H% 20264E 10 HIET (55 7 W)
*20254E10 A 23T (45 6 W)

Bp R HimfAE

< FRDEAR : 20mg/ 1 mLEHKI24» . 80mg/ 4 mLEHI36 s H. A AR 367 J

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
TXTIeL04
£ ®
£ 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
(RhEeE)

7.1 KA OGS 1> Tk, FICAHOHERIETTH 2
I ER B O LT+ B L 3% 524 H o6F i ERE)32,000/ mm”
Kilichiu, HGEERT L L,

7.2 KA O G5BT 5 L. BHENFHA LV ER DS DbN
LABENDHLOTEET LI &, [1.. 81, 9.1.1, 11.1.1
%]

(B

k7.3 HRIZBT HMHET - WRMPHREE LT =7 (i

mrfz), 7viuay s, LRKRY) F— b ROF FH
V775 EGHT AN - ik, Tavve T (i
ZyHER) OBETFRIXEZMTH I Lo

8. EELEANIEE

8.1 EELFHMBIFIAEHFEICKI 20T, TrROMIIHET
52, [1.. 7.2, 9.1.1, 11.1.1, 11.1.15 BIK]

B G BEEENC R R (MRRES) 2170 2L BE
DIRAEZ T IcBlgT 52 k.

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

- RFNDOFe 52 & 72 o TIZG-CSFHRF i 4) 7 i B L T
LEETLHI L,

8.2 MIERH I T AR R EN TV RVDOT, Mgk
WEAT L Tl od ke ZET 52 &,

8.3 AANC L 2 EELBBIERY D 5N D L2H DT,
FRICARA O I L O 2 I H o3 5k, Bl +4512479
T & BBUEIRIEARK OFG-BIED S HT ISR Z 5 2 &
W DHDOT, AEPRGPIEE 1 BERIEEN NS V34 v
(ME. RIS OF=5) v 72475 1 L, BFHoREL
T BIgET 5 2 & TES U (FPUL IR, S SR,
MR, M EEE. BEE) 2RO NEAIE b
AR OS2 dI L, B REEZIT) 2, kb, EE
LBEER DB L 2N IE, AR E RS LanT E,
[11.1.2, 15.1.1 ]

8.4 v TEEREERICHIT B BILEZ H0124TH T ko & XIS OA4,
MERT. AR, BFESEsHobhs 2 ehdb b, [11.1.6
%]

8.5 EIE AN ENDH LDNL I ENHLDOT, HiEiERAED
EICER L CBIZE Tcqr) 2 Lo [11.1.3 2]

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

MEMA 2 AT 2 ko [11.1.7 ]

LHENERERTHREICHT R
9.1 &HfE - IEEFDOH 3 8E
9.1.1 BRINFIOH 5 HE
ERPIHHE L, TERREFZ IR T HBTND D 2,
[1.. 7.2, 81, 11.1.1 ]
9.1.2 BIEMRAR I FHARMEED & 2 BE
FERZ L S BN D 5, [11.1.5 2]
9.1.3 ZEOH3RE
FHEAMESCLBENNH D, [11.1.13, 15. 1.1 BH]

9.2 BREEEEDRE
HHEZMEI L BTN D 5. (8.6, 11.1.4 SH]

9.3 FHeEfREERE
KA oM RED ER L, BIEMNHEL D5 bN b BTha)
Hbo [15.1.2, 16.4 ]

9.4 &JEBEEET HE

9.4.1 LTOMICEETAZ &, [9.5, 15.2 BH]
CBEGBBICH o TUE HIRL T W L 2R T A &
RS AWREEOD L BH I LTIEHEG Lawnwz & 25

HES 2, RUZETHRTT LA AR DIEIROMER
B ORESICHEZ 5 2 20N D52 & & H4ICH
W35 b, Tz, RABG PR OREES %2 » A
BTl 2 B R O Y) 2 IR IO W TR T 5
Al

- RFNBE G IR DSHERE S N7z a 3B b 7256121
EHICEGERIET A L,

9.4.2 IV RE R AER O BE TG T2 LEND A 113M%
BT 2 BEEET LI L, BWER (YA T b,
4 2) 2BV TR RBEITRD SN TV D,

9.4.3 Bk, AHIBZG R ROREESH1L 2 HBICBWT
NYTHE (Y F—=24) ZHWTEITET 2 BEEICOWTH
H3 %2k, [15.2 BH]

9.5 1Ei@
T SRR L C W B W REE D & 2 R IC I35 L e w2 Lo
W (7 ) TR - REBGEER. KBREETIARD
FEH - IEERE, HABERZRRT 2 ASRO LN TS,
[2.5. 9.4.1, 15.2 BH]

