CAP-1.0

20154E9 A fERE (B LARD }DJIJ ‘:p ‘(
I
R MFEEES T g AR RS
EE-EMEDMAECIUERTHZE n U ' u U -IO 0 874291
j i mg
W EEaRE skt Xmoe | REERATR
it otk Caprelsa® Tablets 100mg e
EEREE 20114E4F
(=) <Mik-AECHEYTHER LOEE>
1. AL REMCT NG TEAERMERIIBOT Ak | |1 BIEARIDAMERE. AR 20 LT HAIIL. BIEADE
R RREFOEMOLET, AMOR SAEY T | | R BEEISUCUTORREEET BT, (MHE). [RERE
ENAEPICONTOBI ETATE, i kM e s B | | FNER RUTERZBEIER ORSR) -
RFroERzERNOT IR EREE L SRAL. AELE| | gk - R A Eintal
TS5 TATE, JOTRMIFRER  [500mseciB X |QTeRAM80msecl FICE T BETHAZ(K |
2. MEUMESNSSSHN BLICETERANSREINTOS0T, | BQTeB %‘ ?f‘d‘%ﬁ%i:biﬁk%ﬁmﬁ%gﬁ%ﬁg
MIAER (B9, ﬂ%ﬂl’cﬁliﬁ_ WK, 795 9F) ORERE. MERE &e | RV, 6 ML 480msec Ll TFITE |
HEOERES. BEETHITIE. REARZDSN B BI2I34H USSR, AFIOR 2R IETAIE, |
O EERIEL, BURLEETI L. (HERS ) THELEE| ZopomiER |71 —HBHLE  |BEXE7 L —FIcERT 5= CARERE|
MR R TEAERER OEER) ! L. ﬁﬂ?%ﬁé&:iiﬁiﬁﬂ@ﬁ#iﬁ%iﬁﬁ
3. QIHIREEASSDNAIEAHEOT, TN L BRIBERT | | IHIL
BREREOERS. BEOREEZHIBETIIE, 7. 01 47 L —KiZCommon Terminology Criteria for Adverse Events(CTCAE) ver4 01':

MBI EE RIS IEAHSN TUSEAE AT 2RI aw| (T
J:v“)ﬁ?n‘tiiﬁiﬁﬁééﬁ'étlﬁlétﬂr‘ulﬁéﬂéiﬁ%(?@Efféﬁﬁ'd%: i2. zo:ﬁveﬁtﬁ%tgwm | B 1E200mglz B &L, %@%Z\E'mﬁ
- : . : i FUT100megicB s 52,
L (THER), TAE ARCHEESTSER LoER), MHESRS). | | &
RN BB ) R0 B ReR) | O WREREBET £M0n RN LAT ST
L WA, ARIOBEES BT HEEBIT, BEOKESIVNECE !

R FEFRORBUCTHHEETHIL. (MHERS . Fi%iﬁ

[EE](ROEBECIFEELRNIL) R ROTERERSH OEER)
1. RO BEEOREEOSLEE 4. RAEOTREEEERIEOMBICONT, ﬁ&)&ﬁ&fﬁfﬁmiﬁﬁ
2. ERUQITERERBOHLEE QTMREESHETSBTN| | wLTvms, :
e sl c i s e iaig w0y S R i
KizBIEAR I DIEZMR) [ERA FDiEE]

