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Capecitabine Tabiets 300mg akuit

F)EE-EMEOLLECLIVERTE L

1.
1.1 FHEZEEPALLEELL. BAEC+TOWIETESE
BRERICHEVT. PAEEREC TR - BREIFD
EEiDS ET. AFDPEY EHB SN BEFICOVTDHA
KT DL, BHEBEDRRICHEZ->TIE. FXEARVE
HRAZEFHORANEZEEZSBUL T EET I L, 1.
BEBIRICEILS. BEXEZORKICHEIMROERME
+2HBL,. AZEEHOHBRETE L.

2 FHT=I XA - AFSIIHUTLEERE
DOHRAICKY, EELNBEEEZORMERAIPRER TS HZ
hDPHB5DT. #EETHEVI E, [2.2, 8.1, 10.15H]
BAEFETNT VAU ILEOGHRICEKY., MKREE

A
=08

5.3 JFAREEICBI L T MLt 810 2 AR OV axitk
FHERZ L T e,

6. RERUVAE
FMARE NI IR IZABIEBEZ N L, 7837 =7

N OVIERIRARANY & OFIY B 0 a2 ECEE R T o A -
B 2 BT B AL I EBE A L, A %9 75
F Y EMRT AL EICRCERZMEHT b0 IRV R
17 - 5O - EHHE IS MO PEEEEF & offH TCik
XISELE AT 50 HEBHEICB 1T 2 LR L CRU AR
Srefiis 25 a 3Dk e N 2. BRIZIEHERA LD
PR CTCEZ MM 5.

REREERE. HMPRBEULRTICE>7HEHESNT Al RKREREICH b TROBG B Z VAR &4 B304 DL
W3, ChSDORMERIE. REIETIVT 7D AUTLD ANCTH 28], 21 H FRE HARE O3S L2 OB TH MRS 5,
GERRBBBAE, SAFEEFIEE 1 ¥ BUAOEEICHE INMzla—RE L THRGZHDET,
HLTWBDOT, AT HEEICIEMAREERREZE fhFem it 1
HIRIZITV, DB U TEYEREEITY Z & [10.2, L. 3L’ il 900mg
1.31m? Pl 1.64m? i 1,200mg
16.7.12E8] P
1.64m? P I 1,500mg
¥ . 4 ) - N, un = 4% P yau iy
. JOBS XIE 7 IV F T 5 3 Ikt L B e o B A IE - NIRRT TE e RN
B T 7 M AR O SRELT—RE LTHRG AR T, A5, BHEOK
oo - o e RELZ X 0 e %,
22 FHT—=IN - FATUN - FTTINA) T AREHES R TARE
OB T OB G AL TH MO B .2, 8.1, 10. 150] T | 500mg
2.3 WELEEEDSHLEE[9.2.1, 16.6.12H] 1.33m? Pk 1.57m? i 1,800mg
2.4 WG IR L CW A ETREED & A L [9. 52 ] 1.57m* PhI+ 1.81m? iy 2,100mg
1.81m* Lk 2,400mg
3. f8Rk - MR Ci: - fREmMICH b TROF G EFFIEGRE & E£#305 L
3.1 % PICTH 200 14 H [ H A G- L Z 0% 7H RS S 5,
W % % HTHE U EE300mg [V 2V b ] INEITI—RAE LTHEGEHYET, b, BZOIK
o 1 g REICX D #EEHET S,
R Aoy 7Es S00me E ELE:
WEARFLIE, VT — A, ZOAH AT —AF P 7L, 136m2%;ﬁ 1.200mg
wom A e TuRru—RA, AFT) VYT AT AL BTS2 1 36m2l1L1 66 Ik 1’500mg
S 7‘) &4 1.66m” DI 1.96m? kil 1.800mg
3.2 RADOHRK 1.96m2 LI 2 100mg
&AW |HEOTANAI—T 1 VTR i Dif : fFRIHE I & b TROFE TR Wk &5 K305 L
i *;,fix AT — K PIC1H 20, 5H BE RS L 2 0%2H BRES 2.
T EE 135 SHAEMYET. BB BEOREC L ) HERET 5.
@ M 7.2mm YA829 PRFIA L 1 [ &
[E&  4.8mm| (BEHEFR) 1.31m? i 900mg
H&=  385mg 1.31m? DL 1.64m? il 1,200mg
. 1.64m? DL L 1,500mg
4. FHRERIZHR ik (KRR &b C RO 58 % Wk L & f 53051

OF M eeX S BFRILE
Ol - Bl
OBE

5. MBEXIEHRICEDET FE

(FHTEERX I BRIE

5.1 KHIOM RIS HEN BT DA RE R 24t 37 L
TV,

5.2 HAFES 24T ) 86121k, 70 M1 2 ) v RPUERIEE
F % G T bt OWIEL L IXFIRBIZIR S

,1,

PIZTH2I8] 14 H M HAE RS- L 2 ORTHHIRES %,
INEla—AE LTHRGZHRYET. b, BHFEOK
I LY EHMET %,

R 1 [0

1.31m* il 900mg
1.31m? DLk 1.69m? i 1,200mg
1.69m? PL_E 2.07m? i 1,500mg
2.07m? Lk 1,800mg




% % 7.3 fLEHIRPED B 5 HER2 M O FAlTASEE

7. BERUVAEICEET 523E

(GheEH@)

7.1 FHEoBG = (LB &) 13U N ok Rk s 72 ) o &
PHEH LTS,
- A% © 825mg/m?®
- B 1,250mg/m?
- C¥: 1 1,000mg/m?
- D © 825mg/m?
- E# - 800mg/m?

7.2 fREE - EEICOWT

7.2.1 BERUCHEIZBWCRITERAA I B L 2581213, LT o
HEZSEIZLTRE - BRE2fTH) 2L, B, BEIIBITA
MR L2982 12 B W CGrade2d R ML ATIS IR L 7235
Al DUF OGrade3d REE - JEHEE S H 12 L TRE -
WEEZETHI L,

IR - BEORE

NOESRBIEO | iammmn o TR O
Gradel PRE - A WA
Grade2 #HZEH |GradeO-112#8Ht9 % F TR MR

20l H 38| Grade0-11Z 88§ 5 £ TR IR L
3[Al H 383 |Grade0O-1IZ#R P4 2 F TiR3E W B2
4101 BB BL G-k - B GANTT -
Grade3 #)MIZEH |GradeO-1I1ZHR P32 F THR3E W B R
200 H 5681 | GradeO-11Z#R 9 % % THR3E T Be 2
300 H B BL G-k - B GATT -
PGl - TSR
& 2\ IE R AR AT S
Graded #WESEH |- TEF LW EHES N R EERG2
WA E, GradeO-112# Pt d 2
F TGPk
FREOKRIE - JHEOBEIIS L THEEITHO K., UToHE%

