%k 20264 3 HERET (5200

® 20214F 4 JEE] (IR, HER O HEZTE)

Bk SR IRAT
FREIE - 34

B HEEA
BIZE, MLJ7EEEREE )
HANY ZE

BAEERRDSEES

874223

AEES | 23100AMX00214000

BR7ERAE 2019426 5

AR ZE >§300mg [HET]

Capecitabine Tablets

) EE-EMSFEORLTEICL )T L

A
=9

1 FEZzECHPARZEEL. BRFCTOHRETE 2EHE
MERICBW T, PAEEEICT LR - EEREHOEM
DHET, FEPEY EHR SN BEBICOVTDOHERKY
Bk, BIEBEDERICH=>TIE. FHARVEHAESR
DHEAXEEZBUTHRERT S &, /-, BERIAIIC
£S5, BEXIZORKICHENERVERMEE DAL,
FEZHETHIrOBETEE,

12 THT =W - XAZIIW - FFTS2IWAHVILEREEED
BrRICEY., ERECMNREEFOEHERAPRETH2HThD
HBDT, fFAZITHEVI &, [22, 81, 10.1 ]

1.3 FFETIT 7Y AV LEDHRAICEY ., MEEER

BREERE. HOPRERLECTICESBFEHRES N TV,

ZhoDREIERIE. ABEETILT 7D H YD LOGRARE

HE®LPSFFIREHIER1 + AUROBREICHBEL TVH0

T. AT 358 ICIEMRRERKREZ EHABICITV, BE

KU TEYBREZITD C &, [10.2. 16.7.1 BHE]

1.
1.

2. B2 (ROBEIZIIBELRVWI L)

240 ARFE OGN 7V F a5 2 i LB mdE o BEEREO
5 HRE

22 FHT =) - FXAFI)N - FFF AT ABREHIES
o BRE R OG- HIEBTH DO EE (12, 81, 101 ]

23 EELABEEDDHLEE (921, 1661 BH]

2.4 IR AIIEAR LT A RO & 5 ek [95 2E]

4. REEXIIFHR

OF MR ISBRIE
O#tls - Bl
OFE

5. RBEX IR ICEET 5EE

(FMAREX I BRILE)

5.1 KK OM i L IRIE I BT 2 B R O AR LT

W,

5.2 HARG2ATHHEIIE. 7T b IV A 7 0) VSRPUEEIES A

T S UL R EORERT L ISR S .

5.3 PEAIFEEICB L . #IRMLAREEIC B B Ak UM 4kl

T LTz,

*6. RERUAE

TR IEFRIEFLIE I AEIEBEZ M L, 778527 b
DOVERIEKA L BT 295 B 1 I3CEER T 20 K5l - El
B 2 M EERERIEBEE AL, A2 75 &
PRS2 A1 3CEE T 0 IRIBRARE 2 #1T - F3E0
fila - BRSO PUEEE A & O B TCEEOUIES: & f#
MY %o ERHRIZ B BB RRE TR & F 1§ 55
AIEIDEEMEHT 2. HRIEHEEE & OB CClz il
ERCE

AL REERN & D TROIKG& 2P AR & 4 BR300 PN
(Z1H2ME, 21 H M H#E IS L £ O®R7TH MRET %,
IhElIa—ZAE L TRGE#HD T,

3. HERk - MR
3.1 88k
5e % AT F Y EE300mg [ HET ]
1§EH
BRI AR Y~
300mg

RETHG 1A &
1.31m2A i 900mg
1.31m2P)_F1.64m2o: it 1,200mg
1.64m?2L) I~ 1,500mg

MARHME, HEELO—ZX, ZOAH )L AT — AT
whNFl [ MUY A, e TOAO—RA, ATFTY) VEEY T A
v, BbFE . Fovy

B ¢ R &b TRO$H- & 2 Wk & & 212305 PLIN
IZ1H2M, 14H BB HAEORS L. £ ORTHBRIES 5,
INE1a— AL LTHGE#HD RS, b, BHEOKE
2D EERET %,

3.2 WA O
Wi5e44 HRYHE L EE300mg [ HET ]
HIE TANAT—F 1 T
] 1

HRIEEY

RZETIHE 1M A&
1.33m2 A1 1,500mg
1.33m2P_F1.57m2 i 1,800mg
1.57m?2P)_F1.81m2o it 2,100mg
1.81m2PL I 2400mg

v

hREED
300 HET

Cik  RRINTE I & b TR O 2 Wik & & 212305 PN
IZ1H2[E, 14H BSOS L. £ ORTHBRIES 5,
INE1a— AL LTHEGE#D BT, b, BHOKE
WD EERET %,

i —

RZE I 1m A&
1.36m2 A1 1,200mg
1.36m2P_F1.66m2 i 1,500mg
1.66m2LL_F1.96m2 it 1,800mg
1.96m2L) I~ 2,100mg

Dk - K DA TROF G- & Pl & 4 &30 BN
IZ1H2ME, SHEEHEENHRS L. £ ORIHMKRIES 5,
CNEHEYRS, &b, BEOREICL D) BEAERET 5,

& (mm) 135
5 (mm) 7.2
JE& (mm) 48
B2 (mg) 385
- VRO A
IR 300 HET
waFEa—-F @263

RZE I 10n] &
1.31m2Ai 900mg
131m2L F1.64m2okit 1200mg
1.64m2L) I 1,500mg

A-06



E& ARG S D TROEGEZ ARG &5 212305 DA
IZ1H2[ 14HBEH RS L £ oR7THHKES 5.
INEIT—AL LTHRGEHEYVET, k. BEORE
12 & EERET Do

Grade I A 95K HRAE I

Lo, AR, v
1 |V - ForF ok SR
. M PEALBE

H%AEGICHIBRZ 200 5 2
EAE A WREIR

hF 1l i T o
L3tk 00mg 2 WS Atk | PIRES T A
1.31m? A F1.69m? A 1200mg o |EEEAE. BB KM B\ H WS £ EIT T E B VE
1.69m2L_F2.07m2 i 1,500mg 9 A PN
2.07m2p) 1,800mg T DR OGradensij 2t (FEARMEE., HREEMHEED) T3 L %
VA, &0 ) HIEEC X 2 Grade # ST
7. AERUHEICEEEY 3R (FRTBER IEERIE)

(hEEH@)
%71 SHEOMEHE (QRHE) (ZLTFOREERES-) O
MHEHL TS,
« A1 825mg/m?

#3% 7.3 ALAHRBIED & 5 HER2E LD FATAE

- Bif
- Ci
- D

1,250mg/m?
1,000mg/m?
825mg/m?

