* % 202545 A ET (4530R) AR EES
% 20249 HET (FE2hR) 874223
Bk SR nENEEH ) FRFE R
BREAR : 34 HRY S l:““/ﬁ 30100AMX00209000| 2019 &£ 12 A
0N Nt
ANIIE 25 300mg JG)
\ Capecitabine Tablets
B, M5 EEERD
) EE-EASEOLFEICLVERT L
6. BiERUAE

1. B
- =50

1.1 ZHZZOHAMEFEER, ERFICTIMSTERIEER
FEERICH N T, WALREEICT 210505 - BRZFDEE
DHET., FEDEY) EHIBTSNBDEFICONTDHEIET
BT &, BREBEDERICH S TR FRIRUSHAZES
DIMINEZSRUTHIERIT DI & Tl aERMIEIC
5. BEXZOREKICENERUERMEZ 58K
L. BERZBTHhEEE5TRIE,

1.2 FHIT=IW - FASVI - FTSVIVAVUD LEEERIED
HAC KLY, EERMRESEDOEHERANRIIRET 282NN
HB3DT. HAZITHOIIVT &, [2.2, 8.1, 10.1 BE&]

SAFETILT7UVAUYLEDHAICKY . MKEERE
REERSE. HMARERUSECICE>AlbREEINTL
%, INSOEUERR. FRIEDILT7UYAUD LOHE
FIEEBEI SFFIRSHIER 1 v ALAOHBREIICHRE L
TWBODT, HAT 3ESICRMKEEESREZ T
W\ BEICH U TEBLEZ{TS T &o [10.2. 16.7.1 &
81

—_

FMARIIERIIEICII ABENIBEZERL, 95527
~ VBRI RS 25 EICIE CEZERT 2. #E5
EFEICB T S ZEEICIE BEERFERL, 4390 75
FEMATLHEICE CERZERT 5. BEIBR AL
1T - BROKNE - BIREICI3MORERESA & OftH T Cik
XIFEEzERAY 2. BEBREICST 2 MBI L3RR TSR
HEFHTHHERITIIDEZHERT 2. BEBIJEEERA D
BT CHEZERT %,

A FEREBICHDE TROBSEZHER &Y &R 30 7L
Wi 1 H2M[EL2]1 HEERREORS L. 20k 7 HEKRET 5,
Ihz]1a—-2RELTHEZRVET,

(AR 1 HF&
1.31m2 ki 900mg

1.31m? Bl E 1.64m?2 K 1,200mg

1.64m2 Ll & 1,500mg

2. B2 (ROBEICFRS LBV E)

2.1 FAIOES L7 VAT 75 2 )UIHRE UBRBUE O B
DHBHEE

22 FHT =) FATVN - FTFIVIVAY T LGRS
FOBEROEEGHIEZ 7 HUROEE[1.2, 8.1, 10.1
2]

23 EELEREOH HEH[9.2.1. 16.6.1 SH]

2.4 HIRXIZER L CWAEREED H 221 [9.5 SH]

B AREBICHDE TROBGRZHRR LS BE 30 2L
WIC 1 H2[EL 14 HEERREORS L, 20k 7 HEKRET 5,
INZE1I-RAELTREZRVET. 585, BEDOREICEK
DEEBEY 2.

{ASRERE 1 EFA&E
1.33m?2 i 1,500mg
1.33m2 Bl _E 1.57m?2 ki 1,800mg
1.57m2 DLk 1.81m? ki 2,100mg
1.81m2 L E 2,400mg

3. #8AE - MR

3.1 #ARL
- AR ‘
Bire (1 g6 VR

CHARERICHDE TROBRSGEZHARR &5 R 30 71
WIZ 1 H 210,14 HEERREORS L. 20k 7 HEKRET %,
Iz 1l a-RELTHREZRVET. 8. BEORBIZX
DEEBEYT 5.

WAKIME, ERELO—Z, 7O ZAHILA
O—2Z2F UYL, EFOXT—RA, AT
TYUVEEI TR L FILT BILF Y

HRYHENHRVIE Y
$E 300mg[JG1|300.0mg

3.2 SFIDMEIR

(AR IREIVEE=

1.36m? i 1,200mg
1.36m? Bl Lk 1.66m?2 ki 1,500mg
1.66m?2 Bk 1.96m?2 i 1,800mg
1.96m? Ll & 2,100mg

D AREBICHDE TROBEGEZHAER & H R 30 58
WIC 1 H 20, 5 HFERZEORS L. £ 0% 2 BREKRET 5.
INZEROET, b, BEORBICKIVHEERET 5.

Wk |- A W - KEs - Bl REER
£ B (R TE
HED T - —— Hr
A DI E @@ sy
§ 300mgJGJ|—7 1 > 300
7% Tar mm  ms =m | °
13.4mm 7.1lmm 4.8mm 377mg

4. FEEXIFFHR
OF MM EEN ITBFRILE
Oftls - ElRE
OB&E

5. MEEXIFNRICEET B:FR

(FNTEEX TEHRIE)

5.1 KB OB EICB T 2B R ORZ 2t I ZHET L
TV,

5.2 BAIFEZITHHEICIE. T I A7) U RINESIES
FlEETLEEEOHEES L IZFERHICR 2.

5.3 ftREEICEAL T, FIEHEEEERICB T 2B E R OREME
ISHENL LT Wz W,

TERERE 1 EIF&
1.31m? ki 900mg

1.31m2 BLE 1.64m? i 1,200mg

1.64m? L_E 1,500mg

E% 1 AREBICHDE TROBESEZHER & HEE 30 75
PIpic 1 H2[E 14 HFEBRZORS L. 0% 7 HRERSET
Do

e 1l a-—RELTHREZRVIET, %8, BEOREICL
DEEBEY 5.

{ARERE 1 BA®
1.31m? >Kiif§ 900mg
1.31m2 BLE 1.69m?2 i 1,200mg




1.69m? L | 2.07m? i 1,500mg
2.07m? DLk 1,800mg
7. BERUHEICEET iR
(GhRELLE)

7.1 BHZEOMMAR (1 BAE) B TOREREESH - OHE
POEHL TV,
- Ak 1 825mg/m?
- B 1 1,250mg/m?
- C¥ 1 1,000mg/m?
- D% 1 825mg/m?
- E ¥ 1 800mg/m?