BEIITHT L,
- 1,250mg/m*H L & THG- & Bllh L 72356 O e 0% 5-&

" S
[ W B P
1. 13m?Aif 900mg 00
1.13m2Bl F 1. 21m>kii | 200m
1.21m22l 1. 45m2kii coUme o00m
1.45m2Pl 1. 69m? i 1 500mg g
1.69ml 1. 77mk i : .
1.77m?LL - 1,800mg ’
- 1,000mg/m*H 4 T G- % Billh L 7238 O 0¥ 5=
" S
R B B2
1 Alm? i 900mg
1 4lm2Dl 1 5lmeki " soom 600mg
1.51m?2l 1. 81m2 ki cUUme 000
1.81m2l 12 11m?ii 1 500mg g
2. 11m*P b ' 1,200mg

7.2.2 —HJE L7-BRICHE3ITh W &,

1)BYEIC & 2 EINERSERIC BV CTIENCI-CTC (Ver.2.0) 12 &
) Gradex HJ5E L 720 FRAEBRIILLT O HLMEIZHE - 72
F 7o, CHAC X A EMNBRRERIC BV TP REREE D &9
TCTCAE v3.03LIZCTCAE v4.0312 & V) Grade & H5E L 725

Grade 1 R L 35 HEAE I
1 LU, EEAGEBE. ey - 5| HEEFICHREZ 52 &

7T 7 MOREIERR . MCRSEALHE 13 ER

2 |BERR & F 5 A PR AL BE H BTG (S HIB % 20 B AR
3 [l E. B A RS H AR & 54T T & 2 VIEIR

%489 IEIR O Grade Sl 2 (FRARSEIR, PRAETEIS) T—3 L 2 WA,
L0 Y] &HIEC & 5 GradeZ T 5

(FITEER (3 BFILE)

IEFFIEFLIE LT L
TYHFZT RO TAY AT (AT R) LT 25
ORER ORI, YA FZTOEFRLESHT LT L.

GREYIRRTRE A ETT - BROER - ERR

7.4 RHENE BT 2o PUEMEESSNE. [17. RO HO
NEZHI L, BNNORBFOTA 54 v E25E 127
LT, BHEORERLAALFHIEREIZIE L CERIRT 5 2 &,
[17.1.9-17.1.11%:H4]

(BREICH T 2Tk EEMESAEE)

7.5 RH L BT Lo PUEMEESERNE. [17. RO HO
NEZHRA L7z BT, BEOIREER D AALAHRERE IS U T
Wy pz e, [17.1.12201]

HEBERVBEICH T 2@ bEES)

7.6 HG M8 — X % 2 7B A OF R O A3
LT,

8. EELREXNIER

8.1 THT7 =) - FRAXTL) - F7TIVH) 7 AEEHS H
L. KR0S %17 AL P d7TAMEOMEE
HIIHT ks [1.2, 2.2, 10.12H]

8.2 AHIF G- Hp & e WG (e (2 B -0 T3 D) 12 B R e A (ML
A, FPHERE - BHEREMAES) 2170 % & BEOREY T4
WCEIEE T 52 &, [9.1.2,9.2.2,11.1.4-11.1.6,11.1. 131

8.3 JEYYIE - I ME O FBUIEAIC T ERET A 2 L,

8.4 HHYIRARE R AT - BROBHE. EEREIZB 0 2k
FRRIARH & B 5 2B, Bk (TR o LB oS
VRIKERIE - BIDPEMET A AR OGRS
il IV 2 G T D T L,

9. BENEEE2ETIEREICHTIAE
9.1 ABHE - IEEZDH 2 EE
9.1.1 BEIREABOREEDH 5 BE
LEEENRD HLbNLEBENDNDH 5o [11.1.38H]
9.1.2 BHENHIODH 2 EE
ERHIRI AR 2 BZENDH S [8.2, 11.1.68K]
A3 HEEEERIIHENDH 3 BE
SERDEALT 2 BENDNDH 5,
2 BEEEERE
21 BEELBEREDH2EE
BHLRwZ &, [2.3, 9.2.28]
22 BEEDH2BE (EELBESDH 28E %K)
BIER AL I RS LR T A BE 00D 5. [8.2,
9.2.1, 16.6.1%H]
.3 FrsgeEERE
4 KTEREEH T D&
A EFEARE R SRR O BB G T B WED D S B AT
BRI 2B ERT L L,
4.2 TRV RE e R IS AR G R O G T
IR Y) 22 WAL 2 179 X ) 18T 5 2 &, [9.568]
4.3 /X— N —DIRY B HREED B B BIEEE T ARAE
Gt O G487 e — eI BB ) 20T 2 479 X D 388 5
Zk, [15.22H]
.5 1113
TR AR L T A I REMED & A eI Idd% G- L w2 & B
WFEERCIREIEIEH L MBS T ER A IS SN T b, v 7 AL
BT RIHIRIEE M E LR S R OB LE R E (198mg/
kg/HULF REHES), HLICBWT, HiE. IR (90mg/
kg/HEPLE RARG) DG ST 5, (2.4, 9.4.28HH]
9.6 R3LIB
BAL VI ENET L, BWER (Y 2) 128V, 3T
~OFAT(198mg/kg B 5) MG ST b,
9.7 MR
INBEZ TR E L ERRAERIZER L T,
.8 EEE
BHEOREAFE L WL MEIRGT5 2 8, —fRIzAEE
FEDMET LT3 2 ED L0 HHIZ80 L Lo B & 1B VT,
EIED THIL TEAL WSO FBED LAH L2 L oEDD 5.
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10. #HE/EH
AFNHFF b 7 10— 5P450(CYP2CY) DEFE & AR 12 2
L. BREESET 4 2 WHeM2SH 50T, CYP2COTHRH %
ZAT B EA) & BT BB ER O REDS EA T LB
ENDBD Do

10.1 FEAZRBALEWI &)

ESEE BRRAETR - S5y

FHT b - F R T A L E R R L

R - fakR T
FRXT DN TIF

TN AT TV |\ NEEOHLERESENREBIT 2 0y 7 VIO R

VA AEEAH]
(F4—TATY)
[1.2. 2.2, 8.1%

BENDEHLOT, 7HT—) -
FRATIN - FT TN T A
BC A #4 5-h Je O G- IR R T H

HAERMEL, 7
Va3 ViR
HELL EAT 5,

il DUAEAH 2 5 L Aana b
10.2 BiREE (BERICEET A &)

SEHI 55 TR PRAEIR - H5 1 5 B - el
TNT7 7 ) 2 A ) |\ BB H e O AR Gk | RFIAHFF b 2 o —
N 14 AL BRI I 6 E e AR 2T | 2 P450 (CYP2C9) 0

[1.3.16.7. 1] (&5, HIMOFHAHE ST
5o SEMMIC M EEE RER A (7 1
Mo s U VB, INRER) 2TV, b
FUIR U T EE17H 2k,

T x= M U OIMAEEDS LA L7
LOHIEDHLDT, 7= b
DIMPREDOEAIEET 5 L.