« E?%  800mg/m?

7.2 R3E - Iz onT

721 BEROCHEIIB W TRMERADSEE L 2546121, UToR
ERBEICLTRIE - @217 2 s BB, BIRIIBI Bl
L6312 B W CGrade2d FEIMTE T EASFEH L 72354121
PIFOGrade3DRE - Mg B E I L TRE - a4t EE

j‘%:to

PREE - Ik D BLE

NCIIZ & % # s TEIEE T B e
D Gradefll5EH AT O D
Gradel PRI - AN LR
Grade2 #AIFEH|  GradeO-LIZ#dHL$ 2 F TR TN
2 H3EB|  Grade0-1IZEEH4 5 T TR B L
A HFEH|  Grade0-11ZH P 5 F TR B 2
4[A] H 5835 PGl - G A] -
Grade3 #AIFEH|  GradeO-1IZ#RHL$ % F TR B R
2M BB Grade0-1IZEEPd 5 % TR 2
3 H 35S bl - FaGAT -
?ﬁ’i—ﬂ!ﬂﬂ: . EEQ—KW
N1 S G S A - g
Graded uimsssy| 5" AR EI L 02 i e
GradeO-11Z8EHL9 % F THG-HIT

FREOKRE - HEOBMEICS U CREEITO B, LToHE*S

ZlZTAHI L,
+ 1,250mg/m2H1 4 T - % B L 7255 6 DR 04 -5
N ELE
REH W B e B 2
1.13m2A il 900mg 600mg
1.13m2P)_F1.21 m2Aiid 1.200mg
1.21m2P) I 1.45m2 i ’ 900mg
1.45m2P) I 1.69m2 i 1.500mg
1.69m2P) 1 1.77m2 i ' 1.200mg
1.77m2L) I 1,800mg ’
- 1,000mg/m?HI 4 & TH - % Bl L 7255 & O s O -
. LI
ERER R T
1.41m25 i 900mg 600mg
1.41m2P) 1,51 m2aii 1.200mg
1.51m2lk F1.81m2A i ' 900mg
1.81m2P)k 2.1 1m23iif 1.500mg
211m2PL k- ' 1,200mg

722 —HjEGE L 22RICHEEIATD AW L

1) BEEIC & 2 EINEERZRERC BV TIENCLCTC (Ver20) 12k
) Grade % HI5E L 720 TIEAEMEREIZ LT R E M2 fE > 72,
F 72, CEEIC L 2 EMERABRIC BV CIE T RLERERED &0

TCTCAE v3.0XIZCTCAE v4.0312 & V) Grade & HI%E L 72

FFEEEFLE I LT
IHFZT RPN TAY AT (#EFHIEZ) ST 580
MEROCHEL, VI FTOBTRLESZRTL L,

BB TREAETT - BROKERE - ERR)

* 7.4 KFEBEHT Ao PUEEESFNE. 178Kk ] OTHOW
HEHML, BERNORTON A FI14 % 25%12 L7 ET,
BEORERDAALFWEEIS L THEINT 22 &, [17.1.9-
17111 =E]

(BREICH T 2B L2ES)

7.5 FFH| & BT Mo PUEEES AL, 1758 REHE] OFHOW
HERBIL 72 LT, BB ORESL D A LFHRTIER 20 U CERIRT
LTl [17112 ]

EHEERVOBREICH T 2MTEHEEES

7.6 M8 — X %8 2 12 E OB O AR L
T\,

8. ERLEFXMEE

81 THT =) FRXAFL)N - FT T IAY T ABREHKG I
oy AROEG 2T i id, 2 ESTHU EOMEE H1F
BT &, [12, 22, 101 ZH]

8.2 AHIF G- eIy CREICH SN E) R (i
M, FRERE - BRERERAS) 2179 kL. BEORER T
B A2 L, [912, 922, 11141116, 11.1.13 2]

8.3 &I - IMIMME R D FEBUULEALIZ ST 5 2 Lo

8.4 HIWVIBRASRE R AEST - FIZEO I, EHHEIZ BV A HlihLaE s
EACAF A BB, Bk ([EH Lo BLZEO @
RARGRIE - FICHMEMG 58 RAVPENOZUEIAR B A
D28 2T LI L,

9. HENEE2ET58EICHTIEE

9.1 ABHHE - BMEEEDH 5 BE

9.1.1 BEIMRKBOBREFEDH 3H8E
LDEENRHSDONDLBENDEDH S, [11.1.3 =]

9.1.2 BHEMHEDSH 5 EE
IR T 2 BN D L, (82, 1116 SH]

9.1.3 HLEFBEXIIHIIMDH 5 BE
FERDPEALT 2 BZNDDH Do

9.2 BHgEETERE

921 EELBREBEDHIEE
B LawZ E, [23. 922 R]

922 BEZEDNHI2EE (ERELEBEEBETOH2BEER)
BIERDSEEL IS HEDN LR T2 B2 0H 5. [82. 921,
166.1 ]

9.3 FFigeEERE

9.4 EJEREEEFTHE

9.41 AGHRERER O BF IR G- 2 LE D A1, TR
WXt BB EEET LI L,

*9.4.2 MRV HEZ WEEE I, RAET P R OB 53T $—E M
WS 2 82179 KO HRET 52 L, [95 2]

*9.4.3 /3= M —DMLIRT D REMEO B H B HEEEIIE, REFS
O O 5T e — B I N ) e M 2 AT ) L O HRET 5 2
&, [152 ]

9.5 TR
TR SR L CW AR D & A eIc 335 LawvwZ b o B
W EER CIREGE R K O H AP ST b, v 7 AL
BT, BHIREC., MEER, SHREROMIN. LERIT
(198mg/kg/H L L BAEHRG) . FVIicBWT, HiiE. BIET

(90mg/kg/HEL L REHS) G SN T 5. (24, 942 Z
]
9.6 ®ilw

BHLBWI LT L, BER (7 2) 1I2BWT,
~OFAT (198mg/kg H.IARG) &SN TWw5b,

9.7 NRE
NBER GG L L7 ERREERIIFEN L T v,

9.8 EieE
BEOREZBIE L PO EEICRTG 52, —MICA A
PIETLTWDEZ eSS, B0l LoE#EIcB T, &
JEO TR, M. WHHEORFRP LA L2 0MENDH 5,

FLit



10. HE{EH
ARHIDFF b 70— 2P450 (CYP2CO) DEFHEEHAINRIHE
L. BRI T ¢ 20 fetdsd 5 0 ¢, CYP2COTHEH % %

VT % 3EH L BRI S A e O HEER O MR EE DS L AT B B2

b bo
101 HFAER BrRAL&WI L)
AL FRARGER - 58 W5 - ElRET
THAT = - FRXT Y RHNCEE L MR F X5 V7 v

W FTITINHY) T
AREH] (74 —T A
7 )

