% 20254E10 H 23T (45 6 i)

20244 6 HexaT (58 5 ki)
Bp R R

< EARhEAR : 20mg/ 1 mLEHKI24» . 80mg/ 4 mLEHI36 4 H. A #3677 H

EEMEEN Tﬁ?@%ﬁﬂiigﬁu
BAERA FHAREYFEIL

BE LFEEER B -EMFOLFECLVERTE L

HFYV 7 =) zus:80mg
¥+ 7 =)l ss:820mg

TAXOTERE?® for L.V. Infusion

12&_
= A

FEOAEMREEAF (Dose Limiting Factor, DLF) (3 #Fh
KA THY. FFOFERICLVEELBSEME] (EICHF
hIkiEd) . BEEBEEZOEELEEARUVEE EORE
BEFRIBETELWVWERTHILEDODOINATWS, LEP->T,
FHzEOPAEEEIE. BEBFCTINETEIERE
MERICHEWT, PAREECHI M - BBREIFOE
MDD ET, FEDERSHEY EHE S BERICONT
DHARBT B &, £y TROBEICEHRELEVWERLE

H AR 78 ity o9
87424
7 XY T =) yEXVT =
P EHE N S0mg P 20mg
KB 22100AMX01369 22100AMX01407
W 5e B 19974E 6 A 19974E 6 A
TXTIeL03
£ ®
£ S AXOTERE
sanofi
3.2 REIDMHIR
W% yExVF— T XV F—
L G AS0mg | AL 20mg
P % H O~ 72V 2 WEAL I O E O B
yxVT— M o
PRV _
;ﬁffﬁiﬂ pH* 30~40
BB W1 (B 5k)
IR
(13%x5 /) — | % IS AT W] O
V)™

BICBEDBEREEERICITO>C L.
-EELRSHNEOH BEE
CBPEEE AL TV IEE
cREMERUBLEOEDON S EE
BREORIRICEILS,. BEXEZOREICHIMERVER
Mz +2HBAL. AEZzHTHPO®/RETHI &,
[2.1-2.3, 7.2, 8.1, 9.1.1 BH&]

2.B2 (ROBEICEHFSLENI E)
2.1 MELEHIN O 2 B8 [EiEEKIESZ R L. &
WERDZENDH D] (1. BR]
2.2 BYEE AP LTV B RGeS HE L, Bame
BHZENDH D] (1. BHK]
2.3 B EALERIEDSDN S B H RYGEFHE L, &
WERDZEND D] (1. BR]
2.4 REEARY VIV — b80E A WA A L 5 % M Ui
DOPERED D 5 BH [(RANIE) VNV R— b 0EEHT 5]
2.5 M@ AR L T 2 R0 H %tk [9.5 BIF]

3. f8R% - MR
3.1 #rk
W% 4 FxV 7= FxV 7=
e SLEEENS0me | i 20mg
B | 1A T o L34 7o
7 53 2 mL 43 #0.5mL
HREFEZ*tL | HEFEZFEL
TEVF— IKFIH piity]
SRR A R 85.35mg 21.34mg
INA T LD (FE%FtL (Ft% ¥+t
L L T80mg) & L T20mg)
. K1YV IIR—= 180 | K VILxX— F8O
V3 ]
w o Al i S
. 154 7o 154 7Ivho
ERERIL | R ) 57 6mL SHR15mL
(13%x.% /) — ; =
S o\ TED )
V)" 5 764.4mg 191.1mg

D AHNGFRARFOMHEZ ZRICAN, BEAH SN TWD,

H2) AFNITEBFOH L ZERICAN, BEAHINTWD,
H3) KD 10w/ WA KBERIZOWTIE L& &
W) IRAHERCHAR. A B A 250 3 13500mLICIRFI L 72 & &

4. FhEER (3 %hFR
OflE
OFE/MfafmE

B
OERIARRE
OBn&E
ORERE
OF=fiE
ORTILBRSE

5. %EE IR RICEHET 2EE
(BTILBRSE)
R 2 A5 5 I RSP D B IG5 5 T Lo

6. RERUVAE

iDL R O H &
L EEL. RAICTIHIRBL, FesFeri L
/NIl | T60mg/m® (AR EWAL) % 1 WM LL L2
B T3~ 4B EECHEHET 5, &
SHSITEE B, BEOREBIZE ) EEMKRT L2 &,
72720, 1 HEEHRIE7meg/m*E § 5,
YRR WEE. RAICTIHLIEL, FesFere L
T70mg/m* (h&EWRE) % 1R L L2
T3~ 4B B CEEHEY 5. &
B, BEORBIZE Y EEMEKT L2 &,
722720, 1N RIE75me/m e § 5,
LN WHEL. ORI H IR, FesyFerel
TE M T70mg/m* (RFWER) % 1KLL LA
T3~ 4B TEERET 5, &
B, BEORBIZL ) BETRET S 2 &,
GIA S WHRL ORAICLIH IR, Fegdkrel
T75mg/m’ (REW R % 1R DL L2
VT 3 EH R T AT 5. B B
FHORBICEDEHERRET LT &,




7. BERUVHAZICEET 2FE

7.1 KA OGS 1o Tid, BHICAKOHERIIETTH 2
I ER B O LT+ B L 3% 524 H o8F R E2,000/ mm”
Kilichiu, HGEERT L L,

7.2 KA O G5BT 5 &, BHENFHAL VRSO DbN
LABENDHLOTEET LI &, [1.. 81, 9.1.1, 11.1.1
%]

8. HEELEANIEE

8.1 EELFHMIIFAEHFEICKI 20T, TROMIIHET
52, [1.. 7.2, 9.1.1, 11.1.1, 11.1.15 BIK]

B G REERENCE R R (MRRES) 2170 2L BE
DIRAEZ T IBlgT 52 k.