BERELE BRI
WL, BRI
F LT o fikhs
b Twh,

HFHAIF b7 o—
2 P450(CYP2C9) @
BEELEHAIY
WL, BREEHIL

Tr= MY

TLTWDuHEMEDS
EZbNTwh,
M) 7V Dy |EIER RS 2 BENAH L, |7 vbE) IV VR
F YT VIR PN 555 751 o AL
B A 2B AT RE
Whd 5,
11. BIfEA

ROBMEHRH 5D DB LD T, BEEL 512170,
FEDFRD O NG E I3RS 2 Wik 5 7 S ) 2 WLiE 2 4T
yT k.
1.1 EXEEIER
11.1.1 BE7KAELR BHEEASHH™D)
BT COHAERR © BESE . I OBMESR) 2053 & b IURIKE
RETELZENDHDH.ZD L) BRIERD D HbNIHEICIE,
BeG& Rk L. B GEOMY) 2 0LE 1T T L,
11.1.2 FZBiEEEE (Hand-foot syndrome) (JEEASHIED)
FERORKICEREREE. RS, A0, B, R,
BRI, RSO FIEERRD S DNDL Db,
11.1.3 DEEE HEEARIATY)
LARZE, P OdE. ATEIEE . OME IR, OANE, ZRERIE. O
K2 COEEAEIR, OB, OEMEIAMIGES:) 5 0.0
ENHOEDONLZ ENHDH, [9.1.121R]
11.1.4 FFEE, EFHEAHE)
JFREBEAR A AR S8 W 2 1F 9 IFEEE DD & DI A EIZE -
THEBI D 5 SN TV 5, B, IR AEHEREE 2 b wv
HHENH S bNDL I EPMEIN TS, [8.250H]
11.1.5 BEE GAEA)
BB 2 ) B R ERDH HbILL 2 B 5.[8.2511]
11.1.6 BEEMHI BEEEAIATD)
PLMERIE A, BAERIA S 0T RERIRIDS, F 72, B B o %y
Wl & D FRGE, IMFESEDH H b b 2 Db b, [8.2,
9.1.2%]
11.1.7 ORE HEEARIHTY)
IS CREIE 28 . RIS . TUENIRESS) 25 b s 2 &A%
Hbo HRTEDOKIE, TINES:. HIEEEIRAD SNGAIC
3, 5% d IR L@ 2 E 2479 2 &
11.1.8 EE MR GHEA])
B VER 95 COMETR © Emik, 280, PR, 58205E) 03
EbNDZENHLEFENRD SN gE 3%k 2RIk L.,
WEBX ARG O TV, RIBRERVE Ra&GT 565 L
WY R LEEZITH 2 L,

11.1.9 EE&BR GHEARH)

HOMPERG 25, BRIERG 25, BOEHIGRSRH Hbh b 2 E2'd

Do WL IESE - T - MFESEOIERD D & b a3

Hagik L, @Y R0EZIT) 2L,

11.1.10 EEARBHHEREE (BERIES) (HEAD)
WATHEE . BRI, HEARVMNEEIR. R, WEEE RS, P
&R, ERkEE, REIR. L. B, fERIET.
HREE RSN L bNL I ENH D, $72. ZDLH %
SERDTHEIEZEDOMIERE LTHEDLNALEZEDNDH D,

11.1.11 MEERE GHER)

R E RIS E . INARZE, TSERESEDRH S5 bNDL 2 DD b,
11.1.12 REFEEIRAEEE (Stevens—JohnsonfEEEE) (Hi = ANHH)
11.1.13 B4 GHEAH) [8.221K]

1.2 ZOMOEER

11.2.1 BEEXICE T 58S

1"

1096241 109%™ BRI
PiegL WRE LWL B [ AIE. O O, S
LR FEED F
H(33.2%) . &AL, MG, LREHACA R, B, Bl K.
Py ﬁK%JE(SO.S%)\ . TVE% T, Bt 8
M- Je. IR, HRAE, 1178,
B AV
spman Mo, FIRHE. OAE.
il LRI, R
RS Ik -0 ] e
i 1112 QT A PNl N/ RS - A K <11}
(26.2%) . FIMER|\A . M/ MKERRA
i O A (24.8%) . [HEREIE M. 70
VU OSERBOR A a v ¥ T
(21.5%) . ~NE 7[R, WFrpekEuid
oYy Ed
o kA 595, BB JND g N EERAE. I
9N, MZEfm, MY A b
O 7 =5, RIS,
] R s e,
MRS O — VAR ERE, 2
FE W, RUBLIERZ S 95, R
F§ IS, %) FERE. FEIE %
" HIB 8 2 (et e & A it 9%,
IR ES) . iR
M) Ve R E R . & B IR, b2 L7 T
Wl - hn(24.2%) . AST|JR. BUNHE I, JR|= > H8hn
" Ham. LDHES N, |7 I 7 #l ks E
PECIALT 8 A, AL-P
|
PRI AR | S S, (R T, B, DURLRE. B
SEE IR TR O, RS, . R, K. e, &
Z Ot RN M7 V73 2 M) 7)) FIE
A B, IME
E5H

2.2 EDHBHEER & OHRAKRERICE T 2HE

10%2h 1)

109% A1)

B

A 1 (RS
RE = 2 — 1\ N
¥, KIS
A
s (93.9%). Bk
H O (32.3%) .
(]

HiHh
e

FEIED v B, AN

R

R, BRI,
JEFLHRR

HE(82.9%). &
A R (75.0%) |

g, BAHE,

A SRR, R, B

TRE|THALAEL, TN

FCRE \ng vt 40 090) . | Pathutin, - WHGRe. B,

B, B %

Sthin SR SRR, SRR
Fp WS, IR, Lo <

y

TR B |~ 70 C W Rl | 5 B T R
e | (66.5%) UM ) > sy e

$ i, 4 (35.4%).