9.6 Il
BAL VI EDEE Ly B9 (7 v ) Tt~
DRATHHE SN TV D,

9.7 /IEE
ANREEN G E L7 BRHEBUIIERE L T2,

9.8 EEE
BITEH OZBUCTER L, H5- BB LS RICEET L2 L.
RBITER A % O b7z BA120E, R38R, 5RO RSO #
YWEZITH T &0 —MRICHEEE TIEAMBERIMLT LT
Wwh,

10. HHEAEA

AHlE, FE L TEWRERRCYPIAMATRH SN2 DT,
ABR OV BB E LT T A LTS 2 HERERL
THEGT 22 &, [16.4 ]

10.2 BEREE (BFRICEETS L)

S5 BERAEAR - 5187 1% 7 - e T
M DPUEIEREE A | BRI ORIE AT | 385 B R 2 A7

WES LIV DHLD | T 5o
T PRE AT W
23 BEoREz
Bl WY 50X

3G TR 2

Z&,
TS RIS a2 0 LT | s AR
(11.1.5 ZH] W % [ IR Rl

KD HbNDZ LP

b Bo PRITHREZAT
Bz, BEORE
ZHHL. MRS
P b NI EITIE,
AAN OG- B O U
Mg 2 k3 % 7 Ll
Pl iEEATH) 2 &
B REIHISEORIEH AT | I B REIHIEH & A7
WS EDDHLD | T 5o

T PHEZEATS W
23 BEoREE
BIgEL. WY 50X
3G 2 TR %
Z&,




A

B ARER - HE 7

Wy - fabE T

TV =V RPUE R A

IaFy— Vi

HIfER A8 & b bh
HIENEZLND,

S D FEF HCYP
SA4EHELE N

Tyzauvq{ v, FENEDOPEAIZEL
77V AL T, D, FE&FLLoft
YIrBARY v, 3 WHME SN, ZOR

¥ A RELTFEYFEL
DU LR
ZEBEZOND,
1. BEA

ROFEWERDBH S DLNDEZ EHNHLHDT, BEE 512470,
BEDVRO SN EIE G 2 IR 5 % S#iY) R L %
192k,

1.1 EXLEMEAR

11.1.1 SFEMF
PLMERIRA BUEA) . AMEkRA (97.4%) . FhEkigd (5
BMEIFRERIRA 7 S ) (95.8%). NEZ B Y ViEd (538%).
MBI (14.3%) 55 S b, [7.2, 8.1, 9.1.1 BH]

M.1.2 a3y 7ER (01%) - 7F717%>— (03%)

WP R A S, AT ISR I, 385D v a v
JIER - TF T4 TF VB LbNLI DD L, [8.3 %
]

11.1.3 #E. X2, FFgEEE (BERW)

#o, FEA4L. AST - ALT * ALPOZE L v L RS0 T 22 iF
[EENHSbNEZ DD D, [8.5 2]

1.1.4 2HBEE (01%)
AUBEESOEELERENDLDLNDLZ E0H D, [8.6.
9.2 ]

11.1.5 EEMMR (04%). FERHEE (FUEARH)

TG sRE 2 R L v 2 BE TR O ERRIEIR O
fi6) HdS5b s trdb, [9.1.2, 10.2, 15.1.4 HH]

11.1.6 DF2 (02%)

[8.4 ]

1.1.7 BEEMNENZEERE (DIC) (01%)
[8.7 &M]

11.1.8 BEZEF (01%). BEBEEM (06%). RIMEXEBERX (O
EAH) . K% (01%)

Wi, e, F. FHEAEOERDD S b A ITId s
ZHIET AR Y R LEEZIT) S L,

11.1.9 1 LR (FHEARY)

11.1.10 SMPR{EEEREE BELAH)

IR S 5D I & N7 A 2id, G2 hik§ 5 4 St 7
W4T T &,

1.1 11 SRR HUEAH)

MiF7 37— CHEFICREIRD ONYE IS 21k
T 5 LMY R NEEZIT) L,

11.1.12 BEEIREREE (Stevens-JohnsonfEfREE) (ML
). hEMREIEFEBMAELE (Toxic Epidermal Necrolysis :
TEN) (HEAH). SRAIHE (HEAH)

B2 RE KGR AR AE B (Stevens-Johnsondie fEf) . v i 4 % iz 1
JeRElRSAE (TEN). ZIBARS0AIEH: - BHMERE S 5D
B DD b,

11.1.13 2 2 RF—=F HEARY) . FKEEBEAN). 2E-
BT (0.7%™)

Ly RF—=F, WiKE BEFLF—V2ET LK E
REOERERFNE - ARG ShTwb, [9.1.3, 15.1.1
Z ]
11,114 DEHEE BUEAH) ., BIRMEERE HUEAH)
11.1.15 BERAE (23% ™)
WO E ., Bl 2555 O BEREA G SN TV 5 S UEME L
7 AIE. BHICHAERORSEOMY 2 WEEZ1TH) 2 &,
AARNZ R G & U2 BB B\ LR I B (7T0mg/m®)
TIIMIENE D B (T0mg/m®) & 0 & IRYIES O FSHE &

