20244F 6 HEksT (55 5 M)

* 20234 7 G (55 4 W)

Bk SiRRE

BEEIE : 20mg/ 1 mLEH] 2414 H . 80mg/ 4 mL3F] 3654 H
22XV 1A NRBEMHEEA

BEERA REyFEIVEFIR

SR, MWHERER IR -EMFORFECLVFERATSE_L

H AR i i 0 o

87424

JryXIT—I
ML EHE20mg/ 1 mL

P EHESOmg/ 4 mL

Ty XRIT—

TREBA 22300AMX00068

22300AMX00067

Wise bis 20114E 7 H

20114E 7 7

TX1VIeL02

DI9F )T =) zm:20mg/1mL
DI9%F) T =)l =sm:80mg/4mL

ONETAXOTERE?® LV. Infusion

12&_
= A

FEOAEMREAF (Dose Limiting Factor, DLF) (3#Fh
KA THY. FFOFERICLVEELBSREME (EICHF
hIkiEd) . BEEBEEZOEELEEARVEE EORE
BRABE CERVWERTHIEHSNA TS, LEF->T,
FHzECPAEEERE. BEBFCTIMNETEIERE
MERICHEWT., PALZEERCHI LM - BRE2FOE
DD ET, FEDERSHEY EHE S BERICONT
DHARBT B &, £y TROBEICEHRELEVWEE
HCBEDRIRZEEICITOC &
-EELBRENHOH 2 EE

cRBPEEZEHLTVBEE

- REMEFUBRPENREDONIEE

BEORAICEILS. BEXIEZORKICHDERVOER
HE+aHBAL. AEEETIOHRETHIE,

[2.1-2.3. 7.2, 8.1, 9.1.1 BH]

2.B2 (ROBEICEHFSLENI E)

2.1 mELEHIN OS2 B8 [FiEEKIES 2 s L. &
WERDIEND D] (1. BR]

2.2 BYIEE AUF LTV 2 B DRYUESE L, Same
BHZENDH L] (1. BH]

2.3 BB A LRGEDSEb N S B UEYYE I L, &%
WERDIEND D] (1. BR]

2.4 RHIE AR Vv — b0 AT AN X L E I 4 B BUiE
DOYRIED D 5 BE [ARANIRY YV R— bOZEHT 5]

2.5 M@ AR L T 2 R0 H 2tk [9.5 SIH]

3. f8R% - MR
3.1 #m
W A TYEERIT—I TRV T—I
e P #H20mg/ 1 mL ST TI80mg/ 4 mL
. | LA TSR 134 7 Vg3
b in
1 mL 4 mL
HF Pty FenKkfy | HEFEs 32Ky
R 21.34mg 85.35mg
7 I
R R e e (FerFLre LT
20mg) 80mg)
KUYV LR— 180 RV IR— 180
N 0.54g 2.16g
7
& KLY ) —L WKLy ) —L
0.395¢g 1.58g

ED AANTFRIFORKZ ZHICAN, BEFARE T 5,

3.2 WHEN DMK

ONE %‘\XOTEREW
sanofi

W 5 %

JryEIT—
PR EHE20mg/ 1 mL

JryERIT—
N EHESOMg/ 4 mL

L8 IS

WA~ 72N 2N E A O

pHikz)

30~45

BB

%2 (CEBARICN T 5 k)

2) Aih25g12K10mLE MR TRA L Iz o TllE Lz e &
1:3) ABAOE 5 % 7 M RHERICIRAI L 72 & &

4. RhEEL (I RHR
OflE
Ok fafmE

B

OEEFARRE
O5p&isE
ORiEfE
OFEHE
ORTILBRSE

5. %EER IR R ICEIET 2 FF

(RIILRRE)

IR 2 A5 5 LIRS BH IG5 2 Lo

6. AERVAE

iDL P S O H
LG WHEL ORI HIE, FedFere L
Je/ NN | T60mg/m® (PR KL % 18R LLE A
B T3~ 4B CAMHIET 5, %
VH S B, BEOIREBIZX ) EEBIRT S Z &,
72720, 1 EREHEIZ75me/m’ e § 5,
JH B WEL. EACTIHIEL, FesFLre L
T70mg/m* (KEWRE) % 1R L L2
T3~ 4B TRIEEET 5, &
B, BEOREIZX ) EHBIRT 52 &,
72720, 1S HEIR75mg/m* e § 5.
BN . AT HINE, FesyFeri L
T T70mg/m” (KEWR) % 1EER DL LA
T3~ 4B TEEREY 5. &
B, BEORBIZL ) EERET S &,
CIRALS WEHEL. RACIH 1IN, FeyFeire L
T7omg/m” (KEWR) % 1R DL L2
VFC 3 EH R AT 5. BB B
FHORBIZE D EHRET L &,

7. RERVARICEET 28

71 KAOHEEIZH 725 Tk, FIZAHOHEBHIEFTH 2
BRI DB 4 I L B 524 H o F i Bk %°2.000/mm”
K Thiu, HEZEMTHZ L,

7.2 AN OHRGEPEMT 2 &, FREHAL VR D 5bR
EBENNFHLOTHEET S L, [1., 8.1, 9.1.1, 11. 1.1
ZHit]



8. EELEXNER

8.1 M BEIMEI 2SS HE IR 20T, FTroMICEET
5T [1.. 7.2, 9.1.1, 11.1. 1, 11.1.15 BIK]

G RE I BR A (IR AESE) 2170 kL, BE
DOREZ TIBIET s k.