R B

&% L% ENORE. REk A

B | (35.4%). 595 | % TR, W I,
73 #i
IR R N2




10%L 15 10%A ) AR D >, 5-DFCR. 5-DFURMK O5-FU®D MAE i 1x, #&5-%
%EﬁnﬁT%M%\MEﬁm\m$ 1.7~2 3 CCmax 2 HE L. 2FE10.55~0. 81 Tk
) N i
R [ TFRER® ;%”;&;ﬁﬁMﬁ B U7 #2510 HO5-FUDAUCkIE. 5-DFURM1/30
PF LTI VA Th ol #5140 B OFEYEHE/ N T X — 5 1I5-FUZ IR &,
95597 (57.9%) « TE|T5 R WA ek, [, R FEF GO L FIZRBETH - 7267,
SHERALBOG G& G | IAL, BEBEZE. @ ILE. [ ANIHE, K770 7 HEDHG1H B3], 250me/m?% S i1 1 H LS L7z,
IS5, ATHBE. M| 588, AUl (SIp| 4 e, 2. % b ) et e o S T <o 4 .
oy | ) (40.9%).|SU%) . Mg, L 7 b 9 A, B L BRI 7 A DI
BEE, 16 (PIE, 5 E, | B RO 4, e Cmax ( ug/mL) AUCu (g - h/mL) n
hERL SRR E, M) | > Y 7R, 1HH 14HE 1A 4HHE |1HH|14HE
. CRPY¥SIN. #HAR |0, &b 27 HARYIE Y |4.80+1.75(14.19+2.55[6.91+£2.40|6.14%1.92| 20 19
1) FIfiE 5-DFCR 5.95+2.505.20+1.90|15.1+4.31 |14.1+4.58| 20 19
FED FNA O BB O E S Tk S, S ST & 2 W 5-DFUR  |6.02+2.49]6.59=2.83|12.8+3.74[13.0+3.31| 20 | 19
1EH 5-FU 0.22£0.12]0.38+0.21{0.45+0.18 |0.71+£0.23| 20 19
H2) AFEE L CIABEETYENE L 22 E PR S ER (FIRAE 13 2 E IS mean+SD

T IR AR [JO148657k 5k ) . AT - FEFSTLAEIT A 3 2 P T
i R 5B [JO15151 5%, JO1515478 5%, JO151555 5%, JO165265
Bl ST - PSS HAEICR S B EIN S T ERR SLER O 151525085
HEAT - TSRS IR 3 2 I PN A I A RO 38R [J 015153
SER]L EAT - ERTEAEIE - I R D P4 T AR B R SRR
[JO15951 5 6%]) D 7T

3) CHE TR L 7= E B 3Bk GEAT - s Rty - B o8+ 5
EIN A T/ AR R 5AE% [JO193805 8% ], Stage I & N 0 B ¥ D i
R REAT 2 0 BB 3 5 A 45 TR B AR 38R (M O2822330 87 )
DHEE

14. EHLEDEE

14.1 EFZFEOEE

PTPEHEDOHHIIPTPY — S5O L TIRET A L9

8452k, PTPY — FORRAICE ), FWEMATIE

AT AL, FIC3EIlr B2 L CHBRESEDRE

BAEPHEZ BT A LD 5.

15. ZOMDEE
15.1 BRERERICE D158
Tnviay s VvoRLREEETHL e oY) 3 Y
7 e Fas 4+ —¥ (DPD) KIEFEDBEN T FIUTHE
L. COXIBBZICTI VIO YT VRER 257
B, S UNCEEZBIER (N g8, ML ks E,
PR ELS) RIS 5 L OWED D 5.
15.2 FEEREREABRICE D < 1B
KHNI OB TdH B5-FU 1I2DOWT, BEREE W72 E s
BWT, BRTFRERERFREEREZRT Z EMESNT
W59, [9.4.32M]

16. EYEIEE
16.1 IMrRiEE
16.1.1 ABTHRE L 580 MmiEHiRE
[ AN BB 124412 51 Y & ¥ 2 829mg/m?> Y & £ i |2 Hlh]
BO%E L2 &, #<_¥ ¥ ¥, 5-DFCR. 5-DFURJK
O5-FUI, #5-%1.1~1 .38 CTCmax (2 E3E L. P
0.4~0.8H: ] T A L 726 5-FUDAUCustid. 5-DFUR®
#1/20CTdH - 729,
AP L7 03mENiE/ S5 A — 5 O Wl (n=12)

1eam Tmax Cmax AUCast ti2
(h) (ug/mL) | (ug-h/mL) (h)
NIRRT Y 1.1+0.7 4.85+3.74 | 4.77£2.51 | 0.42+0.70
5-DFCR 1.3+0.7 5.35+3.04 | 9.63=4.25 | 0.79+0.19
5-DFUR 1.3+0.7 4.33+2.09 | 6.96=1.66 | 0.67+0.11
5-FU 1.3+0.7 0.25+0.18 | 0.39£0.20 | 0.69+0.17
mean = SD

¥ 7o B G BB 164412251 ~1,255me/m2 ) o Fx 58T, H
R F VU R OERH Y DOCmax. AUChsd &5 12 Hpl
LCH¥nL., MRS HOH LYy RO %
BRI 2 7R $ 2 L AVRIR S 7Y
PEDREE S 7 - KR RN & b TARE R UDECIEIEI900
~1,500mg#. B Cix1m1,500~2,400mg% . CZ:CTli1Mm1,200~
2,100mg% . E#TIX1H900~1,800mg% 1H2[HTH %,
16.1.2 B TiRE L A& 0O MEDRE
Wb - ERE B E20412 7 Y ¥ ¥ U], 250me/miE Ak
TH2MEE HRE %5 L E 0 ES51IHER o~y ¥ ¥

16.1.3 EMFHIEEM
HARNEEZEIZH Y & ¥ UEE300mel Y27 )V k& Po—
F4E300% 7 0 AF —N—ikIlZ X ), ENRENSEE (I RV S
Y& LT1,500mg) & BEAICHERECR S L. mgEd s
TE U REACRIEE R IE L, 55 N2 EE ST
#— % (AUC. Cmax) |22\ T90% 2 #H X {12 TR ETH#
Wi 24T - 724558, 1og(0.80) ~log(1.25) DHEEFHKTH v . 1l
F o LW R SR SRR S 7z

(ng/mL)
2500 1 —— R HE T E300mg [ 7 )L k)
—— Y O —4$£300
(Mean=S. D. , n=40)
2000 1
I
I 1500
h
i
iz 1000
500 |
0 T T T T T T —R
0 2 4 6 8
kgl (hr)
HENTA=S BHEINTG A=
AUC(ng - hr/mL) |Cmax(ng/mL) | Tmax(hr)| T12(hr)
VAP ZASE
300mgl ¥ 2 b k| 3868 = 1475 2645+1102 [1.9%1.2/10.5+0.2
£ — 5300 3968 = 1807 2645+1260 [2.0%1.2|0.4+0.1

(Mean+S.D., n=40)

