEMER SR L Lie, FRlL S bh vy vk oftHREOERH

AR SN - AR, N EEMHTIE150mg% 1 A 1[F, B TiEi0mgz 1 B
1ETH S,

(2) B S EN BT O R
<SHEAN=HBTEBHE>
WA W TEH OEEEEE AR 2R E L & E0BEE
EHEEREATR DIERTHL. 7 V7 T RIZOWT AR, &H, #HliX
BB RIETRF TR, ?

I ABBRAE B ER (]020302/1021097) =351 5 A Sht 3Pl xt &7 1065 D R
WMEUTFICEY, il AR Cld ECOG Performance Status (PS) :
0-20 i (ERICES ShiBEOPSII0, 1THo%)
BDEHUIEEEORVAHELHE L Lz,

o (MRl

MRS A b4 & L Je PSS T AR PR BB AR

RIRLATFTRASEYF 4P

EHE J020302/J021097=
<HEAIZHITDHHE> 2AFHR P RE 9.237 8
BN LSHIAR A B ORES DA AT AT EY T A | (959 (8.31 A —10.78% A)
59%&?&7@?%& MEREATFHN hRE 3.487% A
@) BEORE (95%(EHX M) (2.63 5 —3. 780 A)
<SEAISEIT SR> Zepp 1 20. 3% (13/64f31)

 RRERAZ0FIC AR S0ng 2 A%, (FHEEs, B ) —&) HER

$E10) J0210975R8R 14 J0203025A R DHEGTEAER

N#E L, TEEREICHAR, oA uF =T DAUCHIEE 2 &
WML,
2. 5%
IAuF =R OTAT IV E Ve I-BEEEEA LS T D,
b MBI MR ARBAEIL, 3.8, s/mLOBEICRBVTHISS T
hot, VFEf, UALTF IV URUGTIRTT / u—nOEFIZL-T

(5

<91~@Al_ﬂ’a t+ % BAE> 1219

LNl i)
'/J‘tt < LHAMEFRIEL VOAVRESTh o o/ MBIRTETILH &
HBICARREHR L 77 B RREH B LI BES L EERET



RS (BR.21) OREZLLTICTFT,

HEALZEERFIMERRASR (BR.21) K

AR | 7R | HROP—Fp=D 1)
A | e | mes | roswtmmmm | PR
SEFHE| 6.67THA | 4704 A 0.73 =
gL fE (488%1) (243%7) [0. 60-0. 87] ’
.| 3L2% | 21.5% N -
VERERFE | oom) | am)
MEEAF| 9.70L8 8. 00 0.61 8
HAR R gfE | (488f%) (243f%1) [0. 51-0. 73] ’
=R 8.9% 0.9% . -
(CR+PR) | (38/42781) | (2/21141)
el 34.38 | 15.98 = 5
gLl (38451) 2f1)

#11) BAICoxEREFMIBIT 5 ¥ — Kl (BRIAT : ECOG P8, Hi{L#FRIEL ¥
)‘/%ﬁﬁ‘ﬂ:*?ﬁ&khh‘éElﬁﬁﬂﬁ“fﬁﬁ@ﬁ# RItEROKREHR. EGFRE

¥12) éﬂ'JLog—ﬁ)nk&ﬁ:’ (BRIEF : ECOG PS, BilbEmiEL U2 Vi, b
T3 2 LeNAEROEE, MSROREDR, EGFREARIIRN)
EGFRE ARBRMICHE T 5 2L F R 05y £ FAFT O RIX.
EGFREAREBRME (KH#n=117, 77 & 3n=68) HR=0.68 (95
%I{EMEX R ; 0.49-0.94) . EGFREAXBEME (FA#Hn=03. 7t
A#En=48) HR=0.93 (95%/5#EX R ; 0.63-1.36) . EGFREHHEHATR
BA (AFIBENn=278, 75 & A BEn=127) HR=0. 77 (95%/= #HIX ;0. 61-0. 98)

