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FEORAEMRHEF (Dose Limiting Factor, DLF) (337
P THY. FHOFERICLVEELSHEME (ZICHF

shERIR D) |

EERBPEFOERLEMEARUFR EDRER

BAEIBETZERVIETEHIRBOOSNTWVS, LEF-T.
FEEEOCPALEEEL. RRFC TR TEIEE
MERICHWVWT. PACEEERCTDLME - BREFHOE
DD ET. KEOHRE»EY EHE SN BERICOVT
DHARET B L, o TROBEICEBRELEVELE

BICBREORREEEICITI Z &
- ERLEMNEOS 5 EBE
cBPEZRHHLTVIEE
cREERLUBRECEON B EBE

BEORERKICEILS. BEXEZORKEICHDERV BB
HE+2HBAL. ABEHETIOSRE5TE L,

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

282 (ROBEICEHBELEVWI L)

2.1 EELEHATOH 5 EBE [EERIYESFZ R L,

WwE %5 LW b.] [1. Bl

2.2 BAYEZ AP L T2 B8 DEYUE AL, Hamk

B ENDHB] [1.ZH]

2.3 BEHEALBRIHEDO DN L BH DESIESHE L,

WwE %5 LW b.] [1. Bl

2.4 AHILE AR Vv — bBOE A BN L 2l Ui
DYANED B % BH [AHNIRY) VI VR—= 1805 HT 5]
2.5 LI SUSHEAR L CW B WREE O & 5 )t [9.5 2]

3.1 8k
W% 4 ¥ XYV F—) yEVF—)
e A0 | ATEEHE A 20mg
I W INA T 184 7V
43 2 mL 43 #0.5mL
A FEsFen | AR ey FeL
FXVT— Vi<iiky] KW
FOGEHEN | AR B S 85.35mg 21.34mg
INA TV (Fe¥FtL (FeoFt
L L T80mg) L L T20mg)
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. 154 7o 134 7D
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H AR 78 ity 9
87424
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PUEEHE I S0mg P HE M 20mg
KB 22100AMX01369 22100AMX01407
WiE Bl 19974 6 A 19974E 6 H
D0160727
& SAXOTERE®
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W % & XV T— 7XY T =)
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WE. EACTHLIE, FeyFerel
T60mg/m* (RFWA) % 1K DL LA
T3~ 4B TEEREY 5. &
B, BBEORBICI ) EEHKT L2 &,
72720, 1 g EHEIE75me/m’E 5,

LIRS

WHL. ORACIHIE, FeEyFEr el
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T3~ 4B CRIEEET 5, &
B, BHEORBIZX ) EHMKT 22 &,
72720, 1 lRE AR5 me/m* e § 5,
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7. ERUVHAZICEEYT 2FE

7.1 KA OGS 7o Tk, FICAKOHERIIETTH 2
I ER B O LT+ 08 B L 3% 524 H o6 ERE2,000/ mm”
FKilichiu, HGEEWT L L,

7.2 KA O G5BT 5 L. HHENFHAL VR DS DbN
LBENDHLOTEETHI &, [1., 81, 9.1.1, 11.1.1
%]

8. EELEANIEE

8.1 EELFHMBIFAEHFEICKE 20T, FTrROMIIHET
52, [1.. 7.2, 911, 11.1.1, 11.1.15 BIK]

B S BEHRNC R R (MRRES) 2170 2L, BE
DIRAEZ T IcBlgT 52 k.

IR YE O S BIC HER Ly IR, CRP RS,
RBEOHMEERT B L,

- RFNDOFe 512 & 72 o TIZG-CSFHRF i ) 7 i B L T
LEBTLHI L,

8.2 MMIERH BT AR EN TV ARVDOT, MKk
WEAT L Tl oid ke ZET 52 &,

8.3 AANC L 2 EELBBIERYDH 5N D L2H DT,
FRICARA O L O 2 I H o3 5k, Bl +4512479
T & BBUEIRIEARK OFG-BIED S B PINIREZ 5 2 &
W DHDOT, AEPRGPIEE 1 BRI NS 7 V34~
(ME. RINEE) 0F'=5) v 7247 2 L, BFoREL
T BIgET 5 2 & TES R (FPUL IR, R4 SR,
MEART, M EEE, BEE) 2RO 6N A1E b
AR ORG 2 R L, @Y 0REEIT) 28, kb, EE
HBEER DB L 22BN E, AR ARG LanT E,
[11.1.2, 15.1.1 ]

8.4 s PEEREE RIS T B BILEZ T0124TH) T ko & XS04,
MERT. AR, BFESsHobhs 2 ehdb b, [11.1.6
2]

8.5 EIERNEENDH HDbNL I EWHLDOT, HiEEHRAED
fEICER L CBIZE Tcdr) 2 & [11.1.3 2]

8.6 HIEAFENHLDNL I ENHLDT, BiEHRAD
EICTER L OB 2 402479 2 8o 9.2, 11.1.4 ]
8.7 HEREVEIMAS NEEEEGETE (DIC) 2 SbNnb I edidhbD
T M/MEEL MEFDPAE. M3E7 4 70 ) =7 VRES O

MEMA 2 AT 2 ko [11.1.7 ]

LHENERERTHREICHT R

9.1 &4 - IEEFDH 3 8E

9.1.1 BREINFHOH 5 HE
ERPIHEE L, TERAIEF 2R T HBTND D 2,
[1.. 7.2, 81, 11.1.1 ZB&]

9.1.2 BIEMRAR I FARHED » 2 BE

FERZ L S BTN D 5, [11.1.5 2]