7.2 RE - HEIZOWT

7.2.1 BEKOD CERXBVWTEHERAPRER LHEIZE, MTO
REZZZICLUTKRE - BEZITO L. uB, BEICBTS
MBI L EEEIC BV T Grade2 OIEMKHENFIL L 725
Fi2id. IR0 Grade3 ORE - HEREZSE 1T L THRE -
BEEEEIT LI L,

HREE - BEORE

NOLE Lo Ere BREMTONE | AREERORSE
Gradel RE - HERE HEARE

GradeO-1 ICEEHRT 3

F TIRE .
Grade2 #[EIFEH RN IREAE
2 EERR Grade0-1 KR 5 R |
3EERE & Tk R B 2
4 EHER GradeO-1 IZ# T % I
F TIRE

KL - FR SR

GradeO-1 IZEHRT 2
Grade3 #IEIFH F TIRE e P 1
2 Bl E GradeO-1 IZEHRT 2 TR BB 2
3 [EEHR F TIRE -

gL - G

5k - ERSAE

& B WIS A R

FHICES>TEZT LW E N -
Grade4 #)[E1¥3H S B A R 2

GradeO-1 ICEEHRT 5

F TG

FEOKE - BEOEEICS U THEHEZITOE., UTOHER
ZEIITHI L,
- 1,250mg/m? tH4 & THE5 2 flE L 725 & OBEROKE 52

1 [EIHE
fhami IR 1 R B 2
1.13m? >Kiif§ 900mg
1.13m2 Bk 1.21m? 600mg
il 1,200mg
1.21m? Lk 1.45m?
G 900mg
1.45m? Bl k 1.69m?
i 1,500mg
1.69m? Bl k 1.77m?
A 1,200mg
1.77m? DIk 1,800mg
- 1,000mg/m? Y & THREG 2 L - Ha0HERORE5E
1 EAHE
AR R 1 IR 2
1.41m? i 900mg
1.41m? Lk 1.51m? 600mg
iE 1,200mg
1.5Im? Bk 1.81m?
Sl 900mg
1.81m? Bl E2.11m?
il 1,500mg
2.11m2 DIk 1,200mg

7.2.2 —HEE L-BIERIIITDEWVWT &

7)) BiEICLAENEKRREICHBWLWTIE NCI-CTC (Ver.2.0)
12 & D Grade Z¥5E L7z, FRIEMEBIILINOHEREEICHE
o7z E7z. CHEICXZENERRBICEWV I FREREED
&8 T CTCAE v3.0 XIx CTCAE v4.03 I2& Y Grade % ¥
E L7,

Grade [HBFRAE HetE s
LU, ERAIBEBE. CUE | o ,
' S . mamE, | DEERCHRERY A

SR IEALIE 72 WIEIR

2 TR & 4 5 AR BB L3R HEEFICHIRZ %1 2K
3 BEREE. B5. 08, ROWEA | BEERCZTTE 2 WER

ZH9 HAERO Grade AHEME (ERRMEREL. HEEEEH) T—HLA2WVWESE
3. K 0@ KW T E B Grade 2HAT 5

CEmIIRTEEI0ET - BROER - BISE)

7.3 AL HRAT A MOBEEESANL. [17.BREE] OEO
WEZRA L. BRI ORHOITA FIA  EE25EICLE
T, BEOREBOPAMNMEREREICISC TEIRYT 52 &,
[17.1.9-17.1.11 =]

(BEICHT DT L2EE)

7.4 KA EHRAT B OB ESEANL. (17 BREE] OEO
WEZRA L7z ET. BEORELCHPACEREREICE U T#
Rz &, [17.1.12 SH]

(REISERUBREICST B HEm LEES)

7.5 BEHED 8 O — A2 B HEOEMER R IHEN
LTz,

8. EERELXRIER

8.1 THT7 =N -FRAFI)N - FF5VINA) T LGRS
1. AFOBREZITHHEEIZ, P ey 7 AU EORREZ
HiFBHTEL[1.2, 2.2, 10.1 ]

8.2 AR EGHIIEHN (FICHSEIIHEE) ICERMERE (1
BAEEE ., FFheE - BREMES) 21To40 L BEOREEZ T+
SICBEIT AT EL,[9.1.2, 9.2.2, 11.1.4-11.1.6., 11.1.13
R

8.3 ERYYIE - HMEM OFIRIIBLICHMERT H T &,

8.4 BN RE L EIT - BROBE. EREICB T 2HBEE
BRICARA 2 ER T 2B, BEEHE ( [EELoOMEED
EWARKERE - HEIC/EMETRE AHPEBANOEIEICHFRS
HEE] VD %) 2RFETHI &,

9. BEDEREFI2EEICATIER

9.1 SHHE - IEEEDHDEE

9.1.1 BEIREEDEIEFEDHDEE
DEESH SONEZBZNEDH 5, [11.1.3 SHE]

9.1.2 EEEFIDG 3 EH
BRI ASERT 28 F NP H 5, (8.2, 11.1.6 BE]

9.1.3 JHLEEBEXIFHIMNG 3 EE
FERDPEBLT H2BZNDTH 5.

9.2 BikEEEEEE

9.2.1 EERBEENHDEE
BELEWTZ &, [2.30 9.2.2 2E]

9.2.2 BEEDH2EE (EELBEEDHZDEEZRL)
BMERPEEAXBIRERP ERTE2B2NHH 5, (8.2,
9.2.1, 16.6.1 BM]

9.3 FH&eEEEEE

9.3.1 FFigEEEEEE

9.4 &IEREEH I 5E

9.4.1 EFEAIBEAREROBE ICRET ABENH A HEICIE. &
JRICHT 2 EA2ERT S &,

9.4.2 HRATRE AR 121, AFIREGH R OREKRTHB—E
HRNEEY) 2 BT 2175 £ H1EET 52 &, [9.5 BIE]

9.4.3 )= M F—DIIRT B[RO H B BHEEFITIE. KA
B O 5 T % —E RSB 2 Bt 217> L5 R8T 5
Z &, [15.2 BH]

9.5 1F®
IR AR L C WA RTREM O H 2 HEIC I3RS L &,
Y EBR CHBFEERARCEFHEAPRES N TV, v
ZIZBWT, REHRIET. MEE. BREROEN., {bEE




M (198mg/kg/HE b REHSE), YILICBWT, RE. ik
FEL (90mg/kg/HEE REHRES) PHRESN TS, [2.4,
9.4.2 ]

9.6 %A=
BALLGWIEDPEE LW, BYER (V) IZB8VWT. A
AT (198mg/kg BElEE) PHESNTN5S,

9.7 INZ
INREERE U BRRBIEER L Tz,

9.8 SRE
BEOREZBHE L 2P SEEICKRET ST &, —fRICETEE
BEAETRLTWASZEDZ 0, B2 MU EogmEIcBL
T HEOTH. BX. BHEOHKREN LF LI EOMEN
H5

10. tHE{EA
AREIDHFF b 70 —24 P450 (CYP2C9) OBEREHAAMSRICE
BL. BREEPVET T 2WEENFH 20T CYP2CO TG
ERZTHEAEHAT HHEIHREROMPREY LRI S
BENDDH %,