BRI YSE O S B HER L. IR, CRP RS,
RBEOHMEERT B L,

- RFNDOFe 52 & 72 o TIZG-CSFHRF D i ) 7 i B L T
LEETLHI L,

8.2 MIERH BT AR RMEZEN TV ARVDOT, FiEk
WEAT L Tl oB ke EET 52 &,

8.3 AANC L 2 EELBBIERY D SN LH 5 DT,
FRICARA O W L O 2 [ H o3 5k, Bl +412479
T & BBUEIRIEARK OFG-BIED S HT IR Z 5 2 &
W DHDOT, AFPEGPIEE 1 BRI NS V34 v
(ME. RINEE) =) v 72475 1 L, BFHFoRER
T BIgET 5 2 & TES R (FPULIRI S, R4 SR,
MR, M EEE. BEE) 2RO NgEAIE b
AR OS2 dI L, B REEIT) 28, kb, EE
HBEER DB L 2N IR, AR 2 FREG LanT E,
[11.1.2, 15.1.1 ]

8.4 v TEEREERICHIT B BILEZ H012ATH T ko & XIS OA4,
MERT. AR, BFESEsHobhs 2 ehdb b, [11.1.6
2]

8.5 EIE RN ENDH LDNL I EWHLDOT, HiEEHRAED
EICER L CBIZE Tcqr) 2 Lo [11.1.3 2]

8.6 HIEABFENHLDNL I ENHLDT, BiiEHRAED
EICTER L OB 2 42479 2 8o 9.2, 11.1.4 ]
8.7 HEREVEIMAE NEEEERTE (DIC) 2 S5bNnb I eddhbD
T IM/MEEL MEFDPAE. M3E7 4 70 ) =7 VRES O

MEMA 2 AT 2 ko [11.1.7 SH]

LHENERERTHREICHT R

9.1 & - IEEFDOH 3 8E

9.1.1 BRINFIOH 5 HE
ERIHEEE L, TERREFZ IR T HBTND D 2,
[1.. 7.2, 81, 11.1.1 ]

9.1.2 BIEMRAR I FEARHED » 2 BE

FERZ L S BN D 5, [11.1.5 2]

9.1.3 ZEOH3RE
FHEAMESCLBENSH D, [11.1.13, 15. 1.1 BH]

9.2 BREEREERE
HREZES S BT DH 5. (8.6, 11.1.4 SH]

9.3 FHeEfREERE
KA OMApPRED R L, BIENEL D5 bN Db BTha)
Hbo [15.1.2, 16.4 ]

9.4 &JEREZHT HE
9.41 LTORICHET ST L, [9.5. 15.2 ]
GBI H 720 TR IEHRL TR 2R T 5 2 &,
LIRS AR H B BEH I LIRS LeEwnw L xR
HES 2, RUZRTHET T EHEITE, AHDEAROHMERE,
TR OFEFIEL G2 2 WRRMENS 5 2 & &2 T2
W 2T ke 720 RARG PR ORESGH%2 » AMIC
BT B LM R OB BT IE SO W THBIT 5
Zko

« RFNBE G PIEIR DSHERE S N7z a 3B b 256121
EHICEGERIET A 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 Bk, AHIZRG R OREESHL 2 HBICBWT
NYTHE (Y F=24) ZHWTEITET 2 BEEICOWTH
H3 %2k, [15.2 BH]

9.5 1Ei@
T SRR L T W AW REE D & 2 EIC I35 L e w2 Lo
BWER (7 ) TR - REBGEER. KRRERTIARD
FEHE - IGERE, HAIBERZRRT 2 ASRO LN TS,
[2.5, 9.4.1, 15.2 BH]

9.6 Il
BAL VI EDEE L B9 (7 v ) Tt~
DRATHHE SN T2,

9.7 /IEE
ANREEN G E L2 BREBUIIERE L T2,

9.8 EEE
BITEH OZBUCTER L, H5 BB L OERSRICEET L2 L.
RBITER A S O b7z BA120E, R38R, 5B O L RSO #
YWEEZITH T &0 —MRICHEEE TIEAMBERIMET LT
Wwh,

10. HHEAEA

AHlE, FE L TEWRERHRCYPIAMATRAH 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
MDPUEIEREE A | BRI ORIE AT | 385 R R 2 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 & A
W52 DL D | T 5

T PHEZATS W
23 BEoREE
BiIgEL. WY 50X
3G TR %
Z&,

T = VRPN
IaFV—-VE
) B G A= BN
791)2Aa3A4 Y7,
YrmAR) v, 3

LAV RN

RIFE A < & H b
2T ENEZLND,

N5 oK ADCYP
3A4EHEIZ Ry
FENVEDFEHICK
D, FE&Ferof
WHHES N, ZOH
FELTFEYF N
DILHIREDS 5§ 5
TLENEZLND,

1. BlEA

ROFEWER DD LMD Z EHNHLHDT, Bl T5I24Tv,
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
AARNE WG & L7z SRERZ B\ Rz B % (7T0mg/m®)
TR O EE (7T0mg/m®) & 0 b RYIE 5 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%LL L | 5 ~50%7i 5 %A HHEEA T
WAt 8| ARCRNIR |G - MR | . R | B - iR
TR ISR R, R, | B, AE .
A Il gk, O | Leo< D
g
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
(=3 2]
. L Ok PR AR | MR
EA Je RMakRE
EobFun,
Bk, BN,
g, BRERE
AR
i} B, BB | HERE (Y
H. W, K| e hob s
i g o &, W),
W R%E,
BRI
. fin g, B |
FN S S AT -
B, P
Jifi, A
AST - ALT - |#E YL ¥
y-GTP-Al-P- | b5
LDH_ I 5