(3

Foiz. [8.1 Bi]

11. 1. 16 FFIRFIVE > FEE M BEMREE (SIADH) (HEARD)
MR EE MLAE 2 05 K b)) o A diE, R+ U A8k
ROWIN, B, EERMEESORERYSS S bR E IR
Hzik L. KB OBIREEE) 2 0B 2179 & Lo

1.1.17 EELORRKEORMER CHEAH)

11.1.18 MER GFHERY)

11.1.19 FHEMEREE (FEARD)

11.1.20 OB DBEOREEESEE FHEAN)

11.1. 21 Radiation RecallEi@% (HEIEAD])

) Grade 3 LLEORIER 2 HBHEZ S L 72,

11.2 ZDOMOEHER
50%Lh k| 5 ~50%Aii 5 %A BHEEA
WAL | AEHRIR |G - TR | BOE. | H - e
TR ISR R, RS, | B, AE .
A Il gk, NN | Leo< D
P
TVUNE—, | TR #
% 5 | BiE 274 kA N | AR F
PR ONGHIBE, JEREfElt, B
EH. Zf, |HT) 7
JUFHIL, K| b—=FZ, i
THE. T | RERZEAL
[
. L Ok PR, AR T | MR
EN Je RMakRE
EOF W,
Bk, N,
g, BRESE
AR

IR 7. #UODE | R (9
OB L ob s
i 5% D&, W),
WEEPZE,
Bt 17
IR, B | %
AT -
B, A
AST-ALT- |#&E¥ Y LE Y
y-GTP-Al-P- | 15

LDH k5

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

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

RVAZSE N E7S
BHYE, UK
8| JEE. TRIE. | ERIRYE. B K
WEE - TV | B, A,
T3V A/G | BUE I,
- CK¥E | A, (3¢
Ul

FUHES JE/ANRARGRE. W BT, RN, fUERE. TEME R
ORISEIE 2R G & L7z EI PRI - 0158 2 IR ARBR TR b /e
RPERNC D ST L 72,

14. BRAEDEE

141 EXRARNEOEE

14,11 BRI AR 3R R 2 Wi (R AR IE5%7
R B \IRFIS 5 2 Lo iR & AL 22 R30Il
H3sZ &,

14.1.2 i & DRFET DRV &,

14.1.3 KA MIHAE L2HEI0E EDICABMLTZED
PARTHNIET Z & Fo, MBEICHELALHEIE, B
WL ROFATERENRT Z &,

&
&
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P
H

i
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=
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14.1. 4 AFANTAEFOH LA ZRICAN, RITRT L) [l
FIMEINTWEOT, LR [14.2.1 FAEEO] 1pEWiE
BHEOMBE4TH 2 ko 2720, WNBEMRIZIZT Y 7 —
PEEITNTVBEDT, T —VIBRRBZICES T 58
Al [14.2.2 fBEQ] olECEbZ L,

) FEFCIE
INA TV
80mg | 20mg#
ARFH) 2.36mL 0.61mL
(FEZFtnL e L0 (944mg) (244mg)
P RRCS 31 7.33mL 1.98mL
(HRxz¥ /7 —n) (933.8mg) (252.3mg)

14.2 FABLE
FLORREEICOWTIE, BROWETEE TS ES 0V,
14.2.1 BEED
(1) AR ONA T VIS, BEBEREREE Q0mg/S( 7TV &
7mL. 20mg/3N4 7V #1.8mL) I CEHTH IR 5
FTWH- LD LWV THRWE ) ITIHEBIHRAIT 2 (W45 H) o
BN —ThH 2 L E2EREE HLBERIHZSETHR
SHMRES 5, TO®EH (FL Iy 2 ) 13 1mLiic
10mg?d K& XFL Va2 &HT %o
(2 VLI AN SLERZFHECHENY ., ABAH
X3 5% 7 Ko BRI 5,
14.2.2 HAEEQ
(1) A#ID80mg/¥ 4 7 ViZix 7mL. 20mg 34 7 )V iZiX1.8mL
ORI 5 %7 Ky E iz, WANEW T —I127%
5FETHMLCIRD RS S,
HHREWAE R D TN T UEE S THRE #1055
B) L. Bl —THHIL2MRT 5. H—ThVEE
3 —1C% 5 FTRMEZBREY RS, TOBERT L I v 7 A)
3 1 mLHiZ10mgd ey ¥ V2 E&6T 5,
(2 VLI AW SLERZFHECHEIY ., ABAK
WXAE 5% 7 Ko BRI 5,

