ZuEH . 2008 4£ 05 A 15 H
BT HA: 2009 4 09 H 04 H
2009 4F 11 A 10 H
2010 4 05 H 31 H
2011 4£ 07 H 04 H
2012 42 08 H 27 H
2013401 H 15 H
2013 4207 H 01 H
2013 /£ 09 H 25 H
2014 4F 04 H 03 H
2014 4F 11 A 05 H
20154 03 H 12 H
2017 4F 11 A 29 H
2019 42 01 H 09 H
2019 4F 03 H 07 H
2020 4 08 H 31 H
2022 %501 H 21 H
2023 4£ 10 H 18 H
2024 4F 03 H 26 H
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i, PEEMSETL. FERE. PERAUMID . R R PRI R

1 FEHAMDIRe R HE RS, S2mi nsriEE, DR I EEa
JT P52 2 FE AR B 24 100mg/m? RTT I R, JRIT AR DRBE T 1 R AR 2R3 A

2. XT IR RS IEEE (ULND) EIREE, SFERITARAREELHE (AST)
AN AR B R (ALT) >L5XULN & -0 fR BE>2.5 X ULN 18, NiZkE
GG 2 P 3E . AFAENRZL 3T i B N S P W R T v ) SR R AR 4
VERCA AR D, A PRI s>, R, PR LMD, R R, PR
JREFIE LA S B AT T ) AR B o AXAAE S 2 BE>1.5 X ULN R 4 Gt ko g i
WD R AR, R R AR A . Fik, EEANEITGRS T2 I
RN BEATAHZT . AST 88 ALT DL S Bl il FR G 25 .

3. kLA A T 4<1500 AN/mm® [ 5 5E RUEE 2 T 2 PE AR . D9 T e I R PR A k2
(A DA L e 22 7 SRR FE S BUB e, RO AITA %2 2 AR 3R IR YT 1 B3 AT A 1)
Mmgmfit4.

4. R T 3 RIMMIERFAHIGT I EE, B 1 E BN, RIS LR E]
LL5E, ARMEM/ECSCUE RS, BEERE RN UE. —BRAE, NALRIHEH I
T IEMIIROA . B X 2 70 fh 22 L e 5 R L AL E-80 i 7R 7™ B I s ) AR
i .

5. fEZ T 3 RIHIERFATIGRTT B A 6.5% (6/92) il /™ H IR . RIN
NULF =P Z P AR ZMANE KM, Savast, OIEZE, TERMRGIR
IR, WP R A, B BRI (RN IEAKO .

[Z5m 7R ]
WA 2 PO TR R

F PR ZRE TS TAXOTERE®
YL 4 Fr: DOCETAXEL INJECTION
MiEHEE: DUO XI TA SAl ZHUSHEYE

[Eitr]
WL HR: (2R,3S) -N-JRF:-3- K5 5 22 58 N-BUT B f5, 13-BR%E | 5B-20- A
-1,20, 4,7B,10B, 13a-/NFE AL BE-11-45-9-BH 4- 2. FR 2- KRB = /K&
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ZZEA® 0.5ml:20mg —BE3C 0.5ml:20mg JESHAE ST 20mg £ Fifh3g (TaK) 12 Phfih g
ZEREY, AT 0.5ml FRILALEE 80 HhifiilaL, MIBKERTE A pH AT

TR OWT-IRE T 13% wiw FVESTH ZlF (BL 95% 1) 7K -

37 20mg/0.5mL R ECE SRS 20 mg oKL Fifh 3, 252mg 95% 2%

(= y AE W

(e}

*3H-,0

41 3: CasHssNO14¢3H20
FE: 861.9
ikl WRIEW: RIS 80, MIMERAIE: AT 95% L WEREST K.

(1R ]
AR ONRRBE, BCAHT. JLPAETK, s,

[ERAE]

FLAE

LG T R S M ] s A% PR FL R IR T

2.2 VUi FRIR A M2 PR AT, T HER2 2k NI 2 R0E R A MEFL I BB iR, 3K
B AR 32 T F R M E AL T

3.2 VUt FRIC A Bl 2 3R SR Al P T 9 LS 5 R P P L e BB R JR A AR T

/NG it
X T ) S GG 300 e R AN A M P g e T, BV AE DUIBEA N = AT RIS

I3 A
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% DA BRI 5 5 (1 PR BRI 8 F IR B VR VE R RS PR RT 51 i

B
% U A BRI A WA 5-FRRIENE (TCF 75 %) FTHIRyT BEAE AR RS2 A7 iR 0 8 e
BAEE RE A S

(4% 1
0.5ml:20mg

[HEZEHE]