HEAWR K- | 2LT7F=v
Na - Cl- Cal| L5 ¥
DO¥E, BUN | iR, ZIR.
k5 BEIR

MEACE, i
HER, A
Ik, B, 45
ik

I PRI D | e
BHYE, UK
B E | JEE TRIE. | ERIRYE. O Bk
WERE - TV | B, A,
AN VICNE VNN
- CK¥E | A, (3¢
Ul

FUHE. JE/ANRARGRE. W BTN, ORAUE. fUERE. TERE R
ORISEIE 2R G & L7z EI PRI - 0158 2 IR ARBR TR b /e
RPERNC D ST L 72,

14. BRAEDEE

141 EXRARNEOEE

1411 B EIRR EER 2 CHiie (EF AR 3 5% 7
R B \IRFIS 5 2 Lo iR & AL 22 R30Il
M¥aze,

14.1.2 i & DRFEERT DRV &,

14.1.3 KA MIAAE L2HEI0E EDICABMLTZED
PARTHNIET Z & Fo, MBICHELALHEIE, B
W BEDOFKTHVIRET Z &0

14.1.4 AFNETIEEOHEEZ ZRICAN, RITRT L) IT8EE
FHENTWEOT, LT TR [14.2.1 FHEEO] 1ITHEViE
BREOMBEZITH 2 Lo 2L, IRMEMIcIE= s 7 —
DEFINTVLOT, T I— VIR BEZICRS T 58
GiE, [14.2.2 EE@] o FEICE B2 L,

&
&
Fi

P
H

i

oS

s
B

s Ji

I
-

EoB &

L S

A
S
=
20
s
&
fon)d

INA TV
80mgHL 20mg i
AH 2.36mL 0.61mL
(FEZFELLELT) (94.4mg) (244mg)
YRR GY RIS 7.33mL 1.98mL
(HRx~% 7 —) (933.8mg) (252.3mg)




14.2 ALK
FLVIEEIC OV T, BROMEFEEZ TSRS,

14.2.1 WSO

(1) ARFIDNA T VIS, BB 4R (80meS A4 TV 5 #
7mL. 20mg’S{ 7V ; #18mL) # A CEWHTH IS
FTW- LD LUV THRWE ) ICIRBERMT 2 (4575 H) o
W —ThH 2 2 L 2iERE. HLREENHZ S TH
SHRES 5. ZOBMH (FL Iy A 13 1mLic
10mg?d K7 FELVE2EHT 5,

(2) 7V Iy 7 AWHh S LEREFHNRECHRHEID, A
WL 5 %7 B B ICIRATS %0

14.2.2 SO

(1) A# D80mg/S 4 7 VIZiZ 7mL. 20mg/S4 7 WV IZ1Z1.8mL
OAFAIEH L 5 %7 KoMl A, WA EHTE Ik
LFETHLCIRY BE S,
HHFEIEIHEZ 5 E TN T2 BT STl (81045
B L. WA —TdHs I L 52HRT D, W—Thwe
325 FTRMZRY KT, TOBR(TL I v 7 A
1 mLHZl0megd e F V&2 E5HT 5,

(2) 7V v 7 AWHhHLEREFFNRECHRHEID, AR
WL 5 %7 B B I IRATS %0

14.3 ERIRSBFOER

14.3.1 BIRNE GBS L. SEATIAEFMC e 5 & TRETERAL
SRS - BIE 2 B 32 L0 5 O THIEASMAF TR 7
WEIICHGTH T L, T2 DTS BOS % FE3 L 72 E 4T
AL & I BRI ARK & S LY DUl o g
MACHKIRZ T 5 L voiz, Wb [Recall3iig ] 5572
DOOLNIL OHEDDH 5.

15. ZDMDEE
15.1 ERRR{ERICE D &8
15.1.1 St EICH T 351185

AHIO 1 AP 58 %100meg/m°E LT B Rk B W™,

RO S B L OV EEEEASE <o IR IR 0N 8 BB IR o0 B %
ZHMIE LT, BIBEERVE CHIC L 2HHRG2TbILT
W, Hitk5E LTiE, FFEFAF Y (16mg/H. 8mgl
H2mh) %%, KFOLGHIH»S 3 HE. EMEIHRS9
HIEDNEFLWEESNTWAS, B, HiHG % EhE L 725
BIZBWTDH, HELRBBIE (7F745Fv—2avr)
WEAEHPMESN TS, T2, FHEICELTEUTF
DY LWEDSD S, [8.3. 9.1.3, 11.1.13 &)

- AFI100mg/m*% 3 38 B T AR 5 Lz e 25,
RS 2T B E I RS R (hfE) L LT
8189mg/m’Bl L, 4T 22 v B TI13489.7Tmg/m Bl L3 - L
7o & ZICHEORBENE L ol

KRR OG- R RIET 5 & RIEIEER A SRS 5, REI
TSI L., Skgl EoREMMZME) EHEOL O
KRB0 H 505 BoZRPIEMFEREDL RV, £
TUSIRAGE B OBl KB AR ST b,

15.1.2 SHAEITOFBEREREANDRE

HHENZ BTy AFIL00me/m? % 3 38 1 R i IR P 5

L7z h, M 7AAYRAT 77— (F%E LR

D25/ UE) 20D b v AT I F—EEE (EWEERN15

fBEUE) BE. XMy vy rEiE QEFEEERM L)

