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BN L) 60mg/m? ((AFMmFE) % 1 KRR LLE2T T 3~4 #RK

Jili & IR C RS %,
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11.1.1 S5EH
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(BB % &) (95.8%). NEZ B E Vb
(53.8%) I/ (14.3%) b3 Hbb. [7.2. 8.1,
9.1.1 ]
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11.1.3 #HE. FA2. F#aeES (EEREH)

#IH, A4, AST - ALT - AI-P 0% L\ A& FEE 2 T
BEDHSbNDET EDH DB, [8.5 B]
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11.1.12 REHIEIRAEESE (Stevens-Johnson fEMREE) (HHEA
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11.1.18 IMER GHEAH)
11.1.19 REHEEE HERH)
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1) Grade3 D EOREIWER 2 SHEE LRI L2
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T2 &,

14.1.3 fH L ORFEZFTDR NI &,

14.1.4 REDEI/IATE L2HEICIE, BEHICABRLIZED
TARTHRDIHT 2 Lo Fo, KiICAAE LB AICIE, BB
ZEOFHRTHR TS Z &,

14.2 ZAIRSEHOEE

14.2.1 BRI G- 12 L, SEANMAET MRS &, FEGHERAL
AR b2 B 32 LD B O TEBEAMEIN RN v
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FIGEERETHE Vo2, bW b [Recall B 75380 51
72 DWEND B



15. ZOOEE

15.1 BERR{ERICE D 154

15.1.1 SEICH T BH1#% 5
KFEIO 1 ARG &% 100mg/m? & LTWwaRCkIZBW
T FIEO SR OCHEERE AN < o {PIE I ON S W EUE IR
DO E B & L CORIB R E RV E VHNC X RS-0 H
NTwb, Hitks & LT, 79 2%V (16mg/H. 8mgl
H2E) %%, AROEGHHAS 3 B, BAREO%51 %
CEDNREF L nEESN TV D, 2B kS % 9 L 7RI
BWCh, EELBIEE (7F749%F3—Yavy)2&5b
EFIPMESNTWD, T FEICE LTI T L) %
iGN H Do [8.3. 9.1.3. 11.1.13 ]

- RH) 100mg/m? % 3 8 1 M BE T A E RN S Lz e 2
%, FEREIHRG AT - B TR BN SE (hE) &L
T 818.9mg/m? Pl b, Z1F 7\ B Tl 489. 7mg/m? L -
5 L2 RICHEORBIEIE L oz,

CRFN OGRS B & IR A BRI T 2, FEET
Jlezr 5 5BLL | 3kg DL EOFEIMAZ D 910 b D2 %
LENH A EMEOZ IR ED v U
IKAE K OBl IEASHE ST 5,

15.1.2 S ECORFEEREREADERS
ARENZ BTy ARH 100mg/m? % 3 8 [ 1 B C i s IR N
WGE LA MR TIVHY AT 75 —PrEfE (EFE
FRO25/LE) 249 S AT I F—PElE (ERE L
FRo> 1.5/ ) S, i ¥ ) v e v Efl (ER I ER
Dk BRI 235 Lot BEEGEWEH ORILRIE
ol - MESED LN TW5h, RS- BIERL,
Graded OUFHHERIEA . FEEEIF R ERIEA . BGHRE. B2 M
IR B 2R I 2%, A ONI FE FE FBE % £F 5 R 8 eIk C
& HREESLOEREDSEINT 5 L EE SN TW5, [9.3
ZIH]

15.1.3 RH % B 5- L 7288 & 5 W I AHF] & o friEvEEE
H R MR % BE L 72838 L 2R IR, B BRI UE
e (MDS) 50 R VEREMIESE S5 E L 72 & OEDD 5

15.1.4 EWN T O IENHBLETRE 2353 % 35mg/m? O3 1 [ 4%
HyE® (10 118 35mg/m?, 1. 8. 15 H H%5-. 4882
L) 12X B 2 HEERRERIC BT, BRVER 75 48 B
6 BIZRRD B L7z, [11.1.5 &|]

15.1.5 FLIE Ol 2wl B LB A2 B 9 2 AR R IR 3B 12 B
TOARH) LD PEEIEE R % 0RH L 72 B8 CBIZ I T
BHIZBWTHHEIRES L COEMITHRE I N TV A
(3.9% (29/744). BIZZHIHHhILE 296 » H).