MR IZAUC, Cmax® 0785 X — ¥ 13, HEr#E
OFAR, A ORI EL - FEH SO MBS IC L - TRE
BUBEMEN D B
16.3 9%
16.3.1 fHBABITH

XA O VAZHCHE R Y 7 ¥ U R F N EN198mg/
kgt O54dmg/kgd & THIHE OG- L7z & &0 gteeix
HR PRI E N7zt RPIZIE K 57 L7278, 51424
BRI ETIZZDIREAEWERANI VEEL L, IRV I
Y OWIL, AR, PEMCRIS-5 A WA, BRER. EERIC B
V% BURRE I B 2 o 7205 U BE DB~ DO BAT 12K 2 5 7%
IR~ ™ A CUCHE# S <2 ¥ €~ (198mg/kg) % ML
B L7z & BEEDOIIEANOBAITARRS 520,
16.3.2 FEEEIRAIS-FUDAERK

L MEBREHCTL16. CXF2805 USCOLO205FK (71 % ¥
)G X — Ry ZI2ANY 7 Uy BO%E), FEY
7)) ¥ 2 (5-DFUR. #0385 K OSG-FU (JERENTS-) % %
HEN R (R GO R K $05- L R0 ER AR,
AR CIAER OS-FURZHIE L7z AR FE b=
7 A TR AL RIS IR O5-FUDSHRIL S 7z, I
Befko-FU AUCIEHA K NI o5-FU AUCIZ 7
Ry 7 PG TENEN265 K O 114~209f%, 5-DFUR#
LHeENZEN6ME R O21~34fFm i R_L7z. —H. 5-FU



¥5-Tld, 5-FUIRESAAR IS 0 T < F A S NI |2
QIRIBRIZ0AT L 720 B ¥ ¥ b~ ADEIESMHRS-FU
AUCIZ5-DFUR K U5-FU# -~ 7 A JESA#ES-FU AUCIC
W, FN2N3.6~4.308 R U 16~35M% W EE R L 72,
16.4 L

BRI VEANEEFY VI AT S —PI2 L )5-DFCRIZ
R EN, E5IZVF VU FT IF—HIZL Y5-DFURNE
#esnb, 5-DFURIZEY IV U X7 LAY FhAKRY) 55—
+ (PyNPase) (B FDBETF IV U RAK)FT—¥, IFToH
HOWEY )Y VRAKRY 5 —EA 5L D5-FUIZE
han?,
16.5 HEittt

Kl - I RE20%ICH Y ¥ ¥ ], 250me/mP E FR IR
H L7268 &, 55240 £ T2k 52 069~80%12 FH 24
TRRDPERAHEE SN2, 20D B RELED R
KL% L EMEZ /R L. FBALIZR50%% 7R L7207,
BB EOHIZICTHER L2 RY & ¥ VKRBT
2,000mg# EHERAEHG L& & THEE TORF
RREHE RIS E ORI L, HEGEDITE A LN
PRI HEME S L7z R EEE I KRS (CF384%) AP -
FR12W I DL ISR S AL, #Y144BERT T T L7z, IR T
B SNy F O HYIES-DFCR, 5-DFUR,
5-FU. FUH:z, FUPA )t O'FBALT® V. £ -4 1238
5 N =AY IE5-DFCR. 5-DFUR. 5-FU. FUH: % O
FBALT® - 720 ML L TR HIC BT 2 R HUG g & 441E
EMOEFHDBIIZFEBETH o2 Ep S, IMEEH L OFR
RGP AAFAET 2 W BB IR 2 & VRIE S Iz
MEANT—2%),
16.6 BHENEREHI 8%
16.6.1 BipcESERE

B BB DGR 7 LT Fy - 2 )T T 2 AL
Lo T, IEH(>80mL/min). Bk EERL EHE (51 ~80mL/
min). 1% (30~50mL/min) & O & B (< 30mL/min) 12
SHEL. By S E ], 255me/mP B RO G L 2B o
HRYHE L EFORBMWDOAUCKHIL T D EBY TH o
7PWHIEANT— %), [2.3, 9.2.28 ]

EHRERSEEN O N < 5 ¥ Y RO O AUCK(ug - h/mL)

s VT7F=r 7)) T A (mL/min)

L& >80 51-80 30-50 <30

n=6 n=38 n=6 n=4
HNRYHE Y | 6.24+2.06 | 5.98+3.06 | 7.88+4.32 | 7.79+4.43
5-DFCR 11.64.12 | 12.4%£2.25 | 13.5+7.18 | 12.0+2.09
5-DFUR 13.7£2.62 | 13.8+3.57 | 19.4+7.16 | 23.4%£5.38
5-FU 0.87+0.45 | 0.57+0.17 | 0.78+0.27 | 1.07+0.43
FBAL 39.6+14.6 | 42.6+12.8 | 73.5+28.2 | 142+53.2

mean = SD

16.7 EWHEEIER
16.7.1 77>

[ FEHE B4 A1 XY 8 ¥ 2 2,500mg/m?>/ H & £ 21 H2
A, 2R S. DEMKEZ 1 -2 & L-HRES %
32— 24T TERENT LT 7)) »F ) 7 A20mg
RO Lo IR Z ¥ VSR L I L CHRS-RIC
BUBS-T VT 7 ¥ Ot B OSHE) O AUCKIE57%-
INRIZO1%HI N L 7219 (FHEIN 7 — %) [1.3. 10.2Z1&]
16.7.2 Z Ot

v MFI 70— AFESEHWTAH R Y ¥, 5-DFCR,
5-DFUR. 5-FU K ("FBAL o #£ Wy % 3 B % 5% (CYP1A2,
CYP2A6. CYP2C9. CYP2C19. CYP2D6., CYP2E1.
CYP3A4) ~D ¥ % in vitro CHE L7z ZORER, B
& E U ALIR B CHEE S NS I IR A TSR (R
0.0156mM. 5.4ug/mL) D7TREH L3 5 (0. 1mM. #936
ug/mL) TIHEIRRD SN o 7205, 1305 124§ 5
i EE (2mM, #9700ug/mL) 123\ TCYP2C9, CYP2ELl %

50963 < B L 7z0 —7J5 AR 2w TS SEM AU SR
ANOBEFEN 2 HEILRO 5N h o 7219,

WA B E 1244124 <2 5 ¥ 01, 250mg/m* & B RKERIL 7
VI = b, KBRILS 7 4 20 &% & GHlERA & OF S
L2k &, B % ¥ Y JRUE-DFCRO Cmaxid Bl 5
EWBL Tl4~21% LA L2 b 00, 2 oMo (I
ERD NG Ao 727 GHEANT— 5 )0

17. ERERELIE

17.1 BsERURLMICET 258

(FINAFBER IZBHILE)