14.3 EEIRSBHEOEE

14.3.1 FIRNFEGACEE L. AT A Ie S & TREEHBAL
WG - B A BT LD 2 O CTHREAMAE NI %
WEI TG Tk, 7 DNICE IS 2 5B L 2R
TR &S e B RO & TR G- Lz, DLai o34
MICHERISZ T HE oz, WhWwd [Recalllig | 2538
DN EOREDDH B,

15. ZDMHOER
15. 1 ERPRER ICED 155k
15.1.1 SHEIC B |F BRTIRE

AHI D 1 AR 5% 100mg/m?E LT A RCkIzBw»TiE™,

FHEO SIS L O EE A < FIE IR O 8 BUE IR O B 5
ZHME LT, BIBRERVE VR AHHRG TN T
Wk, fifEGE LT, FXY A5V Y (16mg/H. 8mgl
H2m) %%, AFAOHESGHH2S 3 HH. HMsEO&Es 4
LIENEFLWEENTWS, BB, HikYS % E L 725E

BHZBWTH, BEEZBEUE (75T 745Fv—vav )

WCEBEHRRESN TS, T2, FEICEALTEMTF

DX BHENH B, [8.3, 9.1.3, 11.1.13 BH]

- AFI100mg/m?% 3 8 [ 4 b C AU R N3 G- L2 8 25,
LRS- BE CIRBERS R (hf) 2 LT
8189mg/m* L I, %1 7\ i Ti3489.7mg/m* L L% 5 L
72 & BT OFRBENT L o 72,

AR ORG AR RIET B & IR 2 ICERPLY 5. AR
TH2S5%H L, 3kgh LokE#INZ L) EHHEO L0
W bYa0d 505 2o ZRLMMEZED RV, F
AU BAGE B Ol K BE S S CTwv B,

15.1.2 SETOFEEREREADERS
HHENZ BV Ty AFI100me/m? % 3 38 [ W - rU R P 5
L7ze A, M7 VAV FAT 75— L QEFHER

D25RPLLE) 2D T AT I F—EEE QEWIR EROLS
LR B, WM e Y VY vl ER R E R )
BEIHRAZ G L6, BEELAEHOREBLRIERO
WO - WESRO SN T b, s SNzEITEM . Grade 4
DORFRERIEA . FEEMEGF R, G, FAE 2 /MR
BEELIINE, WO EHEEZ L) EFERETH Y.
FREHEIL DGR 2 L BEEINTwb, [9.3 2]

15. 1. 3 AHK % Bijlide 5. U 72 B3 & 2 \ I ARHF) & Al oo B g 355
HI R0 B R & PR L 72 © S E . &R
JEBERE (MDS) %50 R PR AL L 72 & O D 5,

15. 1. 4 EPTOI/MIFLIGRG S % 35mg/m* D38 1 a4 5.3
(1H1M35mg/m* 1. 8. 15HH¥#Y. 4:8MEIC#)EL)
WX 55 2 MR RER IS BT [ - R 98 A34861 v 6 5112
b7z, [11.1.5 ]

15. 1.5 FLEOMHEm L85 B 5 2 WA AR BRI BV T,
AH & At o> PUE A R B A A BF L 72 R TR I R T R AT
WCBWTH BTG L CWERZ#HE SN Twd (39%
(29/744) , FREWIRI AL - 96 H)Vs

15.2 FEERPRAAER (CE D < 153k
F A Z—=ANAAY —OFIREHIRE ML (CHOKLD) % H
W B PR B BRI B W TRBEFRIEH L O~ 7 2 & v
BRI B OMEEBIEH S G SN Tn b, [9.4.1,
9.4.3, 9.5 ]
1) ARHAOKE LN 1 EHRIZ60. 70K 075mg/m® (k5
i) Thb,

16. EEMEIEE
16. 1 MARRE
16.1.1 BEIZE

Il P 0D 4% [ T 0 SE 5248112 1 & 7 % L 10~90mg/m* % 60
S PR TR EIR IR 5 Lz b & AT i I
RUHHE TR0 L 7ze memiehiRE (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-HEYFENRT A =T ZUTOI ) 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
2§§T 23 37 71 | 478 | 202 | 162

1) ASTUZALTA%60IU/LEL L

16.1.2 RIE#HRS

[Py O & FE G HE L 6 BIIC K & % 2120, 5002 0M70mg/m”’
3XIF4BEMRETC2a—AnbRkKk4 33— F TREMNN
FIR NG Lz &, A5 & R [l 3 51 o T 4
WEOHRIIEIASNT, EHRG I X 2 hNBREDZA1L
EE BN d o 7.