BECARR 285 L-86, BELZEMEHORRELRAEN O

HEGR - WESSEO SN TV A, Mifs S N-RIEH L. Grade 4

OUFPERIRAD . SRR P ERIRAD AR, IS 2 M IGR A

LR LINGE BB HBET 1) BFERFETH D,
RBEIE D REBES RIS 2 L BE SN TWw 5, [9.3 2]
15.1.3 AH &2 e 5 L 72888 & 2 I3 AH] & o HUE L IE 5

EIRSE TR oY SE R/ MBS it QNI S LA I RN 4 B3 0

SEBEBE (MDS) % 0 Ul PN A5 L7 & DR D 5 o

15. 1. 4 EPTOI/MIFLIRG S % 35mg/m* D38 1 a4 5.
(1H1M35mg/m* 1. 8. 15HH¥#S. 4:8MEI#EL)
WX 55 2 MR RER IS BT - R 98 A34861 v 6 451 12
sz, [11.1.5 ]

15. 1.5 FUR DM A B L0202 B9 2 #E M IR R IZ B v T

AH] & Ao PUEEEE S 2 0 L 72 B CRIZHI I # T RS
BT BB LTRSS S hTw s (39%
(29/744) . BEEWIRIHIME - 964 A)Ys
15. 2 JEERERERER ICED < 155,

Fx A == ANA Ry — IR AR EMIE (CHO-K1) %M
W B Rt (R RERIC B W T RS EIEH L 7 A2 v

L /IMEGRBRIC B W TMEBFAEI S S Twbs [9.4.1,

9.4.3. 9.5 &)
) AR OAKB S 1 ETEE60. 70K U75mg/m” (k3%
MikE) TH s,

16. EEMEIEE

16. 1 MARRE

16.1.1 BEIZE
Il P 0D 4% [ T 0 SE 5248112 1 & 7 % 2L 10~90mg/m* % 60
S PR TR IR I 5 Lz b & AT I
RURHE TR L7z iR (Ch) K OAUC. &
PG BARAER B L 722
NONMEM/#AHT 2 & % population pharmacokinetic parameters
Z v, 60mg/m? 607 HIHTHIRNIX G 2 v 3 2L —3 3
Y LUTRDI-HEYBENR T A =T ZUTOL ) THo7s al-
R E T (AAG) L IFEREREES Ty XL T 5
YA (CL) OEELREHNTLEZ SN, ASTXIZALTA
60IU/LLL EOBHETIEZ VT T ¥ AW21%WA L7z,

Fe Cruax AUC ti/2a tiep iz CL )
(ug/mL) | (ug+hr/mL) | (min) | (min) | (hr) |(L/hr/m?
BEAE ] 2.0 29 6.3 46.4 188 204
P
Hgf%‘iﬂf 23 37 71 | 478 | 202 | 162

1) ASTUZALTA%60IU/LEL L

16.1.2 RIE#HRS
5PN 00 & T [ T 2 6 10 B & F & 120, 505 O70mg/m”
Z3NIZ4MEMBET2a—An5RA4 a— 2 F TR
BRI G52 L7z & &L RS- & i a5 515 o i 3 v
REOHERITETAS NS, LEEG X 2 RNBIEEOZAL
D N ho Tz,

TN O 25 F B B 32406012 N 4 ¥+ )L 35mg/m*% 1 J [k,

75mg/m* % O 100mg/m*% 3 8 B C B A I IR P - 1)
L7z & &, MWL~ 120051 T h o 72 & DIEHDH 5%

16.3 2%

16.3. 1 #E#EREIT
g~ 2 N2y F v & BEFIRNES Lz L & 1S
D)LFE R IR - WA H R 2 2 4345 255880 & N7z MEESHLRE
2B BHIRIY (t,,) 1320hrlh BT NEEE - HLEkIC
HRED»o72Y,

16.3.2 MTFEHEEE
100mg/m*Z 6043 H. 6] 153 ¥R P9 3% 572 L 722 4B o0 4
FRMERE 3BICBLT, FEy 3 LoMEELSa%s
Bt L7z& 2 A, MGH#T 8 IR £ TOMEITBWTI%L. 1
THo7"

16.4 X35
FEsFEVIFDOE /) FF 7 F—BIZL ) BILEZITT
RFEN, e MFI 70V —2Z 0 izinviroBRIZE Y, &
DACHNIIZCYPIA4 G LT wa b EZ SN, B
EEAHY ORI EHRITITEALRO SN o207,
[9.3. 10. 2]

o

N



16.5 HEtt

I PN > 4% [ A B 19611 1% 4 % £ 1 10~90mg/m?% 60

~ 16073 Rl 224 F T B o] G ERIR PO 3% 5 L 7= & & o0 JR ki

FARME LR, RELEROA8R T ToRPHEIEFRIZ W

T 5% T THo70

HC. N ¥ % £V 100mg/m* & 6075 FH ] A IR P 5 L

72 AVE N O £ AR B H TORY B 2 MET Lz, &5-%

1685 & TR L O E PRI X2 N Z2160% (n=3) K

O741% (n=2) T, EIREEEIEEPIEETH - 72,

12) AHIOKFE SN2 1 FHREIZ60. 70/ 075mg/m® (k5
Mifi) TH5.