3. ERTEIRL TWDTTEEEOSH DM A (TR, = RS~ | 4 1;!;5,55(;xoﬁg-(;(;u!;;ﬂs,}é;&)

PG I OEBI) (1) PRI AR 5 B LI EOBE IR 3.5 H % (VIR H
B V3R T AR TGS, ] (EEREANEE
[#ERK - 1E1R] RUTEAZBITER] 0EER)
1. @ @ QTHBEEOCBZN I ZTOREROS2EE [QTRBEE
[T AT LIV §E100mg PRI ABENNHD. ] ((EELZEAFNER . BEERI K
P2 o) INFH=F 100mg UTEKXZBIER OEZHR)
UL RER BT ™ k. SE i L O— X, (3) DARSEROCHZEZEIZTOREEDHDEHE UERIHE
Fhos HORFRER BER, AFTUARTYT 3377 A, THBRETNADD. ] (EELEANEE RUITERAER)
7 0AO0—x, <703 —)1300, BLF Y- DIEER)
2. Mk (4) FMEREOBS (I ERNET B NS5, ] (EEL
T2 H7L LB EE100mg RO ROTEXEIER ) OESE)
i BROT IV LI—F 17 §E (5) BHEMEEEOHLBE FHROMHBER ERTEBENDH
0 5,1 (TR BRCMEET5E A Lok ) RUTEy g
ABEE ¥ EHER)
2. BELEFNEE
() BIEERERASEDNEIENSEOT, FMER (B Yh. IF
S O R, W, R ORER. E Ml E R R EOE
& BEORIEE BT ATE. 2 BEHU TR0
SR i B4 E (Pa0y) , B B AIRIEE (SpOy) . AR S WhAR it
EE 8 5mm FSHERZE (A-aDO,)  MHL#HEST (DLco) SFORERITITL,
ES T (TEARZRIER ) OESHE)
iR YT @) QTHIBIEEMHSDNAIENBEOT, BEMBHERTRS
RRO—F S I EMCOBRRERUBEERE UYL 2T 3
Iy TV LE) B, BEOREE BRI AIL.
e BB EUTEREAHET 550, QTR BEE. R
. _ Lonee-smR] A B DI B AT, ARIOMIE, WIS S 0E
iRIE YRR R BB AR RMEEFSCE, (FAEMER) RO TEABEIER ) OEES
; H8)
(Ri%- FR) " e
B B A/ Sy =7 LU T E300mg# ] B 1E, BOB5T5. 72 e e e pad i e

S WAN RO ER S RRINSOIERORERR - ERESIC

B BEORELVBEHET 2. LT AR T (0 T0— %) 27\, BEORIES 4



“

()

®

{7

®)

(10)

(11)

KHRTAIE, REMFEDSNBE T, R OKE, BEX
RSO ARETFICE, ((EALRIER OEER)
MED LRAHSHNAI LRGSO T, B ERMRWMEUESF
IEHMC I ERIERTY, BEOREE T HICRR T3,
F HMEREUCTHRFRIORESETIEEIT, BE. gt
IR B ORES R T RO—- N TERNE D EEShe
BARAERORERTIIL. TEXDEER ORER)
AST (GOT). ALT (GPT) . 250 E RAMESITFRENSS
SHNBZENBHDHO T, 5P ERRC T RERTET.
BEORBEHCEET L. RENEDSREBEII.
FROKE, BmEX I OB AERTICE, ((EAR
BER] OREH) ‘

FREGH. THEERFHBEMMIE (Toxic Epidermal
Necrolysis: TEN) . B2 RS IRERE R BF (Stevens-JohnsondE{&
). SISO REENSSONAILNHEO T, BED
RS EEL, RENEHSNBSITIE DN EE
TH0& e BETRUTENEEZ S TR, BEICEE
FazL. (TEXLZEIER I DESR)

BB HEES R AR BHEDT, ARNRBMNTEXH
THWHE AT ARABORIIFROR ST a0L.
AR EBIE DR S HEE BEORBIZEUTHETOIE,
SREOEETBEENHELNIIENHEOT, HETILE
MR DR OF ERFERT I, RENEDSNFEI
I, e B2 R TS0 BEERE T (20
HOBIER 1 CIESR)

B BEENHLOLNBIENHEOT, BBEDERS. &k
MR OBRERES I ARIIRETAISREC T
FEATBCL, ((EOMOBI{ER | OIHS )

ERRE ST, ERMMCmEL T LBRERRIE TS
& (TERBREIER I OESRE)

AFE ST DI EHMAIR R REERE

TaZl. ((ZOMOBHER ) OISR

HEER

FHICYPIAIOE R LD, Tt FEZAEBAFA S 2R —
#—2(0CT2) RUP-HEREEBE T LRI TS,

HAEE (HRICERETA Y

FEHESE) 191471 (82.7%) . T 108%) (46.8%) . WILE6 1) (26.4%) .
544 (23.490)  EH43) (18.6%) HTHokz, (RFERD

BIE RO DWTHL MR BT A Rk IR G R i Rk
ELERENER R R ST R BN HORHED
EFOMRL 7 I, SR B TENSN CWENRHERICDOWTIISEE
FEAELTE,

(1) EXAZHEA

1) FARERRESE (1%R ) B RS (ME 5. 15
B 5%, B fRLEESE. ST RNTREE RS Mbshbiharl
HBDOT. BEORBETHIERL. RERDONE
BaAE olEed L. BUcAEET S, ((E
EEFNERI0RESM