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

9.2 BREEREESRE
HHEZES S BT D 5. (8.6, 11.1.4 SH]

9.3 FHieEfREERE
AAOMApPRIED R L, BIENAEL D5 bN b BTha)
Hbo [15.1.2, 16.4 ]

9.4 4JEREEH T 5

9.41 UTORICHET LI L, [9.5 2]
CPEGBIRICH 7o TE IR L T W L 2R T 5 2 &,
IR AR O H B BE I LTRSS LanwZ £ 2 E
HET 2, RUERMTHGT 25810, RADIAROMERE
BROBEECHEY G2 5 WHEESH S 2 L5 H5ICH
WL, #IEEZHKT 2 L) iRET2 L,
< RFNP G AR IR SRR S N2 B A L3 B b A I
RSN 2R s LN RS

9.4.2 I RE R AEM O BE 12 53 2 LEL D LA I
BRICH 2 BB EETH Lo BIMER (T A, T |,
4 2) IZBWTHEREIRD SR TWw 5,

9.5 114w
Tt SRR L C W B W REE D & % R IC I35 L e w2 Lo
W (7 ) TR - REBGEER. KRREETIARD
FETH - SEERIE, MBI RRT 2T RO 5T W» b,
[2.5, 9.4.1 ]

9.6 Il
BALZWI EDEE Ly B9 (72 ) Tt~
DRATHHE ST D,

9.7 /IEE
NREEN G E L2 BREBUIIERE L T2,

9.8 EEE
RITEH OSBUCTER L, H5- BB L OESRICHET 2 L.
BITER 3% O b7z B A 100E, R38R, 5B RSO #
YWEZITH) T &0 —MRICHEEE TIEAMBERAMLT LT
Wwh,

10. HHEAEA

AHlE, FE L TEWREBRCYPIAMATRH SN2 DT,
ABR OV BB LTS HA LT 2 HERERL
THEGT 22 &, [16.4 ]

10.2 BEREE HFRICEETS L)

A0 BERAEAR - 5187 1% BIP - fabRid1
M DPUENEREE A | BRI ORIE AT | 3815 B R 2 A7

WS LI EDDLD | T 5o
T PRRE AT W
23 BEoREz
Bl WY 50X

3G TR %
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SRR EET 5
ce,

7 — LRI | B < B S| 2 S 0 % HCYP

IaFV—E LIENEZOLND, |3A4ZTEXII LS
TYAuvA T, FELVEDOHEAICL
VAR S=t BN D, Ft&FErof
yruzE) v, 3 WA ES N, 2Ok
LAV RN RLLTFEYFEL

DUMLHREED AT 2

ZENEZLND,

1. BIEA

KO DD bDNS T EHDHSNT, WEE T,
FLEDFRD O NGB G 2 ik d 5 7 L) 2 Lk &
752k

1.1 BXGEER

.11 EE

WL ORI, EILRIRA (97.4%), KTk (5
BILIFPSRAD £ GE) (958%), ~EZ Y VRS (538%),
MM (14.3%) %25 515, [7.2, 8.1, 9.1.1 B



11.1.2 >3y 7R (01%) - 7F717%>— (03%)
WP PR S5 S, AR L ISR, S5 D v a v
TIEWR  TF T4 X V=D obNEI DD, [8.3 %
]

11.1.3 FE., X2, RS FERY)
W, JFAR4, AST - ALT - AFPOFH L\ LA SO HEE LT
R dH b s I b D, [8.5 BIH]

11.1.4 SHBEE (01%)

BUERESORRLERENHOLNDL LD D, (8.6,

9.2 ]
11.1.5 RIEMAR (04%). FHERMEE CHEEEARW)
TR 2 O LT 2 BB TRBR O BRREEIR (R i
%) 2 Sbhd I ENd b, [9.1.2, 10.2, 15.1.4 BH]
11.1.6 DF2 (02%)
[8.4 ]
1.1.7 BEEMNENZEERSE (DIC) (01%)
[8.7 /]

11.1.8 BEZEI (01%). BBEMm (06%). ERIMEXEBE (H
JEARH) . KB (0.1%)

B, M, T, FRISEOIERD D b b N YA IS
ZHIET LR EEY) R ALEZIT) 2 &,

11.1.9 1 LR (HERH)

11.1.10 SMFRIGEERE (HER)

W B S A S N7 A2, &G 2k d A% S 2%
Wi %479 Sk,

1111 2R CHEAW)

M%7 39— BHSICREIRD SN E 3G % Pk
5% LEYRNE Tk,

11.1.12 BSFSERERE (Stevens-JohnsonfEMEEE) (HEA
B)). HhE4FRRIEE (Toxic Epidermal Necrosis: TEN) (4
JEARH) . SATBE (BHEEA)

B2 5 RGBSR IR E B (Stevens-Johnsondie i) . vh i 4 % f 1
JEIE (TEN). ZIBKLBEE QKN - BIERE S S b b
ZENDH D

1.1.13 D2 RF—F (FEARW) . BiKECEEADN) ., 2E-
BT (0.7%™)

Ly RF—F MiKE BENLF—-V2ET LK B
KEDERE I - AU A ST b, [9.1.30 15.1.1
Z ]

1.1.14 DEHEE (BUEARY) ., FBIRMARESE CHERY)

11.1.15 BERAE (23% ™)

WOIRE ., Al 2855 O BEASE A G SN TV B, FE UEMIE L
A B ICHAER OG5 OB 2B 2479 2 Lo
AARNE WG & L7z fR SR BRI 5\ Rz I B % (7T0mg/m®)
T O EE (7T0mg/m®) & 0 b RYIE S O 5 BLE &
R o7z [8.1 BH]

11.1. 16 FFIRFIVE > REASIBIEREE (SIADH) CHIEAD)
TR E I MLIE 2 £E 9 16 b)) w A0fiE, R b U 28k
O, %, HREEESOERY D S5 bNBA I3k
Haduk L, KO EROHBSEY) 2 0AE 217 2 L.