[12. 22, 81 =]

ERLTI, IR REE
DA LE R EEN T
HI B2 0H 5
DT, FHT—I -
FRAFIN - FFT
DIV ) 7 ABLAH]
Be G- fe O 5w
BTH LLNIE AR A %
WHLhnwZE,

oy sy LoRibK
MaHEL, Mfk 7
Vg Vg
MHELLERHT A,

Do BRLERE - TR - MESOIERA D S b a1 1k %S
AEIEL, EUARERIT) Z &,
11.1.10 EELBHHRREE (HERES) (HEAH)

AT . FRIE . SERAMRAEIR . eEN. WP E B . P

EOBEEE, EREE, ER, L. /. BEKT. ME

B, JREZESEDSH LMD ENH D, T2 IO XD LR

DHERESEOMARERE LTHEbNDLZ LD 5,

11111 MERRE GHEAH)

TRESERIRIASAE . INFEZE, MiSERESENH S5 bNDL WD S,
11.1.12 RISFLEREREE (Stevens-JohnsonfEf&EE) (HIEAH)
11.1.13 BMMEEm FEAR) [82 ]

11.2 ZOfDEIER
11.21 BRIEXICH T 2HE

10.2 BHAEE (BHAIC

ABEIBHCL)

ol %

RIARAEIR - S5 IE 5k

Wy - fafri 1

TNT 7)) YA T A
[1.3. 16.7.1 ZH]

BEHBALA R H 0 5
AFEN PG k1 o
F VAN o I i
e [5 RE A A il L
MO FEBR D HRE
nNTwb, EMmIC
ML & [ BEAR A (7
[m i N VR V= TN
INRE) Z1T\w, 4b
G U Ca# ) 7
BET) T &,

KF DT by o—
24 P450 (CYP2C9)
DEFEAEARIC
R BRI
BT LTwa g
MWEZLNTWAD,

A = N

Jr= kA Ol
BEXLALLED
WML H DL DT,
Jr= M Ol
IEEDZALITEE T
5Tk,

REIDHFF b 70—
2 P450 (CYP2CY9)
DOEFEOEHALC
L, BREEN
A P R i e R
MWEZLNT WD,

AR
7 2 OVIERRER A

R AR S 5 B
ZNH D 5o

7 vALE) 3 Y R
PRI 57 5 o A

IR TS RE

‘I‘iﬁi‘ﬁ) ;a) o

1. BIER
ROBWEHDH S5 bNDE I ENHHDOT, BEE 5147w
HEHRRD LN AT G 2T 5 5 EEY) R E R TS &
k.(l

11.1 EXEEER

1111 BRAKEER CHHEEARPIED)

BLWTR CEIR © I, BRI OBHESE) 258 5 bNBKIE
MRETELZEDND D, TDLI) BRIERDED S bNHEIIE,
Pel5-& mk LR, EMEE S SoME) 2 RE417) 2 &,

11.1.2 FBEEH (Hand-foot syndrome) (HEEAHED)
FERORRIBEEE . HEEE. KE, &E. MEALe. F
JTERLRE, ERFEOTFRIEEELH S bNLEZ ENDH 5,

11.1.3 DEE (HEEAPED)

OAEZE, Pl BEhEE . OEIR. DA G, B8, LN
B COBEMAEEIR, CEMEY, OSEMEIANGES) S0 mEE
WHLDLNDLZ DD L, [911 2]

11.1.4 FFEE. 8E (HEEARHD)

TP RER A AT BE 20k ) TR EN D S b, TFREIZE -
THEBI DS SN TWD, B, IR EERE kbR nig
JEDHHbNDL I EPHEIN TS, [82 ]

11.1.5 BEE (HEAH)
E%%@Eﬁiﬁ%ﬁi%@%ﬁ%%bhé:tﬁ%éoBQ
Z ]

*11.1.6 BEEINE] (BEEABHED)
PUMERR A, Bk BRI A5 OB BEIIGI2S, F 72, B BEENH o Fht
2 &0 B, MUMESDSH 5bNDs 2 Ehd b, [82, 912
ZE]

11.1.7 ORX GHEARPED)

LI ZE R gS, REIE S, LSS Adhbbh s 2 eh
Hbo ARMEDOIE. DNEE. TRESIROLNIHEIC
E, BTGk Ll R @ s47) 2 k.

11.1.8 BEME HEAH)

FVEPERGJ8  COOBSEIR © 0k, A, DRGNS, J8#%) 2%
LML ENDH D, BENBROLNEGE IR 2 HIEL,
M XS OBA AT, BB R RV E VAl 2 P53 5 % Ll
Yl z479 2 &,

11.1.9 EELRBLX (HEARH)

WM 2. RRIVERs 95 SRR RERH S b D Z LD
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N 3R

10% L) - 52) 10% A 1E2) B AR D
F R R BRE SR R . [ RIRIE. ) DR,
FEIED FH
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(30.5%) « M- Wide. H s,
B, O,
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AN
TEBR % Moda. T IRIE
B IE O R
I, AEAR
RE A P19 ]
iR R ER B A AN~ N2y M AL
(26.2%)  FVIMER A 1L/ A EL
B (24.8%) . |, HUEREHE
U UORERER A N, e o v
(215%) ~NEF|V T E
=R I ER B
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JINEAL . N A
FE 7o =),
RLBEVE R 95 . K
R, B
B G AR G
) o — USEERE,
B2 RS WML S
TR R %%, KL Rg
I8, %9 FEAE.
B2IE 4%
ileS MR (R 45