R YE O FEBIC AR L. PR BRI, CRPES
RGO EEHRRAT L &,

- RHNOFEHZ D 72 > TIXG-CSFEA D 4) 70 i 2B L T
LEETLZ L,

8.2 NIRRT T 2RI SN TV WO T, Mk
IRHACK L Mok e EE T 5 2 &,

8.3 ARANC X 2 T BBAEIRN D bbb Z EWDHBHDT,
FRICARHF O @B L O 2 [ H o 5051, B2 5512479
Lo BBUEREAK O G- BIE S KA DINICEZ 5 2 L
BB DT, KEG-BIEE 1 RERNIEBEEII N Z v A~
(ME. RIS 0= 727 5L, BEORESR
TSRS 5 2 Lo B REEOEIR (FFU R, SUE SO,
MEACT, M EE,. 555%) SR oNn-a1E D
CARAOEG 2L, @Y 20EYT) 2. B, B
BBERDEH L RN IR, AR 2 TG L anwT &,
[11.1.2, 15.1.1 K]

8.4 L PEBREFRICHTT BB A +/0IT4T) T o & EITOAA,
MEET. AR BFESESHH5bh2 I hdH b, [11.1.6
2]

8.5 ML ENH DML I ENDH LT, FHEERED
fEICEE LTS +01c4r) 2 &o [11.1.3 2]

8.6 ML ENHLDNL I ENDHLDT, FHRERED
MEICTER L OB T4 2 &o 9.2, 11.1.4 &)
8.7 IEMEVEIMAE NEEEEREE (DIC) 2 S5bNDL I EDH LD
T, IM/MRE. IMEFDPE, M%7 4 70 J =7 VikES 0

MEMRAEZEEAT) 2 & [11.1.7 B]R]

LEPENEREZEIIBEICHT IIE

9.1 AHHE - MEEEDH 2 BE

9.1.1 SHMEOH 3 EH
FHIHAE L, EKES 2T 2BENDDH 5.
[1.. 7.2, 81, 11.1.1 K]

9.1.2 IE MR X ISIHIRMEED & 5 BE
SEREFHE XL BEFNNH L, [11.1.5 BIK]

9.1.3 ZIEEOH2HEE
FHEAMESELBZNSH 5, [11.1.13, 15.1.1 BH]

9.1.4 ZINOA—JLICBHEERE
RHN P55 HYAIEMZIC L D@L 2 KT 5 2
Lo RFNIBHNE LTHALY ) —VE2EHTHI-D, T
I — NV OHIARERNORED L HODONDLIBENDD 5,

9.2 BiREEEERE
HEEEZMES 2 BT H 5. (8.6, 11.1.4 BH]

9.3 FHieEREERE
AHOMApGREAD LA L GBITERHRC S 5bN b B
H5bo [15.1.2. 16.4 ]

9.4 £JEREEF T 5 F&

#9.41 UTORICHET S L, [9.5. 15.2 ]
PGB Do TE IR L TR W L 2 ERT A 2 &,
AFIRET B UREED B B EE I LTI LW k25
AL 3%, RIS T 25E6100& RADITLIROAMERE,
JERORFHICEEL2 52 2 WHEND S Z &%+
W2 L, Ty RARG PR ORAERS%2 7 RN
B CHEAES 2 2B O ) 2 B IS D W CEIA T 5
Zk,
< RFNP G IR SRR S N2 A L3 EEb N A I
HHIcHEGEPIET 52 L,

9.4.2 IV RE R AER O BE TG T 2 LEND DA 1013M%
BT 2 BEEET LI L, BWER (YA T b,
4 2) 2BV TR RBEIRD SN TV 5,

%9.4.3 BHICIE, AHEG PR ORKESH L2 ABICB VT
NYTHE (Y F=24) ZHWTHEITET 2 BEEICOWTH
H3 %2k, [15.2 BH]

*9.5 111
TR SARIEIR LT W B W RETED & B I IC i385 L e w2 &,
BWER (5 v F) TR - BREEZEAEA. BERCHAERD
W - FOERE, AR EZRET L2 ASROLN TV S,
[2.5, 9.4.1, 15.2 &J&]

9.6 Il
BALZWI EDEE L B9 (72 ) Tt~
DRATHHE SN T2,

9.7 /IEE
NREEN G E L7 BRHEBUIIERE L T2,

9.8 EEE
BITEH OZBUCTER L, H5 BB L OERSRICEET L2 L.
RBITER A & S b7z BA120E, R3E, 5RO L RSO #
YMEZITH) T &0 —MRICHEEE TIEAMBERIMLT LT
Wwh,

10. HHEAEA

AHlE, FE L TEWRERRCYPIAMMTRAH SN2 DT,
AR OV BB LTS A LN 2 HERERL
THEGT 228, [16.4 ]

10.2 BEREE BFRICEETS L)

S5 BERAEAR - 5187 1% 7 - e T
MDPUEPEREE A | BRI ORIE AT | 385 R R = A7
WS EDDLD | T 5o
T PRRE AT W
23 BEoREz
B L WS B0
3G TR 2
ZE,
TS RIS a2 0 LT | s AR
(11.1.5 ZMH#] W % ] IR Rl
KD HOND LY

b oo PRTHREZAT
Faicid, BEORE
ZHE L. MRS
P b N AT,
AAN OG- B O U
Mg 2 k9 % 7 Ll
Pl EEATH) 2 &
BRGSO RIEHI AT | I B REIHIEH & A7
W52 DL D | T 5o