1.1.17 EEAORKXSOER GFERY)

11.1.18 MER (FEARW)

11.1.19 RAESEIREE (HIEAH)

11.1.20 MROBRENBEORMEIEESEE (FEAW)

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

1) Grade 3 ML EORWEH A SHEE R HH L7z,

1.2 ZOOEIER
50%Lh 1 | 5 ~50%Ai | 5 %Ki BEEA]
oAb & ERORR |G - MRk, | . AR | H - TR
i T HWEZ | Le o< h
IS

50%LL | 5 ~50%A%ii 5 %A HHEEARE
TVLF = | ) HE W
FEA EAN

53 J& | BiE 5 A, N | BE R F
PR ORI, EAERETE, B
Z. Zfs, | 7 <
JUF I, R | =7 &, i
THEE. N | B e bRz
i 45
VR, AR | IR
Je RLMEkRE
E DT v,
HH, MRS
AR

it A, SR | HEEkE (W
O K| tob s
[ RN N
B PHZE,
BEIF I
ok - ARG, BOEE | %

/R TR N i AT -
Wiy, A5
AST - ALT: [REVYLE Y
y-GTP-Al-P- | 1.5
LDHFE5

EHWR, K- | 7VvT7F=v
Na - Cl- Cal| E&. JR¥E
DEY, BUN | IR, ZIK.
L5 HHPR

MEAE T i
IE b5, Rk
W, BHE.
ik

WP, O | d
sk, WK

Z o b &g E R | s P | ERIREE. K. BK
J& AT - 7OV | Wi, AL,
TV A/G| B .
- CKEH | S, 13T
h

FUHE. JE/NHIRAAGNE . . BESERAE. UPERRE. MR, e ORI
OVHT M 2 R 5 & L 72 EI T - B2 00158 2 AHERRGRER TRk & 72 El
ERICIED &I L7z,

14. @R EDEE

14.1 FHHRAUBFOIE

1411 B EMR R 2 R (R AR I 5%
R ) WCIRFIT A 2 Lo i & BRI L 22 R Sl
MAssz e,

14.1.2 {5 & ORFTEITD RN &,

14.1. 3 RFENPEFIAHE L2BA1I0E, B ICABRL TS RO
WARTHEVIRT Z &o T KIBICAE LI BHD
W RDFKTIHRNIT Z &,

14.1. 4 RAGTAREOBE L ZEICAN, RIORT L 1S8R
FIMENTWADT, LT [14.2.1 FEEDO] 1I2HEViE
B OMEEZIT) S Lo 2L, BNERECIEZTy ) —
PEEINTVDLOT, ThI— VB BE G+ 58
i [14.2.2 fBEQ] ol E b2 L,

#of - L O

ig Jik

[/

INA TV
80mg | 20mg 5
A 2.36mL 0.61mL
(FEsxtne L) (944mg) (244mg)
Ry iR 7.33mL 1.98mL
(HRx /=) (933.8mg) (252.3mg)

14.2 EASGE
FELWVERHENEICOWTIE, BROWMB G EE TS 728 v,

14.2.1 F8LEQD

(1) RHI DA 7 NI, B EREEE Q0mg/N1 7V §
7mL. 20mg/N A4 7V : #1.8mL) Z# R CTEHTH—II4% 5

o



FTW- LD LUV THRVE ) ICIRBERMT 5 (457 H) o
W —Th 2 2 L 2ERE. HLREENHZ S FTH
SHRES 5. ZOBW (FL Iy 2 A 12 1mLfic
10mg?d K7 FELVE2EHT 5,

(2) 7V v 7 AWHhHLERETHNRECHRHEID . A
WL 5 %7 BB I IRATS %0

14.2.2 A%

(1) A#H D80mg/S 4 7 VIZiZ 7mL. 20mg/S 4 7V IZ1Z1.8mL

OAIAIEHL 5 %7 KoMl E A, WA EHTE Ik
L FETHLCIRYRE S,
H LRI Z 5 TN T BT STl (891045
B L. WA —THsI L2 HRT D, W—Thua
325 FTHRMZRY KT, TOBER(TL I v 7 A
1 mLHZ1l0megdD e F V&2 E5HT 5,

(2) 7V v 7 AWHhHLERETFNRECHRHEID, A
WL 5 %7 B B I IRATS %0

14.3 ERIRSBHFOER

14.3.1 BIRNE GBS L, AT FMC eI 5 & TEETERAL
SRS - BIE 2 B3 2 L0 5 O THIEASMAF MR 7
WEIIHG T AL, T2 DTS & FE3 L 72 4T
AL &I T BRI ARH & A G L7 Y DUl O g
MK Z T 5 L voiz, Wb [Recall3ig ] 5572
DOoNIL OHEDDH 5,

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

AHIO 1 AP 58 %100mg/m’E LT B RCkIZB W™,

NS B L OV EFEREASE <o IR IR 0N 8 O IR o0 B %
ZHME LT, BIBEERVE CHIC L 2HHRG2TbILT
Wb, itk E LTid, FFEI A5y (16mg/H. 8mgl
H2m) &%, KFOLGHIH»S 3 HE. EMARIIHRS9
HIEDNEFLWEESNTWAS, B, HiHG % EhE L 725
BIZBWTDH, HELRBBIE (7F745F =2 avr)
WL AP RESN TS, T2, FEICELTEMTF
DY LWEDS DS, [8.3, 9.1.3, 11.1.13 &)