TN 25 F B A B 32406012 N 4 ¥ 1)V 35mg/m*% 1 J ik,
75mg/m’ % U100mg/m>% 3 38 [ K T S A IR g -7 18
L72k &, #RMEIRINIZ61~ 1200 T o 72 & DD D 57

16.3 2%
16.3. 1 #E#EREIT

HIFE~Y 7 A P2y F vz HEERNES Lze & 1S
D)LFER IR - WA H R 2 % 4345 255880 & N7z MEESHLRE
BT BRI (t,,,) 1320hrlh BT o isas - HLEkC
HRED»o72Y,
16.3.2 MTFEHEEE

100mg/m*Z 6043 H. 6] 153 # IR P9 3% 52 L 722 4L o0 4



BAEEE 3HIC BT, Fes F LV OMBRAKAEE
WA L7225, Rl T 8 BER E TOMWEIZ B TI0%LLE
Tho7"s

16.4 X3
Fes 3 VIAHFOE A F 75 F—BICX Vb E 21T
s, e MFI Z7ay—2azfnizinviroiEICE D, 2
DACHNIZCYPSAAN G LTV B D EE 2 N7z, BB,
TR OBIEER RIZIZEALHD SN o240,
[9.3. 10. ]

16.5 HEt

Il P4 0 46 8 [ T4 B 19611 F & & % £ L 10~90mg/m*% 60

~160%5 [ 0V F CH RS IR 3% 57 L7z & X o ki

ARME L72RR, REMKO48EER F TR R FEMFR 1T

FTNRH 5B T TH o720

“C. N ¥ % £ v100mg/m* % 6045 i Ml S EHIR 4R 5 L

72AVE N O B AR EIEHE B T ORWEE L BET L7z, 5%

168K5 [ & TOIR P K O E PP IZ 2 Z2N60% (n=3) K&

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

12) AKoRFE SN 1 FEHEIZ60. 704 0075mg/m”* (1K
Mifi) THb,

##3) Nt FtE3smg/m kU75me/m e Y S BEIC
BWTIEIWERS %, 6 012100mg/m? % #5- S 7z
FHIZB TR0 2 m H o 5% ciile s h
VA (IR b R SR =Ri LR 1y

17. ERER R R
17.1 EIHRCREMICEAT 555
(3L
17.1.1 EINLEREE 2 MEERPREER
FUEZ NG E L22IREMEEIC & 2 BI04 2 MR RE T, &
#60mg/m* D &% 3~ 4 B M T, 2 32— AL EHAT
FRNEE S L. SEE B (50~70mg/m?) L7z AHDZEH)
B (AVERAT I R BI139610) 12, 482% (67/13961) Td -7z,
FEREEME, 1376%. BiTE89.1% (12261)., AEHAIRE7.9%
(93f) . L - WEIH60.6% (83%1). FE#445% (6141). T ¥#i
255% (35(1). P 416.1% (226) J O ¢% Bi15.3% (2151)
Td o720 72 BRMAMETE (& A Bk % 4798.5% (135/137
B, TP ERERA295.6% (130/13661) M UNANEZ T ¥ Vb
61.3% (84/137#1) T&H 74", [17.1.10 B8]
GE/ I ifabtzE)
17.1.2 ERN4EREE 2 MEERPRAER
Je/NHI NG 2 G & L7 IFE M X 2 25 2 IR R
BT, AFI60mg/m*D % 3~ 4 WM MET, 23— 2L
EHACHEIRMIES L. BB (50~70mg/m”) L7z, A
A OZEE (G RVERITR RBI15060) 13, 21.3% (32/15061)
Tholze FRBIVEMIE. 14961, BiEL19% (122%1). £
WAIRS6.4% (8461) 4B HERIK43.0% (6461) . FE#442.3% (63
Bl EAL - WEEE34.9% (5261). TRi154% (2361) KUK -
BAR154% (2361) TH oo FEBRRAMEEE X, AlEk
Bk 495.3% (142/149%10) i b BR B0 4°96.6%  (144/149%1)
AR ER B H67.8% (101/14961), ~E 7 1 ¥ ¥ R4 544%
(81/149%1), LDHE#20.8% (31/14961), 717 3 v 5#201%
(20/144%1), # 2 1R #195% (29/149%1). ALT L H154%
(23/149%1), AST k. H121% (18/149%1) J& O y-GTPH: %
10.1% (15/14981) Toh- 72", [17.1.10 BH]
(B
17.1.3 EIRN1LEREE 2 MHERPRAER
BR 2GR E L2IFE M X 2 8I0% 2 R RE T, &
#60mg/m* D &% 3~ 4 MM T, 4 32— AL EHAT
FRNEE S L. SEE B (50~70mg/m?) L7z AHDZEH)
B (AVERAT R B12960) 12, 17.1% (22/12961) TdH -7z,
FERIEE, 12460, BiE74.2% (9261) . 56#54.0% (6741) .