##3) Ft% Ft3mg/m’ Kk 75me/m* % 5 Sz B#FIC
BWTIEMEES %, IEUI2100me/m* % &5 S -
FHIZBWTIIWMBEG-% T 2 M HoEG#IClE S
7oA IC o X B S e,

17. ERER R

17.1 EIHERVCREMICET 55

L&

17.1.1 EIRNLEREE 2 MEERPREBR

AEEN G E LZIEEMREC X 5B 2 R R C, A
#60mg/m* D% 3~ 4 HMME T, 23— AP EHET
RS L SEEBR (50~70mg/m®) L7z. KF D2
K (CHRIVERAT R S B113961) 1. 482% (67/139%1) T - 72,
FEREWER . 13760, BiES9.1% (122%1). HRAIR67.9%
(93B1), ML - WEIE60.6% (83B1). F&#444.5% (6161). T i
255% (3561). 1114 %16.1% (2261) J U % IE15.3% (2141)
T o720 T 7 BERRAE R 13, BB A98.5% (135/137
Bl). T EREORA95.6% (130/136/1) M UNEZ T Y Vigkd
61.3% (84/137#1) TH -7, [17.1.10 Z:Hd]

GE/ Rt

17.1.2 ERN4EREE 2 MEERPRAER

Je/NHIa i 2 e e & U2k ic & % 5014 2 AHER IR
BT, AHI60mg/m’ D Ml &% 3~ 4 BT, 23— AL
EHACHIRNTE S L. B (50~70mg/m®) L7z, &
I OZERNE (RPN R B115060) 13, 21.3% (32/150%1)
Tholoo ERFEIMENIE. 14960, FLESL9% (1226)). &
WAIRS6.4% (841) . 4L B RIR43.0% (64451) . F62442.3% (63
). AL - WEIHE34.9% (5260). FHI154% (2361) KO -
FER154% (2361) Th o720 FBRMRAMFEE X, [k
B A95.3% (142/149%0) . 4T o Bk 598 4°96.6% (144/14981)
R BR B B #67.8% (101/14961), ~F 7 1 ¥ ¥ 3K 4544%
(81/149%1). LDHEH:208% (31/14961), 77 3 ¥ ¥##201%
(29/144480) . # B 11 7 %195% (29/14961). ALT I 5154%
(23/149%1), AST L H121% (18/149%1) K OF p-GTPHE ¥
10.1% (15/14981) Toh- 72", [17.1.10 BH]

(B&)

17.1.3 EIRN1LEREE 2 MEERPRAER
HHE 2R e L2IFEREEC X 5 %I 2 MRREB T, &
#e0mg/m* D% 3 ~ 4 HMME T, 42— AP EHEMT
FRNEES L EEBR (50~70mg/m®) L7z. AKFDZER)
R CHRVERAT R G B112061) 1. 17.1% (22/129%]) T - 72,
ERIERE, 12460, BiTE74.2% (9261) . 3E2454.0% (6761)
B - WEH50.8% (6361), FAAIRA9.2% (6161) K UG
BI%484% (6061) THh o7z T MRFMAMFER X, HIMEk
B A984% (122/124480) . 4T v Bk B 9% 4°95.2% (118/124%1)
NEZTE VEA323% (40/12451) J ORI ER B #31.5%
(39/12481) THh 72", [17.1.10 BHE]

(EETAERRE)

17.1. 4 EIRNLEREE 2 MEERPRABR

VASHARIE 20 R & L2 IR EMIEIC X 5 5048 2 HIRG R 3Bk T
AH60mg/m* D% 3 ~ 4 MM MFET, 23— L Lk
THIRINES L. BEBK (50~70mg/m®) L7z. AH D%

W (RN R R B16361) 13, 206% (13/6361) TaH - 720
ERIERE, 62619, BLTES0.6% (G0KI). 4= £ 2 %66.1%
(4160) . EHARIR62.9% (3961) . F6#459.7% (37H1) K OBl -

WEi435% (2761) T o720 LR BRBRAM R I, FIEk
Bk A 952% (59/6211) . I Bk B 490.3% (56/6261) . 7%
M Bk $54.8% (34/62B1), ~F 7 1 ¥ ¥ i%4403% (25/621).
LDHA40.0% (24/6081). 7 V7 3 »361% (22/6161), ¥ & 1
33.3% (20/60%1), ALTL 5323% (20/6261) N (FASTL 5
306% (19/6261) TH -7, [17.1.10 BH]

(B
17.1.5 ERNEREE 2 HERKHER

PUMLAE 2 0 G & L2 JE T IC X B 1R 0045 2 A R Sk BR T
AHI70mg/m*0 H i % 3EEME T, 22— AL LM CTH
WRNFES L 720 RANOZR)E (R VEEHT 0 5 516361) 1.
238% (15/6361) T o 720 L EIMERE. 6261, BT
67.7% (4211) . ERAIES1.6% (3261) . 4R EE50.0% (3161) |
ML - WE484% (30%1) F UM% #46.8% (2961) TdH - 726
TR E SR, P ERER A 984% (61/6261) .
BRERA984% (61/6261), ~EZ 1Y Vi§A694% (43/6251)
B ORI ERE66.1% (41/6261) THh 72", [17.1.10 BH)]

(RERE
17.1.6 EANHREIE 2 HERKHER

OB 0P R & LB ML & B 1810045 2 A R Bk T
ARHI70mg/m*® &% 3 EE T2 2 — 2 DL HM TRk
WG U7ze RA DR (W MEAT 0 R 04960) 1%,
204% (10/4961) TH o 720 T 7 BIMEH . 4961, 9% %
89.8% (44f1). EHANRTIS% (3661). TH#id08% (2041) K
OE36.7% (18F1) Td o 7o EARBRBRAMIEE X, Hl
BRI A T O v BRELIR A H3495) v &) CRED B AL, I/
WA286% (14/4961) T N5 BPE LT v Bk A E18.4% (9 1)
TH-7=" [17.1.10 BH]]