T PREZRATS W
23 BEoREE
Bl WY 50X
3G TR %
Z&,

TV = VRPN
IaFV—-VE
) B QA= 2N
751) 20347,
YIUAKRY v, R

LAV RN

RIFEM A < & H b
BT ENEZLND,

N5 oK ACYP
3A4EHEIZ Ry
FENVEDPEHIZK
D, Ft&Feroff
WHHES N, ZOR
FELTFEYF N
DIMHIREDS 5§ 5
TLENEZLND,

1. BlEA

ROFEWER DD LMD I EHNHLHDT, Bl 15247V,
FRARRO LN E IR G 2Pk 5 4 EE ) R LE &




1.1 EX%EIER
.11 E3EH
PLMERIRA CHEARD) . FHiERikd (974%) . dFhEkid g

WL BRI A & &) (95.8%) NEZ B E VA (538%).

MR (14.3%) 45058 5 b b, [7.2, 8.1, 9.1.1 B
11.1.2 >3y 7R (01%) - 7F717%>— (03%)

WP PR B S5 S, AR T L ISR, S5 v a v
ZIEWR  TF T4 X V=D ObNEIENH D, [8.3 %
]
11.1.3 F|E, fFFR2. RS FERY)

W, JFAR4, AST - ALT - AFPOFH L\ LA SO HE LT
REERH b LI ERDH D, [8.5 BH]
11.1.4 SHBEE (01%)

BUERESORRLERENHOLNDL LD S, (8.6,

9.2 ]

11.1.5 BIEMAR (04%). FHERMEE CHEEEARW)

TR 2 O LT 2 BB TRBROBRREEIR (g i
%) b S5bhd I b b, [9.1.2, 10.2, 15.1.4 BH]
11.1.6 DF2 (02%)

[8.4 &)
1.1.7 BEEMNENREERSE (DIC) (01%)

[8.7 ]

11.1.8 BEZEI (01%). BBEM (06%). ERIMEXEBE (H
JEARH) . KIB% (01%)

B, M, T, FRSEOERD D b b N R E IS
ZHIET LR EEY REZIT) 2 &,

11.1.9 1 LR (HERH)

11.1.10 SMFRIGEERE (HERH)

W B LS A S N7 A, &G 2k d 5% &b 2%
Wi %179 Sk,

11,11 2R CHEAW)

M%7 35— CHESICREIRD SN E IS % Pk
5% LEYRNEEIT) L,

11.1.12 BEFSERERE (Stevens-JohnsonfEMREE) (HEA
). hEMFRRIESERMBELE (Toxic Epidermal Necrolysis :
TEN) CHEEAW). SR CHEAH)

B RE RGBSR IR E B (Stevens-Johnsondie ) . v 4 % p 1
FERLERE (TEN). ZIALBESE oREH: - BN EE S 5 b
NBZEDDH 5B,

1.1.13 D2 RF—F (FERW) . BiKEEEARN) ., 2E-
HEFEE (0.7%™)

Ly yRF—F MiKE BENLF-VE2ET LK. B
KEDERE I - AU A G ST b, [9.1.30 15.1.1
]

1.1, 14 OEHEE BUEARY) ., FBIRMASESE CHERY)

11.1.15 BERAE (23% ™)

WOIE ., Al 2855 O BEASE A G SN T W5, B UEMIE L
A B ICHAER OGS OB 2B 2479 2 Lo
HARNZ G & U722 BRRER I 3Tl B2 g B (7T0mg/m?)
T O EE (7T0mg/m®) & 0 b RGeS O S BLE & A
o7z [8.1 B

11.1. 16 FFRFIVE > REASIBIEREE (SIADH) CHIEAD)
R E I ME 2 £E ) 16 b)) w A0, R U 28k
O, %, HREESOIERY D S bNBA Tk
Haduk L, KO EROHBRSEY 2 0AE 21T 2 L.

11.1.17 EECORREOMER HEZEAH)

11.1.18 MER (FELRW)

11.1.19 RAEGEREE (HEAH)

11.1.20 MEOBRNBEORMEIEEESEE (FEAH)

11. 1. 21 Radiation Recall# % (GEIEAI)

) Grade 3 ML LEORWEH A HHEE R HH L7z,

11.2 ZDOOEHER
50%Lh k| 5 ~50%Aii 5 %A HHEEAS I
WAL | BEHRIR |G - TR | A, I | H - e
TR ISR R, R, | B, AE .
A Il gk, O | Leo< D
P
TULVE—, | TR #
53 5 | BiE Beis LA N | s, T
PR ONGHIBE, JERefElt, B
ER. Zf, |H ) 7%
JUFHIL, K| h—=FZ, i
THE, T | RAERZEAL
[
. L Ok PR AR | MR
EN Je RMakRE
=T,
Bk, BN,
g, BRERE
AR