17.1.1 ERNFTERSE [ tHERRABR
RIVAHRLL D X v £ TOMST - BREIBEEIIHARVIE Y
$Ee x5+ AR E NG L 72 (1,657mg/m%/ H. 1H2[[ 4%l
B 5o 210 45 - THRIMRIR) o A &b Mk AT 6 R A51220012
x5 ZRNF1245.5%(10/22) Td - 7219, BIVERI$19/2361
(82.6%) IZ5WM L7 FEREIEHIZ, LYV E ¥ EH104]
(43.5%) \ ARIMERIRA 1051 (43.5%) K R T3z 761 (30.4%)
LDH F5-761(30.4%) . HIMERHKA7H1(30.4%) % Tdh > 720

17.1.2 ERHEASE I HEERRHER
BHAEELL D A v ETOMAT - IRILBEE AR I E Y
$Ee eS¢ 5B % F 06 L 72 (1,657mg/m?/ B, 1H 2114531
e 5-o 2LH ¥ - TH RS o A RV AT S 0466112
X9 % Z25hER1328.3%(13/46) TdH - 721 EIEH 1£50/50
B1(100.0%) (238 L 720 E 2 EIER L, T L JE 5 33311
(66.0%) \ FRMLERIF 2611 (52.0%)  FIIILER R A2561 (50.0%)
1) 2Bk A 2560 (50.0%) « FHRER A 1961 (38.0%) . 1)
W MELF1TH(34.0%) 5 TH > 720

17.1.3 EIR#%EE [ HERRHER
Rty 3 VRN OMEST - FHEFMER ISR Y U iR
53 232 5 L 72 (1,657me/m?%/ H. 1H 2[5 8% 5
21H Wi#2 5 - THFKRSE) o BRI G FI55611 2k 3 5 22
WE1320.0%(11/55) Tdr - 722, BIE A 1358/6011 (96.7%)
WEBLL 720 FARWERIL. FIRERETES661(60.0%). AST
52900 (48.3%) . 1) v/ BRiA 2601 (43.3%) . LDH 1526
B11(43.3%) « ARIMERIBRA 2561 (41.7%) « FBAIR24451 (40.0%)
HEL2201(36.7%) . AI-P L 5181(30.0%) . F1ImEk8 41841
(30.0%). ) V¥ Ml EFI8BI(30.0%) . FafrER 1861
(30.0%) % TH -7z,

17.1.4 ERNE I HEERHER
XY UREROSZ) XLV R F LV ERO
AT - FRIBRZ I Y Y Uik GT bR E
i L 72 (2,500mg/m?/ H. 1H2[E 4 ##% 5. 14H %5 - 7
H RS o A RVERRAT O 5132601250 3 % ZRah #1321 .9%
(7/32) T > 72, FIVEMIZ35/3561 (100.0%) 12 5EH L 72,
F BRI T AEERE2961 (82.9%) « FELL 1961 (54.3%)
A IR18H(51.4%) . 11 4£1651(45.7%) . T #1141
(40.0%) . WEH:111(31.4%) % CTdH - 720

17.1.5 B 86 1 HHEE R HER
INZ) F R VEROAMLT - FEFEEEIC IRV IS
SEERHG T 2 RE %2 E M L 72 (2,510mg/m?/ H. 1H2[a1 45
B G 14H MG - THRKREE) o A BT 5451135
B3t 2 ZAhE1220.0%(27/135) TH - 722, FIEHIE
150/16261(92.6%) 1258 L 720 FARBWERIZ, TR MR
9161 (56.2%) . T #i188%1 (54.3%) . H.[\84%1 (51.9%) . Mgt
6081 (37.0%) « $E575961 (36.4%) =T d - 722,

17.1.6 B85 I HHERPRAER
RV P By X2V OMET - TR EY
ARy 5§ E PG4 5B E FE i L 72 (2,510mg/m?/
H. 1H2[5-88% 5. 140 M5 - THERSE) o A s tEmar
R BI6OFIN KT 5 2R ER1324.6%(17/69) Tdo - 722, FIfE
JH1366/7451(89.2%) (23 U720 T2BIEHNZ. T AEfEht
4611(62.2%) . TH14351(58.1%) . HE.L4151(55.4%) . MEH:27
B1(36.5%) . [1M7£25061(33.8%) 55T - 72,



(FEBREIC B TR bt2EE
17.1.7 85185 L HEERER G
AR ED B 2SS M £ 72 Dukes C o I 23 (1,98741)
ERHIS, 7vFay g yor - kY F— bEEG-FU/LV
. Mayol ¥ & YED) I H S ¥ vk Bl 53
HREBREFERL 72 (AR Y Y U8 1,250mg/m?/H. 1H
200, 14H MG - THEAARSE) . 2 ofE, ML,
fEF TSI A EIIcB VT, IRY I E VD
5-FU/LVHEREAIRT T 5 IS MEDIRRR S 7228,
D AR B A5-FU/LVEFIZENTEE SN TV S
LERKFYF—TF - 7030 % T I EER L KRR
F— k- 7N T Y OV AE EEO HE -
Jih Rl =
BIVERE 1 Y & © > 58 Tl12868/995%1 (87.2%) 1256 L
7oo EEIMERIE. TR BERESI4H1 (59.7%) . T 145851
(46.0%) . H.0:32611(32.8%)F T o/ (h v M4+ T7H:
20044E4H1H) o
17.1.8 84155 M HEERER A ER
SRR YIBR 2392 & L7z Dukes CO kI . (1,88641) %
KHRIZ, 7N F Ty T ) - kY F— MEE(G-FU/LVH#EE,
Mayol ¥ X »#U X |ZRoswell Parkl ¥ * >) XIZXELOXJ¥%
BRIV EEEF T ) TITF R 24T R E
FERL72(HRYFE U 1,000mg/m? 1H20E], 14 H H#
G- THHMRSE) o 2R, BmAEAIEIZ BV TXELOX
PREDOS-FU/LVIREI AT 2 BB AERE S 722
EIE X XELOX % T13921/938%1 (98 %) 12 FEH L 72, &
ZeEIE R R ET3061 (78 %) . HE618%1(66%) . T
1564651 (60%) . MEH-4061(43%) . E5732561(35%). FJE
SEBERE27361(20%) T - 722,
GREYIRRTEE A ETT - BROKE - EEE
17.1.9 ERE I / T KRR
FEAT - S VERE NG - B R % of RIS XELOXHE : (4 A
EF ) 75 F ). XELOX + BV 2 (XELOXJ# i:
EANY X~ T B AT 9 B A 9EE L 72 (RA ¢ 1,000mg/
m? 1H2[H, 14H S - THHKRSE) o 4T - SR TERENs - 16
[ B 163 A XELOXIRE DR FIL66.7% (4/6) TH D
XELOX +BVIEEDOZEMHFII71.9%41/57) Th > 720 T 72,
XELOX + BV i o0 433 5 A4 77 1 [ (PFS) 0 fp 92 {#114:336.0
H (95%15 #E[X [ : 293-380H ) T & - 72 EIMEH IZXELOX
95 19 T2 6/6%1(100.0%) . XELOX + BV # i T 1358/58 41
(100.09%) 125 L 720 ERRIERIZ, XELOXH % TlEEL6
B1(100.0%) . AR E = 2 — /32 —661(100.0%), FHL
AAR551(83.3%) T #1411 (66.7%) . T-Je 5 B HEAR (66.7%)
P57 4151(66.7%) \ 3E95361(50.0%) « TP ERER 4351 (50.0%) |
L%-< 0361(50.0%)%CTH . XELOX + BVFZETITHM
PEE = 2 — 13 —5461(93.1%) . FRRIRS0%1(86.2%)
574851 (82.8%) « T L REMTHEAAM (75.9%) L4361 (74.1%)
3005 5 23401 (58.6%) . T 3#13261(55.2%) . 1PN 43141
(53.4%) . TFrERERA 2961 (50.0%) 2 Tdh - 720 [7.45 1]
17.1.10 #8451 58 MAHERPR A BR
RS TERE R - BRI E2 035 & W RIZ, FF ) TIF
Ve Au T T U - kY F— MNEF(FOLFOX4%E ) .
FOLFOX4# i + 77 KR (P). FOLFOX4+ NN X< 7
(BV) i, XELOXJ# i, XELOXJ##: + P, XELOX +BV
PREEAT O B % FEh L 72 R 0 1,000mg/m?® 1H2[H, 14
HRE$25 - THRRSES) o S A IR (PFS) % £ ZEHAll
HH ., SEFHM0S) % BEIRFHEIER & Lz, ZOfk4%E,
FOLFOXAFRHE /3 5 XELOX TR E 0 IEH 1A% T BT I
OB OSEAT CRED BTz,