2) QTEBER (10%E L) LEEFER (Torsade de
pointesZ 11 (AETER) : QTRREE. L EIERER
(Torsade de pointes® &) MBHSHNDEMNHLOT, B
FoRiEETHcBBL. BEMEE0shiB-&iad. &5
OWE, BEXE P SOB RN ERTICE, ((EER
HEAEMERIOHESR)

3) LEEE (1~10%%6) EREFER (LEHAB. #8 R
) DA EEDLEENELLNAIEBEEDT, BED
FERAToicE8EL. BENFEOSNBEIL. FEoKk
3. BRI P OB MER TS, ((EERE
AHEE)OESRE

4y BEOTH(1~10%FK#E)  EEOTHENASHSHNAIEN
HBOT, BEORERTHOESRL. Bk, SRERTE
DEEHNDHENIREE. EROERIE, B3PIk
FORWTNEETIIE. .

5) hEMREIRIEMAIE (Toxic Epidermal Necrolysis:
TEN) GAEEAREE) . Bzl BEAR £E (% &% (Stevens-TohnsondE
fRES ABEA) . S A GEER) - hESREE
FERARE. I RS AR AR R HBRLEASSONSIEN
HE0T, BEOREFTHCEEL, AEHEELSNE
akiRsERIEl, SR NEETICE, ((EEEE
HEE ) OESR)

6) EEOHREE (0% L) EBs k. 82, KRR
BEOEEOEMEENESLNLILNELOT, BED
Wige-HoicBl., RESEDShiSgSI03. F8lotk
¥ ORENE SO N EETICE, (TEEaHE:

]

¥ABT BRHER - SR HrF-ERET

AT QTRIREEZRIT X [FRIRUCheo®H
FII0A REEESEBTNAB|InThbQTRRE
JOh1TER, LHOT. QIRBMEELR | EEIELBThND
USRS ZFzmeEh TnWA%K |57, fFAicEbER

QTHREEZEITBE | FEH TR S0, [T obehsd

NAHHIEORSR bt Aaloy-grSiyiyiA - E-N
b e L N w M P& LRSS ENS
FIUZAOTAL, BRCOLHEETEIL,

MNASE—)L % (TIRRAE | DIES )

CYP3AZEHA] CYPIARMFIEOG R |+ O A BT R
LT izkb, A0 M8 R | CYPIA4ATREL T
FNITEE BT T 5B | S, ERLERIDSLS
UTFris, 2. (TRBRIER| OHE | ZCYPIABEALD
PVE—-NEREE, (B BHH T, A
AT FYVT (51, FLHEL i 45 b R BE S
John’s Wort. B2k ETT5TeEENS
Va—XI-NEFE %,

OCT20RHASEA |ocT2EWEOHRIzX | FRizocT20EEH
AbRILEE D, OCT2ER D M4 | TH5/0, OCT2HR -
. WELSERT BTN LOfRICLDOCT2H
M5, (TSR 0RO M3 R
bi:¢ )] I aRTRERESD,
P-WEAOERLTDER (P-WHEOEREOHRAICIERIIP-HEAOH
e £ SRTN &0, P-IEAQEROM: FEHTHDITEMNS, &
TURFEL, iR ER T OB [HEP-HREARLRED
TR TrFP, EnMda. (TEHB|GERCIOP-MEAE
BT VIS F B OEER) B LT P IREE A
LEIVTFAE U T Tt T
=ER .

© ARIA YRR EET PR IR R B AN REL BB R
BT, FRMNEEEN 14580265 (100%) ITBIFEH A FRDEN:,
ERBIERR. RREWR BB, SiF. KWNENR, Rk, TOERE
) 1041 (71.4%) . FHI1085] (71.4%) . B IEGF (64.3%) . AEE®
647 (42.9%) . EH6HA (42.9%) FCdhoiz. (REM)

L OB PR B SEEREE R U S EIER R
BT EHAHE ST R23 151522241 (96.1%) IZBIE AASEEHS
Nz, EBIER. BEREEIR (555, Tk, BOWREIR. IR, 3

-2 —

EREEIORER)

7y BOEEAE(10%ELE) . MEER (1~10%FKEE. 8B
mES—E (1~10%EH) FnHShhalEHHB0T,
BHoREETMCBEL. REAELSNARAIGIE
Y EE{TI & 28, D MO )V CERWRILENSS
bhi- B SITERORERITICE Eie, BlEID—E
PHELNB &I SEP L, BEVSARETIZE,
(EELEFHTEIOFESR

8y AEiE B M REEIE AR Y (AT IR) AT PR B R
EERESHSDNAIENELOT, HEE, HE. HEE
& AL FEEESEDSNERSITE3R SEP L. @
B O S0H T AR ETICE.