IR W #UODE | R (9
OB L ob s
i 9% D&, W),
WEEPZE,
Bt 17
. B | %
AT -
Al N
AST-ALT- |y LE Y
y-GTP-AL-P- | F&

LDH k-5

AR K- | 2LT7F=v
Na - Cl- Cal| L5 ¥
DOYE, BUN | iR, ZIR.
k5 BEIR

MEACE, i
HER, A
Ik, B, 55
ik

RVAZSE N E7S
BHYE, UK
B8 | JEE. TRIE. | ERIRYE. B K
WEE - TV | B, A,
73V A/G | BUE .
- CK¥E | A, (3¢
Ul

FUHE. JE/ANRARGRE. W BT, RN, SOERE. TE MR
OVRISEINE 2R R & L7z [EI T - 1209158 2 MR PR RRER CREw & M7z Rl
R D &S L 72,

14. BRAEDEE

141 EXRARNEOEE

1411 RH L EANRE DR 5 N & ¥ 1)V 85H] % [ I
LiwnwZ &,

14.1.2 LR A FEFFE THER D . 15512250 313500mL o iy
W CERAE L5 %7 Ko i) LR L2382 e
flid %2 L,

14.1.3 i & DRFEET DRV &,

14.1. 4 KA RIHAE L2HEI0E BEDICABLTZED
PARTHWIET Z & Fo, HBICHELALHEIE B
W BEDOFKTHVIET Z &0

14.2 BHIRSEOIE

14.2.1 FIRNFEGACEE L SBATIMAE M TE LS & 1REHBAL
RS - I E BT LD SO TERES MBI
WIS T A L, 2 DENCHE S % JEH L 22 ES
TR & kS A B RIS ARK B TR L 7oA. DU O S
MACHRSE T S E Vo7, WbhbWwd [Recalllig ] 2572
DN OWMEDLDH S,
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15. ZOMOEE

15.1 ERER{ER ICE D < 1E#R

15.1.1 SAEICH T BRIBS
AH O 1 A5 %100mg/m’E LT A RCkIZBWTIE?,
FHEDOFEBR R OB D <RI OV B ROE TR 0 1 9
FHME LT, RIBERERVEYHICE AR5 29ThI T
Wh, gk e LTiE, FFEYAF Y Y (16mg/H. 8mgl
H2m) %%, RAOHEGHHA»S 3 HH. RO S 3
HIENRLEF LW ESNTWD, BB, Wik5 % FEii L 72E
BlicBwCd, EEL2BBE (7F745Fv—Yavy)
WX BEFMPMEINT D, T2, FEICEHLTIELTF
DY LWEND S, [8.3. 9.1.3. 11.1.13 ]

- AHI100mg/m*% 3 M FIFE CRAUE RN G L& 25,
LA 2 R TR SR Py L LT
8189mg/m* Ll I, %1 7\ i T13489.7mg/m* UL L% 5 L
7oL JICHEORBBIRNE L R o Tz,

SRR OG- AT S & REIER A SRS 5, FEIE
THASHEB L, Skgl LofkE#NEZ L) &5 %o b o
WA a0H 505 2o ZRLMKMEIZED RV, F
TUZIEAE B Ol KB A3 S T b,

15.1.2 SEICOREEEEBREADRE
AHENZ BTy AFI100me/m?% 3 58 [ FIFE © AU Ik Pk 5
Lzl Zah, M7V h) k2777 —EEfl QEWEER
D25 VE) #8E) b AT I F—EEE (B ERMLS
fBULE) BE. Ximhey vy vEiE QEHE ERM L)
BECKRAZ 3L L6, BEZEMERHORISLRAER O
H5R - WESRO SN TS, Hiih SN-EITEM X, Grade 4
DUFR IR FEEMEAF R ERIRA . EGSE, T 7 /MR A
TR INE, IR L D KFERETH ). B
PEBHBE DO ERMEDS NG 2 2 B EINTWD, [9.3 B]

15.1. 3 KA & B 5. L 72 BE D 2V ITARA) & Mo BB E S
H R WAL 2 B L 72 5T SR e, B RSk
JEBERE (MDS) 850 R EIEE 2334 L7z & OMEDRDH %,

15.1. 4 EPTOIENHIINIRE 03 % 35mg/m? 038 1 Fk 55
(1 H1ME3%Bmg/m* 1. 8. 15HH#KG., 4EmIHYEL)
12X %8 2 IR ABRIC B VT, TR PEM 25234861 6 6112
b7z, [11.1.5 ]

15. 1.5 FLI MM LAEHE B 3 2 A AR RBR IS BV T
AH &AM PUEENE RS A & OFF L 72 B RIS T R o
ZBWTHBBDHESE L TWZEBID i S Twb (39%
(20/744), B P © 964 H)Ys

*15. 2 FEERERABRICE D < 1E3R
F x4 == ZANAAY —OYIHHIRE M (CHO-K1) % H
W B Ge i R RS B W T RSB ER RO 7 A& W
B/MERBRIC B W OMEFBRIER MG S Tnb, [9.4. 1,
9.4.3, 9.5 &M]
) AH DK SN 1160, 704 M75mg/m® (k3
i) Th 5,

16. EHEIEE

16.1 MARE

16.1.1 BEZSE
5] N @ 2% F [ 98 JB 240012 F & & F £ 1 10~90mg/m’ % 60
53 LA b2 CHLIEL AU IR PSP 527 L7z & & R il e 13
FURHE T B L 720 E M hiiE (Co.) K UAUC,.
PG RARAFIZ B L 727
NONMEM#HT 2 & % population pharmacokinetic parameters
v, 60mg/m’, 605 AUHEHIRNIZ 5 % Y I 2L —v a
Y LUTCRO7ZZHEMFENRT A—=FZUTFTDOL) THo720 al-
MRS (AAG) CIFBREEE S Py F2 Vv )7 F
YA (CL) OFELEHNTLEZ 5N, ASTXIZALTH
60IU/LUL Lo BETIZZ ) 7 T ¥ AH21% A L7z,

foe Cnas AUCy tiga tip tiszy CL
(ug/mL) | (ug-hr/mL) | (min) | (min) | (hr) |(L/hr/m?)
REEER 20 29 6.3 464 | 188 204
[ B [
”;%;EE* 23 37 71 | 478 | 202 | 162