15.2 FEERARRBRICE D 153K
F XA == ANAAY —OYIEAEREEEME (CHO-K1) & H
WD Gett AR B BRI BV TR L O~ A %
WANERBIZB O TIEFE RN RE SR T 5,
[9.4.1. 9.4.3, 9.5 1]
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16. E¥YEYHE
16.1 MAEE

16.1.1 BEKRS
I @ & R T 5 24 6112 Kt & F £ )L 10~90mg/m? %
60 43P L2p U CHAR S ER RN G- E D L7z & & A
VR T RN L 720 S MATHIEEE (Cma) KON AUCh-
X G-EARRC L 220,

16.1.2 REHRS
WO B HEFE I EE 24 H11C F+ ¥ *+ )L 35mg/m? % 1 #
kg, 75mg/m? M O 100mg/m? % 3 8 [ b C SR S E RN
P GEDED 7o b & RN 61~120 FE TdH - 72
L OEENH DY,

— 4 —

16.3 9%

16.3.1 #A®BIT
g~ A2 P2y X)L x BEFIRANES- L2 & F50
i 8 7 i - AR LS R R0 20 2 S0 ATRR D © Tz BEEHMRIC B
B (tiep) 13 20hr LB THREO RS - MARIC A
Ehro72d,

16.3.2 MIFFHEARE
100mg/m? % 60 43 [ H o] s i i AR 5 52 D L 72 AL E A 0 %%
TR EE 3B BVT, b ¥ &)L o MHE & LR G5 % Het
L7z& 2 A, MilRT SHH £ TOMEIZHB VT 0% ET
Hol,

16.4 R
Fts 3L VIEFOE /) FF 75 F—PI2 LWLt C
@, e MNFIZa vy —2%2 W2 invitroBRERIC XD
ZOMRHICIE CYP3A4 2SS LT bt E 2 b7z, &
B, FEAHHYOIIEE S EILIFIEACRDON Lo
72990,[9.3, 10. BH]

1) ARFOAGE S Lz 1 R 60, 70 K U8 75mg/m? ((RFE i
) Thbo

E2) Nt ¥+ 3dmg/m? KO 75mg/m? 5 SNz EE 12
BWTEMEFS %, O 100mg/m? # %5 S /- BE
BT A5 0% 2 81 H 08 5-5212 058 S 7z
SR Ic ko X B s nz,

17. BEERRIR
17.1 B3RV RESMICEEY 558k
(FLE)

17.1.1 EIR%ERE 2 HHERAREER
FUEE S & L2 IEE MR & 2 5 2 MR EER T, Nt
% ¥tV 60mg/m2 D mE% 3~4 HEHEFE T2 72— AL ]
MCHIRNIES L. BERK (50~70mg/m?) L7z, Kt%
F YV DB CHRY RN SA50 139 1) (&, 48.2% (67/139
Bl) THotzo ERBEWERIZ. 137 Bk, BT 89.1% (122
B AR 67.9% (93 #1) . H.ls - UEIHE 60.6% (83 1) .
JE# 44 5% (61 B1). T 25.5% (35 %1). LINZ%16.1% (22
B) K OREE 15.3% (21 61) TH o700 E o EEHRAEHER
1. FIMERER A 98.5% (135/137 B) . I EREHA> 95.6%
(130/136 f3) R USNEZ T ¥ 2 61.3% (84/137 #l) TdH
- 7:7)8)0
GE/ R fhE)
17.1.2 ER%ERE 2 HHERAREER
/IR % 5 F R & L 72 IR E M & 5 R4S 2 AR R
BT, Nt ¥4 60mg/m? O &% 3~4 HMRET. 2 2
— AP EHEARCHEIIRNAES L. BERE (50~70mg/m?) L
72o N FLNORFE CEMMEMNT T SE] 150 #1) 1.
21.3% (32/150 B) TH o720 FEAEIEHIZ. 149 B, BHE
81.9% (122 1), ERAIE 56.4% (84 #1) . 4z H P& EI% 43.0%
(64 1), 388 42.3% (63 Bl) . Hls - MR 34.9% (G2 61). T
1 15.4% (23 B1) K OEIB - 3877 15.4% (23 61) TH - 72,
F e W R B X, I ER %A 95.3% (142/149 1) .
T R B0k A 96.6% (1447149 B1) . 7% 1 Bk 3 B # 67.8%
(101/149 1) . ~NEZ T Vi 54.4% (81/149 f51) . LDH £
H20.8% (31/149 %), 7NV7 I Y HEE 20.1% (29/144 #1) .
MRS 19.5% (29/149 1), ALT L5 15.4% (23/149
%), AST E5-12.1% (18/149 ) J%UF » -GTP %4 10.1%
(15/149 ) T - 72910,
(BERE
17.1.3 EREERE 2 HHERREER
RN R L L2IRE MR & AR5 2 HIRRR A ER T, F
t ¥ Xt T0mg/m? Ofimz SHEEME T2 3 — AL L
TTEIRNTES U720 Pty 2L OB (MRS
B 49 1) X, 20.4% (10749 #1) TdH o720 FEREEMIL.