- AFI100mg/m*% 3 38 [ B TR RR MR 5 Lz L 25,
RS 2T B E Ik RS E (hfE) L LT
8189mg/m’Bl L, 4T 2 v B TI1E489.7Tmg/m Bl L3 - L
7oL FICHEORBENE L o Tz,

s KR OG- EIET D & RIEIEE A SRR 5, REIR
TSI L., Skgl EoREMNZMES EHEOH O
KRB0 505 B0 ZRPIEMFEZEDL RV, £
TUZIAGE K OBl KB AR S T b,

15.1.2 SHECOIFBERERENDRE
HHENZ BTy AFIL00me/m? % 3 38 1 1R i IR e 5

L7z h, M7 NMAYRAT 77— GF%E LR

D25/ UE) 20D b v AT I F—EEE (EWEERN15

fBEUE) BE. XM ey ve rEiE QEFEEERM L)

BECARR 285 L-8E, BELREMEHORHELRAEN O

Gk - WESSEO SN TV A, Mifs S N-RIE I, Grade 4

OUFPERIRAD FEBMERF P ERIRD AR, TS 2 M IGR A

MR HINGE S BEFBET 1) BFERFETH D,
IRBEIE D fEBES RIS 2 L BE SN TWw 5, [9.3 2]

#15.1. 3 AH & Bl G L 7288 & 2 I3 AH] & Ao HrE L IE 5
AR TR & O L 72 B8y R e, RS R

REERE (MDS) 250 "R PENEIERE AL L7z & OGN D 5o

15. 1. 4 ENTOIMIKNIRE 0 5 35mg/m* o 1 [l3k5-:
(1H1m35mg/m* 1. 8. 15HH#G, 4HFEIcHYEL)
12X 55 2 MERRRERIC B W T BRI 48 H34861 v 6 6112
Hd LN [11.1.5 B8]

15.1.5 FUEOM MBI LAHE T 2 WA RR AUk I 35\ T

AFH &AM OPUENENESE ) 2 PR L 72 3 RIS R T A

o

BT BB LTRSS hTw b (39%
(29/744) . BREEWIRIHIAE - 964 7)Y,

15. 2 FEEREREBRICE D < 153k
EREEREBED) B, Fr 4 =— AL A5 —OYIHREEE;
FHNE (CHO-K1) % Hv 3 Yt R ikBi g O~ 7 2 % v
LAERBICB N T, WIERS BHEOBEI T ST,
1) ARHAOKE L N7 1 B RIZ60. 708 075mg/m* (k5

k) TdHbo

16. EEMEIEE

16. 1 MehiRE

16.1.1 BAERS
] PN D 4% i [ 9 B B 248012 & & F £ 110~90mg/m*% 60
Sy Ph A T T HRE TG IR I 5T L7z & &L AT 1
RURRE TR L 720 IRm IMAE R (Cpw) K OTAUC.
PG BARAER B L 722
NONMEM/#HT 2 & % population pharmacokinetic parameters
2, 60mg/m?. 6055 HIHTIRNIX G %2 v 3 2L —3 3
Y LUTRD7ZHEYTENR T A =T ZUTOI ) THo7s al-
BRI (AAG) LI ES P T2 )7 5
YA (CL) OEZELREHNTLEZ SN, ASTXIZALTA
60IU/LYL EDBETIZZ VT 5 ¥ AD21% AP L7z,

S Cruax AUC. ti/2a tiep T2y CL )
(ug/mL) | (ug+hr/mL) | (min) | (min) | (hr) |(L/hr/m?
BEAE ] 2.0 29 6.3 46.4 188 204
P
Hgf%‘iﬂ? 23 37 71 | 478 | 202 | 162

1) ASTUZALTA%60IU/LEL L

16.1.2 RIE#HRS
[ PN 00 & T [ T £ 6 10 B & & % & 120, 505 O70mg/m”
Z3NIZ4MMBET2 a— AN 5RA4 2 — 2 F TR
BRI G52 L7z & &L RIS & i P 515 o o 3 v
REOHERITETASNT, RS X 2 RNBIEEOZAL
D LN ho Tz,

16.3 2%

16.3. 1 #E&EREIT
HIFE~ 7 ARy F vz fEERNES Lz e & 1S
D)LFE R IR - WA HR 2 2 43 A5 255880 & 7z MEESHLRE
BT B REF (t,,,) 1320hrlh BTl o fisds - HLEkIC
HREDPo727,

16.3.2 MFEHMEEE
100mg/m* 2 6043 H. 8] 153 ¥R P9 3% 52 L 72 44 E AN o 4
FRMERE3BICBVT, FEy 3 L oMEELEa%s
Bt L7z& 2 A, JGHHT 8 IREH £ TOMEIZBWTI%L. 1
THo7Y,

16.4 X35
FEsFEVIFDOE /) FF 7 F—BI2L ) BILEZITT
RFEN, e MFI 270V —2Z W izinviroBRIZE Y, &
DRFNIZCYPIA4DHE LT WwB b DEEZ BN, BB,
EEAHY OB EHRITIT LA LRO SN o500,
[9.3. 10. 3]

16.5 HEit

] PN 0 %A [ 0 8 B 19601 B & & F £ 110~90mg/m*% 60
~ 16043 [ 0V F T LS IR NP 5 L7z & & o Rk
KW Lok R, RELR D488 T To R kR 1w
TN 5%UTTHo72,