THoT.
EEBIC_EERBIEEERAR (BR.21) OREMEFE
*t&EI 34 B Graded/4DBIERESD

AFI e 5HE TR LR
(n=485) (n=242)
S ES

Grade |Grade3|Grade4| Grade |Grade3|Grade4

FEER | RER | RER | RER | REE | BH=

(%) | (%) | (%) (%) (%) (%)
2RIEARBE | 85 20 3 51 5 <1
B |RZ 73 8 <1 15 0 0
L] % D FERE 11 <1 - 4 0 =
BEREE 1 <1 0 <1 0 0
IR | 11 <1 - 2 0 —
S 2 <1 0 1 0 0
FIE M 2 <1 — 0 0 -
| TH 46 5 <1 14 <1 0
Qé G 21 2 - 12 <1 —
BRI 19 2 0 13 <1 0
gt 14 1 <1 7 <1 0
O 14 <1 0 2 0 0
e 4 <1 0 <1 0 0
HLRR 3 <1 - <1 0 --
{EH% 3 <1 0 3 0 0
T B Hi i 1 <1 <1 0 0 0
R (PRI R 2 i <1 <1 <1 <1
?é fitii2 8 1 <1 0 <1 0 <1
Fitikg 2% <1 0 <1 <1 0 <1
¥ |5 5 <1 <1 3 <1 0
ﬁ Za-pRy—| 2 <1 <1 <1 0 0
= BRyM << o | o | o 0
;c) i ol 16 2 <1 7 <1 0
fth, |BiK 2 1 0 <1 <1 0
FEEA 2 <1 0 1 0 0
i 1 <1 0 <1 0 0
BHRILEE| <1 <1 0 0 0 0
MARSE <1 0 <1 <1 <1 0
é%g;;y <1 | <1 | = 0 0 -

¥£13) ?ﬁﬂﬁ‘a‘»#l ZRWT 2 fL EiciBw ShkEIfER & %5t

GradelINCI-CTC (Ver.2.0) Tk 2,

(momi&é#zel{ﬁj 150m gﬂ#ﬁz‘ﬂﬂl) ,xui:f—,--tz 3\ (2845‘1] E-b';:.
& ¥ (GEM) & OFR Ui S (ES b = IR oS AR BRPR SR (PA. 3)
OBRMEL FIoRt, 8, ARRICBT ACEMDE—F A 2 VOl
Adr Y a—NRERT hTWAHE - R OENS T4REEERE
B (]020302/J021097) O - Bk L X820, 08 L TEE
‘E’\ ].w??)ﬂtu

A HEBRBIREHAS (PA.3) MREMY
AR+ Z5%R | HR(P— FH) B9

BE | GpMm | rGEME: | [os%fmmpp | B
2 AR 6.3T 4 A | 5.914H 0.79 0,011
ol (285431)) (28441) [0. 66-0. 95] —
A 3.715 08 | 3.55 4 A 0.77 o
AR fE | (28561) (28451) [0. 64-0. 92]
ZpHE™ | 86% | 8.0% . pym—

(23/268610) | (21/262{5) = =

H14) BAACREBENEAE - BRI,

15 ICoxEIIfEF s 50— FH (5 s L i
TE16) 2R & SR A TN o0 b B2 3 AR Log—rank i E (I : ECOG PS,
EBOHETE)

[EERE]
1. iESHER -
In vitreRiITBWT, =AnF=7iie FBERBEAEEDIFIE KR

TR A BRHNG O #8578 % fAE L 7= [DiFI#RaRE TDIC,,: 100nM,
HNsrmoo%ﬂﬁi 250nM] 2, i

&wwﬂmmﬁﬁmm& (H4605, A549} a’m\ﬁt kﬁs nﬂmgm
X— R RRICENT, =AnF =7 2EFHEREMHIER %7 Lz
B0 g PEEHRARERHPACE AV ek IR — K=
'71%111::/»1:? TRFL VAT LICEY | EE
HREEIE R ORISR b,

2. fEAKE

AR FoS R LEEERTERET o FF—¥ (EGFR-
TK) #ZBREICHEAE L, 1C3EH4EREGFR-TKIZ% L 2nM
ThHY, HBEIBEGFRAMA AL vy OF o rFh—Fiza L1
nMThot, —FH. OFuyrrFt—¥, c-arck Kv-
ablo 3t A EE ISR MEGFR-TKD1/1000LA T THY . & bA
VAYUZEERCIEA R Y AAROETER TR A EROMIZN KX
A v DFF—EITHT B EEFME RN EGFR-TKO 1/10000LL T
Thoiz, o, TAnF=F Iz L 2HRAROGHELRVGT R
— U ABEERRRERSND,