A I g5 IR

55) . IR

JPREG - B A ) v e Y RIEE R T &R R
B (24.2%) |FR. BUNSI. 7 L7 =~
ASTHN, LDH|R T 7" F 7 4 | 8

Hhn, ALTE 0. |7
Al-PEEHN

Z DA PR, RE W SIETE S, RE | IAE. BT
doOSEE I, . | B . ERE
7R AER [EE . ML 7OV | RE L . 5
73 M. m Y7
Hig. ME RS Y FILE

11.2.2 OB EIEER & OGHAKRERFICE T 2HE

109% L) L) 10%A i) BSEA D
FERsR | MR CRASF B £ v | SRR, RE

PRE = 2 — 0|, AR H.
AN ¥ K
EE) = 2 — oy
D2
(93.9%) . BEEHE
H (32.3%). f
I

JETL R

bR E (82.9%) | HER, HAPMEALARE., ON
A G NI 30 SN N AN
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10%L) | #3) 109 A 1+3) AR AN ED
ik T i R B A N T T Y R S G AT ER R
(66.5%) « IM/NBL| A, £, ) > | hE
B> (35.4%) . |7 SEREGH A
Emﬁﬁﬁy
2 1§ th FE kA B E o REE, BT
(354%) . 3&% 4. NPH%&. =
FRCNI A LA N
Z 9
i TR, B
JFEE - R | AR PR . ASTHE ISR, ALTHIHN,
fn. FFEEEERE My ) v e v
B, ALPES.
y -GTPH N, Ifn
R A M
b
Z Ot W5 (57.9%) | MFA| M6, REE
OB AL RS | P, WAL, B LA E . K
€3N M*A\%ﬁ\mmr\UWAmﬁ\%
FLBE. JEAR %) \JEah. ESGERK M. R - U
(40.9%) . ¥ | 4 (ﬂl@ 2 I dE . R
i\%ﬁﬁ\%$>m&ﬁ\@%k® SEL L
B JE. BAHEIE. A\ v Y S E
R, RYMEER. B S
e, fr Y | U k) RIfiE
vigA. CRPH
hn. IR
?ﬂ)EW%fﬁ%ﬁ%&Uﬁ%ﬁ%fﬁ%éh\ﬁﬁ%ﬁ&ﬁ%
VR
2) AP L IEIBEECHEM L - ENEEERER (FTRHE 203 2 E
NEE T AIERRSUBR [JO14865:08%]1. #4T - FIsILE IS T 5
IW%HWWFuﬁ[mwwrﬂﬁJmmMﬂ% JO15155

B, JO165265080 ), JEFT - FI%8 FAIC A3 % [ T A
PRk OISIS2SUA]. fT IR - it 20

5 IAIERPR B LJO1516350 ), JEAT - IRATEeslf - il
i1 5 EIPS 1 Rk e (101505 13RR)) it
CH Tl L7 B BIR B GIEAT - WA MR - Rl 1o
X35 495 1/ ABRRSUR [JO19380384], Stage Il JOF
10 0) B 0 )M 20 38812 5 1P 3 T AR ot
B [MO282233 k1) D&

14, BRAEOZEE

14.1 EFFEFOEE
PTPAEDIHEHIPTPY — b2 WY L CTIRAI T % & 9 i85
52 ko PTPY — P ORRKIZ &0 o TG EE AT BB R~ A
L. B3l e B2 LTINS 0EE 2 5 0HEZ 0565 5
CEND B

15. ZOMDEE
15.1 ERPR{ER ICE D < 1Bk

*3)

TNAuT T UVORMGHHEZE CTHL Ve Fu) 3 V7L
Fo4»—+ (DPD) KBPHEDEEN T IIICHEREL, 2D
15& ST A O T YOV RER ARG LA G0
EEREER (OMN%. TH., MEEE, MigEEs) 29%H8
?6k®ﬁ¢#%%
* 15.2 FEERPREHBRICE D < 1B
AHEIDORHY TH H5-FUICOWT, BEREZIHWREICB VT,

BIGTRRERFRENZ2RT I EPRE SN TN 5EY , [943
2]

16. EMEHRE

16.1 MARE

16.1.1 AE TS L 580 mEHRE
[ETH BE 1241 7 XY & ¥ 829mg/m? D % SR I HERECHR S Lz L &, ARy
% ¥, 5-DFCR. 5-DFURK U5-FUIE, 511~ 130 CTCmax \F3E L. 2230
0.4~08H1P‘jf«li’i’} L 720 5-FUDAUCEstE. 5-DFURD#IL1/20TdH » 720

AFETHRG LB E 08B (T A — 5 Ol# (n=12)

feay Tmax Chnax AUCrast ti2
(h) (ug/mL) (ug-h/mL) (h)
NRYFE 11+07 485+374 477+251 042+0.70
5-DFCR 13+07 5.35+304 9.63+4.25 0.79+0.19
5-DFUR 13%07 4.33+2.09 6.96 +1.66 0.67=0.11
5-FU 1.3%07 025+0.18 0.39+0.20 069+0.17
mean +=SD

F 7z A R 16412251 ~1,255mg/m? ) LT, AR ¥ U RUHH D O

Cimass AUChstl #5502 ILB LTI L. WEES-50 7 Ry 5 ¥ 2 R IEAL#D O

1 IR R S EAURIEE NS

1) RS - HE SRR H b TAE RO DETIE1E900~1,500mg
%, B#TIE1A1,500~2400mg% . C#ETI1E11,200~2100mg# . E#TIE1E900
~1800mg# 1 H2[01Tdh 2,

16.1.2 B&E TG L 380 MEHRE
AR - B EE 20412 Y & ¥ 2 1,250me/m2 % f A1 H 200 H RS Lt L X
O¥G1IHBE OJ <Y 5 ¥y 5-DFCR. 5-DFURK U5-FUD MAEH IR L, 5.4

1.7~2.3WF ] CCmax \ZFIFE Ly 380010.55~0.81 5 THA L 720 #%5:1H HO5-FUD
AUChstit, 5-DFURD#I1/30TH o 720 %5140 HOHEWEHE/ ST 2 — & (I5FU % B
& WG HOM EAZIZFABETH 726D

72) #%45-1H Hix1,250mg/m?% §1 6121 H LR G- L 72,
BIE TG L7 B ORI/ ST 2 — 5 DI
e Cmas (pg/mL) AUCust (ug - h/mL) n
1HH 14HH 1HH 140 H 1HH | 140 H
KRy HE Y 480+175 | 419+255 | 691+240 | 614*192 | 20 19
5-DFCR 595+250 | 520+190 | 151+431 | 141+458 | 20 19
5-DFUR 602+249 | 659+283 | 128+374 | 130%331 | 20 19
5FU 022+0.12 | 038021 | 045+0.18 | 071023 | 20 19
mean * SD

16.1.3 £HFHEEEHER
NNy HEUEE00mg [HET] RUEE—5§E300% . 2 0 AF —N—EIZL)Zh
ZN6gE (H_YF ¥y e LTL500mg) HAAFEEE C G BREOHRS L CimsEdh s
NRYGEVRERIE L, 135N YEEE ST 2 —% (AUC, Cumax) (2DWVTI%IE
X S CHERTIRIT 2 4T 5 72455, log (0.80) ~log (1.25) DFEFHNTH Y. WH O
AW AR RS EDSHERR S 7Y