10.1 HAFER HALBWLI L)

%%

ERPRAER - $EETTE

WP - fERE T

FHT = FRXFY
L FFFTINAHY T L
BEEAHl (74 —T A7

V)
[1.2. 2.2, 8.1 &HE]

BHICEE MK EE
SN OWNRFEDHEE
EREEVHET LS
ENBHEZDOT THT
= FRTUIN AT
P21 RVFN -
BEHRROERSHIEE
7 HELNIEAH %% 5
Lzl &,

FASYLABT7ILF T
A DINOY SR E
[RE L. M7 L4 ary
FYNVBENELL L
795,

10.2 HEES (A

CAERTBRILE)

[1.3. 16.7.1 =]

AlEHibsg 1 » AR
PR 0D 7 i 1 I 7R 2 [ A
HEEET. HIlOFH
BEESNTWVE, E
AR I 7K 5 B RE AR A
(Fo oy B,
INR 2) 24T\, BB
& U C ) 7z AL g % AT
STk,

EH S BRARAEIR - TEE % W - fEbERT
TLT )AL (\GFRBBHRBZY SR RESFF S0 —L4

P450 (CYP2C9) DRz
FEHARRICEE L.
BREEPETLTCY
HAREIEZSNT
Wb,

T hA Y

Tz b DI
ErN LR LZEDOHE
BHBHDT, 7z A
Y OMFRBEDZEIC
FETLH L,

REPFF b ra—L
P450 (CYP2C9) DB
RECOGHRICHE L.
BEREESETLTL
BHHEMNEZ SN T
Vb,

FITLYDY - FES
¥ IVIERRIERL & A

EfERPIERT 282
NnH %,

7k IV URR
B ORI
BERITTHREN D
%o

1. ElfeR

ROBUERA ®H5bN B ENBHHDT, BEETFITTN.

BEPROONIHBEITIRE 2 FTIET 5 7% E@EY) 2 LB 21T

5:&0
1.1 EXBEIER

11.1.1 BIKEEIR GRERBED)

BMUWTR (EIREIR © 8. SHEOMESE) »d 5 DNk
FERETELZED DD, ZOXDBRERD B 5 bNTHE!
& 5 2PIE LR, ERERSFEOEYZLEZTI L.

11.1.2 FBERE (Hand-foot syndrome) (BEEERBAED)
FEROCRBEIORERRE. LEEE. KE. BE. NER2,
HREALE, BREOFRIERHPDSDNDEIENDH 5,

11.1.3 DREE (BEERHEED)

DAFEZE, SOOVE. BBEE. MELE. OA2, B, 0E
MEE (DEEAEIR. DEME. DEHHIMGES) Fob

BEPHEDONLZENDH 5. [9.1.1 ZHE]

11.1.4 FiE=E. &6

P EEREERY . REZHEOIFEEFH DN, FA2ICE
SIEFILMESNT WD, b, FHREREEREZMEDE

(BHEARBRED)

WEEBEDPH5HOND I ENMESN TN, [8.2 ZE]

[

11.1.5 BEE (SEEAHH)
BHEREHEREZEOBEENHODONS T ENDH S, [8.2
Z08]

11.1.6 SEENH GEEARHED)

PMEREAD . FEREREDEO B BRI A, F7o. BHEIH o0&
el & 0 BRYYE, MIMEESHobNHI ENH 5, (8.2,
9.1.2 BIE]

11.1.7 ORR BEEARIFED)

O CRalsss. REEES. OENEES) vdobhsl &
Bhbs, BREOLHE. OWNEE. SEEBESFAD SNIIGE
I21E BE5E2RIELEY R LEXITS L.

11.1.8 REEEMERHN (BEREEREH)

R MR Z (FIHIER @ Mk, B, FRIRREE., R »
HoDONBIEDNH 5. BENFRDLNIGEIIEHREE2FRIE
L. B8 X S 0oBE 2TV, BIBREARLEVAIZERET S
2 YN MBEITH T &,

11.1.9 EERBEN GEERH)

HmEBR. BIERR. EEREBRAENDODONLI EN D
%o BMUWIER - T - MESOERAH 5 b BEaICI3’

SzahikL, @20BEEZITY &,
11.1.10 EELGHHHRRES (BERES) (SHEARH)
HATHEE, FREL. HERIMERER. &FE. HiEsmE. Pk
= BEEE, BHEE, BRE, BIl. &%, EEAET. A
HEE, REBESHLDONDZENH B, £lon TDOEH R
ERPBEEMEFOVHIERE L THoDLNEIEND S,
11.1.11 MILTRAE (BEEAHH)
REEIRIAREE. BIFZE. MERESSHODLNEZENFDH 5,
11.1.12 ESFEIEARAEIRBE (Stevens-Johnson fE(REY) (BEEAR

GE))

11.1.13 ;BM4EM GEEAH) [8.2 B8]
11.2 Z0fthDEIER

BRIELICHITDH|E
10%5L EE2) 10%K 2 AEEEVRBRE D
fEr WREE. HE. | ANERE. 5 D%RE.
R R FEIED F FEIRE
D (33.2%) . |Eb. B8, LIE|HEIEAR. B,
B A& A REE. OB%R s, +1EE
{22 (30.5%) . MMt 2%, BB, 8
2. CINEZER. B
E, 0%\, B4R
Mo, NREIFHE.
gt DEREE . DA E
I, SEAR
LA E 17 R T I ] 86
&M ER B AN~ b7 Uy MER
(26.2%) BIMEK|EA M/ MR
i D (24.8%) . |4 BBREIEM.
U Y SEBEES| T re ey
(21.5%) ~NE 7 |BEEEE. fFFRER
oY i BEAD
GBRILERE R, BEE MOEE (JTFE
REE. AEFFIT I
., DA bo
T4 —%). KB
HEZE. EREa
a | ECNI o 51
SRS Y O —
JUIEERE. 2Rz
18R B A Rz
%, KE%RE. €
SEERE. FZE %
ARREE (R,
R AR BRI
). TRiEEmM
me ey Ve v REERE. &0 | FRERE. IH
R - i (24.2%)|FR. BUN#.|7 L 7 F = >
s AST #n. LDH|R & 7 R = ##|3hn
s s, ALT 300, Bk
AL-P #841




10%LL EHE2)

10%A1E 2)

SRR D

Z DAt

R, FER
. FEE, T
R REHE A0

BIRTEZ, (AEH
m. oES . BH
B MFE7 LT3
VA BT,
ME _EAF

HE B, M
W M. A,
mhUZUEY
I IfMEE

fthDIBEESA & DHARSHICH T DIRE

1094 B3

10%A:1E 3)