(FEtE)
17.1.7 EREIE 2 FHERREER

TEfRE e WG e L2 IEEMENC X 2 %5 2 MHERR BT,
AHN70mg/m* O & ZFA & LT 3BMMETRAE6 2—2
B CHIR NS G- U 720 AHKI OZ2RI= (A5 0 M AT ot 82 41321451
1Z. 31.3% (10/3261) Ta o720 EAFEIEAIE, 33600,
B939% (3141). MELT727% (24B1). 98 5769.7% (23%1). &
RAIR69.7% (2361) J% N FH1606% (2061) TdH o7z T
B R AR A SR, W ERBORA97.0% (3261). ~NEZF/ B
VIAT27% (2480) . VU Y SERIRAETS9% (2681) K N
PR ERIRAMELS 2% (6 1) Tdh 72" [17.1.10 BH]

(R SLRRIE)
17.1.8 EANHREE 2 HERKHER

ARV E VAR VLRI B G 5 o SRR O
R) BHBRE LTV F=va o TOEEFHREICE

M4 2 HRRIR SRBRCAHI7T0me/m* ™ AsEIR RS- (358
A Ll KL A 7 V) S, BRI (IR PR AT o
BI43B1) 1344.2% (19/43B1) T o720 TRIMERIZ. 4360,
BiT884% (38%1). ARAIRGE5.1% (28%1) K U9EH7535% (23
B) T, Grade 3 DL L CTlabfFh Bk % b 2V &G 14.0% (6

B) 238 - 720 B RERMAMEEF L. HIMBRIFAIEIT.7% (42
Bl AFAERIRAEDS.3% (4141) . ) ¥ 7 SERIRAMETI.1% (3441)

J% O"CRPH4148.8% (21%1) T, Grade 3 Bl b Cla Sk
HkAIEL63% (761 Hdp-72" [17.1.10 BH]

17.1.9 55 3 1HER AR

RNVE VAP E R LR G G O MR BN IR AE O &)
BEZNRICTL =YY LE 7L F=vary Lo TIC
INEY YO RIS L2IEERIEC X A5 3 MR
HKERT, AH75me/mA% 5B (75mg/m% 3 38 M THEIR N
PG5 L. KR10% A 7 V), 30mg/m %58 (30mg/m*% 5
L B B CRRIR N G- LIEARSE L, K59 A7) o
ARVE R O A VDS LB RS S N7z AHI7Tomg/m™ % 58 (7



ROPERERT R R 13350610) &, *FRREE (3 b4 > b o B,

ARV RI33TH) I A_REAEAFI O R &R L7,

FED ATBE CRRR S N ARKI O 1 AR 75mg/m® (k3
fifg) TH 5o

Wb 3ANRRER (TAX3273ER) 1251 2 AR 12 BY 5 2 B

Fts b8 | 3 M40 bo v HEH
(n=335) (n=337)
A AT I il (H) 189 165
[95% 1= HEIX )] [17.0-21.2] [14.4-186]
NHF— K 0.76
[95% 1= X [#]] [0.62-0.94]
P P=0.009

H2) R—=2 54 ¥ O K UKarnofsky Performance Status T4 L
RMT 75 Y oK

AHN75meg/m’ % P 5 U 7z 24V p e R 5133260, i B i
FEDFEDNIIEBNZ 1B (03%) T oo LREIEHIZ.
JBi=E21661 (65.1%) \ 4L 5B I&142151 (42.8%) TN 11851 (35.5%)
FTHo Tz, Grade 3 DL LOFRBIF TS HBRIEL3HF (3.9%)
MBI D Do Tz Ty BRREMER IZOV TR, BfEx
Fhf L 72328B0 . b O ANE T U LK A2186)
(665%). Al-P_L5204B1 (622%). i EkiKk 413461 (40.9%).
HIER R 13261 (402%) % Tdh o720 Grade 3L LEDOT 4D
DIE, WFPERIRAN1056] (32.0%). FIIMERIRA79B] (24.1%)
AP E#38%1 (11.6%) % TdHh - 720

(bR

17.1.10 ERET - % HA%E 2 HERRER

PSR - %I04 2 MERRRERICB W T, RO & 9 GERRE
AT 5N 7ze T0mg/m’® H#: Tld. 60mg/m¥% 51
WHEARFREIIHIASS S8 < B S b, Rk, NES
0¥ VRS DR D Ao 72 [17.1.1-17. 1.8 BH]

F 72 B BRIl R SE B

2 2{E3) 70mg/ m’
eI H 60mg/m’ | 70mg/m (B i)
97.2% 97.9% 97.7%
EEUIN
(733/754) | (188/192) | (42/43)
. 2,000/mm’ 65.3% 81.8% 81.4%
SR AN "
HILERR S i (492/754) | (157/192) (35/43)
1,000/mm® 147% 27.1% 20.9%
S0 (111/754) (52/192) (9/43)
- 95.2% 984% 95.3%
(711/747) | (187/190) | (41/43)
. 1,000/mm® 84.6% 90.0% 93.0%
Ik | T
hpei kiR Fili (632/747) | (171/190) | (40/43)
500/mm’ 60.6% 73.7% 74.4%
il (453/747) | (140/190) | (32/43)
otk 50.9% 78.1% 76.7%
ANEFTE * (384/754) | (150/192) | (33/43)
Mg . 7.7% 16.7% 9.3%
80g/dLAM | (0750 | (32/102) (4/43)
o 11.7% 13.0% 9.3%
. (88/753) (25/192) (4/43)
IR A
50 10%/uL 3.2% 1.6% 0.0%
il (24/753) | (3/192) (0/43)
- 20.1% 31.8% 395%
(151/752) | (61/192) (17/43)
ASTE 0.4% 0.0% 0.0%
N 1470 0% 0%
SOLUBLE (3/752) (0/192) (0/43)
o 20.2% 26.6% 46.5%
- (152/753) | (51/192) (20/43)
ALTER 0.3% 0.0% 0.0%
N .00 .07 .07
SOWUBLE | (90753) | (0/192) | (0/43)
41% 104% o
pay —
& (B31/754) | (20/192)
BUN.L 5
61mg/dL 0.7% 0.5% e
Pk (5/754) (1/192)