1) AST X ALTA%60IU/LEL L

*16.1.2 RIEHRS

[E PN D &R ETERE S 6 BIIC Rt ¥ £ 2120, 50 070mg/m®
Z3NIF4BHEMBT2I— A6 AK4 3— AT TRAENE
IR G- L7z & &, WS- & i I 51 o i 4 o
WEOMBIIEITA LN T, KEHRGIC X A IRNEIEOZ(L
iR SN o 72,

AN & TN B 245012 Bk & ¥+ 135mg/m*% 1 K.
75mg/m* % U°100mg/m*% 3 R B T SR IR P - )
L7zk &, #RA R N6 1~ 1200 T - 72 & DED D 57,

16.3 9

16.3. 1 #E&EBIT
I~ A M2y Tz BRI S Lz e & P8
DR 7 g - RRRAT R 2 B 0 A HSRED S Tz EBE AL
B BT (t,,,) 1£20hrld LT fif# - HLERIC
HRED»-72Y,

16.3.2 MIFFEQFEEE
100mg/m*% 6043 Ht 1] 2535 iR P9 3% 572 L 224V EL N o &
R EE 3BICB VT, FesF e lomEEAkasz
MR L7282 A, BT 8K F TOMREITBTI0%LL
Th-o7",

16. 4 X3
Kty FEVIIHOE /A F A F—LIZLVBILEZITT
R, e MFI 70V —2ZHizinviroiERIZE ), &
DRBNIZCYP3AAH G- LTV b b D EE R iz, &b,
FERBMYOTIEE DRI A LED SN o707,
[9.3. 10. /]

16.5 HEft

N o & Tl B 19611 B+ ¥+ v 10~90mg/m*% 60

~ 160438 01T T LI IR E 5 L7z & & o kil

REWGE L2RR. REAE D48 T T o R hiklsRIz v

FTHE 5% T TH o720

MC- N & F 1)1 100mg/m? 2 6045 B B Im] S IR PO 5 L

T2 AME N O 2 Ff TN BB T O BhHE & Mt L7z, &5

1685 [ F TR B O E PRI IZ 2 Z2160% (n=3) I

O74.1% (n=2) T, EHHIEREIEIEPEECTH - 720

H2) AHOKR SNz 1 EHREIZ60, 70/ U075mg/m” (f#%
k) TH5o

3) Ft% Ft35me/m M 075me/m 5 S NI
BWTRMERS %, 36 012100me/m* % %5 S - B
FITBWTIIREERS-#% 303 2 [ H o355 10E S h
Joan R Ic Lo R S,

17. R IR

17.1 FHIHERVOREMICEET 555

3L

17.1.1 EINTLEAEE 2 tHERPRHBR

GRS R E L2 IEEMEEIC X A% 2 MR R T, &R
#60mg/m’ D % 3~ 4 MM T, 22— AL LHRT
EIRIER S L. BB (50~70mg/m®) L 7ze AH D)
B CHVEMT R R B113961) 12, 482% (67/13961) TH - 72,
EREIWERE, 13760, BiTE89.1% (122641) . ARAIR67.9% (93
Bl). HELL - WE H60.6% (8361). J& #4445% (6161). T i
255% (35(). 114 %£16.1% (2261) K O° % Bi153% (21%51)
TH o720 F R BRBATMSRF 1. BBk 0% 498.5% (135/137
B\ I ERERA95.6% (130/13661) KUNANEZ B ¥ Vi
61.3% (84/137f1) TH -7V, [17.1.10 BH]



(GE/ I b )

17.1.2 EN%EIEE 2 HERFR R

F AT & o G & U 72 I M IS & 2 1R 148 2 AHER R R
BT, AHKI60mg/m' O MiE%E 3~ 4 BEMET, 23— 2L
ARG L. EERK (50~70mg/m®) L7z A
R OZRNE RPN SB15060) 1. 21.3% (32/15061)
Th oo LRBfEMIZ. 14960%, BiES19% (12261)., &
ANIRE6.4% (8461) . 4= L BEIRA3.0% (6451), F52442.3% (63
B L - WE34.9% (5261). FHi154% (2361) KUK -
FR154% (2361) Th o720 TR MERIE, FLEk
BRA95.3% (142/14961) . IF o ER 0K 4°96.6% (144/149%1)
AR I ER £ B H67.8% (101/14961). ~E 7 1 ¥ ¥ Kk 454.4%
(81/149%1), LDHE:420.8% (31/14961), 77 3 ¥ H4#201%
(29/144480) . % & 11 % 45195% (29/149%1), ALT L 5154%
(23/149%1). AST I. 5121% (18/149%1) K T y-GTP# #
10.1% (15/14961) Ta- 7=, [17.1.10 HH]

(B#&@

17.1.3 EN%EIEE 2 HERFR R
B2 W3R e LRI X 2504 2 MRS T, A
#He0mg/m* O % 3 ~ 4 HE MR T, 42— 2L LHMT
EIRAES L. BERE (50~70mg/m?) L7z AKIDZEW)
K (CHVERHT R S BI12060) 13, 17.1% (22/12961) T - 720
FEERE, 12480, BETE74.2% (9261) . 55#454.0% (6741)
L - WEnE50.8% (6361) . BAANRA9.2% (6161) M UV4 & B
B%484% (6061) Th o7z TMFMAMERIE, LBk
BORA984% (122/124%1) . I P ER K 4°95.2% (118/124%1) .
NEZ T VIEA323% (40/12440) Jo Ok ML ER B0 #31.5%
(39/124%1) T - 7=, [17.1.10 BH]