9) WEEE AR (1% . EOR (1~ 10%RHE) HitHS
bhaTibiaoT, BEORBEHHcEREL, BN
FHSNB AT, FFOKE, BEII IS0
BARETOCE,

10) {EAILDAMIE (1~ 10%R5) RV AMERBS
bhaTENHc0 T, BEOREE-2ITREL, BEN
FEHENR BT, AL ARISE I DEFOER S
LOFYBARET I e BEIBUTHARIOKE,
BENIhEEER TS, ((EERERNEE OB
&)

11) FFEEE: ALTII0 (1~ 10%E8) . ASTHIDR (1~10%3%
) VIV N GRREEARE) Shtdshhare s
HOT, BEOREETHZHEL, RENEOSNBE
L RO, R SO R YN EETIT
& ((EEEANIEEIOESRE) )

12) i : AH (1~ 10%KF) . mR (1%EH) . <bETH
1 (BEEEAREN) MBSO NETENEZD T, BEORES
T+ BEL. RESEDSNEAIIL. FRIOARE B
EXi3 0B EEfTIC s,

af



10.

13) EAERIRIL BT (1%:RH) ENESbhorsdds
OT, BAEOREETMNIBRL. REMNELSNIEAKI
1. ERIOFRE, BRI IS0 nmeTes,
(2) FOfhOEWER -

10%LL 1~ 10%3 1%K#H
ERER (R{FR- BEERFAX BHESDE, HAH. A
X, B | TR, B, |5/ TMEREE. R
LA W] ERN e 2 BRERE. ERRE.
THERES) | E¥TFE, WT

W

s [SkMGE

T, &l &

HIEF R R, K
ECPRLEE Nk N
Op, DrkziR

2% RUARRE ., gk
gi& HE ARER

TFE RS

k. O R
R

| L]

BB RE

7. BREILE. AR
LiEd s

BAET

m¥

~TFOvH#Em 5
PSRRI

i

P

FRIMBEEE T

TR

. BRIREE (R
E. RS . DA,
HRHE R, B ET.
—a--OnF— 0DE
s, SRR, IR, TR
BEL EELEE.F
<. YEAkisE

ORI %8
B BEHRE

paifikii]

Fage. AR RN
B B4R

IR pEE . BE Be i3 1.
BmAE. 0. 68
IE, VAR LR EE
=S

i35

oAl

HER D, BK. FE
B S ETD.
L. £ 5 @EREBE
T AETIT LRSE. K

12 Jin {8 B 1in B R
SRAUE. BT R
BIOREE. £ MDA
miE. WRINR. H

TV R LMIE. R R AN
B0, R 58

EEEADRE
—Eﬁ‘kﬁﬁ%ﬁ'ﬂiiﬁﬁﬁuﬁi{&"l:vﬂhé_trbfé’rm@'c BEDiR
BEEELINSEECRE AT,

T, iR IR WS~ DS

(1) EEREEUCASAHEOSHAF AR ELRNCE
e IR FTEE R A o L Ok, BRI T L5 8T 5
Zk, i (Sob) TRIBFT. BIERTFHERIE, L ERO
FRENFEIN TS, ]

(@) #FHAFORAHRET AT, PUEETRETIREAK
RIFHERIEEEEIE. [BER Gub) T PABITTS
TEAHEIN TS, ]

MNEEADRS

EH 4 R VR, Az I LR, 3B XRUNEICH T B & MR

LTz, (R AR SR AT

BRkiEs

WABRRRICENT, 300mg2B A5 A e ER S UL, 5

2. TH. BEEORHEAOEER UV ERENEJIEDERE

D,

BEFSIFEDNZBEITE. FICQTHBRIE £ R U Torsade de

pointesAHET S B TNAELHD. FACHR EER IET HEEBITES

LB R R O EER R T ERTECE Y L E

%ﬁjl—tn

WMRLOEE

AT

PTPEZEOEANIPTPL — e BDHL TIRR T2 3R a0,

[PTP—hDEESIC LD, B AT B EARIAL. FiTids

FAERCL THERIARSOER TS IHERHR T HIEMHE=NT

113, ]