1E3) PUHLAE + AU + R
E4) HiSZIE CEBUEMRAIE & L ki o7z

IR OHER (i)

i #f 3k | Nadir ¥ Co | Nadir7 52.000/mm’B, 1
. Nadir™ L] RS 5 % COMIE
60mg/m* | 527.5/mm’ 9H SH
70mg/m*™ | 412.0/mm® 8 H 6 0
2
Jonein | swomm® | on 6 [

W5) T — AR

11:6) BRI + AN + T E A

W7) 4215443 — AHi5873— A (380%) TG-CSFHLA % ]
11:8) 44393 — A 2813 — A (64.0%) TG-CSFH#HA] % i i)
19) 41203 —ZH70a — A (58.3%) TG-CSFH#H % i

18. FExhEIE

18.1 fERRF
FedyFLVidFa—71) Y OELS ML, 8 R BUNS
ERRT AL LB, TORESZMHT 5, F72, MK
WCBWTIIHREWICRE /N RE T 5. DL EOfEH
X DA SRR E LS5,

18.2 HilEE=E

Invivoll BWT, Ft & Ftiig~7 XOMALI6/CH .

MAI13/CFLIE. MA447LH. Lewishlifs (23 L CEME %2 &bl
JEBEM 2R Lz $720 & FELERTH HMC8-JCK (4
PrEEHT) . MC-2-JCK (FEFEME ). H-31 (FLEME IR . K
e b IR T & 5 Lu-99 CORANEHE) . Lu-6l (s
LR E Rz HE) . LC-11-JCK (FLEEZIRAE) b L. WS M
BRI E & E S EmEMIIREERL, Zofiice
b BB AR (MKN-28, MKN-45, KKLS). b kJP 36 bk
(OVCAR-3), t MA#EWH (H-190, H204), & b FE4N
Bk (AN3CA). & bHiVIBEMR (DU145) 4512 b HulESish 4
BEDLNTWD, Inviroll BT, FEyFLVIEFFY
VY Vi P38 ML A I C 30 4328 LT M % 7R L 7298,

H TN T T VTR B OV A AT AR LS % 58 ST 1
ER BT dpo 7240

19. BRI BT B (LR R
—REEF 0 Nty 32k (Docetaxel Hydrate)
£ % £ : (1S 2S, 3R 4S, 5R, 7S, 8S, 10R, 13S)-4-Acetoxy-2-
benzoyloxy-5, 20-epoxy-1, 7, 10-trihydroxy-9-
oxotax-11-en-13-y1 (2R, 35)-3-(1, 1-dimethylethyl)
oxycarbonylamino-2-hydroxy-3-phenylpropanoate
trihydrate

* CysH5sNOy - 3H,0

1 861.93

ARSI A OB IEOR K TH L.
AEIEIN, N-Y XA F VRV AT I PRIy ) —
Wo(995) TR, A =V iEYrm
T ALY IRREITR T KITHIEFEALE
F 7w,
AT & > THET 5,

EEBER -

HsC CH3 O

Y

ERSS
N N
S5 B

H,e” o

20. BBV EDEE

Wz RO, WERMERIEINA TV EHICANTRIET
Z&) \: ko



22. @3
(B% Y F— )L EEFERA0mg)
2mLx 134 7V (MR
(B% Y F— )L EEFERA20mg)
05mL X 134 7))V (FEIRETRA)

23. EEX#K

1)

2)
3)
4)
5)

6)
7)
8)
9)
10)
11)
12)
13)

14)
15)
16)

17)
18)

19)

20)
21)

22)

23)

24)
25)

26)
27)
28)

LR © FUE ORI AL S B S B AL EE 3 AR
IR
TS At - i & AbaA R 1994:21(12):1997-2005
Baker S D, et al. : Clin Cancer Res. 2004;10(6):1976-83
Bissery M C, et al. : Anti-Cancer Drugs. 1995;6(3):339-68
de Valeriola D, et al. : Proceedings of the American
Association for Cancer Research. 1993;34:373
Shou M, et al. : Pharmacogenetics. 1998;8:391-401
Sparreboom A, et al. : Drug Metab Dispos. 1996;24(6):655-8
IO b : 98 & ALk 1994,21(15):2625-32
Adachi I, et al. : British Journal of Cancer. 1996;73:210-6
LREFH Al : 8 &AL 1994;21(15):2617-23
KEEGRSE Al - o &AL 1995;22(1):59-65
PR  HEAT - TR BRI A RIES 2 AHER R SR
LR AT - PRESUHSAIBIE (I3 B #2158 2 AHERIR
B
FEPVERE @ IR HEHE (R 2 1215 2 AHER IR SR
Muro K, et al. : Annals of Oncology. 2004;15:955-9
Katsumata N, et al.: British Journal of Cancer. 2005;93:999-
1004
Naito S, et al. : Jpn J Clin Oncol. 2008;38(5):365-72
Tannock I F, et al. : New England Journal of Medicine.
2004;351(15):1502-12
Ringel I, et al. : Journal of the National Cancer Institute.
1991;83(4):288-91
Bissery M C, et al. : Cancer Research. 1991;51(18):4845-52
Bissery M C, et al. : Proceedings of the American
Association for Cancer Research. 1994;35:327
Riou J 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
ARHEIE W) Al - &AL 2006;33(3):337-43
AREEAET] Al 58 & ALAAEEE. 2005;32(10):1437-42
Kraus L A, et al. : Investigational New Drugs. 2003;21:
259-68