SRR D

i
iR

RN CGRIEMTE
BE = 2 —ot
¥—, REHEES
e e AT
%) (93.9%). Bk
HREE (32.3%).
TR

FEHEO T, BEH
R ANERE

EEE . RE

HILER

D (82.9%) .
SR/ G N
(75.0%) W&t
(40.9%) . {#EH.
]

HE#R. BAM®
& RIERDE. &
HIE. B, A

LR

i
P

HAEARER. OW
HolR

e

Siim

FE R E .
EURGIE R, TR
. Leo<b

I PR

Jiikizd

oF Bk B D
(66.5%)  Mi/IMf
s (35.4%) .
B M EREL A

ANEZ TV VIR
N 11 VA
R

56 24 2 1 o B
i

]

BRILERSE
(35.4%) . 3%

MoREE. HE
RE. NEZE, AR
. BEHE. %
2 FEIE

AR

FRFIE, B

I -
B

HHFR. AST #
JIINN:R

MmFR. ALT #h0,
meEryiLe
i, AP 8
m. y-GTP #
oy M7 LT3
VR

Z DAt

%% (57.9%).
ARG (£
.M. A
B .M IR %)
(40.9%) . 1B #
. R, (FE
22

HERR. BERA R
B EALL R AL
%, EILE. 5
(BRIFTEZESE) . I
i3 NRES N3l
T AiEHEE.
SR, I
) @A CRP #
PN

HEIRE, IBERL
RHE &) ™
LIMIE. SHE. &
F b UYL MEE.
i DR
fE. ER. s b
7)) FILE

T 1) BRI OEKRAER CERRS CHRES N, HEZEHTE R WVE
1EH
F2) A¥E L <3 BIETEMRL-ENEKRRE (BRECTT 2 ENE
I ARERRFER [JO14865 fBR] .\ 1T - BFILEIN I 2 EMNE TAHERK
#BE [JO15151 8%, JO15154 5tB&. JO15155 #E#E. JO16526 ],
AT - BREEIONT HENE TEEKRRER [JO15152 &8, #1T - B
FAENG - EREICT Y 2 ENEE DEEREE [JO15153 3] #1T - i1
BALRERS - BIRREICN 9 5 ENE THEERKRRER JO15951 #Br]) D&t
F 3) CHETHEML-EMNERRER GEIT - SR IEREE - BEREICNY 2
EWEE I/ THERRHE [JO19380 Bl Stage I R UM O BEOIBR
UIBRMEAT R O BE I 5 ENE THERHE [MO28223 #E]) o
5

14, ERALOER

14.1 SRR
PTP BZEDEANI PTP > — + 6BV H LTHRAT 5 & 518
BT B, PTP o — FOBKICE D . B SEEA FEAE
AHIA L, EICRFILEB L TRIBRSSEOEE 4 AOHET
BT BB B

15. ZDMDEE

15.1 BRERERICE D < 1B
INAuT I VIVORMREBERTHS e Kuy I V0T
v ka4 F+—+ (DPD) REFOEEN T EFNIFEEL.
DEIBEEICTILATY S VILRER 2 BE L-EES, B#E
WHICEEZEER (ONE. T, MKEE. @iREES)
WHERIRTHEOMENDH 5,

15.2 FFERPREABRICE D < &R
REORHH TH S 5-FU IO\ T, BEREAVEETIIBL
T BETFEAERFREAETRT EPRESN TS,
[9.4.3 ]

16. FYIBNRE

16.1 MGRE

16.1.1 AETES LSS0 MRRRE
BEREERE 12 BICHRY LY 829mg/m2ED & &% BEE RS
Lizk &, #RY ¥ ¥, 5-DFCR. 5-DFUR R U 5-FU i&. #5454
1.1~1.3 KT Crmax ICEE L. HEH 0.4~0.8 Kt TR L7zo 5-
FU ® AUCust l&. 5-DFUR D% 1/20 TH > 729 ,

ABETHRE LIZBEOENHRE/ ST A -5 D HE

e Tmax Chmax AUClast T2

(h) (pg/mL) (g - h/mL) (h)
HRYHE Y 1.1+0.7 4.85+3.74 | 4.77+2.51 | 0.42+0.70
5"-DFCR 1.340.7 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+S.D.,n=12)

F-EREEE 16 412 251 ~1,255mg/m2ED O EET, hRIFE
VU ROEREID Cnaxs AUChast (EBEEGEICHAI L THEM L., #E#ES
BOHRY YU ROERED OENE BRI A TRT 2 EARB S
nns .
F 1) ARSNAE - ARRBEREABICHOHLE T AERTDIETIE 1
[8] 900~ 1,500mg %, BTl 1[0 1,500~2,400mg =, C#ETIE 1
[@] 1,200~2,100mg %, E#ETIE 1 [ 900~1,800mg # 1 H 2 I TH
%o

16.1.2 BiATRS UIESOMRERE
Wi - EBERE 20 KICH Yy Y 1,250mg/m? Z &% 1 H 2 [@E#
HEO®SL-EE0iE5 1 HEE20 ARV # ¥y, 5-DFCR, 5~
DFUR K& U 5-FU O IMAEHFEEIE., % 5% 1.7 ~2.3 Biff] T Crmax ICEE
L. R 0.55~0.81 BfEiTHA LA, %5 1 HE® 5-FU ©
AUClHst 1&.5-DFUR O 1/30 Th -7z, 5 14 HEOEYEHE/ ST
A —=%135-FU #f&, MEHRSEHOBEEIZIZEARETH 7207,
F2) %5 1 HEWX 1,250mg/m? 28&%IC 1 B 1 ERO#S L.

BEETHRE L BB DENHHL/ ST X — 5 D HEE

ay Crnax (pg/mL) AUChs (g - h/mL) n
1BH 14BH 16H 14HE |1HB|148E
ARYHE Y |4.8041.754.1942.55/6.9142.40(6.14+1.92| 20 | 19
5-DFCR  |5.95+2.50(5.20+1.90|15.1+4.31|14.1+4.58| 20 | 19
5-DFUR  |6.02+2.49(6.59+2.83]12.8+3.74|13.0+3.31| 20 | 19
5-FU 0.22%0.12]0.38+0.21]0.45+0.18[0.71£0.23] 20 | 19

(Mean+S.D.)