% P A 3R R REH T KT o

HFEFHE

— ik

% VAR TR (K 1) BN R = 75maim? SaE /N o i A O R R R AR AR E A, ek
B HUS NI A, BRA RSN T B R R 2 VA IR T AT L ATUIR 25 . K
29 e EAE CIRBE R a2k, At 8K, 2 PUb 38T — RATARA, &K 16mg (7
. BH 2K, FR8mg), FFEk3 K. AFEAARBIUAIT TE. LIMRIEAREN T+
VAL M £ FAIT 1500/mme B 8 . 22 PEAML SR I T IR, SR R A R e MR A
b PRI B A H RS DL AT 500/mm3; EE R B A g SR S R B R EE A e
ZOREIR, 22 AR BR AT R N 15 3

BT TSI BRI, RIS 25 F SRR BB MR T2, HERAALT T AT G5 B O o - R
52 VUM BRIRITHT 12 /N, 3 /NI K2 L/, HRMBZERFLS 8 mg (UL CEERHII).
TP R A0 B S V& R R - (G-CSFD LAJRRZR 24470 0L 7514 2 A2 R XU

AR

FE] DL AR I LGS B AL S B T, IR 45 TR 2 50mg/m? K 34
Bz 500mg/im? — /NG, A7 2 T EE 75mg/m?, &=, 347 6 ANEE (WRYT
W R D

4/50



VAT RIS R 3 Bl A B 1 L e BB ), 2 TR A SR A 24 4R REST &8 100mg/m?2, — 2R 251,
Z P 3% 75mg/m? B A& 2R (50mg/m?) (L2 4 A B # V0 .

55 iz Bk BTG A 290, 2 P93I B Jy: 100mg/m?, = —Ik, HZERRyis
Jil ke FE—TORBEIMPRIE ST rf, 2 PEA 3R 5 O ke 29 BT ith 2 BR L PUER — IR 25 )5 —
Ko QUR BT BT Z BR PO RN 52 B4, 2 pu b 3e DL 10 FH 24 0 55 B 1 2 2R B e i
BkdE 2 Ja g dy. MR A L E, WH7 U,

/NG P

I AR N R I, X T REAE RGBT 1) BB HER R BN £ P A28 7T5mg/m? JFSLEDgS T
JIE 75mg/m? kAR 30-60 3Bl . X T REAL S R ST RN B, 2 SR HERE RN
75mg/m? FE257R9T .

B3
A 7 B 9 2 VE AR 2E75ma/m?, E3JE — TR, LR T IR SR AOAA BRI AR e F H 24K, #4K5mg
Ll ARS8 ) ) o

B

T BN Z TUAh 3R 60mg/m? Firyd: 1 /NI, Bl f5 25 T 60mg/m?2 $iyE 1-3 /NS (NAE
FHZGEE 1R, AENGVE A 45 R AR 5- 980K B e 4 X 77 5 600mg/m? K48 24 /N i fik
B, JELE S K. WIT RS EE IR IR TR W AR B T RIS FE KA
IR IR AR r A 4 i k2 B v R 20 9 /R ) e B MR A B R REHRE SR 7R
PAE (BT PR o) B, 6 S8 AN RN/ S o 6 7 S04 (8 P 2R 4R 4
FVE R T (G-CSP). B FURMZEKME AT 2, WSl U B A A, FRAIR
FIEEAE IR B Jk 25 P A0 22 V8 A ZRAH SC BV A U BE IO R AE o 4 DA B I ) IR«

HhFEKAS 8mg AR, 3L 6 K.
1. AT
2. W7 HRI R MR e ED %)
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3. HEZ PHAFERT 1 /N
4. I7 H

5. e RINFR

6. tLIr)E— R L

BT IREE:

— itk

2 VE AN T kL4 i v #>1500/mm? 1)

Z PEASEIE YT B, 0 S A AR R AR R R L s R R A i B H <500/mm 4R
—JA DA by B R A B R S I R B A AR 22 PG At 2R (077 BB Y 100mg/m?® U
£ 75mg/m? , K/E i 75mg/m? IR ZE 60mg/im? . B AE 60mg/m? F R ASR KB DL E
W, R IEIRTT .

FL R BT

TERERIIE RO T, 2 AU B AT I B, IR R e R s D CRLAR
PR AR D R A TR AE K, R R R LA s/, UG, FE T LUS 1 F 24 & 1T
HEF TR {8 FHG-CSF (i HAREHILR) . & BE R I R, R FR# H G-CSF,
HH4 2 78 fh 857 92D A4260mg/m?.