49 Bk, 9557 89.8% (44 Bl) . FHAIR 73.5% (36 f91) . T
40.8% (20 f1) JOELN36.7% (18 B) Td 720 F7BaHE
WA S, FIMERERAD & O A ER B A 75 49 Bl 41
TR B AL, MM 28.6% (14/49 1) F ONFEBWERTHHER
WAE 18.4% (9 B) TH - 7210,

(FEFE)

17.1.4 EREEASE 2 tHEERHR

FEEEZNRE L2IFEMIEIC X A 501% 2 MR RER T,
Nt % F4)b 70mg/m? O =% 5H & LT 3 A MR TR
K6 T— AHMTEIRNILS- L7z Rty FLIVOREEG
SIVERRAT RS S50 32 6) 1%, 31.3% (10/3261) TH o720 &
ZEWERIE, 33 B, JHEE 93.9% (31 ), 2.0 72.7% (24
Bl). JEH769.7% (23 B) . ERAIR 69.7% (23 BI) S OV ¥
60.6% (20 ) TH-o7zo F e EERMATME R IE, I EREL
A 97.0% (3261). NEFTE VA T72.7% (2461, ) >~
INERIAME 78.9% (26 BI) K OFSEESTrhERIRAME 18.2% (6
Bl) THo71,

(BISLRREE)

17.1.5 ERKEASE 2 tHEERHR

RIVE AR T E R CoF R ORI IRE O
) EXEELTL F=var EoHTOFREREICL S
B 2 HIERRER T N % F )L 70mg/m?ED A3EIRIN TR
5 O3HEmIZLIE, BI04 27V) S, B (CE¥
FEHTOF 550 43 B1) 1% 44.2% (19/43 B1) THh 720 EREME
iZ, 43 B, BiE 88.4% (38 B) . FRANIR 65.1% (28 1)
T U955 53.5% (23 #) T, Grade3 VLTI HpEkRA % £k
HARVEG 14.0% (6 61) 258 o770 7 R E R IZ.
FIIMERAME 97.7% (42 61) . B ERisAME 95.3% (41 B1) .
1) Y SERIEAME 79.1% (34 B1) K U° CRP H41 48.8% (21 1)
T. Grade3 P b Cid s BWEITHERRAME 16.3% (7 61) 2°%
o) f:ls)o

17.1.6 #5155 3 HHERRHER

RIVE AR ER A E G ROMBIENIIIE O A) B
FERRIZTL =y LI 7L F=vyary Lot T2
M ha s xRS Y U2 IEE M X 555 3 MR
B¢, N4 ¥t 75mg/m? # 58 (75mg/m? % 3 HAMET
HRNFES L, K109 4 7 V), 30mg/m? & 5-HEED
(30mg/m? % 5 A e bEE TRk AN 5 1 ERSE L . K5
P A 7V OFRNER CREMESRERF SN Py Fb
WV 7omg/m? $£5-1 CH RN & R 60 335 B) 1. xf R
(3 M¥ v bu B GaE, ARIMEMENT 5G] 337 B1) 12
EEFHBOIEE %R L7,

1) WA CTHRGE S N ARF O 1 M E X 7omg/m? (K3

) THhbo
WEAVES 3 AR (TAX327 iER) 2B 2 2EFMNICRET 2
B
FEsFtb L | I bFHbor
5 P acRiis
(n=335) (n=337)
AR R YLE () 18.9 16.5
[95% 15 HEIX [ ] [17.0-21.2] [14.4-18.6]
AS/ R N 0.76
[95%15 HE X [H]] [0.62-0.94]
P it 2) P=0.009

E2) N—2F 4 ¥ DI & Karnofsky Performance Status T
FAEL-ERa g v o oE
R & %)V 75mg/m? & 5 L 72 224 M ETlio 52451 332 B
WL RIRBESE OB I IERNE 1B (0.3%) THolze E
ZEIER S, BB 216 B (65.1%). 4 &% 8% 142
(42.8%) . T 1181 (35.5%) % TdHh -7z Grade3 Pl EoD
FHETIILHBEK 136 (3.9%) FEbmbhorz. 7o,
BRI A B SR 12D T s & 5206 L 72 328 9l Grade3

PlEoEz b old, fFhEkigd 105 61 (32.0%) . HiEkigd
796 (24.1%). Al-P L5 384 (11.6%) & Tdh 721919,

18. ZExhEkig

18.1 {EAF
g FLnidso—7Y v OEEEBIRME L LERB/NG %
BT 5L bz, TOREEEIHT L. T2, MBHNICE
WM IS RE e NS R ETE T 2. DLEOERIC X
D MDA S35 & g1 S8 510,