=AnF=FIIEGFRF v Y VBLDORELZ N L, HIIEBREOM
HROTR PV AOHBEICESEEEEM LTS LR SH
B

(BRSBTS EEFHNR]

—8% T F =R
(Erlotinib Hydrochloride) (JAN)
{t%:4 : N-(3-Ethynylphenyl) -6, 7-bis (2-methoxyethoxy)
quinazoline-4-amine monohydrochloride
HiER :
HyC \0/\\/0 Nﬁ
HN ZH
* HCI
SF : CpH,N0, - HCL
SF&E : 429.90
AE~MEEOHEIIHOBLIHBKRTH D, KRS J—

L
(6)



A (99.5) IWEBHTEITICS K, AF /—MZBTIZL, 7
T h= PUAROT 7 a~FH Ui s A EBIT RV,
B 9231~232°C

1. BIERFER ., —EROEFICREDL T —F BEEESND T TORMI.
LEMEPNEBIERARERELER T LIk, FAIERAE
DOEEFREZET D L L LIS, AROREERVEDECETD
F-2ERICINE L, AFOBEFHICLEREBELZELDZ L,
2. AR OB G, OB, (LEREICHEEL, AADY 27 FC
DNTHHFICERTX HIEN - ERGEHE - EEEAMOVWIER
Db ETOHITPNS LS, BERFEICHT > TREREBELZHEL
aré,
QBB TRERE
L AGERRES, —EROEFIRS T — 4 SN D F Tohlk,
SAEFF A RRE LT A LIk Y, ARIERBE
OF R EAIRRTH L L HIC, FFORSHRUADEICMTS
F—HERCIE L, AFOBEFRICnERREARISZ L,
2. FH OEE N, wﬁoﬁﬁ.m*§ELH@L $m®)1ﬁ¥L

DY & T@&ﬁbhé £5, Mﬁﬂiﬁi;a‘bto ‘C%ﬁ?‘.ﬂ%ﬁ%ﬁ

SR

(8 %]

2V /38E 25mg ¢ 148 (PTP) X13¥— b
& N 38E100mg : 1488 (PTP) X1v— b

[(EZEXH]

1) #EE  EREREICET 55 1 HERKRRAR (J016564)

2 ) R . B ORMEM BB ERRAT

3) HNEE  BEBRAERRE LI SA AT ATV T 4 RUED
FEH RS

4) #HNER  BERAZHSEE LEEDBIBICRIEZTREOR

5) #AEH  MEFAFSHEEREGCE FAETAT7 I VAT e
I-BHEEEAOKEEICETRR

6) HPEE : In vitro TOE PMEEAOCHESR LT HMAICET S
AE

7)) #HPAEE Ty MR BN AAER

8 ) #HAEH : KBHCEETBCYPT A VYA LDORE

9 ) #HMNEE : KBHcBT 5t b CYPLAL Rt CYP1A2 DiEMHEHES

10) #HNEE : RERAZERE LEREHE U2 RETT 28R

11) #AEE : ERMASEL IR E L EERNREROZEME, &
BURUEMENRE % FHET 28R

12) Kubota K., et al. : J Thorac. Oncol., 3(12) : 1439, 2008

13) &Rl « AT/ ELR M B AT o 2 EN B AR
HaR#AER (J018396)

14) Okusaka T., et al. :Cancer Sei., 102(2) : 425, 2011

15) #EPEEE : B  OEITH/ S IR/ MR AT I X 5
SRR B (BR. 21)

16) +EP9EEEl : UIBRRAE A BETET RIS T 5 S AV F
O DR B MARERREAER (PA. 3)

17) Moyer J.D., et al. : Cancer Res., 57 (21) :4838, 1997

18) Pollack V. A., et -al. : J. Pharmacol. Exp. Ther., 291 (2)
739, 1999

19) Higging B., et al. : Anticancer Drugs, 15 (5) : 503, 2004

20) Furugaki K., etal. : Oncol Lett, 1 (2) : 231, 2010

[sciREER k]