MC- N & F 1)1 100mg/m® 2 60745 B ] IR PO 3 5 L
AV EIN O Z IR BB TORY B 2R Lz 5%
168§ % TR R O F PRI IE 2 Z216.0% (n=3) K&
U74.1% (n=2) T, EPEREHEIEIEPIEMTH - 720

112) AR OKBR SN 1 EIZ60. 705 075meg/m® (ki

i) Tdh b



17. BR R 5
17.1 B3RV RLM(CRET 28R
(FLE)
17. 1.1 ER%HEAEE 2 MEERREER
e R E U IEEMREEC X 50014 2 MR REB T, &
#60mg/m* D % 3~ 4 MM T, 22— AL EHMT
BRI G- Ly ol E B (50~70mg/m®) L 7ze AH D)
s (RPN G B113961) 1%, 48.2% (67/139%1) TH - 7=0
FARERE. 13760, BEES9.1% (12261) . A AEG7.9% (93
Bl). ML - W IH606% (83B1). % #4445% (6161). T ¥
255% (3561). 1P 4%16.1% (2261) J& OF 3% J15.3% (2141)
TdhoTzo TR EE X, A MmEkER498.5% (135/137
B) . BFEREORA95.6% (130/13661) R UNEZ T ¥ Vb
61.3% (84/13761) TH 72", [17.1.10 L]
GE/ IR RT )
17.1.2 ER%HEASE 2 MHERREER
NI 2 xf B & L7233 E Mk & 2 %0145 2 MR R
BT, AH60mg/m' D% 3~ 4BMEET. 22— 2L
LHATEIRAE S L, EEEK (50~70mg/m®) L7z, &
R OZE (G RVERIT R R BI15060) 13, 21.3% (32/15061)
Tdh otz EREIEMIZ. 14960, BLE81.9% (12261). &
WARIRE64% (84B1) . 2 BEIK430% (6451). F#42.3% (63
Bl). ML - MEE349% (5261). THI154% (2361) MUK -
Fek154% (230)) Td o720 ELRERBRAM R, FlEk
B 953% (142/14960) . 4F v BRI 4096.6% (144/149%1)
AR M ER B H67.8% (101/14961) . ~E 7 0 ¥ ¥ B A544%
(81/149%1), LDH##:20.8% (31/149%1). 77 3 ¥ #420.1%
(20/144%1) . # B 11 % 4195% (29/14941), ALT I 5154%
(23/149%1). AST I. 5121% (18/149%1) J O° y-GTP#
101% (15/14961) ToH - 72", [17.1.10 BR&]
(B
17.1. 3 ERN%HEASE 2 MHERREER
B 2R E LIEEREC X 55014 2 HEER AT, &
#60mg/m* D k% 3~ 4 MM T, 42— AL EHMT
BRI G- Ly ol E B (50~70mg/m®) L 7ze AH D)
R (CHVERA RS S BI12060) 13, 17.1% (22/12961) T - 720
FARRERE. 12460, BiE74.2% (926) . FE#454.0% (6751)
ML - IEI50.8% (6361). AEARIEA9.2% (6161) M 044 ik
BUR484% (60B]) T o 72e T2 MR MAMEREZ. Pk
B 984% (122/124%0), f v BR i 4095.2% (118/124%1)
NEZ T VIEA323% (40/12481) J O R ILER K5 31.5%
(39/124%1) T - 7=, [17.1.10 L]
(GELEE S
17.1. 4 ERN%HEASE 2 MHERREER
BHSBIR 2 0b 5 & L2 I MiEIC & 2 50158 2 MR 38R T\
AHFN60mg/m* D i % 3 ~ 4 WK T, 23— 2 Dk Hk
THEIRPPES- L. S E#R (50~70mg/m®) L7z, ARHDZ%E
WEE CHRYHERTR L 006361) 1. 20.6% (13/63B1) TH -7z,
EAEERE. 62610, BES0.6% (5061) . 4 LB E1%66.1% (41
Bl). ERAIRC29% (39B1). %#59.7% (3761) Jo VML -
WEH435% (2711) T - 720 F2BRRAM R, FlEk
B 4 95.2% (59/621) . I Bk Bk 4°90.3% (56/6261) .
MERE54.8% (34/626), ~NE 27 0¥ ¥ ifd403% (25/62f1),
LDH40.0% (24/608)., 7V 7 3 »361% (22/6181). # 8
333% (20/60%1). ALT L 532.3% (20/6261) J& OFAST I 5
306% (19/62B1) TH 77, [17.1.10 ]
(O EETE)
17.1.5 ERN%HEASE 2 HHERREER
PR 2t & L2 E M & 5 1A 2 MR R 3R Bk T
AHKI70mg/m O J 4k % 3 M HEFE T, 23— 2 D EHATH
MRNEE G- U720 ARAIOZBhEE (R VRTS8 B1636)) 1&.
238% (15/63B1) Td - 720 F & RIVEA 1. 6260, BLE
67.7% (420) . FAAIES1.6% (3201) . 4 5B EUE50.0% (3141) |

ML - R IH484% (30%1) J& US 58 #468% (2961) T - 726
T4 R MR X, AR 98.4% (61/6261). Uik
EREHA984% (61/62M) . ~F 71 ¥ v iid694% (43/6251)
B ORIMERE66.1% (41/6261) Td o725 [17.1.10 ZM]
(BHEHE)