HYEE ST A= %

HENTA—S BHINT A=
AUCo-s Crmax Tmax ti2
(ng * hr/mL) (ng/mL) (hr) (hr)
HRY B LG N N N R
300mg [ BB 3868+1475 | 2645=1102 19%12 05=02
Yo — 54 300 3968+1807 | 2645=1260 20+12 04=01
(58E% 5., Mean=S.D., n=40)
HL[AI5 515 0 ML v S i EHE RS
(ng/mL)
2500 - . —o—H~ A E §E300mg [HET]
@ T -2 - £ 0—4 §£300
gg 20000 - i ) 5345, Mean+S.D., n=40
ﬁ T
R0 4 A E
P4 Ll A :
5 I 2 N : -
e 10007 ¢ /- 0 S
P4 / N :
E 500{ [f ) SO
0 T 1 ' 3
0 2 4 6 8
B (hr
M4 N NZAUC, Coad S D /8 T X — & 1d, BBRE OFI. AE OFRIUA LK - BF

[H145 D BRGME I & > TR MDD % o

16.3 2

16.3.1 H#BABITH
XA RO I UCEE A <~ 5 l: v ’%%ﬂ'(hl%mg/kg&054mg/kg0)J|J%“(“ilEl
RECIE S L7z & & HURBEIL IR 22 (WIS 7z B, ARPICIER oAl L 727)%, #5524
BER & TLICZDIZE ALDHRNE VIR L7z, BT 5 €0 ORI R, Hrbc S
o AL IR, EIEIC B B R X 2 o 2205, BURBED AN OFATIZ KD 5
729 o MR~ ANCUCKER#E )T 5 ¥ v (198mg/kg) & HIREPEG L7z & & gt
HEDIEIADBATHIRRD L7210

16.3.2 FEBRIRAIS-FUDER
b MEBHEHCT116, CXF280 % O'COLO205#: (1% & U v ) X — K~

VAT HE Y EORS). F¥Y70) Yy (5-DFUR, &5 &US—FU

(ERENPES) %S ma (BRI GRORKIE) 9 L. FRE(IES R
AN I O5-FURZHIE L. ARV 8 ¥ b~y 2 TSI ““?REI’JL
W OSFUDMRI S 4720 BSHES-FU AUCIEATIA K ONISEHR O5-FU AUCIZ
R YU G TEREN2265 K U 114~2091% . 5-DFURHRS-TZ L2 1645 K 021~
SABEVEE R L7ze — 5, 5-FUHS Tld. 5-FUIRBESMIE 2 Y T < FiA & O
2O BRI Lo Y 5 ¥ UG~ A0MHIES-FU AUCIZ5-DFUR K
U5-FUH G-~ 7 ZJESHERS-FU AUCIZIAR, N2 N36~4.315 1 1N16~ 355 5 il
B L7z,

16.4 R
HNNRYFELIHVEFYIVIAT T =2 L )5-DFCRIZMH
F7 35 =¥ L Y5 DFURNE#H SN L, 5-DFURIZE )
)7 —+¥ (PyNPase) (b bOEEF IV VARAR) T—E,
ARARY T —EAHWE) 2L DEFUICEBRENLY |

16.5 HEitt
K - R 2052 XY ¥ U 2 1250me/m2 A RIS L7 b &L 4G 124
F TIIHGED69~80% A1 Y § 2 HARHAPEIE S L7z S0 ) HRZAK O R Bk
MERIEH3% &R 7R L. FBALIZRIS0% % 7R L7260~ 7
[E TR B 64 1 UCTRE L 72 4 R Y & ¥ VKR E2,000mg & AL B IR %5 L7 &
%, 7THHE ToORD BN GEOISNIHY L, H5FDITE A LDIRFS
PRl s 7z ROIPHRIEE, K (FI984%) A7 T 1205 R DA ISHRIE Sy #9144
B Coe T L7z IR TR LN H RV & ¥y O/R#E!IE5-DFCR. 5-DFUR. 5-
FU. FUH2. FUPAJKUFBALT® V). F 7z 1 :;mmw H#W1$5-DFCR, 5-
DFUR. 5FU. FUH:. 'FBALT& - 72 M4 L ORI 51 fzﬂf‘f'x;ﬁft&%{t"
WOEFHIFIZRBETH o722 L2 5, M4 & OFR AU R AAEAES 5 T 6
TRV Z LATRIE S ) (SHEAT—4),

16.6 HENEREHTHEH

16.6.1 BEERESRE
lﬁl){édﬁﬁzzmm SHERER 2 LT T =y - 2 )T I AL 5T, IER (>80mL/
min) . TFFEGERE ERE (51 ~80mL/min) . W& (30~50mL/min) K& OV
(<30mL/min) 12538 L. X ¥ ¥ »1,255mg/m? #D 2GS LB A~y ¥
vk %@ﬁé@ﬁ%@AUleiUT@ LB THo72W BHEAT—%), [23, 922 &
iy

S, EHIEYFTY
VX7 VLA Y FARAK
oY &) Vv

BEREREEENON Y Y L RUREWOAUCH (ug-h/mL)

s V7F=r 297 F A (mL/min)
L&Y >80 51-80 30-50 <30
n=6 n=8 n=6 n=4
RS A 6.24 =206 598 +3.06 7.88+4.32 779+443
5-DFCR 116+4.12 124+225 135+718 120+2.09
5-DFUR 137+262 138+357 194+716 234+538

)



VL7 F=v - 2)T I A (mL/min)
Law >80 51-80 30-50 <30
n=6 n=38 n=6 n=4
5FU 087 =045 057=0.17 0.78+0.27 1.07+043
FBAL 39.6+14.6 426+128 735282 142+532
mean = SD

16.7 EMHEEIER

1671 TINT7U>
I B AN XY ¥ 2 2500meg/m2/ H & AHELH2M . 2081855 LEK
HAaRla—AL LMRES 233 - AfTHHiBETcENZNTINVT 7)) Y F P YA
20mgx FEI% G- Lize H Ry E U EGHT L L TG RICBITAS TV T 7)) v
(EEFBEMEARDOSIE) DAUCKiE57%. INRIZILHM L 72159 (SAEIAT7— %), [1.3.
102 2

