@ Pﬁzer

011
#x20264F8 H 7T (G380 BABEERNEES
*20244F7 H 2&RT 87424
Bk IR 2xV4 FRERESA
HAM : 37 BAERA FE2xtILEsk
IR, AMFEEIRLD [ EY R o =
N RV R EEEER20me/2mLT TR AE—S
NS ~ ~ o —
Ft23+t)bmiEmesER80mg/8mLI R AE—S
Ft23+t)bmimesER120mg/12mLI R AE—S]
Docetaxel LV. Infusion 20mg/2mL Hospira
Docetaxel L.V. Infusion 80mg/8mL Hospira
Docetaxel LV. Infusion 120mg/12mL Hospira
20mg/2mL 80mg/8mL 120mg/12mL
REES 22500AMX01508 22500AMX01509 22500AMX01510
) B OB E L SRS - - ARZERAIE 20134E121 20134F121 20134E121
1, = 3.2 EEAIDOMHEK
AFOABRHEF Oose Limiting Factor, DLF) [4FehBki W I oot E i Wit I Ol
’}"C*‘&') YU, KEIOFEAICK Y BEELEGING (EITFHRERED) . / [RAE—F) RAE—F) RAL—F )
REFEFEOQEELEMERARUVAT E DARBENEETE TERIN BB~ 72N GBI O
&L‘ﬁEtﬁ'J?b\m&)bh'C Wb, LA > T, XFEEOHAILFE pH 3.0~4.0 (AAIL 0gZ K100LIZHE A L= & &)
FEE. RERIC ORI TEDERBRICE T, NALFER B 1.2 1.8 2.3

EICH R - BEREFOEMD L & T, AEDOFRENEY] &
HIET SN BEFICDVWTDAERT D &, Fi=. FTRRDBHIC
[FHEE LGV EBEGBEDEREZEEICITS> &,

- ERLGERINFEOHLEE
FREEEEHLTCVDESE

k1 : AFHI20mg/2nL, 80mg/8nL, 120mg/12mL % % A2 LA F AR 250mLIZIRFI L7z & & DAz Pl

BHRICKT 5k

4. HEEXITHR
(OF:}"

2.4 AKHIX

RMEHLBREORONDEE
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L S BRAICIALEL, R FE 2 LT60mg/m (KFHE) 4 1L
F /N T EA T T3~ 4RI R R TREEET 5, Zods. BEOIRREIC L0 #E
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HITSE A M RAICIALE, RE& ke LT6ng/n” (R % IFFRTLL
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s B GRTERNCERRE (ERES) 2175728, BEORE

EPIBIET 2 L
 FRCRGYE O REBUS 3 5= L, BB CRP LR, REED
AEEMERT DL,

< KB DO 51Z 8 7= > TIEG-CSFRIFI D@ eI 72 HICB L T b ZJE
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L, ek, EEBEUERARE U IIEFICIE, ARAIEFES L2
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9.1 BHHE - BEEFDHHEE

9.

9.
9.

1 BRSO HSHEE

BREINHI 2 U R EEZ PR T AT H D, [1..7. 2,
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[8. 4]

11.1.7 BEmERNEEEEE DIC) (0.1%)
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B . SMHBR (BHEAR)
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(TEN) . ZIALBEE DKM « BHEYERZE S bbb 2 L3b b,
11113 2 URy—7 (BEARE). MiKE BEERH) . FE - &

AT (0. 7%)
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14.1.1 AF| & EFRE DRI D K& 2 V85 & R Lz
AP

14.1.2 Z3E A AR THEEY | B 512250 X(X500mL iR (4=BE
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DOFBRR BB < . IR N BEER OB AE B L
T, Bl BEAVE CHINC K DR G ThI TN D, fiifkh & L
TIE. TF P AHZ V> (16mg/H. 8mgl H2[A) ZE4& . AFIDEEHI
ANBIAM EMEAKEST A ZEBREELVE SN TND, 2B,
AT -2 ol L7IERNC W T, EERREE (774 7%
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L otz
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15.1.2 HECTOFEHEEEEZE~DES
SAENZ I\ T, AHI100me/m? 2 338 W IR T A BRI 5 L7z &
A, MFT AV ERAT 7 —EEiE (EFR ERO2. 552 1)
S NTUAT I —EEME (EFK EROL 5L ) B3, X
Wi e v e EE (ERR ERUE) BEICARK A B Lic s
&, EERAFERORBLRIEMROHER - HEARD BN TND,
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YliE, FEE M/ MR, BEEA AN, W ONT R HIBEE S K
JEREIREE T H 0 TREBLEE OERRPES BN 5 L EE XT3,
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15.1.3 KA Z B G LT B H 2 WIEARA & O FUEEMEE R 4150
T EHRIRIE 2 OF A U 72 A C L 8 I | B B 290 BOE (e (MDS)
SO RS SBAE LI L ORERD D,