17.1.6 ENERHRE 2 1HERKHER

B ARG & L2 ERRIC X B M09 2 MR R T,
ARFN70mg/m*® f % 3 AR R T 2 2 — 2 DAl TE R
WG L7ze RA DR 7 BT 2 514951) 1.
204% (10/4961) T - 720 T4 EIE . 4960, 9E 57
89.8% (44f), FWAIET35% (3661). Ti#40.8% (2081) K&
UHEL36.7% (18B1) Tdh o720 TAMRRAMEF X, FIm
ERBOR A M OB ERER A 349610 i 41 TR S, I/
WA28.6% (14/4961) B U5 ZAMEUTF i 2R IR A 9E18.4% (9 1)
THo7=", [17.1.10 /]

(FEXB

17.1.7 EINERHRE 2 1HERRHER

FEREEL R E LZIEEMRIEIC L %0158 2 HERRRERC.
AH70mg/m* O ZE & LT 3EMMERTRA6 I — 2
B CERIRINTE G- U720 AHI D ZE5 = (A7 20 M AT st 82 4513251
13, 31.3% (10/326]) Td o 7= TARBMEM I, 336IH, i
B939% (3141). ME.LT727% (24B1). I %769.7% (2361), £
RANIR69.7% (2361) M OSTHI60.6% (2061) TH -7z i
B R A S L, P ER B A97.0% (3261). NEZ B
YIAT27% (2400). V) ¥ SERIRAMETS.9% (26B1) K UNFEE
PELFHERIRAELS 2% (6 B1) TH-72"", [17.1.10 BIR]
(RTSLRARTE)

17.1.8 EINERHRE 2 HERKHER

FIVE A ETR R PR R B E CoF R oML IR o
H) ERRELETLRF=Vva YO TOIEFREIC X
2 1515 2 MR B TAAT0me/m* ™ IR S (338
A1 wRI0Y A 7 v) S, BRI (TR R
B14361) 1344.2% (19/4361) T - 720 EHEWEIIE, 43610,
BiE884% (38%1), FRAIRG5.1% (28%1) K U9E57535% (23
1) T, Grade 3 YTkl % kb 2 E414.0% (6
B) 38 o 720 B ERRMAMEE X, ALk REIT.7% (42
B\ BFHERIRAEDS.3% (4161) . V) v/ SERIRAMETI.1% (34%1)
Jo OCRPHSN48.8% (2161) T, Grade 3 YLk Tl FE Bkt
HIMAIEL63% (7 B1) 2do72"Y [17.1.10 2]

17.1.9 #4515 3 HHERRHER

ARV E VAR R G 5o MU O &)

BEZNRIITLF=V Yy XRETL F=var o ric
ISMFY U hurERIEE UIEERIEIC K B8 3 MR
KT, AHKI75mg/mHx 5B (75mg/m*% 3 W FE T IR N
#5 L. ®%AK10%4 7 1), 30mg/m% 58 (30mg/m*% 5

AL b TR IR PR S 1 AREE L. K54 2 ) @
FRNVE R O A VEAS U BRE S 7z ARHI75mg/m* % 5.8 (F
VAT R S BI33561) 1k, RHIEEE (3 N v b a sk R,
RN ERAT O G 133761) 1 ARG O R 2R L7,
D Wi CHRGR S N ARHI O 1 R I375me/m® (k3

i) Tdhs,

WESLS 3 ARRRER (TAX3275KER) (2B 2 A A I B3 5 Rt

sy F v Vigbht | 3 Y2 o oL
(n=335) (n=337)
AAF IR il () 189 16,5
[95% 15 WX ] [17.0-21.2] [14.4-186]
= NI 0.76
[95%15 HgilX i ] [0.62-0.94]
PAET P=0.009

H2) N—=2AF A ¥ DG Karnofsky Performance Status Tai#s L
e s s v o ke

AHNT5meg/m* & - L 725 MR RTI R133261 iR
FEDOFDNTHEBNIL 1B (03%) Tho7eo FEREIEMIZ.

0



BiB21661 (65.1%) | 4 LB B K 14261 (42.8%) « T 11851 (35.5%)
FTH o7z, Grade 3 DL LEOFBIF TS HBRIEL3H (3.9%)
WD WD o 720 Ty BRRAMER 2OV Tk, HfEx
FE R L 7232860 ., E b DIEAE ST E VK A2186
(665%). Al-PL5204B1 (622%). i EkiKk 413461 (40.9%) .
F kA 13261 (402%) % Tdh o720 Grade 3L LT 4 d
DIE, WP ERIEANI056] (32.0%) . FHIMERIRA796] (24.1%)
AP L3861 (11.6%) %5 TH o720

(RhEedtE)
17.1.10 EAAET - %HA55 2 HRERAREER

SR - %I04 2 AR RERIC B VT, RO & 9 L ERRAE
AT 5N 7ze T0mg/m’® H & Tld, 60mg/m¥% 51
WCHARBHIHFIA S SR D Sbh, kP, ~E7
O Y VRS DR D Ao 2o [17.1.1-17. 1.8 S]