18.2 HmiEZEsHE
In vivo l2BWT, Ft¥Ftid~y 20 MAL6/C FL3E.
MA13/C L. MA44 L% . Lewis i 120k L CiBii % &t
HEBEMR 2R L7z, Zoftice b BEiMBik (MKN-28,
MKN-45, KKLS). t Mii3LERE (OVCAR-3). b - &iEHE
e (H-190. H-204). b bFEMHEk (AN3CA), & MR
Bk (DU145) 5512 b USRI R 05320 5T\ D, In vitro
IZBWT, FE¥FLIViE FFVILE s Stk P388 I
P TIEIRE ATEZ R L 725 1 > 7 b 7 3 Vit Rk R O
S BANTR PR L2032 LRI FRD 5 L7k 2o 723010725

19. B#IRSICET 2E{EFEME

—EZER - K% ¥+ (Docetaxel)

b%#4% . (1S2S3R4S5R7S8S10R13S) —4-Acetoxy-2-
benzoyloxy-5,20-epoxy-1,7,10-trthydroxy-9-
oxotax-11-en-13-yl (2R3S -3- (1,1-
dimethylethyl) oxycarbonylamino-2-hydroxy-3-
phenylpropanoate

573 0 CasHssNOw

5F= : 807.88

s

PR BEoBETH S,
I =) (99.5), Y AFIVANKF Y FK OB
IFVIZETR T TN ROAY ) —IZReR
WIFR T, TE I M) VIZRRBEITICL,. VT
FIN T =T IIZEITIZ S KRN F T L IZIiFE A
EBET v,

20. BURWLEDAE
NG H RO 7280 AR E RN, TV R I ANTIRET 5
&,
22. ‘@i
(K% x )l AT 20mg/1mL [NK])
134 7 )V
(F& 2%V a7E5E% 80mg/4mL [NK])
134 7 )V

23. EEXHK

1) MO 32 - &ALt 1994 © 21 1 1997-2005

2) Baker S.D., et al. :Clin. Cancer Res. 2004:10:1976-1983

3) Bissery, M.C. et al. : Anti - Cancer Drugs. 1995 : 6 :
339-368

4) de Valeriola, D. et al. : Proceedings of the American
Association for Cancer Research. 1993 ; 34 : 373

5) Shou, M. et al. : Pharmacogenetics. 1998 : 8 : 391-401

6) Sparreboom, A. et al. : Drug Metab. Dispos. 1996 : 24 :
655-658

7) HEISSB 30 ¢ LA 1994 5 21 © 2625-2632

_5_



8) Adachi, I. et al. : British Journal of Cancer. 1996 ; 73 :

210-216
9) LHEFRIIA R & AbFE: . 1994 5 21 1 2617-2632
10) KBEFIEIE D 1 9E L AL2AEEE . 1995 5 22 1 59-65

11) Muro, K. et al. : Annals of Oncology. 2004 : 15 : 955-959

12) Katsumata, N. et al. : British Journal of Cancer. 2005 :

93+ 999-1004

13) Naito, S. et al. : Jpn. J. Clin. Oncol. 2008 : 38 : 365-372
14) Tannock, I. F. et al. : New England Journal of Medicine.

2004 : 351 - 1502-1512

15) EyLEE AHRAER (57 F V7 =V GHEHE 12008 4F 8 T 29

HARRR, FaAHEE)

16) Ringel, I. et al. ‘]ournal of the National Cancer Institute.

1991 ; 83 @ 288-291

17) Bissery, M.C. et al. : Cancer Research. 1991 ; 51 :
4845-4852

18) Bissery, M.C. et al. : Proceedings of the American
Association for Cancer Research. 1994 ; 35 : 327

19) Riou, J.F. et al. : Biochemical and Biophysical Research

Communications. 1992 ; 87 : 164-170

20) Tanaka, M. et al. : European Journal of Cancer. 1996 ;

32A 1 226-230

21) Dykes, D.J. et al. : Investigational New Drugs. 1995 ;

13 :1-11
22) Kelland, L.R. et al. : Cancer Chemotherapy and
Pharmacology. 1992 ; 30 : 444-450
23) FREEEFEIZ A ¢ AL 2006 5 33 337-343
24) FREEMEFENZ A i LA 2005 5 32 ¢ 1437-1442

25) Kraus, L. A. et al. : Investigational New Drugs. 2003 ;

21+ 259-268

24. XEEEKRERVBVEDESE
HAMLERA S RG> —
T 100-0005 HEAETAHXAONZTH 1% 1 7%
TEL.0120-505-282

26. SERTTEESE
26.1 BLEERIETT

$S B EEMINEH

RRBEFABAXAORN=ZTEIETIS

N-6-7DK