FODFE

SubR RS EEEBICBO T, ENCBIT SRE R LDLE R

BT, i FFEE. R BRSO SRS AR G0

R Ric Lo R B OZER ) AsEhhi,

[ShENE]
ot o i

(1) MERFEERED
H 2 A BB E BB TEAZ100. 200, 300X T400mgD i
STHEEORESLELE @ RS D REITIR 54~ 6RFH

_3_

BT BN, o, I PR 2AB O SRR U, Cn
B AUC) b3 100~400me D A BEFE T, EIEARICLLAILT
WL,
# AFABREMBEICERE100. 200, 300K F400mgD AR
THERNRSUALZOESENE/ S A—2 T EEIE RS

Fﬁ iti“ ﬁﬁ]& lex tmum’ AUCu.u: tin

(mg/H) {ng/mL) (h) (pg-hml) ®)
100 3 103142.0 [ 10.1£3.53 | [15:46,0
200 5 186191.6 4 15.826.94 | 101+14,1
300 6 392198 5 294£11.8 | 90.2+13.7
400 3 4471240 6 32.144.66 | 1141447

1) FHIORER K&i2300me/ B THD,
#2) ;O?m
10

g 100
%
™
t
&
ik
N
v
oy
+ 10
e - -w - -400mg (n=3}
g =wil--= 300mg (n=6}
E- —e— 200mg(n=5}
~—8— 100mg(n=3}
1 ] I | 1 I ]

0 24 a8 72 % I 144
BEEEE H)
B AFE=—7E£100~400mgD AR THEZEDRSHED
In¥E R REER (LEERERE)

B 2= A\ B8 S I B0 TEFEE 100, 200, 300 IA400meD R
BTIHIE2 AMREROR SFLAEE BN 7Y 8
B3R S HiAE8 0 LRI E R R T RE T 58 HE A,
#* BFRABREZEHFICENZE100. 200, 300K TF400mgd
ARTIH1E2 AR REE O SLELEDENBIENS
A& (SPISELIENER )

BRED Crnax (- AUCo24 a3

ogrE) (PR Gy | 0 | (uphimy) | FORERI
100 3 12004583 4 20.5:5.00 14.2+1.8
200 4 9224259 6 18.3+5.71 6,2+19
300 3 15804302 [ 29.944 .50 53+1.2
400 1 2050 4 446 6.5

D FROFEERRII00mg/ B THD,
) gl
#3) RMER=28H BDAUC. 1B BDAUC.4
2) REOHE NEAZBIBER?
BEHERE (=16 FR I, FHE00meDAE TRBIZR L
Liz&& FROAUCKKIT AR IS8T ol &
FDC Tk, TR SIS, AR RETEM (1% B
BisiEdERE,
kil
In vitroBBIZBWT, ZEIEROET VT 3R U, B EE
BiZEEL. ERESEIIN0% THSY,
I (in vieroid B RO E NTBYTSERK)
BESEHRBRECCERN VT HERORELLE @
87 REURPI, 1552 ON-FFRERUN-TEAF LED
wiiahk. RRUERICIEOT 70 B aEbiEnsh
723, I vitroB BT BT, - AF AR EICCYPIAUT KDL
LA N-FFRERZIEFE =/ A53-5 77— FMO1 BT
FMO3) icEDAERL S,
HE (A B A B S EE0 2
BERBEEBRFHITICERN T YT EEERR ORI E B
521 AFTORK A A3R69% Thol. RER VR MTIZ
FHENES LA EOH44% R %A I N .
A ICHIT SRS
(1) WHEERERCHIT3EDERE GLE ATBT S ©
DLFF AT S50 Z(CrCL) LT <R EE (CrCL s S0mL/min
Bl ES0mL/minEl ) Y& B (CrCL : 30mE/min2{ +50mL/min