SR, 1N A 52 5B o v M A i/ P R 7 E B e R b S ASU A 3 e P 4 9 /> ) s
J 2w R A R = 8 G-CSF.

R RAE ] G-CSF, ZPHMhZEFIE N H 75 WA 60mg/ m?. KA 3 Kuk 4 IR B
A4 7 45 60mg/m?2.

522 PR IR A 29, 0T 2 BT R R, W R

BREIREHA ST

X TG BN 2 VAR 75mg/m? BEA IR R B, LTI T R b 8 i R R B
<25000/mm? , = HH UK Ak th VR B el D, O H L S A AR MR A R, R TR
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(K] 22 PO Ath %57 & S0y 65ma/m?. BRI R BE, W™ it B 45

BAAIR S 5-RREREIR)T -

ST R 4R 77BN 2 VA 2§ 60mg/m? XA IS 5-SURMENE (5-FUD (R s R M 5 9 1R
H TEVRYT H R AR ™ ) IR A B PR B A I A T AT R AR & fETA NCI—CTC 3.0
PRUEXS BRI S N AT 73 2

—UBFEE RN CANIEYS) PRI 2 b —F DL L i 20

R EHRAE T A A RO, MDA T R BT IR I, SR PR A AR S 7
EIRE a6 ERRERRIRERD ). FE: KSR RN FRARRRE A D HRE &

B SN R AR IS P EAT PR G S 25 W s 0 SR PR R Al Kk 20 A IR A IR 45 25475 A
RELE MR IX M EEPE SN, 2% 1EVRYT

MK FEH.

FALF G-CSF Jafl A K HAME R MR s, MoRE 4 st /D Rl (R A 4K, Bl M
R VR I LR A 2 P A S50 L MG 2096 o A4 O HH IO R r P L 240 k2>
2 U At 50 B B R IR A 2096 o W AR AL/ BRI/ 22<B0 X 10%/L, % Pl FR Sk & 20% . 24
PR TH KSR 22>1.5 X 10°%/L I HLM/MROITHEUR S 2£>75 X 1091 (183, J7 rl AT T
T FERIRTT, R A A R L B AN R SRR AT A R

B iE s

B FIE TR

875 3 2% IR 5-FU 7&K 20%
B 2 VIR E K 20%
E=WHB: LRI

W8V5 4 2% TR R R 2 P A ZE AN B-FU SR 20%,
BB EIRRTT

FE%R 34 IR B RR T 48 /. B-FU SIS F#AK 20%,
B fEE ST R E ] 5-FU,
5= 2 VBRI E K 20% .

s % 4 2 IR fEfEE TR 5-FU,
5L 2 VTR E K 20% .

BB : JrREd I 3 G ke Ry, NIEIRZAZHE <1 %%, [FIN 2 I E 20% o
HIETT
BH%EE: N THERE.
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REER AT

JFDhRe A HEFR AR Y8 100mg/m? 2 PhAh 38 5245357 I 254030 7% 4, ALT F1/EK

AST>1.5XULN [FI Btk iR >2.5 X ULN 8%, 2 PEAIEHERE R & 75mg/m? (A,
CGERFDD K (RN 15N T IIEHLFESULN FI/EL ALT & AST >3.5 XULN Jf
FEA BRI RERRBE>6 X ULN (&858, BRAFA ™R B HIARAE, SINARAEH, ok &8 H
2.

Z PR EIE 5 5-FU 097 B, EREMIIEIRPTF T, AaH ALT FI/EL AST>1.5X
ULN R B P i R B >2.5 X ULN, RIHHZT 2> ULN [ . XTI BB B AR A 4
FAFEAE, TSUARAE, IR @I e ENEP BT Re A M EN S 2
PO A ZR A TR T AR -