F72 B B A S SE B

- ; 2313 70mg/m*
A A 2 2i¥3)
WA H 60mg/m’ | 70mg/m (G i)
o 97.2% 97.9% 97.7%
(733/754) | (188/192) | (42/43)
. 2000/mm® |  653% 81.8% 81.4%
Rk A T
FILERR S i (492/754) | (157/192) (35/43)
1,000/mm’ 14.7% 27.1% 20.9%
Kl (111/754) | (52/192) (9/43)
ok 95.2% 98.4% 95.3%
= (711/747) | (187/190) | (41/43)
. 1000/mm’® | 84.6% 90.0% 93.0%
I{- I; v /J\ ’ .
SRR e F il 632/747) | (71/190) | (40/43)
500/mm’ 60.6% 737% 744%
i (453/747) | (140/190) | (32/43)
ok 50.9% 78.1% 76.7%
ANEZTE + (384/754) | (150/192) | (33/43)
Mg %g " 7.7% 16.7% 9.3%
80g/dLAE | o075n) | (32/109) (4/43)
otk 11.7% 13.0% 9.3%
. (88/753) (25/192) (4/43)
IR A
50 % 10°/uL 3.2% 1.6% 0.0%
Kl (24/753) | (3/192) (0/43)
ol 20.1% 31.8% 39.5%
" (151/752) | (61/192) (17/43)
ASTEA 0.4% 0.0% 0.0%
N 470 .0% .0%
SOLUBLE (3/752) (0/192) (0/43)
otk 20.2% 26.6% 165%
” (152/753) | (51/192) (20/43)
ALTES 0.3% 0.0% 0.0%
N .00 .0% .0%
SOWUBLE | (90753) | (0/192) | (0/43)
41% 104% )
I _ i
2 (B31/754) | (20/192)
BUN_ L&
6lmg/dL 0.7% 0.5% Ca
Pk (5 /754) (1/192)

1E3) PRI + A + N
TE4) WM CIIBUEMAIHE & Lo /e

I ERB DR (i)

i KFpko> | Nadir® To» | Nadirs £2000/mm*LL L
- Nadir™ 301 T 5 £ TOBIR
60mg/m° | 527.5/mm’ 9 H 3 g
70mg/m*™ | 412.0/mm® 8 H 6H"™
(7@%;%%% 594.0/mm’ 9H 6 H

1#5) T — APNERALE

TE6) PIHGH + AN + T A

WH7) 4215443 — A 5873 — 2 (380%) TG-CSFH#A] % Al ]
118) 424397 — A28l — A (64.0%) TG-CSFHLA % ]
119) 421202 —AHi70a — A (58.3%) TG-CSFH#H % i

18. ERhZIE
18.1 {ERHF

(6]

FtyFEN3Fa—7) v OEGEMMEL. LRFE BN
FIEETAHEEDIC, TOREEZIHIT 5, T2, MFaN

2BV TIRIBREMIC B 2 NS R 2 BT 5. DL EOER
X DR OH SRR LS5,

18.2 HEBHR

InvivolZ BWT, K% Ftid~w 2 DOMAL6/CHNE.
MA13/CFLAE. MA44ZLFE. Lewishilifa loxr L Tl 2 &bt
JESBAEH 2R L7z F720 & MR TH AMCS-JCK (FE
WRAERE) . MC-2JCK (FEFEMREN) . H31 (FLBMRER) . X
e IR IRE R T A Lu-99 CRHMINEHE) . Lu-61 (43
AbR T L2 3E) . LC-11-JCK  (FLEARUIRHE) (SRF Ly 955 5
PRI E & F 59, B IRE R L7, Zofllice
b H R AR (MKN-28, MKN-45, KKLS). Y b §i 4o bk
(OVCAR-3). b bf&iifatk (H-190. H-204). & b F&=k5E
B (AN3CA). b Muiiigfatk (DU145) 2512 b PUlES A5
DVRDHENTWD, Inviroll BWT, FEF¥FEVEFFY
VY Vi P388 A L5l . B 4338 LI P & 7% L 72 45
H T T R B O E A BP9 B 3 S
D SN o 72517

19. BRI BT BB LAY R

— BB HE - Ny F LKA (Docetaxel Hydrate)

1 % % (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

AT EOREOBETH S,
AREIN, NN AF VARV AT I FEL S ) —
Vo(995) WZHETRTL, AF /=gy ru
OAF IRRETRT L KIZIFIEEALE
7w,
AREIIIZ &L > THIET S,

EEEER

HsC CH3 O

PPN

He” YO

ERORS
N
S W B

#20. BRWL EDER

W ZRD720, WRMFHRIENA TV EHANTRES
HT L,

22. A%

(4% V7 — IV iEEHEA80mg)
2mLx 134 7V GBI

(%Y F7F—IVEiEEHEA20mg)
05mL x 1354 7V (W)

23. EEXH
DAL R - 2L oM 2l AL R (2 B3 & iS58 3 4 I
PRI
2) HIEYS Al - s & ALSAARER. 1994 5 21 (12) = 1997-2005

3)Bissery, M.C., et al. : Anti-Cancer Drugs. 1995: 6 (3) :
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 (6) :
655-658

7) WY Al c s & ALSAARER. 1994 5 21 (15)  2625-2632



8) Adachi, I, et al. : British Journal of Cancer. 1996 : 73 : 210-
216

O) THEFI . A - 8 & ALAHRE 1994 5 21 (15) : 2617-2632

10)RBEFRSE L« i &AL 1995 0 22 (1) © 5965

TD AL R @ 4T - FEIE HHR T3 2 120145 2 MRS AR SR BR

12) AL R © AT - PRISSHSHIBNG 03~ 2 B )2 2 AHERIAR B

I3) AL AL © PRI L0 3 % 1014 2 TSR SR Bk

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

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

16) Naito, S., et al. : Jpn. J. Clin. Oncol. 2008 ; 38 (5) : 365-372

17) Tannock, I. F, et al. : New England Journal of Medicine.
2004 ; 351 (15) : 1502-1512

18)Ringel, I, et al. : Journal of the National Cancer Institute.
1991 ; 83 (4) : 288-291

19)Bissery, M.C,, et al. : Cancer Research. 1991 ; 51 (18) :
4845-4852

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

21)Riou, J.F, et al. : Biochemical and Biophysical Research
Communications. 1992 ; 187 (1) : 164-170