15.1. 4 [EPNTOIE/ BRI 53 5 35mg/m* D 11 5155 (1A
1[E35mg/m?, 1, 8, 150 A% 5, 4HMITHR VIR L) 12X D HAR R
PRERIC I T PRI 28 0348 B 6 7R B LTz, [11. 1. 55 ]

15.1.5 FUE O EMBM L FRIEIC BT 2 WAMRIRRBRIC BV T, A
F &AL OBTEMERES A 2 5F L7 B CHIEIRK T RS2V T
H LD L CW RGN E ST\ D (3.9% (29/744) | #8122
AR g - 96 ),



15.2 JEBGERERER(ICE D < 1BHHR
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AR R ERBRICIS WO TREMFREH RO~ U 2 & Hv 5/ MERER
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1) AHIOAR Sz 1m HE1360, 70k WN5mg/n” (AR HE) TH 5.

16. E¥ENEE

16.1 mAEE

16.1.1 BEE%E
[E N O TR E T B 24611 Rt 2 F1/110~90mg/m’ & 6043 LA_E 7>
VFC B R IRA R G Ui & M P SR T A
L7z, i MAE PR (Co) K ONMUC) ool 13 G- BAR TR L 72",

16.1.2 REHE
Wi At D 45 Tl [ g R 2461012 R & & % & /L 35mg/m? % 13 [H]FE .
75mg/m J UM 00mg/m? % 338 [ © S AE i S ARAI R 550 32 Lz &
T REAAIL6 1~ 1208 ] Th o 72 & DWERH B,

16.3 o

16.3. 1 #ARFEIT
i~ U A R4 S 2 HEERNGE G Uiz & & S oL
TelER « AR CEHC R AN DAL, BRI T DIEK
HH (ty05) (Z20hrLh - THUODNERS - MR LR D5 727,

16.3.2 MPEAKZEE
100mg/m? % 60y [t B[] 450 IR A 45 570 L 72 S LA D 45 [0 16 9

BEFUCBNT, FEZ F AL DOMERAFER R LI 25,

JETRE T 8RS £ TORIEIZIB VD TI%L L TH 727,

16.4 {3t
R B MIFOE ) AF2 5 F—FI2LD Ml:%x JCRE S
. B MFIZmrYy—LEHWin Vztrauiﬁ.%ﬁ Xk Z OfEHT
IZCYPSMMABE- L TWA LD EBE X BTz, 7B, ££ﬁ§§ﬂﬂ%@?ﬁ

JEE AT & A EBD HILRD-1259, [9.3, 10. BR]

TED) AAIOKR S N 1B EI360, 70K N 5mg/m” (KA TH 5,

12) Rt & F&/35mg/n &k OVbng/m’ % 5 S /- BE IO TIIMIER 5%, BN
100mg/m’* % 4% 5 & 7= B I B\ TIHIE 54 UF2E B O #5541 E S iz
EPREICESEHEH SN,

17. BRERAHE

17.1 BHERUVEREMECET 555

(L)

17.1.1 ERNEEAE2MEER KRR
HIEE MR L LTI ERIEIC L 2B MEBRRSBC, Fey ¥k
N 60mg/m* D % 3~4E MR T, 22— AL, EHMCTEARN & 5
L7z, REXXEvAORGF (HHEMITIZE13961) X, 48.2%
(67/13961) Td o7z, F2FENWEM I, 13761, BLTES89. 1% (12261) .
FRRCRIZ67. 9% (934]) | FELy - IR AL60. 6% (8345]) . F&E44. 5% (6114) |
THI25. 5% (35H1) . FINZE16. 1% (2261) R ONEIEL5. 3% (2141) T
bole, FREEAMAMEFT T, BMmEREGED98. 6% (135/13741)
I FREREGR95. 6% (130/13661) K OMNE 7 B L fid61. 3%(84/137
) ThH-o7="Y,

(IE/NHRRa RtifE)