16.1.3 EYFHIES R
fEhe - EREEE 34 KIChRTH B UEE300mg [JG] &tu— 48k
300mg %, 2AI4Hi7 0 A4 —N—FIckDEhEN 1§ (WL
> & LT 300mg) IR B EHEOH S U CmaERA AR E 2 HIE L.
BoN-EMENRE/ ST A —% (AUC. Cmax) 122 T 90%EHEXEEIC
THREHENT 21T > 724582, log (0.80) ~log (1.25) QHEHFEANTH V.
WA D EMEINFEEE SR S iz,

(ng/mL)
1800 -
—o— A RYF B VEE300mg 1G]
—o— Y u—¥%E300
il
1% 100 Mean+S.D.
H
7
N
v
A
<
M
" 600
=
0
0 1 2

BEROKME (hr)



EMEREIST A=

HENT A=Y

BEINT A=Y

AUCo-3 Crax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
HR Y UEE
+ + + +
300mg M1G) 681+203 1270+714 0.59+0.365 | 0.45+£0.0990

Yo—#$E300| 669+172 1320+746 0.58+0.283 | 0.73+2.35

(Mean+S.D.)

MEEFEEENE NS AUC, Crax D /8T X — 413, HERE OFEIR, Ak D
BREUES - RS ORBEBIC I > TRERDAHRENSH S,
16.3 916
16.3.1 fHEABITIE
TIARVHIICHUC EH#HH RV Y LY ZFNF N 198mg/kg T O
S4mg/kg OFIR CHEROKRS Uiz & &, HETEEIRES» ISR S N7z
By ARPICIEL 9 L7278, 8544 24 BRI E CIC 2 DIE E A RN &
DIER LTz, REOIN, R, PutHiclE5 T 2WM(LE. PR, BiEics
\J B ETREE R o 7o AT RED AN DFEITIZE D 2 729 o IR~
ZUTHC Eih Ry 7 ¥ (198mg/kg) ZBEREORS L & &, K
HROBENOBITFRD 5N,
16.3.2 FEEEIRH 5-FU D%ERL
b MEBE HCT116. CXF280 K& UF COLO205 # (hR¥ ¥ ¥ vz
) HEX - P 2ICAE (BORES), FF2T7L0) Yy (5-
DFUR. #O#%5) %O 5-FU (EHENERS) 2SHERAE (RIERSE
DOERATHE) %5 L. ZRICEERE. HiNROERO 5-FU &% #i
T L. REERE <Y A TESHBICGRIRNICERED 5-FU PEH S
Niz. BB 5-FU AUC 3FHAROMEEF O 5-FU AUC IZEERA
BHETENETN 22 ZK/ U 114~209 15, 5-DFUR &5 TENZEh 6
RO 21 ~34 EEWEZR Lz. —/. 5-FU 5Tk, 5-FU I3[EE
HRIEH 0 T AR IEEFRICS FREICH T Lz, KERE< Y
DOfEZM 5-FU AUC 1Z 5-DFUR KU 5-FU #%5 < 7 2 @B 5-
FU AUC ITHER, ZN#N 3.6~4.3 KT 16~35 @V EZE R L
7-10
16.4 {38
HRVFZEVEHANAFYILVIAT S —YIZ& Y 5-DFCR ICR# S N,
EHICVFVVTFTIF YLk 5-DFUR AE#H &SN 5, 5-DFUR
WFEYIVUR I LAY RARAKRY F—F (PyNPase) (b FOFEF 3
FURARY) T, FomBEDHZEET ) VU ARKRY T—EHEE) I
L 5-FU Ic&E#frasn s
16.5 HEtt
Wl - BRERE 20 BICHRYFE Y 1,250meg/m? ZEOERS Lz &
. 5% 24 B E CICREED 69~80%ICHH4E T 2 B RBAHht
ENTzo DD BRENADRFHMRIH 3% L {EEZR L. FBAL 1&
9 50%% R L7007,
EEEE 6 £1219C TEB L ARV ¥ ¥ U IKIER 2,000mg 2 &%
BEREORSL-EE, 7HEE CORPEBIRIZBSE D 96%IC
HE L, BEBDFEAEPRPICHRES Nz, BB, KE5 (F
19 84%) W5 12 BRENICHRt S N, £ 144 BRITRT L7z R
FTRO NIRRT Z e OREWIE 5-DFCR, 5’-DFUR. 5-FU,
FUH2. FUPA XU 'FBAL T . /- MEEFIZFED 5 7RI 5~
DFCR. 5-DFUR. 5-FU. FUH: %' FBAL T& 57z, MFEHZROR
FIZB U 2R L SLEMOEEFPIZITABETH 272 L2 5| MHE
R ORFICRMABY DS EET 5 TEEEIEV Z EARBS )
(NEAT—%),
16.6 HEDERZHRITDEE
16.6.1 BisEEEEE
BEFEERE 27 ROBMEZ 7 LT F= - ZJUT IV AICE> T ER
(> 80mL/min). FiEEMEEE (51 ~80mL/min). F%E (30~
50mL/min) KO E (< 30mL/min) 28 L. AT FE Y
1,255mg/m? EV & OB E LIBO ARy EZORBY O
AUCH I TOEBY TH-72W SHEAT—%). [2.3, 9.2.2 2]

BREREEERN O AR Yy RORED D AUCn (g - h/mL)

L7 F=r 27U 7 5> A (mL/min)

feat >80 51-80 30-50 <30

n==6 n=38 n==6 n=4
HRYHE Y 6.24+2.06 | 5.98+3.06 | 7.88+4.32 | 7.79+4.43
5-DFCR 11.6+4.12 | 12.4+2.25 | 13.5+7.18 | 12.0+2.09
5-DFUR 13.742.62 | 13.843.57 | 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+S.D.)

16.7 BEYMEEIERA

16.7.1 9ILT7UY
EfEEE 4 BICHRYFE Y 2,500mg/m%/HE2&% 1 H 2 [, 284
RORS, ] ABREL 1| a—2& LEBIREBES% 3 23— 2THRIMETE
NENTILT 7)) rF ML 20mg ZREOKRS Lz, ARV I E U#
SR B L THREBICBI S S-TLT7 7Yy (EEEEED SHK) ©
AUCin 1% 57%. INR 13 O1%#im L7z (SEAT—%). [1.3. 10.2
2]

16.7.2 ZDith

L NFIZOY—LESERWTHARYZE Y, 5-DFCR, 5-DFUR.
5-FU &% U FBAL 0 ##BEHE R (CYP1A2, CYP2A6. CYP2CO,
CYP2C19. CYP2D6. CYP2El. CYP3A4) ~DEL% in vitro TH
Bt L7z ZORER W R E VIR L THEE S A AR IERE &%
P (£90.015mM. 5.4ug/mL) ® 7 {&ICHHN 9 5#E (0. 1mM,.
¥ 36ug/mL) TIREERRDONLER-72A. 130 BITHYT 25
E (2mM. # 700 ug/mL) IZBWT CYP2C9, CYP2EI % 50%3 <
[AE Lze —A REMNICO W TIIEYRBBERRNOEFEN L IHE LR
oML 51210,