16.7.2 ZDOft
v MEI 270V = A5 2 WTH Y ¥ ¥, 5-DFCR,. 5-DFUR. 5FUN U°FBAL
DIEWMRHEEFE R (CYPLIA2, CYP2A6, CYP2C9. CYP2C19. CYP2D6. CYP2EI.
CYP3A4) ~® %in vitro THRET L 720 T OKER. B RV 7 ¥ IR ER Tl &
N2 AE IS A RISE I (#90.015mM. 5.4 ug/mL) OTRICHI YT 2 i
(0.1mM., #)36 u g/mL) TIZBLEIEFED SN Lh o 7205 1308 1SHY 3 5 il i
(2mM, #9700 4 g/mL) 123V TCYP2C9, CYP2E1%50%iL < L% L7z —J5, Uil
PO TSR RN O EHEN 2 E XD SN ko 7210
[EIHE BB 128127 R Y 7 ¥ 21,250mg/m2% BHRKBEILT )V I =7 A, KEb~ 2 ?f
T AR eI L PG L e B Y F ¥ Y R U5 -DFCRO Cunax 3 H AR
& L ClA~21% LR L2 b 00, ZoMoREmIEETRO SN2 ho7: )
(HFEAT— %),

17. ERERRRIE

171 FHHERVORLMICEET 258

(FMTRER S BHILE)

17.1.1 ERETHSE T 1EERRER
FHAHLL Y A ¥ TOMLT - FIRIBEF ISR ¥ C x5 2B E HEii L
72 (1657mg/m2/H. 1H2E 5L, 21 HRHES - 7HRIRSE) o A RhPEMRIT A R (5122
BUZRT S 5 Z5)313455% (10/22) Th - 7219 o EIVERHIZ19/2361 (826%) 1258 L
7oo TERENEIZ, BED VY Y EAL106] (435%) . ARIMERIZA 106 (435%) . Kt
FKAETH (304%). LDH ERT7HI (304%) . HIMEKHATH (304%) %TH -7z,

17.1.2 ER%EEE I HERHER
BIAHELL ¥ A~ £ TOMAT - HRIMBH A RY & E U254 50— % it L
72 (1657mg/m2/H. 1H2E 5 #EES-. 21H#ES - 7H RS o A% PEMRIT A R 19146
BN 5 225)31328.3% (13/46) TH 7219 o BIVEHIZ50/5060 (100.0%) (253 L
7oo ERBEWERNE, PRSI (66.0%) . ARIMERIEA266] (52.0%). HilEkiEA25
Bl (50.0%) 1) >3RI 2561 (50.0%) « BIRIERIEA 1961 (38.0%). ¥ L ¥ Mt 15
1761 (34.0%) F T o7z,

17.1.3 ERH%EAEE I HHERRHER
Ft 4 F v VRO - FRAMBEICHRY ¥ E U553 2 rx FiE L 72
(1,657mg/m2/H 1H2[E 5845, 21 H B - 7H BIKRSE) o AR EERENT X R 6155061
RS 2 28 5%13200% (11/55) Td o722 o FIVEHIX58/6061 (96.7%) (Z%H L7
FREEAL. TRIAEGERES6H (60.0%). AST L2961 (483%). V) /7 Ekikd 2661
(43.3%) . LDH.52661 (43.3%). ARILEKKA2560 (41.7%) . EHAIR24H] (40.0%)
EL2200 (36.7%) . ALPLA18KI (30.0%). FIIERIEA 1861 (30.0%). ¥V E il
SH18%1 (30.0%) . HERLERIA 186 (30.0%) % Td o7z,

17.1.4 ERE I HEFRRE
5 REH] OS2 ) R VIE FE S FRv) EHOMELT - FRILERE I X
YRS T bR A M L 72 (2500mg/m2/H. 1H2E 5% 5. 14 H %
G- TRRIKRIE) o AR A RBIS2BI R § 2 285h%61321.9% (7/32) TH 7220 o
HIPERIE35/3560 (100.0%) (253 L7z, EamIMERIL, FRERER290] (829%). %
01960 (54.3%) . ARAIRISH] (51.4%) . LINA1661 (45.7%). THi1AG) (40.0%). T
1161 (314%) % THh o7z,

17.1.5 @55 I AEERRER
IS 5 X VR OMET - FRIMEE XY Y VRS DR E K L7
(2510mg/m2/H . 1H2E5E¥ 5. 14H B - 7H B o AR5 5113506]
W0t A ZEREI3200% (27/135) TH o722 o EIERIIZ150/16261 (926%) (25 L
7oo TEBEEANE. FRAEBERFILE (562%). THISSH (54.3%). L8461 (51.9%).
NEH-60%1 (37.0%) . 575961 (364%) ST o722 .

17.1.6 @515 I AHERREER
N7 FFRVIUE NS F VR OMST - RGBSR Ry C R RS T
Bkl % Fht L7 (2510mg/m2/H . 1H2E 565, 14H B4 - THBIKRSE) . A7)
PEREHT A S BI6961 12 % 2 2% 1224.6% (17/69) Td - 7220 o HIVEN1266/74651
(89.2%) \ZFEBLL 720 EARRIMEMIE, FRIEMERA6H (622%). THI436) (58.1%). &
A1) (554%)  WEIE2761 (365%) . 119422501 (338%) % TH 72,

(FEITE I B (T BT RHEBI L HRE)

17.1.7 @558 WARER PR EBR

HARH I BR SN S AL7-Dukes COREBREEE (19876)) ZHKIC, 7ty T

Vo k) = MEEE (BFU/LVHEEE, Mayol ¥ & YD) U H Ry ¥ i Hiphfs

4 paBra L2 (BT F BV 2500mg/m2/H. 1H2E S5 14 H %

G THRKRSE) . Z OG5, BB AAEIH, SEEsA I, SEFNEIC BT, 7

R BV EEOSFU/LVEH 5 B ISV TR SN2 20,

1) ARERIC B A5-FU/LVAEREN TRESNTWA LRKY F—h - 7140
YT UUHRER L ERRY F— b - 7vd T T OV ERGEEHE O R O T -
e l3fi s,

HITER X 2 5 € 2 SERETIA868/99501 (87.2%) 1Z5EBLL 720 EARRINERIE, TAE

EHES94B (59.7%) . TFHI45861 (46.0%) . H(:3260) (328%) % Tholz (Hv M4 7

H 2004484 H1H)

17.1.8 @55 M AHERAREER

SAEH YIRS E MG S AL 7zDukes CORHEEE (1,88661) MRS, 7rtuy s

- AR F— MEE (G-FU/LVED. Mayol ¥ A YD L dRoswell Parkl ¥ £ »)