(GHTALRER)

17.1. 4 EN%EIEE 2 HERFR R

TSI 2 0 B & L 2B ML LS & B 1210045 2 A R SR BR T
A#H60mg/m*® ffE % 3 ~ 4 BEMFE T, 22— AL LH
THHIRNIE S L, Sl (50~70mg/m?) L7z, AHloZE
W (AN 2 516361) 1. 206% (13/6361) TH o720
TEEIEIE. 6261, BiTE80.6% (5061) . 4= &5 13%66.1% (41
Bl EHRAIR629% (3961). FE#59.7% (3761) J OVHELs -
WEit435% (2761) T o720 L BEBAMEE X, 0k
Bk 0952% (59/62%1) 4 i EREUK 4°90.3% (56/6261) . ik
M ERE548% (34/6261). ~NE 7 1 ¥ ¥ i4403% (25/62%1).
LDH40.0% (24/6051). 77 3 »36.1% (22/61%1), #&HA
33.3% (20/60%1), ALTL 532.3% (20/6261) J UFAST.L 5
30.6% (19/6261) T#H 72", [17.1.10 ZHd]

(IPETE)

17.1.5 EIN%EEIEE 2 HERFR AR

AR 23 R & L 72 F MR & 2 50045 2 AR sk BR T
A#HI70mg/m* O FE% 3HEMBFE T, 23— AL LHMTH
WRNFES L 720 ARFNOZR)E G R VERAT A S B16361) 13,
238% (15/6361) TH o 720 T2 EIEH E. 6260, BT
67.7% (4261) . FRAIRS1.6% (3261) . 4 BB EI%50.0% (3151)
ML - MEHA484% (3061) K ON5E#46.8% (2961) T - 72,
F R R ER A L. FNERERA984% (61/6261) . Hf
BRBIRA984% (61/6261), ~EZ TV ¥ A 694% (43/6211)
B ORIMERE66.1% (41/6261) Th o 72", [17.1.10 BH]
(BEE)

17.1.6 EN%EEIEE 2 HERFR AR

AN G e L2IERMEC & 5 %I 2 IR R T,
AHKI70mg/m*o H & % 3 R BT 2 2 — A DL BACHIR
WG U7ze RAIOZRH (S PR S 514961) 1,
204% (10/4961) TH - 720 T & EIVEH &, 4960, 9% 57
89.8% (44%1). AEHAIRTIS% (36H1). TH#i408% (2061) K&
UHEL367% (1861) Th otz TZBFHAMERE X, F
KRB B OB P EREGR A> A349BI 4B TR S, /MK
WA286% (14/4961) J O % E AL AT i 2RI A E18.4% (9 1)
Th-72"5 [17.1.10 BHE]

(FEFE
17.1.7 EINTREASE 2 HHERAREER
FEREL R E LIEEMRIEIC L 5150148 2 HERRRERC.
AH70mg/m* DM EZFE & LT 3EMMERTRAG6 I — 2
B CERIRINTE G- U720 AHKI D ZE5 = (A7 20 M AT st 82 4513251
13, 31.3% (10/3261) Td o720 TABIEM I, 3360H, i
B939% (3141). ME.LT727% (24B1). JE %769.7% (2361), £
BRANIR69.7% (2361) M OSTH160.6% (2061) TH o 7zo
BRI A S L, P ER B A97.0% (3261). NEZ B Y
YIAT27% (2400). U ¥ SERIRAETS9% (26B1) K UNFEEK
PELFHERIRAELS 2% (6 B1) TH-72"", [17.1.10 BIR]
(RTSLRARTE)
17.1. 8 EMNTRHEASE 2 MHERAREER
FIVE ARG ERR R PR AT R R E CoF R o MR IR o
H) BRRELETLRF=VvaR Y EOHEHATOIEFEREIC K
21515 2 MR B TAAT0me/m* ™ AR S (338
A1 wRI0Y A 7 v) Sh, BRI (TR 4R
B14361) 1344.2% (19/4361) T 720 EHBEIWEIIE, 43610,
BiE88.4% (38%1), FRAIRE5.1% (28%1) K U9E57535% (23
1) T, Grade 3 VLTI skl % kb 2 Ed14.0% (6
) 38 o 720 B ERRMAMEE X, ALK REIT.7% (42
B\ BFHERIRAMEDS.3% (4161) . U v/ SERIRAMETI.1% (3441)
Jo OCRPHSN48.8% (2161) T. Grade 3 Ph_b Tl FE Bkt rh
HIMAIEL63% (7 B1) 2o [17.1.10 2]
17.1.9 B515E 3 HHERPREAER
FVE AR R R O 5 O MR B S R O &)
BEZNRIITL RV YR TL F=var o ric
ISMFY U o rEREE LIEEMRIEIC KL B8 3 MR
KT, AHKI75mg/mHx 5B (75mg/m*% 3 WM FE TR N
P55 L, KL% A 7 V), 30mg/mAx 53 (30mg/m’% 5
JEEHE R CERIR N 5% 1 BARSE L, mR5H A 7 0) @
FRNVE R O A VEAS L BRE S o 7zo ARHI75mg/m* %58 (B
RUESEAT R R AI33560) 1x. R (3 M2 b u RS
A RESRAT R S BI337H]) IS HANSEEY M OEE &R L7,
1ED) BISZBE TR SN AR O 1 HHEIZ75me/m” (k3
W) TH 5,