17.1.2 ERE&EAE24BERREUER
Fe/NHEE 2 k5 & L T- IR E MR K D %IRRT,
T & X & L60mg/m* D FH E & 3~ 4 EIEIE T, 22— AL REMCHr
PRS- L, SRR (50~T0mg/m®) L7z, RE&ZFBLOFEHR
CE DM B B1150610) 1%, 21.3% (32/150%1) THh-7=, L7228
TERIZ, 14960, BEZE81.9% (12205) . BARRIES6. 4% (844), 4=
BB RRAS. 0% (64451) . JE#RA2. 3% (63451) . HEL - MEIES4. 9% (5245])
THIL5. 4% (235) KOS - FIR15. 4% (236) Tholz, Flk
PRI RS IE, B BRI 95. 3% (142/14961) . 4 Bk ¥k
96. 6% (144/149%1) . FRIMERFCIEF67. 8% (101/149%1), ~E/ b
UBA54. 4% (81/14941) . LDHELE20. 8% (31/149%1), T/7 I 5
720, 1% (29/144%1) . MEREAEF19.5% (29/149%1) . ALT -5-15. 4%
(23/149f511) . AST 4312, 1% (18/149f) K ¥y ~GTPH%#10. 1% (15/149
#l) T,

(BERE)

17.1.3 ENEEAE2MEERRAER
BIEFZ R E LIoIEERIEIC L 22 MRRAR <. Fey ¥
£ L T0mg/m* D & % 3 IR T2 = — A DL LB CRFIRIN B G- L
7oo REH XRVADREZFE (B RMERENTHG514961) 1%, 20. 4% (10/49
Bl) Thot-, EREWEAIL, 49F1F, 35789. 8% (44f1) . BAEKA
PE73.5% (36M1) . THI40. 8% (20%1) S OMEL36. 7% (18f) Th-o
Too TREREMAM R AL, A ILEREGED K OMF th BRER D 7349451
ARF TR B, MBI 28. 6% (14/49%1) K OFEEAMEAT- P ER
BUVAELS. 4% (%) Th 7=V,

(FEHRE)

17.1. 4 ERNEEIE24EERREER
FEREE S L LTI EERIBIC L 2 %SRS T, Fe¥
X /L 70mg/m* D B & JF A & L C 33 [ P8 T K6 =2 — A B¢
RN G LT, ReZ SRV OFRFR (HohERdT < 4513261)
1%, 31.3% (10/326) Th-7=, EABIEMIZ, 3361H ., BiE93. 9%
B . ELT2. 7% (2441) . J5769. T% (2361) . BAKAIR69. 7% (23
i) &0?%“60. 6% (20f1) T oz, EREFERBREMBEEIL, P
BREE097. 0% (3261) . ~FZ B LT 1% (2401), U oSER
T AETS. 9% (26651]) K OVEEMELF F ERiEIELS. 2% (665]) THh o7z
12)

(RISLERSE)

17.1.5 ENEEAE2MEERRAER
BVE CARISHERRAERTSL R B CFROMBRIIE D7) %
KGL LT L R=yar L O TOIFREMIEIC L2 %BIH2H
HRPRRBR T Rt & % 0 70mg/m™™ ) 2SEIRNEE S SEmIC1E, &
K10V A 7 V) SH, Z85h=8 (RN R B14361) 1344. 2% (19/43
) Thoto, TERFEWEMIE. 4361, BiEss. 4% (38f1) . BEA
#1265, 1% (28f) M OYEF753. 5% (236) T, Grade3PA L CidsfrEk
P % b7 VG 14. 0% (661) 238 o 7o, ERERARRA M A 1T
H M EREEIT. 7% (4201) . AF P ERIBAESS. 3% (4161)) . U L REK
PDIETI. 1% (3461) J OCRPHEINAS. 8% (216) T, Grade3Lh | Cix
FEEMEIF R ERIBDEL6. 3% (TH1) Nd o721,

17.1.6 @SV E3MEER R ER
FIVE AR MRS R OB IR D) BE %
HRICT L F=Y 37V F=Y e oA TFIC b4 b
oAt IR & U2 IEBRIEIC L D SRR T, Fe 4 v
75mg/m* B 57 (7T5mg/m* % 33 MR CTEIRNEE 5- L, Fe K104 7 1),
30mg/m*$% 5 HEHD (30mg/m? % 5 e MG THEARPIHE 5% RRSE L,
K5V A 7 V) OFMER O LZ ST shz, N4t
NV T5mg/mP PG RE (D PEREAT I G4513351) 1%, xidEE (X b9
b B GRE A AR S RBI337H1) IC A E IR DR &