BEREEE 12 8I2HRY Y E Y 1,250mg/m? 2 BE7KBIETLI=Y
L, KBIEw 73 2 LR GURIBRI S RBG Lz & ARy vy
U 5'-DFCR @ Crnax (3B S5H & HEI LT 14~21% ER L2 HD
D FOMORBEMIHEBIRD SN h 7210 HEATF—%),

17. ERFRRGE

17.1 BERURLMICRIT B

(Rl RER (B RILE)

17.1.1 ENFTHASE O 48ERFAREER
ANARE | LY AV ETOEIT-HRIBRE AR 259 25 % £
L7z (1,657mg/m? 1 H 2 E45 &l 21 HEES - 7 HREIKRE) . Aotk
FRATRT R 22 Bl 5 E5h 31 45.5% (10/22) TH-7% . BlfE
R 19/23 B (82.6%) ICHIR L7z, FRBMERIE. BEYLEY L7
10 ffl (43.5%). FIMERED 10 fl (43.5%). KE@RILE 7 H
(30.4%). LDH E& 7 ff (30.4%). AMEkEA 7 F (30.4%) %TH
2770

17.1.2 ER&HASE O 1EERREER
ANARE | LY AV ETOEIT-FRABERE AR 259 2% £
L7z (1,657mg/m? 1 H 2 @45 &l. 21 HEES - 7 HREIRE) . Aotk
FRHTRT R 46 Bl 5 E5h3RI% 28.3% (13/46) TH-7:19 o BIfE
F1& 50/50 B (100.0%) 12HR L7z, E2BIWEMIX. FRAEMRERE 33 f)
(66.0%) . FIMERED 26§ (52.0%). HIEREA 25 6] (50.0%).
> SERIEA 25 41 (50.0%) . FERIEREA 19 i (38.0%). BV ILE V#E
R 176 (34.0%) EThois

17.1.3 ER&HASE O 18ERREER
Rt VS OHEST - BRIBEE AR L2 BET 5% EhE L7z
(1,657mg/m? 1 H 2 m453 &l 21 HE#S - 7 HREKE) . AERITN
S0 55 Blicxt 9 52 ERIE 20.0% (11/55) TH-7220 . BHERIX
58/60 il (96.7%) \CFEM L7z, FREMEMIZ. FRIEMBE 36 Fl
(60.0%). AST L5 29l (48.3%). U > /SEREIA 26 fi (43.3%).
LDH k57 26 il (43.3%). FRM0ERHA 25 61 (41.7%) . BAAR 24 Fl
(40.0%). EiDx 22 ffl (36.7%). Al-P E5F 18 il (30.0%). HImBkE
1841 (30.0%). EVILEUEER 184 (30.0%). FREMA 18
Bl (30.0%) ETdb-o7z,

17.1.4 EREE I ABERREAER
79U REH OV ) ZFEILE RE Y FL)L) EHORT - BHEAL
FEBEICAR 25T 5B 2 £/ Lz (2,500mg/m? 1 H 2 [E145E],
14 HE#HS - 7 HREKREE) . AR RE] 32 Flicxtd 2 28R
21.9% (7/32) T -7z . BRI 35/35 1 (100.0%) IZHHEL
Too ERBEWEAIZ. FRMEMRE 20 7] (82.9%). Fi 19 (54.3%)
BMAE 18 Bl (51.4%). DA% 16 fl (45.7%). TH 14 fl
(40.0%) . &Mt 11 61 (31.4%) EThHo7z,

17.1.5 85155 T ABERAREAER
ST ) B FRIVEINOEIT - HRIEEE AR E 5T 5B % Ef L
7z (2,510mg/m? 1 H 2 E5El. 14 HRES - 7 HERE) . ARhEmR
Mt Bl 135 Blcxtd 5 ZERIZ 20.0% (27/135) TH- 7223, Hi
PEFRIZ 150/162 1 (92.6%) IR L7z, EaEIERIE. FRAEMREE
91 fil (56.2%). T3 88 il (54.3%). x84 (51.9%). MEH: 60
Bl (37.0%). ¥% 59 Bl (36.4%) FTdh -7z,

17.1.6 E5V55 T ABERAREAER
87 ) FFELE R Yy FuIVESORIT - BRIBES AR5
THREEZER L7 (2,510mg/m? 1 H 2 m@5El, 14 AE&RS - 7 HE
REE) o BRNERHTRRE] 69 FlIZRT 2E5HRIL 24.6% (17/69) TdH
5722, BIfERIL 66/74 6 (89.2%) IR L7z, EREIERIZ. T2
FEMREE 46 fl (62.2%). THI 43 (58.1%). FD 41 ffl (55.4%).
MErH: 27 1 (36.5%). % 2561 (33.8%) & TH 7.

(EBREICHI(T DT bR EE)

17.1.7 785V MABRRAREAER
SBT3 M S 7z Dukes C OFEBBIERE (1,987 fl) % RRIC,
JNFar Ty - kY F— bEE (5-FU/LV EiE, Mayo L ¥ X
VED) IR E B ST 5B EEM L (KA 1,250mg/m? 1
H2ME, 14 HRE#S - 7 HEKE), ZOREE. BREFHR, BERE
R, @AEHRICB VT, KAIO 5-FU/LV BEICH T 5 IS T
BENPW),
F 1) RRERICEB TS 5-FU/LV BEGENTEESNTWS LAKY F
—h TN F AT T IIEERCLARR) F— - 7L Fuaw T VIS
RO RBEEORE - ABL3EL S,
BIEF I ZARAIRE Tl 868/995 il (87.2%) ICHIA L7z, EEIEMIZ.
FRIEMEE 594 il (59.7%). Tl 458 fl (46.0%). i 326 f
(32.8%) % Tho7z (Bhy hF7H:2004%E4H1H).

17.1.8 5 S5 MABRRAREAER
ARG ER 23520 S 7z Dukes C OFEBERE (1,886 ) % &RIC,
INFar T - A F— bEE (5-FU/LV EiE, Mayo L V%
VED 13 Roswell Park LY % >) & XELOX & (AHI& A F5 Y



TIFUHH) 2TORBEEM UL (KA - 1,000mg/m? 1 H 2 [,
14 HE#5 - 7 HERE) . 2 OfR, SREFH-ICE LT XELOX &
%0 5-FU/LV BEICH T 2 B SR S 1 722028),
BIPERIE XELOX £ T 921/938 il (98%) ICHI L7z, EREIER
& w730 61 (78%). D618 ] (66%). Tl 564 5 (60%).
&M 406 fl (43%). %5 325 H (35%). FRIEMEEE 273 Bl (29%)
EThHoTo