SR FroREEE (CrCL 1 30mL/minsk i) OB S, IS
CHEEHBRE (CrCL: 80mL/miniB) 3, AAI800mg &
HmE#EOHaLe, BE PEERVCERBREEEE T,
ERENEESRERBE AN Fyodoaucith
Fha3v (BB, 58% (PR RUA74% (AE) BfiERLE.
— T T OC, IR, PEERUEERR AR
FHTH, BRENESTREERECEA. FRTHhT% (8
BEY . 9% (FREEE) T tX 1% (R ) IR R L7, IBSe R
BEEshidoli. ‘ .
FRgRERESCHITSRMBIE S B ACBT S "
BREE (Child-Pugh/Z33HA) . *PEEE (Child-Pughf}$IB) RUVERE
(Child-Pugh#HEC) DEF SRS, TR BE TR
. HE00meP O R R THERE DR GLE N FIZTO
AUCIZE, BESRFES ST IO RE S L ORI TEE
HENII I, — . N TP T OCnadTh. R 4
EHDWIT SRR EESOMTETRDSNZhoibo
O, BEHBEFICEA, EEFEEREEE TR Cra.J329%iK
Mo,
EMHEER
1) UZr B3 (CYPIABES) LOMFRICIIEZEE A B NS

B

BT AN RIT, NS 27 300me RN 77 B

@

600mg/ BEGHAR S LEEE. VI FYTEMREI L,

N FF =T DAUCIA0%E D Ui, /O F ¥ =7 OC, 003 U
TR RS EEED ol

ARIRIZ (OCT2HH) LD RIC LA E (SLE BT 25
1Al

BEERAE B LR BRIT, ARRILE 1000mg A /575 =
R00mgE R AR S Lice &, ARRILI BB HITHAL AR

@

FNRDAUCKTAC o d 3TN NT4% B IRS0% L, Ak

NELOFIIT T AR5 2%E A L,

TRV (PEBAEE) LOHRIISEE GLRACBIE
i okl

BERSRE 4TSI, VIR0 25mgRUN FI2T
300meZE GRS LELE DO BEMBEIT A, P F
S DAUCKE T Crad 3TN 23% KU 29%8 0L 7.
ARSI =) (CYPIARER) O AicL2ER FLEAK
PUrAEEH)Y

REERESAERERI.NFE= 300mg BRI 2F
J—200mg/ BRHBRELREE NLF T B SR
HA, Ty =T DAUCH O NLY =, IS5 =7 DCn
k. TS LA l:&%%#li%&béhfmbf;n
IS ACYPIARE) DS R LR GLEANIBITDEE
F R

BB R E | TR I, T 7 2T R00metE U2 S5 0,
15meE AR SLEEE TSI RISV S AORE R
B R EX ol .
CYPIAZRUMCHTH BN FF T OFRIERD

In vitro B BIZEWT, CYPIA2 R IR0 T2/ 557D
FR AR FEMLSER. N T T BCYPLA2 R TR2CER
Wy HrEMREhE,

LB LS/ (BCRPYCH T B/ -5 4 =7 DR EBERY
In vitroBRICBW T NV FY T IBBCRPEETHEETS
(ICsoffi 1 11.9pg/mL) ZEMRENI,

QTR XTI (FLE AITE) 2580 12

BB AR, N =T (F00mgE) B EMER S LS
ZQTcHEIROIEE (11.4ms) AEEDSIz, Fe. N FF =7 E5HT,
ERETHDA T MO (32mg) REB RS LILE, 1T
7 B ST b CESICQTe i BASIE £ (10.8ms) 2L REN
pral

) A ORI BE300me/ B TS,

¢etz3a 9|
B EIEERD
RIS VIRR R Ak s R AR RA R B (L4 2 &L T, A3 00mg
IB*DREMRUIELEERHNTL2EERBVRA e EL
2. B EME AT SR (36 o BT 52 SR 2R #1338.5% (5/
136 Thole.
¥ E R E BE T 200me/ B

3

()

(5)

)

@

2.

1.

2.