FEXBRICEBROEAETRHZ T E L TH TRICIFERSE3N,
A RERASE EEEREF—

T103-8324 FEUHIHFRIX AAMGERT2-1-1

BEE - 0120-189706

Fax : 0120-189705

http : //www. chugai~pharm. co. jp

M

BLERRTOT
CHUGAI

Qe D2 I~

RO BUSERR = HT

| RRSBHREREAEERT2-1-1

®BEHH



(Bl 2)

< MEER B >
1)mT®wfn#LMéf5 o
AR ESEI AR . FrEERER T
*Féw@kﬁ#hﬁ#6#A 2 EOE L AR - BB AT IR DS AR ERE L R BT
RO 28 A E L A mE (A BATE Y ¥ — S RRmREE R S
) MEFEPRE - BETIVARERREROBARERLAREEIIZERY,
2) EMIEGHZHETEMPZRICEELTINVDSZ L,
3) BEMMIIAREZZENICETIERT (24RFMEENEE 2RIV, EI A%
SRR TE 2&KH) CRIEMEMES (LT, ILD) #0EERBERARRICETD
BREPTDIITHIENARETHLDLZ L,
4) ILDIZX§ B AT v A FaREOHIRLER AL THD Z &,
5) 24FRAEE L OWKEZMT, BERBEIC TR CTARBRT 52 E
BEXISNARBTHD Z &,
6) HEBEEICT, UTORESEEARTHHZ L, MX T, WHEHKREICD
Wi, @, QR FRTHETEREARTH D Z &,
B CTHRZE, MEXRIRE, BIREFIE (Pa02) | BiiRmERAFRFIE (Sp02) |
%@%ﬁmmﬁf\Ff%(Aﬂxm) fidi#Ee 71 (DLeo) %
O AF|F®EERTORECTHRE
@ AFJ/EBREER. 1V 7102 OBRTHCTRE* R OBHXGERE
ok HEMBHEICMZ: C, BEEREE CERTRREES b,
7) HERBEICC, WMEESRERRSOFMIZH = R RZIE XX R ER
EOBMHEB/DIZENFTARRTHLHI &,
8) WEMARBERE (&FRE) T - BNFRLRERBETHLIZ L,
9) ERMEEDEAIMICEBVTRBEEMODOOUS MR LG aIE, MiERTE
FEOEEREREYE LT EMBFRE BT D,



< ERME >

1) UFOWTHUrDEZICFHFRLTNS I L,
AAKIEFS., AABERERYS. BABREES

2) R LERBECTORBREAE TSI L,

3) BEFEARERE (&FRE) ~BHhTEHT L,

D HREEOTA : AEELZEHTEAT L, BEEBRAEESERELCLZEEIE.
BRNCHEEEZTEA LRE 52,

@ 2FREOZRER X HEFIEKERBOER : KRAOLLEZTFETHEEICD
WTCEBMEZ RO L, 2FFEICENRET 5,

4) LTOO~DITHETHHEE. ARIOFEMRZETSZ &,

@ BTGB AR 2 e LA~ o i 7 i 2 # B b FRIEF OB IS E

@ AFl&F AL FEYD2HH AL DA

@ AFEEFMOMEHCT RENEHRTERWEE

@ AFEERIZBWT, UTFTO [FAEAEREERE - BRI Pa—N] I
o THECTRESCEDMOREZ ER TERWEE

® AFRSICHTIBBIREOEETED D 5 BE

® ILDOAHXIIBEER BT 2 8%F

@ 2HREFR (PS2-4) OBE

5 UTOBRE~OEREZUELEFAEDRFRLZITI Z L,

O BEXIFOFREICH LT, AR ORZLERFHR FIZILDICHET2F®) | &
EfEAESR (LDEHRROEZDICEERHERS) LonTt+okiEFRri
i, AHCXHBEER~ORBEZIET 2,

@ AHFEIC, BEICT LTH LB ofEiammRs— b (BEH) 2EEL.
ILDDAIHE R DR & B CHEALF ERMFRICERR T DI L 2 HET D,

6) HEREESOERERELEOEMF A E (e mallic K 5HRELEL) Th

e