FOLFOX4H L9 2 XELOXH % D I VERAT A5 R

BT
FOLFOX4/FOLFOX4+P/|XELOX/XELOX +P/
B FOLFOX4+BV XELOX +BV Y=
TEH (N=937) (N=967) (97.5%CI)
it (H) it (H)
PFS 259.0 241.0 1.05(0.94 : 1.18)
0S 50407 600.0 1.00(0.88:1.13)
Bl RISEAT
o FOLFOX4/fOLFOX4 +P XELOX/E(ELOX TPl km
=H (N=620) (N=630) (97.5%CT)
) it (H) FpYLiE (H) ]
PFS 241.0 220.0 1.06(0.92 5 1.22)
0S 565.01) 572.0 1.01(0.87 : 1.17)

HE2)PFSA v M4 7 H  20064E1H31H. OS# v b4+ 7 H : 200741 H31H
T03) BB AT G4 0 B340 93951
4 AT Sk F o B A2 62241
F 72, AL (FOLFOX4 + P/XELOX + P) 12 ¢ A L4k
i+ BVFRE OB RAEA T TR 5 1, XELOXJEEIC
%13 % XELOX + BVHEE OB DS EIK AT TR0 H 172,
L2 R 5 2 b2 568 + BV B OXELOX #2057 5 XELOX +
BV O BT 4 5

FFERHT
FOLFOX4+P/ FOLFOX4+BV/
ST XELOX+P XELOX +BV N — R
JHH (N=701) (N=699) Pfiti (log-rank test)
i (H) i (H)
0.83
PFS 244.0 285.0 P=0.0023
0.89
0S 606.0 646.0 P=0.0769
BRI IEAT
SR XEL_OX +P XELO_X +BV N R
THH (N=350) (N =350) Pfiti (log-rank test)
) o () il (H) £
0.77
PFS 225.0 282.0 -
0.84
0S 584.0 650.0 P=0 0698

B /E 13 XELOX % i (XELOX # . XELOX# i +P) T
13 642/655 %1 (98.0%) . XELOX + BV # # T 1% 349/353 f1
(98.9%) I 5B L 7o FE A EIER L. XELOXHELETIET
1414101 (63.2%) « 039561 (60.3%) M IH:26211 (40.0%) «
$E % 524051 (36.6%) 9% 57 23841 (36.3%) . T AE f
198%1(30.2%) % T & b . XELOX + BV# i T3 1E.0,226 /1
(64.0%) . THI220%1(62.3%) . MEM:-157(1(44.5%). FEIE
BERE139%1 (39.4%) | S5 13161 (37.1%) 2 5712741 (36.0%)
ETHhor2(Hy A7 H 1 20064:1H31H) . [7.45H]
17.1.11 iB451 58 M ARER AR SXBR
AN F Y - TNFay Ty - R F— MEROERE
EA D % R Vsl - BB E62TH % R RIZ. ¥
TIFr - T Fa Ty - R F— MEE(FOLFOX4
P ) L XELOXE & I 4 2 B & 920 L 72 (R A
1,000mg/m? 1H2[l, 14H F#5 - 7H RS o M4
I (PFS) % R EEHME H . £ (0S) % Bk 1 EE
HEE & L7z. Z0fk%E, FOLFOX4# 1283 5 XELOX
WEOIH VDR S 7z,
FOLFOX4H: 259 % XELOXJE: 0 45 PR AT s 5

e FOLFOX4 XELOX .
i{aﬁa (N=252) (N=251) ’;;’;% Ckat
B i (H) S EED)
PFS 168.0 154.0 1.03(0.87 . 1.24)
0s 102.0 393.0% 1.05(0.88: 1.27)

#5)PFS7 v M+ 7 H  20064E8H31H. OS7 v k7 H : 20074E2H 28 H
TE6) ST R A B O I3 25200
B E F 1 XELOX % 7 T 13302/31143 (97.19%) 12 56 B L 72,
FARIERIZ, 018160 (58.2%) . FHi169%1 (54.3%) . N
1311 (42.1%) « 985711351 (36.3%) . S5 10361 (33.1%)
STHhotz(Hy b4+ 7H 20064E8H31H) . [7.45H]



(BREICH T 2T mBMLE2ER)

17.1.12 /@51 58 M ARER AR 3 B&
VR Y BR A 9N S L 7-Stage IL /T 0 B #E B (1,03561) %
RIZ, B L XELOXE L (KRB LA X)) 75 F &~
B % i3 % 3B & 06 L 72 ORA : 1,000mg/m? 1H2
M. 14 H 5 - 7THBRIE) o Sym A A7 01 % F2EHmIE H |
SR & BIRAEFEEE & L7, ZOEE. KB
V2513 2 XELOXHREE OB AR & 172250

HE% A A [ O Kaplan—-Meier Hi#3

wmmn fEEEIEC (5150])
= XELOX (520)