NIFXELOXHEE (I RV S LT FH) TFI5F 0H) 2479 Bz £ L 72

(h Ty ¥ 1,000mg/m? TH2[, 14H B#S- - 7THEKSE) . 205, Sk

ﬁ,ﬁﬁl’aﬁL:;I’o‘\/\TXELOX#E&@S—FU/LV%‘,‘H:‘L:?‘h‘%)1%7{1215:7) &N,

AUVE X XELOXHE L T13921/93860 (98%) \Z5H L7z. EARIMERIL, HiftHME730

Bl (78%) . L6186 (66%) . THI5641] (60%) TEmH:40661 (43%) . %57 325%1
(35%) . F/RAEMERE2736] (29%) HTh 729

CRRREIRRTRE AET - BROKE - EiaE)

17.1.9 EREE I/ 1HEERRRER
HEAT - EERS PRSI - R 2 I RICXELOXHBEE (RA & A4 X490 75 F Vi)
XELOX + BVt (XELOX##: & NNy X~ 7)) %47 Bz g2t L7z (RH)
1.000mg/m? 1H2[, 14H M5 - 7HBIARSE) o 9T - A Ay - Ehis 8 10+
% XELOXHHEDZE#FIL66.7% (4/6) Td Y. XELOX +BVIRIEOZRERZIX71.9% (41
/57) Tohotzo F72, XELOX +BVIREOMMEALGFLIH (PFS) OHiefHiZ336.0H
(95%A5HEIX 1] © 293-380H) T - 720 FITEMIZXELOXH i TIL6/661 (100.0%)
XELOX +BV#:Tl58/5861 (100.0%) (%8 L 720 F4RIMEHIL, XELOX#HETIE
FL6H (100.0%) . ARHEEE = 2 — 153 —661 (100.0%) . EAIESH (83.3%)
T HIAB) (66.79%) . FIEAEMBEEEAD] (66.7%) . #57461 (66.7%) . F#E361 (50.0%) . Gfrh
ifa” 361 (50.0%). Lo < 03B (50.0%) %Td . XELOX + BV TIEAR
H= 2 =18y =546 (93.1%). ERARS0E (86.2%). 574861 (828%). FIE
FEBEREAAT) (75.9%) . 043G (74.1%) . LG R E346] (58.6%) . T H#i3201

(55.2%) \ 11943181 (534%)

AR A 20 ) (50.0%) HETdh ol [74 ZHH]

17.1.10 @555 M AHERAREABR

R -

B e 52,0351 & o RS
) F— MEE: (FOLFOX4%E%) |

AR T
FOLFOX4##i: + 7' €K (P),

TNFaT T Y)o R

FOLFOX4+ ~/3y

Z<7 (BV) #E. XELOX# ., XELOXHEE: + P, XELOX + BVHEE %17 it %

FEh L7 (RFH
(PFS) %%
FOLFOX4## 1%

MiiE H .

1 OOOmg/m2 1H2H,

L4 H H$5 - 7H K)o SREA LR
LA (0S) % EIRIEHIIIEE & L7z 2 Ok,
3 % XELOXHH: D IS5 1A 1 ZAEHT e ORI RBIIFAT TR b1 7ze

FOLFOX4# 1209 2 XELOXFR D I VERRAT 5

EERAT
FOLFOX4/FOLFOX4 | XELOX/XELOX +P/
I, +P/FOLFOX4+BV XELOX +BV NH— R
M=) HE (N=937) (N=967) (97.5%CI)
il (H) Rt (H)
1.05
PFS 259.0 2410 (094 : 1.18)
- 1.00
0s 594,013 600.0 (088 :1.13)
BRI fEAT
FOLFOX4/FOLFOX4 | XELOX/XELOX +P .
FRAEE +P (N=620) (N=630) ey
el (1) el (1) o
1.06
PFS 2410 2200 (0925 1.22)
— 101
i
0s 565,01 5720 (087 : 1.17)

i2) PFS7 v b4 7 H 1 20064F1H31H. OS7% v b4+ 7 H : 20074E1H31H
E3) TR A [ o B 1293961
E4) SEHTR SR O B 80% 6221

ESANE(4 7 (FOLFOX4+P/XELOX +P) (ZxF3 2 ba48ei: + BVt O E At
THRAT T b AL, XELOXSEIE IS4 5 XELOX + BV# i 0 BB AT A 1 WET ©
FUo LY (A
== 3oy %) b5 + BV I OXELOXJEE: 12603 5 XELOX + BV
DR
BT
FOLFOX4+P/ FOLFOX4+BV/
XELOX +P XELOX +BV N FH
APl 5H (N=701) (N=699) Pl (log-rank test)
B (H) Bl ()
N 0.83
PFS 244.0 285.0 P=00023
089
0S 606.0 646.0 P=00769
BN
XELOX+P XELOX +BV . .
A2 B (N=350) (N=350) ol ’(;*’L” *kftt Y
1 Og-ran| €S
O (1) FofE (1) <
0.77
PFS 2250 282.0 P=00026
0.84
0S 584.0 650.0 P=00698

FIVEIEXELOX#E: (XELOXH#EE, XELOX#EIE +P) TI3642/65501
XELOX + BV#iJ:T12349/35301 (98.9%) 1
X T H141451 (63.2%)
957238451 (363%

(36.6%) +

TIEIEL2266] (64.0%)
SERCH131B1 (37.1%)

(39.4%) .

39581
T
#2204

FEIABIH) . [74 ZHH]
17.1.11 5458 MABERAR 5

AV THY - TNFTT T YN R F— MREOEIRED D LB -

BE62TH A RIC, AFH Y TFF 0 -

(60.3%) . lE1E262()
OS] (30.2%) “
(62.3%) «

HIQDJ_15715|J (44.5%)
JE5712760 (36.0%) FThHo7z (v MAT7H 2006

172 = B A

(98.0%)

SB L7 EARIEME, XELOXHET
(40.0%) «
HTHY, XELOX+ BV

ShIE 2401

FRIE B 13951

B
A — b

(FOLFOX4# i) & XELOXHiE 4 i3 2 3lBrA i L 72 (%) © 1,000mg/m? 1H2
B, 14H MG - 7THHKRSE) o SREAFE (PFS) % RERHiEE ., AR 0H
(0S) ZEIKMFHIIEE & L7zo 205, FOLFOX4# LI a3 % XELOX# LD I

SR

ObTz,

FOLFOX4#E 120t 2 XELOXFE D I VERAT S

FOLFOX4 XELOX . .
SR 6 (N=252) (N=251) /\(;E;C}i)rt
ki (H) Ll (H) ’
PFS 168.0 154.0 1.03 (0.87 ; 1.24)
0s 402.0 393.01:6) 1.05 (0.88 ; 1.27)