ol - EH50.8% (63%1) . ARAIRA9.2% (6161) L U4 i
BI484% (60f1) Th o770 T4 HRMAMENIE, FImEk
Bk 498.4% (122/124%0) . B v BR B 4095.2% (118/124%1)
NEF T VEA323% (40/12461) F ORI ER B 4 31.5%
(39/124%1) TH-72"%, [17.1.10 B

(BB
17.1. 4 EIRT£HESE 2 HIERGREER

WS e R L L2IEEMEIC X 2 %004 2 MR RRERC.
AF#160mg/m* D Fit % 3 ~ 4 AT, 22— 2 DLkl
THRMIRS- L. BEHMEK (50~70mg/m®) L7, AHloZ%E
e CH AT 5 616361) 1%, 20.6% (13/63%1) Td -7z
TERRERZ. 6260, JHTE80.6% (5081). 4515 EI%66.1%
(4150) . ERAFIR62.9% (39B1). Fe#459.7% (37M51) Jo OHELs -
MEIH-435% Q761) TH o720 T BERAMREE X, HILEk
B A952% (59/6210) . I v ER B 4°90.3% (56/6261) .
M ER$54.8% (34/62f8). ~E 7 0¥ ¥ i§4403% (25/6261).
LDH40.0% (24/60f). 7 V7 3 »36.1% (22/61%1), #%&
333% (20/60%1). ALTL 5-32.3% (20/62%1) J% CFAST L 5
306% (19/6261) T -7, [17.1.10 BH]

(SRR
17.1.5 ENERERE 2 1HERKHER

PN R L L2 IEE MRS X B %I04 2 MR BT
AF70mg/m?o & 3BT, 22— AL L HHCH
MRNEE G- L7zo A OZEYE (VRN S B1636)) 1%,
238% (15/63B1) T - 72 T4 EIMEMH . 6260 H, BT
67.7% (4261 . ERAHREE1.6% (3261) . 4L 1B BI%50.0% (3151) |
ML - R IH484% (30%1) J& US 58 #468% (2961) TH - 726
T4 R RE . FIERERA98.4% (61/6261). Ufrh
EREHA984% (61/62M) . ~F 271 ¥ i#4694% (43/6251)
B ORIMERE66.1% (41/6261) Td o725 [17.1.10 BM]

(RER
17.1.6 EINERERE 2 1HERKHER

M ARG & L2 IER T X B R0 2 MR R T,
ARFN70mg/m*® f % 3 AR T 2 2 — 2 DAl TER
WL L7ze RAOZERH BT 2 614961) 1.
204% (10/49B1) T o 720 T4 EIEA . 4960, 9E 57
89.8% (44f1). ERAIRTIS% (3661). THi408% (2061) K
UHEL36.7% (18B1) Th o7z TAMRRAMEF X, FIm
ERBOR A M OB o ERBOR A 349610 th 41 TRED S, /MK
WA28.6% (14/4961) B O % ZAMEUTF P 2RIRAE18.4% (9 1)
TH-7="%, [17.1.10 ]

(FEFRE
17.1.7 EINERHERES 2 1HERRHER

FEREEL R E LIEEMRIEIC L 550158 2 HERRRERC.
AH70mg/m* DM EZFE & LT 3EMMERTRAG6 I — 2
B CERIRINTE 5 U720 AHI D ZE50 = (A7 0 M ST st 82 4513251
13, 31.3% (10/3261) Td o 7= TARIEM I, 3360H, i
B939% (3161). ME.LT727% (24B1). I %769.7% (2361), £
BRANIR69.7% (2361) M OSTHI60.6% (2061) TH o 7zo T
BRR A S L, P ER B A97.0% (3261). NEZ B
YIAT27% (2400). U ¥ SERIRAETS9% (26B1) K UNFE
PELFHERIRAELS 2% (6 B1) TH 72", [17.1.10 BIR]

(RIILRRE)
17.1.8 EINERHERE 2 HERKHER

FIVE ARG ETR R PR AT R B E CoF R o MR IR o
H) BRRELETLRF=VvaR Y EOHEHATOIEFEREIC K
21155 2 MR B TAA7T0me/m* ™ AR S (338
BAZ 1L wRI0Y A 7 v) Sh, BRI (TR 4R
B14361) 1344.2% (19/4361) T 720 EHBEWEIIE, 43610,
BiE884% (38%1). FRAIRG5.1% (28%1) K U9E57535% (23
1) T, Grade 3 Db CTIZaFh skl % kb 2 E414.0% (6
) 38 o 720 B ERRMAMEE X, ALK REIT.7% (42
B\ BFHERIRAEDS.3% (4161) . U v/ SERIRAMETI.1% (3461)