WESLS 3 AHRRER (TAX3273KER) (2B 2 A A I B3 5 Rt

Pt s Feubat | I b3y ba s kb5
(n=335) (n=337)
AAF IR il () 189 16,5
[95% 15 WX 4] [17.0-21.2] [14.4-18.6]
= NI 0.76
[95% 15 gl X i ] [0.62-0.94]
PAET P=0.009

1H2) N—2 54 ¥ DG M U Karnofsky Performance Status Tai# L
Ry 5 e
RHN75me/m* % % 5. U 7= % ARl e S BI33260 v, 50
BOEEDLNIIEBIZ 1B (03%) Tho oo EZREIETIZ.
JBi=E21641 (65.1%) | 4= S 1B 12 1K14211 (42.8%) , HE00 11861 (35.5%)
%TdH o720 Grade 3 PL EOFIIHR TIZESERIKI3H (3.9%)
I D Do 720 Ty BFRREERETIZOW TR, Rz
Fhi L 7232861 b, E R D DI AE T T g A21860
(665%). Al-P_ESH20461 (622%). IFEkIKA 13461 (409%).
FIIERIRAD 13261 (402%) % Tdh o7z Grade 3P LOT %D
DIE WFPERIRA1056] (32.0%). FHIMERIRA79B] (24.1%) .
AP L3861 (11.6%) %THh o720
(hBELE)
17.1.10 ERET - %1058 2 FHERREER

EIRT - 014 2 R RERIC BV T, kD & 5 R
fEE 25D b7, T0mg/m’ D T, 60mg/m* 4% 51
WZHARBBIIHA S 512 D Sbh, FhEkEd, ~Eer
OV RSO RBRD o 72 [17.1.1-17. 1.8 ZIK]



Fo72 B MR AR A A T FE B

2 2ik3) 70mg/m2
WA E 60mg/m* | 70mg/m (i S i)
o 97.2% 97.9% 97.7%
+ (733/754) | (188/192) | (42/43)
. 2000/mm* |  65.3% 81.8% 81.4%
Sk L g
R Kl 492/754) | (157/192) | (35/43)
1000/mm® | 14.7% 271% 209%
it (111/754) | (52/192) (9 /43)
o 95.2% 98.4% 95.3%
= (711/747) | (187/190) | (41/43)
. 1000/mm® | 84.6% 90.0% 93.0%
b /L ,
KR Fith (632/747) | (171/190) | (40/43)
500/mm® 60.6% 73.7% 744%
il (453/747) | (140/190) | (32/43)
o 509% 78.1% 76.7%
AEFTE = (384/754) | (150/192) | (33/43)
ML %y . 77% 16.7% 9.3%
80g/dLA | ooy | (32/102) (4/43)
o 11.7% 13.0% 9.3%
R - (88/753) | (25/192) (4/43)
N IRA
P U sox107uL | 32% 16% 0.0%
it (24/753) | (3/192) (0/43)
ol 20.1% 31.8% 395%
. = (151/752) | (61/192) (17/43)
ASTER COLUBLL 04% 00% 0.0%
(3/752) | (0/192) (0/43)
. 202% 26.6% 465%
AT * (152/753) | (51/192) (20/43)
— 0.3% 0.0% 0.0%
- (2/753) (0/192) (0/43)
41% 104% |
s __ ik
BUN 151 &k (31/754) | (20/192)
61mg/dL 0.7% 0.5% i
P (5/753) | (1/192)

TE3) PRHLHE + A + TR A
iE4) HLIE CIRBEMRAEHE & Lar oz

TFEREOHER (i)

T IfhEko> | Nadir £ T | Nadirs$2,000/mm® 2L
- Nadir™ il BT B E TOWR
60mg/m° | 5275/mm’ 9H g g
70mg/m** | 412.0/mm’ 8 H 6 [
: 23
(%%TL%%%> 594.0/mm’ 9H 6 [

E5) I — AR

6) JHHUE + SEAE + 1 E A

HE7) 4215443 — AHi587 T — A (38.0%) TG-CSFHHA & i H
E8) 424397 — AHi281 21— A (64.0%) TG-CSFRA % A
1£9) 41207 — AH70a — R (583%) TG-CSFRA % A

18. EhZIE

18.1 fERRAE
FesFENiEFa—7Y v OESEMAEL, 2ELBNG
ERRT L LD, TORESZIHT 2, $72. MREA
BV TIRBENICRE BN RE BT 5. D EOMER
X MDA SR L & Y,

18.2 HilEB®HRE
Invivoll B\ T, Ft&Ftriz~y 2 DOMAL6/CHLIFE.
MAI13/CFLE. MA44FLHE. Lewishli®g 2k L CREM % & T
JESAEM 2R L7ze 72, & FELFEKRTH AMCS-JCK (Fo5E
W) . MC2-JCK (FIFEMAEH) . H-31 (FLIEMRAEH) . K
e IR ERR T & A Lu-99 ORISR . Lu-6l (hsy
b F FRz#E) . LC-11-JCK (FLEEBIRRIE) (kb L. B35S 1Y
HHRRICE EFE T BEMIIRE R L. Zofilice
b B AR (MKN-28, MKN-45, KKLS). b kJ0 3L 4k
(OVCAR-3). b MA#EfEM (H-190. H-204). & bTFE 4G
B (AN3CA). & bHi v IR#EvE (DU145) 4512 b HulEH%h R
BEDSLNTWVDS, InvirollBWT, FEZFLVIEFFY