1.0
0.9
0.8
0.7
s 06
17 0.5
!
0.3
0.2
0.1
0.0

N — REET (95%ZHEIXH) : 0.56 (0. 44-0. 72)
P<0.0001 (Wald#id)
T XELOX /#1552

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 (H)
<UAIBEADRES>
i@ #i%% 515 442 415 388 353 332 289 255 211 188 148 120 58 25 22 20 6 0
XELOX 520 462 442 425 409 379 332 295 246 218 166 147 73 31 30 25 10 0

Jry A7 H 201089824 H
A= O Kaplan-Meier i #5

1.0 ]
0.9
0.8
0.7

s 06

1% 0.5 |

0.4 ]
0.3
0.2
0.1
0.0

wenn REEBIE (G1561)
m— XELOX (5204i])

NH—RELT (95% Z4EX ) : 0.66 (0.51-0.85)
P=0.0015 (Waldfi)
 XELOX /#%if 8152

0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78 (H)
<UAIEEDRES>
FEMBIEIGE 515 473 460 453 443 431 415 407 395 379 369 352 344 329 316 284 247 222 194 163 137 107 81 60 33 8 0
XELOX

520 481 468 461 452 439 434 426 418 405 392 382 376 369 361 333 294 246 220 200 169 126 92 67 42 11 0

1w bF 7 H L 20124E11H 22H

B E H 12 XELOX % 3: T 13488/496 51 (98.4%) 1238 B L 72,
F AR EIER S, EG32610(65.7%) BT H BRI A AE 30051
(60.5%) . £HkiIFIB29261 (58.9%) . AWM= 2 — /85—
276451 (55.6%) . T #2301 (46.4%) . & 189171 (38.1%)
W 5715291 (30.6%) T - 72 (F1 v M4 7 H : 2010489 H 24
H). [7.52H]

18. ZEppEIg

18.1 {EARF
BT ATEALE &) KRB F TS L,
ECTHNRF I NI AT T —IZ L Y5-DFCRIZALH S
bo WIZEE LTI EBEMEICHAET A2 F 2T T
I F—VIZLYE-DFURICE# S L5, B, JEBSHMMEIC
ELNVTHEETLFIT vhAKRY T —HI2 & ) EEE
T H5-FUIZEH S NI H % 56489 5%, 5-FUIL
FAUMPIZRE# &, F 3 VIOV ISR K U5,10- A F L
YT T FUEREANHFEEARZIERT 5. € ORHR
FIVNBER AT A EI2L ), DNAGH % HET
%o F72. 5-FUIRFUTPICARH S, UTPOAEH D) IZRNA
WCHY AEFNTF-RNAZ AR L, )RV —LARNARL D X ¥
t Yy —RNAOHEREZ EET L L Z 2 5N TWBEY,

18.2 MiEEsE
WASHEE e N FLE (ZR-75-1. MCF-7. MAXF401. MX-1),
b b (CXF280, HCT116. LoVo. COLO205) KUk b
B (MKN28, MKN45, GXF97)#HJE X — K~ 212%f LT
PUEE R ZRD H N7z 72, MoPUEEEEH] & off

&0 BUEERROREATLO S 7P,

19. BRIRSICEET 2EEFMME

— {85 © 1 & ¥~ (Capecitabine) (JAN)

1b54 © (+)-pentyl 1-(5-deoxy-f-D-ribofuranosyl)
-5-fluoro-1, 2-dihydro-2-oxo-4-pyrimidinecarbamate

s

G
nfE
R

Ci15H22FN3Os

359.35

HEOREEORETH 5,

A5 = VIO THEFR S <, T8 7 = (99.5)
TR <L TRIZRREITIZ v,

20. RV EDEE
T3 U —aREHERIERR T TRET 2 2 L,

22. 3
564 [145E (PTP) x4, FZEFHIA D ]
1408 (145 (PTP) x 10, #MEAIA D ]

. EEXHE

L%L@Z%l*@mb‘ﬂ%ﬁ(; € WIS S G Ear A il
HEENORZSEIAR Lt E © h Yy E v GEITIES )
IEJEJ:U)%%‘&‘I‘?E@%W%%E’E% BTV AR Y e SN
HIREENOFZUEI R D WS « ATy 2y (RIS
B AR )

Cavaliere A, et al.: Tumori. 1990 ; 76 : 179-181.
HAR B2 BT 2 2y Bhs (P R B R 55 240 slER)
(o —%ge  2003F4H16 HA&GE. HEEEREE A, 3-2)
HARNEEIZ B 5 FE)RE (B ERR 8 TSR (£
O — &5 0 20034F4 T 16 H KGR, HFHFEAHRZE . 3-1)
Hyodo I, et al.: Jpn. J. Clin. Oncol. 2006 ; 36 : 410~
417.

HEAT - IR OKENs - EIEEE X5 & L 72 EN R
2R (X0 — &8¢ 1 20074E12H 12 H KRR, AT
)

FEPUERL AR AR A
IR 2 )

fisas, AR (B0 — &8¢ 0 20034F4H 16 H A&GE., H
AEREZE A, 2-2-1)

JERRATIE (X 0 — &8¢ 200344 H 16 H K G2
BN 2-2-3)

Y F Y Y OS-FUNDER EIR AR (Yo — 58
20034F4 H 16 H KGR, HIGFEEMIER-1. 3-2)
R (¥ o — &8¢ - 20034E4 H 16 H KRR, H
P 2-3-1)

Judson IR, et al.: Invest New Drugs. 1999 ; 17 : 49-56.
Bk RElE E A A B EE OFEYEE (X0 — 5§
20034F4 16 HARFR, HHEEERHEZE. 3-3-7)

Camidge R, et al.: J Clin Oncol. 2005 ; 23 : 4719-4725.
FFI 70y — 2 EYRHBHER ST 288 (Ea—5
HE 0 200344 H 16 H AR, HIFEEFEZEA. 2-3-4)
Reigner B, et al.: Cancer Chemother Pharmacol.
1999 ; 43 @ 309-315.

FEAT - T A TS & L2z mi i s 2t R PR sl (Y o —
FgE 1 20034F4 A 16 HAKRR, HIGEEEORMEEE b . 1-2-1)

PRER (=Y % ¥ U $E300mg
. HIEEERE
11)
12) AL

13)
14)

15)
16)

17)

18)



19)

20)

21)
22)
23)

24)

34)
35)

24,

TEAT - EFUR TG & L7 2R SRR (Yo — &
$& © 200344 H 16 H KGR HIFEE RS . 1-3-1)

B8 F VIR OHEST - TSI TR E L 7255524
BRIREAER (X' 0 — &8 © 20034F4 /] 16 H KRR, HIEE B R 2
b.1-3-2)

5 XA v RIEFIERY O FLRE & G & L 72 S 24 R R (€

O —&§E : 20074E 12 12 H KGR, i)

Blum JL, et al.: J Clin Oncol. 1999 ; 17 : 485-493.
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