W:5) PES# v M4+ 7 H 1 20064E8 H3LH . OS# v M4 7 H : 20074:2H28H
16) FRPTR RYE I O BIEx 25261

FIFEF X XELOX#:C1d302/31181 (97.1%) 12
THIL69B] (54.3%)
SChose (By MATH 20064E8A31H). [74 2]

(58.2%) +
(33.19%)

(BRI BT BB
17.1.12 5555 I ARERER AR

SLBH B9 I 29 0 = 7= Stage T/ 10 ¥

ME:13160 (42.1%)

FBLL 720 EARIMERIZ,
5711361 (36.3%) . &

B (1,03561) &x%ic

L R L

XELOXHE: (AF LA X407 I7F V) 2y 2allre £t L (RH -
1.000mg/m? 1H2MI, 14H H#5 - 7THMAKSE) o Mo fr I 2 2 REFE a4 AF

JH & BIREBETHEHE & L7z € OfiR,

D52 30

REAEREE 3 2 XELOXHE L O BEBAEATRE.



A5 2L A7 ] o Kaplan-Meier i 5

e GGEEZL (5156)
m— XELOX (520f)

1.04
0.94
0.8 “,
0.7

2 -
Fosy . immem
E

0.3 A
021 NN RIET (5% IEEIKED) :0.56 (0.44-0.72)
P<0.0001 (WaldbiE)

11+ XELOX /#6152

0.01

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 (H)
<UAVEEORES>
Wiz 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

J1v A7 H 201049 24 H

A O Kaplan-Meier i #7

s 0.6 - R
%os wean EBEZ (G156)
% m— XELOX (520ff)

0.3

0.2] N\HF— RIET (95% (ZAIXH) :0.66 (0.51-0.85)
o1 ] P=0.0015 (Waldfi&)
" | TXELOX / feih i %

0 3 6 9 121518 2124 27 30 33 36 3942 45 48 51 54 57 60 63 66 69 72 75 78 ()
<UAZEEDRES>
FEIBEIZR 515 473 460 453 443 431 415 407 395 379 369 352 344 329 316 284 247 222 194 163 137 107 8160 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

71w M4 7 H 20124E11H22H

EIVE X XELOX R T13488/49661 (98.4%) 12ZB L7z FAEITEMIE, 032661
(65.7%) « #FHERIRAES00B (60.5%) . FEAkE29260 (58.9%) . HMtE= 2 —w1/%
F—27601 (55.6%) THI23081 (464%). MEHE189%) (38.1%). #£5715260 (30.6%) %
Thorz (B b+ 7H 201049H24H), [75 B

18. FERhZEIE

18.1 1EA#E

Ny F Y IS L) REEO F FRINS L, FFETHVRF Y IVTAT T~
12X 5-DFCRICHH# &N B kICFEE L CIFERERAR IS 2V FV v 77 2
+ FIZL VE-DFURICEB S Do FIZ, ML NV THEET 2 F IV vk
2 T —CIZ kDR A 55-FU I S BB AR & 380 59D . 5.FUL
FAUMPIZACH# S, F 3 VVEEG R R UB5,10- A F L 7 b J & F O 3EfR & ARtk
BERENT o ZOMEF I VVEBERZIIHT S £125 ), DNAGK % HE
5. £72. 5-FUIRFUTPICAH# &, UTPOH Y ICRNAICHLY A W TF-RNA%
AR L. VARV —=ARNAR U A vt v Y ¥ —RNAOHREZRET L L EZ LR TW
Z)SZ! o

18.2 MIEBHR

WA e M FUE (ZR-75-1. MCF-7. MAXF401. MX-1). b b (CXF280.
HCT116, LoVo, COLO205) KUk b H#E (MKN28, MKN45, GXF97) #HfE % — I
v ANa L CHUBB AR Sz o F o, MOTUEMEESH L OPFHICE Y
PUESS D R DGR & 72302 35

19. BRI S ICET 2E{EFRIFR

— %85 0 1> 4 € (Capecitabine)

154« (+)-Pentyl 145-deoxy- f -D-ribofuranosyl)-5-fluoro-1,2-dihydro-2-oxo-4-
pyrimidinecarbamate

53 F3 1 CisH22FN306

Syt 359.35

R ARoSEORETH L,
AL =D THEITR T . T8 /=) (995) IZHEFRT (L Kizes
T2 v,

ALl

0
HNJKO/\/\/CHa

20. El?&b‘J:O)E,.,‘

TV O — AR RSB CTRET S 2 L

22. Ak
565 [145E x4 : PTP : #el A Y]
1405% [145% 10 s PTP : WA D )

* 23, EEXEk
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2) EHEOLELED @SRRI - SEISI R NHIFEN OB LR S

Wit - aRyy ¥y (BB 2 L)
3) Cavaliere A et al. © Tumori. 1990 ; 76 : 179-181
SN T%%%i’bﬁt (EINFT R S5 200 3ER) (X1 — &6 200344

)
& (EIAERRSEIRER) (Yo — 55 : 2003424/ 16H

B B 5 W

IR muﬁpﬁr 31

6) Hyodo I, et al. : Jpn. J. Clin. Oncol. 2006 : 36 : 410-417

7)) HANEZZBT 2B miE (FANRIIRRRB2ARER) (Y1 — 5§ 2007412
HI2HAKRR, A

8) FEPNFOR © AW I SRR

9) Mds. MAEHIREE (Yo — &8 2003445 16 H KGR, HaFE R EA~22-1)

10) FaYWERBATHE (Yo — 5 @ 200344 16 H KRR, HIREERHEZEA.2-2-3)

11) AR5 E Y OSFUNDESEIRIZNR (L0 — 85 0 2003424 B 16 HARRE. Hif
RS R-1.3-2)

12) fUHHRERE (Yo — & @ 2003440 16 H KRR, HIRE G RN 2-3-1)

13) Judson IR, et al. : Invest. New Drugs. 1999 ; 17 : 49-56

14) ERERERE £ b O BIEAR S OFMENRE (Y10 — & §E 1 200344 16 HAKGE, HiF
LR N3-3-7)

15) Camidge R, et al.: J. Clin. Oncol. 2005 ; 23 : 4719-4725

v — AFEWREREF R 28 (¥ — 8§ 0 20034E4 5 16 H KRR,
W EERHESE N 2-34)

17) Relgner B et al. : Cancer Chemother. Pharmacol. 1999 ; 43 : 309-315

1 bR & L7 ni s AR R ER (X1 — &7§E © 20034F4 H 16 H 7K
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FEORMZE 1 1-3-1)
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