—
b4

W=

£HFR
HFR
L2

o308 ik ] :
IR AR R R R AR R R (B2 L, SRk L 00
P A #RELT, AF300me/ AOF SME R R &7 SR
Eis - EEREESCHBETARREEMLL. TEFHE
B CHAEE P R E i < R A R o R AT SR (P
SE (95% (SRR D) 12, AFIBE CNE* 24.9~NEJHH . 75 &R
FET19.3015.1~NE I B THD, AFT SR UM RncE
FREEETLE (NWF—RE0.46, 95%{EHERM0.31~0.69. p=
0.0001 (L S22 8] 2009467 H 31 B 5 —F A4 .
¥NE:Not Estimable (HEERTI) :

100
90
80—
ﬁ 70
E 60+
z 50
F 404
?_6’ 30+
204 iy
WA w5
& T ] T L) T 1
0 & 12 18 24 30 36
AR
6]
HFLLY 231 186 169 140 40 1 0
FIeR oo 71 57 45 13 0 0
ST 4 7 BAODK aplan-Meier s (B AR x 445 1)
[Ew)EE]
B R
{1) In viro

FOAFSTV RETEGTERSE TH0 R R EERAE Bk
TTRUMZ-CRC- 1§ fatk (FHFERCE34W UM 18 TER)
DOREFEEIBHEIL'D,

(2) In vive

N5y 273, TTHIRE R THRELEX—ReI BT
BRI 7,

e )

INAFF TV e R R R e S B AR D VEGFR- 2. EGFR.
RETZDF 05— OUB{LEBE TS LY, Mfaiem
ZHMRILIZ,

ST BN ISP R AR (HUVEC) OVEGFR-2 R TR
EGFROFUL - FF—E OV B{b#HEL. VEGF IIEGFHM
K RBHUVECOHEFEZIIEIL 72107,

» LR B 3 Calu-6 3T AS49M R E B FREL 2R U AR
BT, T IC LD ME R AR ERE A, TR E R
aEiHohi,

(B ICBT 5 FRIMA]
(N & = (Vandetanib) (JAN)
: N-(4-bromo-2-flueropheny!)-6-methoxy-7-[(1-methylpiperidin-
4-y)methoxy]quinazolin-4-amine

" HiC
| \O\/
O, N..‘ﬁ
B, N
: :NH

Br F

* CyHaaBrFN4O,

1475.35

IEREHAOHETHS,

[REREMt]
EXRMUASEREEREO L, BINCKETHIL,
B TORBRASED THRON THEZEM:, BERERE. —&
BOEFIRST —FHHRREN T TOMIL. SEFEFRIHR
HEAARRE R SR T AL, AR ABFOE REHELETS
EEB FHOLEERERTEHECHT T —FE R MITiRL.
HHIOW EERH R EEEH#ULTE.



»a

[aE]
HF L ILHEE100mg: (PTP) 508k (1082x5)

[EEE]
1) Tamura, T., et al.:J. Thorac. Oncol., 1(9), 1002, 2006
2) Martin, P., et al.:Clin, Ther,, 34(1), 221, 2012
3) APYRCE(MIEE RREAEE. 2000)
4) HPYEEH(FIO—AP4SOITI AR, 2004)
5) HAREH TSV ETE/AFYF—HickHRE, 2004)
6) HPUEE (FEiEREFRICES R EE R, 2009)
7)  HAEE GHEfREE B R EREE . 2009)
8) Martin, P, et al.:Dyugs R D, 11(1), 37, 2011
9} Johansson, 8., et al.:Clin. Pharmacokinet., 53, 837, 2014
10) #HARE (FrR—AP450lc B¢ 2RO EFE R, 2007)
1) HAER (SR AR —IC R TR EOEEEH. 2008)
12) HHEE (FRERUT Y A AR AL ORIz 7723
FIERHYERL 2004)
13) #HNER (BRIBREBRF LN RELBABUIERRRE
14) Wells, S.A., et al.:]. Clin. Oncol., 30(2), 134,2012
15) Vitagliano, D, et al.!Endocrine-Related Cancer, 18, 1, 2011
16) Brave, S.R,, et al.:Int. J. Oncol,, 39, 271, 2011
17) Wedge, S.R., et al.:Cancer Res., 62, 4645, 2002

OBt - R Bl EbE %]
EETHEROENBICOSRL TA T RICT FRIEn,

TAVZERIEREH AFAANAL TG A-T5iErF—
T530-0011 REEHIERERIRETIES

B9 0120-189-115
FAX 06-6453-7376

(R RIRE SR RICETH1FH]
FANIHERR THOD, BEFBESREITS (FH0F3IA19R
) I E D, M HAEIRAS EEERT S EOK BET, 1 (B30
) I A4 E SERESENTOET,



@ FANGERIN—~FORRRETT,
@ AsrraZsnoca 2015

o __ AstraZeneca@
PSS T DRI
KIRTRARIIE 1 2