BRI REEST - BROKE - BiHE

17.1.9 EREE 1 / T48BEAR:HER
AT - RS - EREEE 2 MRIC XELOX BE (KAl AF5
75 F VHtH) . XELOX + BV i (XELOX ik & NN Y X< 7 )
IO RBR A ER L. (KF : 1,000mg/m? 1 H2 [, 14 HE#&S -7
HERSE) . #AT - B EER - EREEE T 5 XELOX BiEDOZRL)
RI3 66.7% (4/6) TH V. XELOX + BV IEEDER I 71.9%
(41/57) TH-7z. F7-. XELOX + BV B EEEAZHR (PFS)
DOFRIEIE 336.0 H (95%(SHEX : 293-380 H) TH -7z, BIEMIE
XELOX 3£ Tl 6/6 i (100.0%). XELOX + BV &% Tl 58/58 f
(100.0%) CFHHA LIz, E2RIEAIE. XELOX EETIEED 6
(100.0%). KtEREE =2 —a/%>— 641 (100.0%). BEARIE 5 fFl
(83.3%). Tl 461 (66.7%). FEAEMERE 46 (66.7%). F5 4
(66.7%) . #3& 3 (50.0%). #FHEREGEA 361 (50.0%). L% -<
D 341 (50.0%) %THY. XELOX + BV EETIIRMIERE = 2 —
w8y — 54 6 (93.1%). EBAHR 50 il (86.2%). 55 48 fi
(82.8%). FEAEMERE 44 5] (75.9%). B 43 (74.1%). BFRILE
M 34 4 (58.6%). NI 3241 (55.2%). LI 31 fil (53.4%).
IR ERECED 29 il (50.0%) ETh -7z, [7.3 HE]

17.1.10 ;B5455 MABBREREAER
BRI - ERERE 2,035 flERRic, AFTYSSFY - TLA
0y F )L AR F— MNEE (FOLFOX4 &%) . FOLFOX4 EiE+ 75
+ K (P). FOLFOX4 + RN X< 7 (BV) j&¥., XELOX i,
XELOX #i#+ P. XELOX + BV BE#ITOREZ FEM L7z (KA -
1,000mg/m2 1 H 2 [@, 14 HE#&S - 7 HREKE) . HEHEEEFHR
(PFS) % FEFMEEE . 2EFHRE (OS) ZEIKMFHEHER & Lz, &
DOFEE, FOLFOX4 BEICR 9 % XELOX BEDIEL A FEMT K O
BIRIIERNT CRED 5Nz,

FOLFOX4 JRIEICH S 5 XELOX BIEDIEL HEMITHER
T HE B W
FOLFOX4/FOLFOX4 | XELOX/XELOX + P/

spfE2 | + P/FOLFOX4 + BV XELOX + BV NF— FH
HE (N =937) (N = 967) (97.5%CI)
RofE (H) RfE (H)
PFS 259.0 241.0 1.05 (0.94;1.18)
oS 594.0%3 600.0 1.00 (0.88;1.13)

B oW om R
FOLFOX4/FOLFOX4 | XELOX/XELOX + P

BHEEZ ) 4P (N = 620) (N = 630) N Pl
EHE (97.5%CI)
ol (H) HhkfE (H)
PFS 241.0 220.0 1.06 (0.92:1.22)
0s 565.0%4) 572.0 1.01 (0.8751.17)

E2) PESAy b4 7H 12006 1 H31 H. OSHy b4 7H 120074 1 A 31 H
T 3) MHTNRER OFIEIZ 939 fi
E4) TN REROFIEIE 622 i

F 7z (b (FOLFOX4 + P/XELOX + P) 1239 2{b#&E %+ BV
FEE O BB T CR® 5. XELOX B ICxd 5 XELOX +
BV BEOEBIE A RIRAAENT TR 5N z.

(LRI T 2 LEEE+ BV BEK U XELOX J#EICN 9 5 XELOX

+ BV EE O BESIEREITE R
x = RO
FOLFOX4 + BV/
FOLFOX4 + P/
P2 | xELOX + P (N = 701)| XELOX + BV (N= NP — R H
HE 699) P f& (log-rank test)
hRofE (H) FRofE (H)
0.83
PFS 244.0 285.0 b s
0.89
0s 606.0 646.0 s
B W B OO
e XELOX + P XELOX + BV o
Ei{gé (N = 350) (N = 350) - (l\*"“ "itt )
IE (log-rank tes
hRfE (H) R(E (H) ¢
0.77
PFS 225.0 282.0 b e
0.84
0s 584.0 650.0 A,

EIfEA & XELOX % (XELOX %1%, XELOX ¥+ P) Tld 642/655
Bl (98.0%). XELOX + BV &£ TId 349/353 fil (98.9%) I1CFIRL
7oo BRI, XELOX BECIE TR 414 il (63.2%). Bl 395
Bl (60.3%). WEMH: 262 ffl (40.0%). $&EEHE 240 5 (36.6%). ¥

238 fil (36.3%). FEEMEE 198 il (30.2%) ETH . XELOX +
BV i TIEED 226 ] (64.0%). T 220 #l (62.3%). M&h: 157
5 (44.5%) . FRFEMERE 139 ] (39.4%). $EEHE 131 61 (37.1%).
WEH 127 ] (36.0%) EThH-o7z (v b4+ 7H 200641 A 31 H).
[7.3 8]
17.1.11 ;85155 MABRRIREER

AV THY - TNFaT TV R F— MNEEDRERED b S5
KRS - BEBERE 627 flEnRIC. AFFYTSIFY - 7Far Ty
JL- R F— MEE (FOLFOX4 i) & XELOX Rk % 9 2 ilsk
ZFEMEL7z (KA 0 1,000mg/m? 1 H 2 [E, 14 HEH%S - 7 HEARE) .
MEEEAGHAMN (PFS) 2 XEMEEE. 247 (OS) %EIRIIEE
flilEE & L7z. Z0#EHR. FOLFOX4 EiEICxd 5 XELOX LD IES
RO SN,

FOLFOX4 BEIC N9 % XELOX B DIEL M ARTHER

s FOLFOX4 XELOX e
i (N = 252) (N = 251) NP R
HE (95%CI)
RfE (H) e (H)
PFS 168.0 154.0 1.03 (0.87; 1.24)
os 402.0 393.0%6  |1.05 (0.88;1.27)

#5) PEFS#v b4 7H 120068 A 31 H. OSHv M4 7H 12007 42 H 28 H
E6) MHTNREROFIEIL 252 i

EIWERE XELOX BTk 302/311 il (97.1%) ICHB L7z, ELEIE
. D 181 il (58.2%). Tl 169 il (54.3%). Met: 131 fl
(42.1%)+ %57 113 fl (36.3%). $&EH 103 (33.1%) FTh-o7:
(71w b+ 7H 200648 A 31 H). [7.3 2]

(BEICHIT DR EEEE)