RLEW,
YEL) RIS TRGR S AU A LE ] B 75mg/m” (REHIR) Th 5,

YRS EESFHTRER  (TAX3273BR) (281} B 24T IRIC B 2 ik

K& w858 NN AN =T 258
(n=335) (n=337)
AL Rl () 18.9 16.5
[95%= HE X[ ] [17.0-21.2] [14.4-18.6]
NP R 0.76
[95% (M X [H]] [0.62-0.94]
PiE™ P=0. 009

H2) R—RA T A O¥ENE K UKarnofsky Performance Status CHi¥& L7zf@hlv 77 v 7Kg

R & L T5mg/m? & % 5 U T 22 el S5 33250 . 1R B

BEOEDOITAEGNII1H] (0.3%) TH o7, EREWEHIX, BiE216
B (65.1%) . EEHEERR142/1 (42.8%) ., HE.L118%1 (35.5%) Z4ThH
>72, Grade3Pl EOFHRTII4 Ef%”:mﬂﬂ (3.9%) b @EH
ST, El. BRBREEREICOWTIL, WA %2 FEHE L7-32861H,
Grade3LL LD F e b DI, AFFERREA 10661 (32.0%) . H Bk 79
Bl (24.1%), Al-P L3845 (11.6%) “&TH-721,
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18

18

19

EEE

1 EFRE
REZXENVET2—T Y COREREGEREL, BERMINE ZBK
THEEHIT, TORESEMENT 5, Flo, MREAIZBWTIE
REAYIC B E U NE R Z BT 5, LA EOIERIC & v filso &4y
HWriEiksE 59,

.2 ESEHR

In vivolZFBWT, Re & Xt id~ 7 A DMAL6/CHLIE  MAL3/CHLIE,

MA44FLYE | Lewi sHidiE |t U CllfE 2 & el EH 2R Lz, 20

fitiz b S ARk (MKN-28, MKN-45, KKLS) . & bk BRHLERE (OVCAR-
3), b MAEEEKE (H-190, 1-204), b b TEAEEGKE (AN3CA), & b
AZERR (DU145) 2 b HURBII RO 5T WD, In vitro
WCBWT, FeZFB/LE RE VL e UiifP38s A MR Al < i
BB XM AR LI2AS, B> 7 b T o MR B OF [ 4 T

BRI RS2 28 URHPEIERRED B o 125179,

. AMESICEY HEEHMR

— RN TR . R Z LK (Docetaxel Hydrate)

1t

benzoyloxy—5, 20-epoxy-1, 7,

2400 (1S, 2S, 3R 4S, bR 7S, 8S, 10R 135)-4-Acetoxy—2-
10—trihydroxy—9-oxotax—11-en—
13-yl (2R 35)-3-(1, 1-dimethylethyl)oxycarbonylamino—2-

hydroxy—-3-phenylpropanoate trihydrate

53 F 7 1 CygsaNOyy + 3H,0
53-8 861.93
PRI - R 2 e VKT A EORREOMR Th 2, AN F¥

AFNRIVAT 2 RUTTZ ) —)b (99.5) ([T 9<, A% ) —

NXIFT 7 mm k2 H AZRREITRT < AKITITEE A LEIT R0,
AEITHNC Ko THRET 2,

{bAE=
HaC CHsO
HsC o
20. BRIKWLEDEE
M (Rt EURBE 125 7 A ERIC A TRFT 5 2 &,
22. A%
(Ft42 XL aifEssE’20mg/2n. TR E—F 1)
1A TV
(Ft42 XL ai#EeeE&omg/8mL TRXE—F 1)
1A T v
(F&4 %)L amEiE®120mg/120L TRRE—S 1)
1A TV
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K+t 4 % )V AEssER20me/2mL, 80mg/8mL. 120mg/12mL [ RAE—F ]

) @

—

—

Nt & LV SRR [
AE—F] #BELET,

—

+ 20mg/2mL
+ 80mg/8mL
+120mg/12mL

VEREZFHFE THEN - TS W,
BWIRImLYZ10mgD FE 7 FL v EHH L
9,

7 8% T — IV EiERE20mg/1mL,
8omg/amLE I R X IVBENF B X
T HEMD D, ToEXVYT—ILOEE
LD ET,

AR

B 1212250 X 1Z500mL o A:
FLAR X AE5% 7 F v 4R
v, BREAARLTLZE
W,

R ITHE RIS L TL
7280,