T OSCRPH# /n48.8% (21%1) T. Grade 3 PL_LTIE s B M4
B AEL6.3% (7 61) 23d 727, [17.1.10 ]
17.1.9 B5156 3 HHERER KGR

RV E RIS VAT IR A O R o MR R 0 &)
BEZNRICTL F=Y YT F=vary Lol I
IMNEY Y MO RN LIEERENC X B8 3 MR
BT, A 75mg/m P 5B (75mg/m*% 3 3 1 FE T EIR A
PG5 L. RI0% A 7 1), 30mg/m*%5- 5 (30mg/m*% 5
B A B T EFIR IR S5 1EAREE L. KRS HA 2 L) @
ARIVE R O A VAT R S M 7zo AR 75me/m™ %51 (f

ROPERERT R S B1335610) &, *FRREE (3 b4 > b o o HGEE,

A RVEIHNT R G BI337H) RN 0TS 25 L2,
PED) BISZMUE CRBINAAHF O 1 HEIZ75me/m® (k%
W) Tdhsbo

WM 3ANRRER (TAX32730ER) 1251 2 AR I BY 3 2 B

Fts Fen b8 | I M40 bo v HEE
(n=335) (n=337)
A AT I R il () 189 165
[95% 12 HEIX )] [17.0-21.2] [14.4-186]
NHF— K 0.76
[95% 1= X [#]] [0.62-0.94]
PfiE™ P=0.009

H2) R—=2 54 ¥ O K UKarnofsky Performance Status T4 L
7R s s vy BiE

AHN75meg/m’ % P 5 U 7z 24V p e R 5133260, i B
FEDFEDNIIEBNZ 161 (03%) T oo LREIVEHIZ.

JBi=E21661 (65.1%) \ 4L 5B I&142151 (42.8%) TN 11851 (35.5%)
FTHo7z. Grade 3 P LOFBIF TS HBRIEL3HF (3.9%)
WD Do 720 Ty BRRBEMET IZOVW TR, BEEx
Fhf L 72328B0 . b O ANE U LK A2186)

(66.5%) Al-P_F520451 (62.2%). #f 2RI 13461 (40.9%) .

F kA 13261 (402%) % Tdh - 720 Grade 3L LD T4 d
DIE, IFPERIEA1056] (32.0%) . FIMERIRA7I6] (24.1%).
AP E#38%1 (11.6%) T - 720
(RhEELE)

17.1.10 ERET - % HA%E 2 HERRER
PSR - %I04 2 MERRRERIC B VT, RO & 9 ZERME
S AT S5 N 7ze T0mg/m’® H & Tld. 60mg/m % 51
WCHARBHIHFIA S S5I1I2HR L D Sbh, kP, ~E7
0¥ VRDE DR D o 72 [17.1.1-17. 1.8 BH]

F72 B R S BLR

; 70mg/m”
7] 2 2iE3) R
A H 60mg/m* | 70mg/m (B S s
o 97.2% 97.9% 97.7%
= (733/754) | (188/192) | (42/43)
. 2000/mm* |  65.3% 81.8% 81.4%
o /] g
R K (492/754) | (157/192) | (35/43)
1000/mm® | 14.7% 271% 209%
Heilh 111/754) | (52/192) (9 /43)
ok 95.2% 98.4% 95.3%
= (T11/747) | (187/190) | (41/43)
. 1000/mm® | 84.6% 90.0% 93.0%
fay | VOV
KRR Fith (632/747) | (171/190) | (40/43)
500/mm® 60.6% 737% 744%
Kl (453/747) | (140/190) | (32/43)
509% 781% 76.7%
IS
~NEZFOV (384/754) | (150/192) | (33/43)
VWA . 77% 16.7% 9.3%
80g/dLA | ooresy | (32/102) (4/43)
11.7% 13.0% 9.3%
KN
] (88/753) | (25/192) (4 /43)
i MR A -
50x10°7/ul | 32% 16% 0.0%
il (24/753) | (3/192) (0/43)

2 2y | 70mg/m’
A H 60mg/m* | 70mg/m (i v )
o 20.1% 31.8% 39.5%
: (151/752) (61/192) (17/43)
ASTLH 0.4% 0.0% 0.0%
N .470 U7 U770
SOWUBLE | 30750y | (0/192) | (0/43)
20.2% 26.6% 46.5%
XN
(152/753) (51/192) (20/43)
ALT LR 0.3% 0.0% 0.0%
N .070 AVy( U7
SOLUBLE (2/753) (0/192) (0/43)
41% 104%
s _ i)
&k (31/754) | (20/192)
BUN L5
61mg/dL 0.7% 0.5% o
Pk (5/754) (1/192)

1E3) PR + Al + TR
1E4) BISLIE CRHUEMAEIHE & Loz

TFEREOHER (i)

e BFERe | Nadir¥ T | Nadir7» 52,000/mm®Bh b
" Nadir™ T Y B ToWI
60mg/m® | 527.5/mm’ 9H 8 H*
70mg/m*™ | 4120/mm® 8 H 6 H™
2
ég@i%%) 594.0/mm’ 90 6 0™