[FR&RR]
MELT 253697 e R 2 3, R T 5 2 P AR 3R AR P RE B RT RRAH DG IUAS R R BV

1312451 £ 82 52.100mg/m? L J2 121451 £ 3 42 52 75mg/m? 2 T fih 38 B 257597 o

258171 i 3 Hz 52 75mg/m? 2 I il B A B 25 2 50mg/mZia T

40651 5.5 252 75mg/m? 2 VE Al ZE A I 75mg/m2iE 97

0215 H 4552 % VE A SRR A it Z R BB

332151 £ 35 4552 % VO A BRI G nR IR AR BUSR IR FA IR T

12764 ¥ (TA4BI7FETAX31615:, 5324|7/EGEICAMO805IALG) #252 % Phfth 3% 5[ %
OB IZ I SR YT

30051 i B (21BN TG RIS Z i, 79618 1T G IKIRE 2k #) #2 %
VoAt ZEIKA I EH 5 5-FUYRIT

FEARIE NCI s FH 514 b i (3 20=G3, 3-4 £/=G3/4; 4 2,=G4) Jx COSTART A&l MedDRA
AAEHER IR J e AR . A CHE” R IR S8 BRI PRI 7R 46 B R
HIA, RAREE A  EMAE, HoE SOh 3 ZA/EL 3-4 A BRI S E XON:
JEHH WL (=1/10), # W (=1/100, <1/10); AH W, (=1/1000, <1/100); % K, (=1/10000,
<1/1000); FE¥H =N, (<1/10000).
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FERFA IR 2 42 7™ B AL JEE bR v BRI 51 A RSO

2 VA AR B 2767 Bl AR IS R BN kA gD [Pl HARE R (L
HEY &k CEEFEI)): B 2R ALK 8]y 7 oK, & A 5 R A PR 40 i sk 2D
(<500/mm®) R ALRFEEIN TR 7 KT, UMM, ik Wl MRk, D&, RIS AE
590 M2 P EE S I e AT WIS A I RT3 2 v A BN R SR R AR

HEEE M Z Bk hrayT ., IS RAEE=10%MA REHM (FERM). 1622k
BEA N LL 2 T FE B 2440, SAE KR (40%LE 31%) K 4 2% AE (34%LL 23%) k4

ST

ZTMBEE DA R KNI TF:
HIERTIN

UK 2 KA Z VIS IR E S L i A, R E R . Rk
RIRERGE: WAL, FFEAN AR BE, Baie, TR, PRI e R A IR B E fi .
JE B N, AR AN/ B S RE R 2R B s B BB AR, A RS R AT X AE R T B AT K
2O (EEFETO).

HIEFPLER LI

2 B A A A mg MERE IR, R g 2 PUAR SR 7 (L (VR D) e GERFHIN).
A RSP 2R AR S, R PR hS B R B R . sl R R
BATETT

SR B HRZE N

MR B H 2 R B P A BRSO, W RIS, BREEELTF. £ (BH™
HPF-RLEMD) , BURAEEEE, KRR s, WHEaRE. RBEZRET
MEZ Vi E AN BUD W E R D S ECT I W 2 pU A BEIA T R B2
KT R AT (L CHREIED) K QESESI0). SEEREHHZ, UeRVERGR

9/50



OB VR i, A I R AEPORATE B . A SR B, AT RESE 2 R IR RIS AR 1 A AKX
2R, Bl BE PRI, AR AT 2 DURHE R R o

B ESAGTR 25 27 FB 1 25 Pl s
TESTAAE ORI IR, AARERTTE, JOE, NIRRT FlkA s LK.
PRI B LA AN A K, A D B R AR R R, O BB, IR AR E R

AR B HE AT N B AR A e 25 4 B PR EEIE N 3kg BREA L. AARTRGH B AR AR A
e ERE (L (EESETN.

Z P 100mg/m? .25
MedDRA &%t EH WA B R A B RN ANERA B R L
BEIR
TG T AR G AR XYL (G3/4: 5.7%, B | BRYLAFH DU P rERL
MeEEAE MRl 46, EAEME | 4HBRIR/D (G3/4: 4.6%)
1.7%)
I3 % bk B R Ge 9 MR > (G4: IR RE (G4:
76.4%); #rifl (G3/4: 0.2%)
8.9% )5 K Hit H PR 41 g
G s RGP ABEUSON. (G3/4: 5.3%)
AU B TR NIy
BRHE RGBT AN EIESEAET (G3:
4.1%);
S EIE B APE 0 (G3/4:
4%)
R H (EE 0.07%)
O ES B R O (G3/4: 0.7%) | O J13E
I 7 % bk L R IR AL JE 5
e I 5
H I

WK 2248 i e P\ Bg e
I

PR PR CEEE 2.7%)

B W R G05 M4 (G3/4: 5.3%); fFFh (FEE 0.2%); iE AR (EE 0.4%)
J§V5 (G3/4: 4%); fE (FEE 1%);
Ty (G3/4: 4%); B i o (R
mer: (G3/4: 3%) 0.3%)
BBk BB R | Bk
R v (G3/4: 5.9%);
FEH A (FHE 2.6%).
B e gEgr | WU (R 1.4%) KA
S
GV G AL | ARG (CERE: 6.5%); | IESTAL RN
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B R B 55 (FEE 11.2%); VR PERDE (FEE

P 0.4%)

Y O G3/4 MARL H T
(<5%);

G3/4 I P Tl 1R 1 -

% (<4%);

G3/4 AST FH (<3%);

G3/4 ALT Jtm (<2%)

MR R IR N
T ARG G3/4 /MR TE .