24, EKRERVREVEDESE
¥ 7 4 bR att
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¥ _Jb@fﬁfﬁﬁﬁiiﬁsomg\ 20mg AR
Aiszsta Nt 4 & )l o sangugen - 7E68c70mg/ M. 2orOBEETE75mg/ m T

ARED RBHEREERTSES

$ﬂ®ﬁﬁm%ﬁ BTy ) — U EETRhTVWEDOT, 7L a—)L

CEB R BEBICIEH LAV . BEMICL TS LR L T
7»:—wﬁﬁ®ﬁﬁ%ﬁWL FIIA—LICBEEBRENEST
3GE1E. AREOFE AREQ) THREITZ &,

1 2%V 57—V iR ERMTBER (20mgHiF & 80mgRA)

§ XV T =V RIHEHEH AN A 7OV R OB 2 S %,
2FRMADY )T EZ—FIL
IR 2 R P & A 1213, 80mg#ANZIZ10mLY ) ¥ ¥ &

18G~22G=— F V7% 20mgH#AIZ1325mL~5mLy ) ¥ ¥ &21G
~23G=— FUDSfERR S N,

3 RfTBEEROIREIRY

WA, 4R (80mg/S A TV K 7mL. 20mg/ 3o T
Vs #918mL) FIREWD ., & F VT — IV EIEFHER N A T VIS
EA?% REMBWEE, NATIVEEZIEFDIZL, AT
WVOTBIZEBO BRI EREIS X9 12F 5,

47V Iy 72K (%Y TV sl ERTBBRREDERER
(QF:}
WA L72tR, WHICY F Y 7 — IV EEHEN N 7
VB TH—IC% 55T, o< ) EETEV L) IZIBIR
35 (4R 1)

57V 3y XBOABHER
5"‘(“/7‘—)1/‘5%@&)33/‘4 TN ORFDHED o 726, W
HTH—ITRAML TS k%ﬁﬁ; XN %5&#"('775‘@7{.% FT

BB 5, H—ThuaE, B—12%5F CRMEZHED
BT,

ZOTV Iy 7 ZIE, 1mLFiZl0mgd ¥ 3V EE4T 5,
6 LEEDIREEY)

y &V T — VT EHEN ORGEICEbE, LERE 2N TR
EM B, BIZIE, LEEHNTOMgD & 22X, LI v 7 A% 7
mLiKE W5,

7 SRR MLADZEA
WER 5727V 2 v 7 A %250 313500mL o A4 BLA i x5 %
T ORISR T 50 GRREZIEES IS A2 L)

RAREFOEEEIR

AREQ RIBEREEALLVEGS

T I — VIR BB ARG T A3, TRAOTEIC K ) iR
'9“2) ek,

182%Y 57— JLiEesER (20mgRH £80megHEl) &RHAMRK
5 T =V HIEEHE N A 7OV & PR o A B A OUE 5 %
7T RO HET %,

2HBRIERRIEIT NIERDEA
AFNIWERFTE SN TS 72D, 80mg/Nf 7 IVIZiE 7mL. 20mg
INA T IVITIZL.8mLOD A BRI AL 5 % 7 B 7 i & Vv T
%3 %o

37LIVIRE (B%YTF— IV AT & AMNARRDREASR)
DA

¥ X5 — VIR N TOVICAER AR L5 % 7 Kk
WEREALZZS, HHICHMLLIRVEE S,

>

4 7L 3y ARODRNEHESE
¥ X T — IV EHEEEHANA TIVORMNPED 5726, AR
(’Wb‘(ﬁx%i“(}% TV ERBIN S TRE 1041 L. iR

DEHTH—IZEMLTWE 2 E2MERT 5, B— ’Ct;:\nif% (1
A BV —RROWINFHE L T 2GR L), Bl 5 TR
Mz E5,

ZOTV Iy 7 AL 1mLPIC10mgd K2 F v i2&EHT 5,

5 EEDREEY)
7 XV F— VR O GRICA b, LB EE TR
WD, Bz, LEREATOmgD & X121k, FLI vy AiET
mL?jigHZ%o

6 SEAR MLADZEA

WEM o727V 3 v 7 A% 250313500mL o A B L 13 5 %
7RISR 5. GHREZISECHITHT T L2 &)

1) 7V 3y 7 AWEHMHEERIEL IR CERAEIRHROUZ5 % 7 N7 ISRAS 5 2 & Wil & A L7225 2 k.

2) Ml L ORERITD RN &
3)  AHDEFIATAE L SE I
Finhs R
RERSEOBEEERIR

HIRR L HOWATIHRNR T Z Lo F7o0 MBICHE L2HEIE. BEHIZEROMKRTE:

L7 —§l% T LRI T &R PVRICEIEDSFEAET 52 eV H LD T, L7 —FHEKR PV EFICHTZ &,
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