W5) T — APNHAKAH

11:6) BRI + AN + T E A

17) 4215443 — AHi5873— A (380%) TG-CSFELA % ]
11:8) 424393 — A28l — A (64.0%) TG-CSFH#HA] % fli ]
19) 41203 —ZAH70a — A (58.3%) TG-CSF#H % i

18. FExhEIE

18.1 fEA#RF
FeyFENidFa—7) v OESGERMEL, LE BN
ERRT AL L DI, TORESZMHT 5, F72, A
BV TIIHRBWICRE /N RE LT 5. DL EOEH
X DDA R E RS2,

18.2 HEERHR

Invivoll BWT, FE &% Ftiigz~7 XDOMALI6/CHIE.
MAL3/CHLAE. MA44FLIE. Lewishlifig (o0 L TRz & &bt
JEBAER 2R L7ze T2 & MK TH AMC8JCK (5
WA HE) . MC-2JCK (FEFEMras#E) . H-31 (FLUEMRE ). K
e b IR R T & 5 Lu-99 CRANNERE) . Lu-6l (s
LR ERzHE) . LC-11-JCK (FLEEZIRRE) b L. S M i
R E & F S, B IREERL, Zofiice
b BB AR (MKN-28, MKN-45, KKLS). b kJ9 56 bk
(OVCAR-3), b MA@k (H-190, H-204), b bFE4dE
B (AN3CA). b MEIVBUEH (DU145) %iC b HrlE s zh 2=
D LNT WS, InvirollBWT, FEyFLLidF+y
VY Vi P38 ML AT C k3 328 LM M % 7R L 7298,
H TN T T VT ERR B O A 4 A AR S % 58 S
ER BT dp o 7240

19. BRI CEE T B IRV 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

: 861.93

AR GBORRIEOR K TH L.
REEIN, NNV AFNVEVLAT I R LTy ) —
Vo(995) WCHETRT L, A /=L iy s
ALY ZRREITR T KITFIEFEALE
F 7w,
RIS & > THET 5,

ERSS
N N
S5



b2 EE

HsC CH3 O

L,

H,e” Yo

20. MV EDEFE
MR RO 720, WHRRERIINA TV R AN TR
é : k o

22. ‘A%
(ZxY F—ILEEEETR80mg)
2mLx 131 7V GEfRRA)
(ZXxY F—ILEEEETR20mg)
05mLx 1234 7))V (FEIRERA)

23. EEX#K

1)

Q1 &~ W N
=z T T =

14)
15)
16)

17)
18)

19)

20)
21)

22)

23)

24)
25)

26)
27)
28)

R FUR O R AT LR S B 5 Ao 3 A
PREER
85 b : 9 & AL98 . 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
185 A : 9 &AL 1994;21(15):2625-32
Adachi I, et al. : British Journal of Cancer. 1996;73:210-6
TLREFR T Al : s S LSRR 1994;21(15):2617-23
KEEFRIE Al - 8 &AL 1995;22(1):59-65
AR - HEAT - RIS RS0S4 2 AHRRR B
FENERE @ HEAT - PRIETHSEER (3 B R4 2 MTERAR R
FEEORL @ JRHSRR I3 2 Bl 2 AR AR 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
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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 ] F, et al. : Biochemical and Biophysical Research
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226-30
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AREIE W] A« & AL 2006;33(3):337-43
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Kraus L A, et al. : Investigational New Drugs. 2003;21:
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¥ _Jb@fﬁfﬁﬁﬁiiﬁsomg\ 20mg AR
Aiszsta Nt 4 & )l o sangugen - 7E68c70mg/ M. 2orOBEETE75mg/ m T

HEED RMTBEREERT 556
$ﬂ®ﬁﬁm%ﬁ BIY )= AR EEFNTVLDT, TIhI—)

TR BZICEEH LAV, BERICLTHBSE 2 ERLT
7»:—»@@@ﬁﬁ%ﬁﬁb FILA—-VICEBHEBRENRST
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,

47U Iy 72K (%Y TV s E R BRRDERER
(QF:}
WA A L2, WHIZY ¥V 7 — VaEEHEI AN, 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)

XV T =V EEEEN ORG®EICEDE, LEE T EE 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 XV 7 — )V RIEEHER N A 7OV &R o BRI 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,

P

473y ZAROABHESR
¥ XV T =V EHEHEHANA TVORMPIED o725, B AHRE
('Wb‘(ﬁlx%i“(/\/f TV ERBIN S TRE 1041 L. iR

DEHTH—IZEMLTWE 2 E2MERT 5, B— ’Ct;:b\if% (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 &,