22) Tanaka, M., et al. : European Journal of Cancer. 1996 ;
32A (2) :226-230

23)Dykes, D.]J., et al. : Investigational New Drugs. 1995 ; 13 :
1-11

24)Kelland, L.R., et al. : Cancer Chemotherapy and
Pharmacology. 1992 ; 30 (6) : 444-450

25) FRERIET] Al : i & ALHRIE. 2006 ;33 (3) : 337-343

26) FRERIET] Al i & ALHREE. 2005 ;32 (10) : 1437-1442

27)Kraus, L.A., et al. : Investigational New Drugs. 2003 ;
21 : 259-268

24. XEEEKRERUBOVWEHESL
W+ 7 1 A&t
I—Nt vy — T MRS
T163-1488 A LLHRHIE X VGH 16 = 1 H 207 2
71) =% 4 X 0120-109-905 FAX (03) 6301-3010

26. REPWTFREF
26. 1 SOEARSTIT

T/ 714%RXE4

T163-1488 WREHHBERAEHE=T B20%F25



FFI _Jb@fﬁfﬁﬁﬁiiﬁsomg\ 20mg ALK
AEsA N 4 Xl asrgusEs FEpmETR70mg/ m. 20roBETER75mg/ m T

HEED RMTBEEEERT 556
$ﬂ®ﬁﬁm%ﬁ 3Ly /)= EENTWLEOT, 7ha—)

TR BZICEEH LAV, HERICLTHBZSE 2 ERLT
7»:—»@@@ﬁﬁ%ﬁﬁb FIA—LICBEEBRENEST
35413, AREOFE AREQ) THREITZZ &,

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

§ XV T =V RIHEHEH AN A 7OV R OB 2 S 5,
2FRMADY )T EZ—FIL
W 2 e & A 1213, 80mg#ANZIZ10mLY ) ¥ ¥ &

18G~22G=— F V7% 20mgH##AI21325mL~5mL¥ Y » ¥ &21G
~23G=— PV DSfERR S N,

3 RfTHBEEROIREIRY
WA RS, 4R (80mg/S A TV f 7mL. 20mg/ iAo T
Vs #918mL) FIKEWD ., & F VT — IV EIEFHER N A T VIS
EA?% REMBWEE, NA TIVEEZIEFDIZL, AT
WVOTBIZEBO BRI EIREIS L) 12F 5,

47V Iy 72K (%Y TV s ERTBBRDERSR
(QF:E
W ZIEA L72t2, WHICY F Y 7 — IV EEHEN N 7
VB TH—IC% 55T, o< D B TEV L) IZIBIR
35 (F45E 1) o

57L 3y ABRDARTES
7*VT—Wﬁﬁﬁ&mA47WW&ﬂﬁWbo#%\mﬂ#ﬁ
HTH—IRAIL TS S a%%;& %éﬁhﬁ#ﬁxéif
BorBE S 50 B—ThUEAIZ. BW—12%b T TRMZHD
BT,
ZOTV Iy 7 AIE, 1mLFiZl0mgd N7 F Vv EE4HT 5,

6 HWEEDHREWMY
XV T =V EEEEN OKG®EICEDE, LEE T EE TR
EM D, BIZIE, LEEHATOMgD & 22X, LI v 7 A% 7
mLikK &M%,

7 SEAR MLADZEA
PWER 727V 2 v 7 A %250 13500mL o A4 BLA i x5 %
T ORISR T 50 GRREZIEESL2IEHT A2 L)

AREFDEEEIR

AREQ RUBEREEALLVEGS

T I — VIR BB ARG T A3, TRIOTEIC & ) R
'9“2) Z ek,

142%Y 57— JLiEedER (20mgRH £80megHEl) &RHAMK
5% T =V HIEEHE N A 7OV & PR o A B A OUE 5 %
7RO HET %,

2HBRIERIEIT NIERDEA
AFNIWEFTE SN TS 72D, 80mg/N 4 7IVIZiE 7mL. 20mg
INA T IVIZIEL.8mL O A BRI AL 5 % 7 o B & v T
%9 %o

37LIVIRAE (B%YF— IV AT & AMNARRDEASR)
AR

¥ X5 — VIR N A TOVICAER AR L5 % 7 K hE
WREALZZS, HHICHML IRV EE S,

P

473y ABONEHERR
B % 7=V HERER A 7V ORAA D 5 72 5. B 2 R
TATH A B E TNA T VR BN ZETHIE (105 1) L. Wil

AEHTH—ITRM L TV 5D 2 L 2MERT 5. H—ThuWIE ()
A B —HROWSFE L TW2HE%E), B2 5T Tl
Mz R,

ZOTV Iy 7 AL, 1mLHFIZ10mgd K ¥ TV iE&EHT %,

5 BEENREE)
X7 =V HHEHEN 0% S ®EICAE DY, LEE 2 TENE T
EW B, BlZIE, LERDITOmgD & X121k, FLIv 2y AiH%E7
mLIK XI5,

6 EEAR MLADZEA

WEM o727V 3 v 7 R % 250 13500mL o A= B AT 313 5 %
7RISR 50 GHRRIEZESRHICHEHRT L2 L)

1) 7V 3y 7 AMEHHEERIEES IR CERAEIRHROUZ5 % 7 N ISR 5 2 o Wil & B L 723 IS5 2 k.

2) Ml L ORFER DRV &
3)  AHDEFIATAE LS E I
Finhe R
RERSEOBEEEIR .

HIRR L HORAK TR T 2 & 720 MBICHE L2HEIE. BEHIZER0MKR TR

L7 —§l % T2 T AR PVRICEIESFEAET 52 eV H LD T, L7 —#HEKR PV BRI &,