W S RFPEP3SS I L TR 3458 P AR L 72 45,
YT T YRR R O SRR AR LT B A S
R0 & g o 72427

19. BRI TR 2 E{LERIAR
— MBI HE - Ny T2 KA (Docetaxel Hydrate)
1t % % : (1S, 25 3R, 48, 5R, 78, 8S, 10R, 135)-4-Acetoxy-2-
benzoyloxy-5, 20-epoxy-1, 7, 10-trihydroxy-9-
oxotax-11-en-13-yl1 (2R, 35)-3-(1, 1-dimethylethyl)
oxycarbonylamino-2-hydroxy-3-phenylpropanoate
trihydrate
C 1 CigHNOy, - 3H,0
1 861.93
$CAMIZAEORSEOBETH S,
AREIIN, NV AF VARV AT I FIEL S ) —
Vo(995) WZHETRTL, AF /=gy ru
OAFIRRETRT L RICRIEBEALE
7w,
AT L > THET 5,
EEEER -

HsC CH3 O

e

HCe” YO

ERORS
N N
S W B

20. RFV EDEE
WL Z D720, WEFHE RN TV EMCANTRIEY
BT

22. A%
(7> 8%V 7 —)VEiE#E20mg/ 1 mL)
I1mLx 184 7V
(7> 8%V 7 —)VRiEEHE80mg/ 4 mL)
4mLx 123 7))

*23. EEHK
D) AR - FLIR QMR AT LSRR B S % d AR 3 A I
PRERER

2) HIOEY b« 9 &ALk 1994,21(12):1997-2005

3) Baker S D, et al. : Clin Cancer Res. 2004;10(6):1976-83

4) Bissery M C, et al. : Anti-Cancer Drugs. 1995:6(3):339-68

5) de Valeriola D, et al. : Proceedings of the American

Association for Cancer Research. 1993;34:373

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

7) Sparreboom A, et al. : Drug Metab Dispos. 1996;24(6):655-8

8) HIIEYS b« ¥ & ALk, 1994,21(15):2625-32

9) Adachi I, et al. : British Journal of Cancer. 1996;73:210-6

10) TTREFI Al @ o &ALk, 1994;21(15):2617-23

11) KREEFRsE M 9 & ARaHEE 1995,22(1):59-65

12) #EPER - HEAT - FREEE BT 2 BRI AE 2 HH IR G

13) #EPER AT - PEEEBHSHARNG (3 2 2155 2 AHERIR A
L

14) #EPVERE IR LR 2 B 0158 2 AHIRIR SR

15) Muro K, et al. : Annals of Oncology. 2004;15:955-9

16) Katsumata N, et al. : British Journal of Cancer. 2005;93:
999-1004

17) Naito S, et al. : Jpn J Clin Oncol. 2008;38(5):365-72

18) Tannock I F, et al. : New England Journal of Medicine.
2004;351(15):1502-12

19) Ringel I, et al. : Journal of the National Cancer Institute.
1991;83(4):288-91

20) Bissery M C, et al. : Cancer Research. 1991;51(18):4845-52



21)

22)

23)

24)
25)

26)
27)
28)

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

Riou ] F, et al. : Biochemical and Biophysical Research
Communications. 1992;187(1):164-70

Tanaka M, et al.: European Journal of Cancer. 1996;32A(2):
226-30

Dykes D ], et al. : Investigational New Drugs. 1995;13:1-11
Kelland L R, et al.: Cancer Chemotherapy and
Pharmacology. 1992;30(6):444-50

IRIEAEE] A« 5 &AL, 2006;33(3):337-43

IRIEAEE] A« 6 &AL, 2005;32(10):1437-42

Kraus L A, et al. : Investigational New Drugs. 2003;21:
259-68

24. XEEEKRERUBEOVWEDHESL
F 77 1 A&
<30 MRk
T163-1488  HHLHRHIE X VG916 =1 H20%% 2 7
7 1) — %4 X)L 0120-109-905

26. REPTFREF
26. 1 SOEARSTIT

B/ 714%RXE4

T163-1488 WEHHBEXREHE=T B20%F25



JJ9%F )T =)brmm:20mg/1mL. 80mg/4mL RHEFS %

' 20mg/1mL
R R

B R TR T E Lo TL S0, B2 12250 X 13500mL o> A B £ i
WEIY IIF21GE IR SN T3 (19GEL LD RVt g4+ X5 %7 Kbz v, BRAgFEEL T
P LB EICTIR0aT) Y ZOWMERH Y F5). LW,
H _ BB I LT S0,
eyt WL mLAZ20mgd K8 F L& Gh LET,
o i ; W 1 mLHC0395gD KT 5 ) — L& T aA L

7 ¥ %Y T — bl 2%V 7 — )L S EEREA20mg. 80mgN T L I vy RkER

SATNVEEL TS NEa2xtwIVEBE. RUIEZ/—IDEF
ENPELEVET,

FELCIEY 7 F Y 7 — )V riiiE#F#HE20mg/ImL. 80mg/4mL
K% %V 7 — b piEEHEN20mg. 80mgDiRf L% I%
B 720,

FHE N2 X EIVEsET. BERERRERE - FEAETE70ME/ M. ZOROEETIE75mg/ mTY.