17.1.12 ;85155 MABBRIREAER
ARG A EHE S 17z Stage /MO BiEHEE (1,035 fl) ZXRIC,
B e XELOX BiE (RHlEAF5 U 755 V) 2HET5R
BaxEM L7 (AKH 1 1,000mg/m? 1 H2[E, 14 HE#HSE - 7 HREk
3), FREFN 2 FEFMEE . 2E A2 BIRFHEEE & Uiz,
ZDOFER, FRBEICHNT 5 XELOX BEDEREASTRD 61722930

ESRETFIAR O Kaplan-Meier #if#

memn EGEEGE (G1561)
m— XELOX (520

1.0
0.9
0.8 L

0.7 =

s 0.6 o ks O

{; 0.5 e

0.4
0.3
021 NF— R (95%(EHEKED : 0.56 (0.44-0.72)

P<0.0001 (WaldfiE)

%11 4 XELOX /i s

0.0

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 (H)
<URIEEDRES>
i 515 442 415 388 353 332 289 255 211 188 148 120 58 25 22 20 6 0O
XELOX 520 462 442 425 409 379 332 295 246 218 166 147 73 31 30 25 10 0O
J1v b A7H 2010869 H 24 H

24FHI O Kaplan-Meier fifg

1.0
0.9 4
0.8 4
0.7 4

%Ei en EEBIR (G1500)

] = XELOX (520f3i])
0.4
0.34
0.2 NT— R (95%(SHXA) : 0.66 (0.51-0.85)
0.1 P=0.0015 (WaldiE)

" | TXELOX @i

0.0+

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)
<UAIBEEDRES>
FRIBBILE 515 473 460 453 443 431 415 407 395 379 369 352 344 320 316 284 247 222 194 163 137 107 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

Sy hAT7H2012F 11 A22H

EIfEFIE XELOX i T3 488/496 fl (98.4%) 12FIR L7-. EREIE
FIE. BiD 326 5l (65.7%) . #FHERBAE 300 6 (60.5%) BAKEGR
292 il (58.9%). KM= 1 —a/$F— 276 ffl (55.6%). T 230
Bl (46.4%). WEMH: 189 i (38.1%). 55 152 f (30.6%) % TH -
7z (H1v b4 7H 201049 A 24 H), [7.4 8]

18. EFIE
18.1 {EFAEER

REIGHLE K D RE(NMAEOE NS N FETHLRF LI ATS
—YIc& D 5-DFCRICR#EI SN B, RICEE LTS EERZICHE
HIT5HYFVVF7IF—FILkY -DFUR ICEHBE N5, HIC, fEE
BB LANLVTCHEET S F IV UARRARY T —VIC L0 EREGKTH S
5-FU ICE B S N IEERN R 2 FE 9 53D . 5-FU 1& FAUMP 2R s
N, FIVNLBEBRBEERV5,10-2AF L2 F bk FOERENEEE
BEETERT 5. TOMBEF I DVIVEBEAKZIH TSI EICED . DNA
ARZEEET 5, %7/, 5-FU IZ FUTP IRt ah, UTP R bV IC




RNAICHDAENBZ LICLD, URY—LRNARUA YT v —
RNA OHEEEZRET 2 EEZ6N TSP,

18.2 HiFEBHMR
aIgfEE e B (ZR-75-1. MCF-7. MAXF401. MX-1). & b5
#& (CXF280. HCT116. LoVo., COLO205) KUt +E¥#E (MKN28,
MKN45, GXF97) #HEX — K~ 7 2 L THREEMRNED 51
72¥ o, tOPEREEAEOMAICE D TEENROEEIE
B 5NN

19. BRI ICRT 2EEFNAR

—fi§% : R ¥ ¥ (Capecitabine)

{b2#4 . (+)-pentyl 1-(5-deoxy- 8 -D-ribofuranosyl)-5-fluoro-1,2-
dihydro-2-oxo-4-pyrimidinecarbamate

C15H22FN306

359.35

HE~KABDOEREOHKRTH S,

AZ )= VICBHTHEF T, ¥ /=)L (99.5) XixI A
FIANAF Y FIOEFPT <, KISPREBETFIT W,
s

SFR
DTE:
% oK

o
m)deV/\/wz
()

s
O

OH OH

20. BURL EDER
T IO —AERERIER BT TRET 5 2 &

%% 22, @I

140 #& [14%E (PTP) x10. ERAIAD]

23. EEH

1) EEEOREROEOVARDEE - BT/ MRS E AMEFEAOHY
IR MESE ARV YL (EITHEERE)

EE LONFEEO R WARRERE - HISI R SH AMEEANOHY
HICRA|MES 1 IRV Iy (BBEICBT M L2EE)

—

2

=

3) Cavaliere, A. et al. : Tumori. 1990 ; 76 : 179-181
4) BHAANBZEICB T 2B (ENRTHIEREE 2 Hil5k) (Yo —58E

300 : 2003 £ 4 H 16 HAR, HFEERMIE ~.3-2)
HAABEICBU 2EMHE (ENERS | H38) (Yo—-5E
300 : 2003 £ 4 H 16 HA&R. HFEERMIE ~.3-1)

5)

6) Hyodo, I. et al. : Jpn. J. Clin. Oncol. 2006 ; 36 : 410-417
7) LT - KRG - EREE R E L BN 2 EERRE (£

o —4&%E 300 : 2007 £ 12 A 12 HA&ZR.
HENER L YRS R

fE2s. MR EE (Yo—4%E300: 2003 4 A 16 H&.
R N .2-2-1)

RIRRITE (¥u—4%8300: 2003 % 4 A 16 H&EE.
~.2-2-3)

N HE YO 5-FU ANOEEEFRIAR (¥ — 4§ 300 : 2003
F4H 16 HER, HFHEERMIE £-1.3-2)

REHFFE (Yo—4%E300: 2003 4F 4 A 16 HEAR. HEERTE
~.2-3-1)

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

14) BHRERE %08 BBERE OBy EE (Yo — 4% 300 : 2003 &
4 A 16 HA&GR, BHFEERMTE ~.3-3-7)

Camidge, R. et al. : J. Clin. Oncol. 2005 ; 23 : 4719-4725
B3 7 0y — LEYREEESRRICNT 282 (Yo —4$E 300: 2003
F4H 16 HER, HFEERME ~.2-3-4)

Reigner, B. et al. : Cancer Chemother. Pharmacol. 1999 ; 43 :
309-315

AT - BHRIAEENRE LRI 2 HEEREER (Yo —4$E 300 :
2003 F 4 H 16 HA&RR, HHFERMIE +.1-2-1)

AT - BRIAEZNRE LRI 2 HEERHER (Yo—4$E300:
2003 F 4 H 16 HA&RR, HHERHEE +.1-3-1)
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