B IBPHLE RGN
B 2 B 22 P 28 100mg/m? BAZ53697 5, 35.3% A ML B I N R R IR . fE 3 A
H2ZNWEATKE .

SEIIR B T H RN
FEHEFEI: BB, AR AR R . 73% R JIR S NiAE 21 RZ NITHL .

BB DGR ZTEB LR,

ZIRYT TR T Az BBy 1,000me/m?,  EE A RS K AN ) 16.4 )5 (a
0-42 Ji ) o R A r B K B EAAVIOUE B FRDRC AR I ), TR 2 8% (rh A2 BT E: - 818.9mg/m?®)
LR Tp 28 (PO RBAE:  480.7mgim?) FEIR; ARif, HAIRFEFLEE T, ER)T
IR EAR R .

ZIHFE T5mgIm? # 25
MedDRA RGBSR EEE A R RM AR RBL
TR AR G50 YL (G3/4: 5%);
IR bR B 2R B9 sk (G4: 54.2%); | R F: i 4 A g b
LM (G3/4: 10.8%);
MR ARE (G4: 1.7%).
0I5 RGN ABRU N, (CEFE M)
AR S8 TR N
FRME RGBT A1 JE A EE R (G3: 0.8%) HNEIBEME 0 (G3: 2.5%)
O E2S B O (EEERM);
I A bk B 2R {IINED
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H i R G0

Mty (G3/4: 3.3%);
M4 (G3/4: 1.7%);
mirt (G3/4: 0.8%);
MEY5 (G3/4: 1.7%)

BRI S T R

Wik B (G3/4: 0.8%)

R (ERE 0.8%)

BT IULPR) B8 B 4 2k A 43
T

IR

G BRI S 25 2 A 5
SR

B9 (EJF 12.4%);
RUEEE (FEFE 0.8%);

K I
A TREN G3/4 MALL 2T (<2%)
ZFFETSMgIM2 BEFTEE:
MedDRA &%t EH H WA B R P A B RN ANERA B R L
BEIR
SR T AT G IR0 YL (G3/4: 7.8%);
IR bk B2 2R BE g W MR A IR (G4
91.7%);
1M (G3/4: 9.4%);
R AN Hp b 20 Pk
I/ NER /D E (G4: 0.8%)
G RGP FREN. (G3/4: 1.2%)
AU S8 TR RE
K RANE RARI ARG EE (G3: ANEIBEMA IO (G3:
0.4%) 0.4%)
O E2S B B O 15y
DR CEEEFEMP)
I e bk B R (NS
B W R G5 Ml (G3/4: 5%);
FI 4 (G3/4: 7.8%);
J§V5 (G3/4: 6.2%);
MKt (G3/4: 5%);
Rk Je e R | K
T AR (FEE 0.4%);
ek (T AR
S L IR g YA WL
S L]
A B VESRIR S 2R | RS (EE 8.1%); T AL N
A PR (EE 1.2%);
I
KRR G3/4 MHL R TF G3/4 AST T+
(<2.5%); (<1%);
G3/4 I i ER T = G3/4 ALT Tt
(<2.5%) (<1%)
Z 75 FE 715mgim? BEA NI :
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MedDRA &% EHH R R RN AR R ANERA B R
BESR
B AR G &G (G3/4: 5.7%).
I8 B itk B R B0 rh Rz T ik 2> R AR R 4 B
( G4: 51.5%); /1>
771 (G3/4: 6.9%);
ML /NBR I i
(G4: 05%);
B 3% RGN U N (G3/4: 2.5%)
AU B 7R RE
KRS RGBT AR SRS (G3:
3.7%); 4h
JA i s
2w
(G3/4:
2%)
oI 2 CHECH (G3/4: 0.7%) | 00 /15598
I3 bk B 25 RILE (G3/4: 0.7%)
B 7 R G0 Wols (G3/4: 9.6%); G
Mkt (G3/4: 7.6%);
J8Y5 (G3/4: 6.4%);
98 (G3/4: 2%)
Bk B R | Bk
TR A (EE 0.7%);
B2k SR (G3/4: 0.2%)
SRR Ko gn il | WU (B 0.5%)
S
GV RGN | B (EE 9.9%). T B SN 5
BRI | AR (ERE 0.7%): | ey
R (G3/4: 1.2%)
B T G3/4 MIHA K TF G3/4 AST T+
(2.1%); (0.5%);
G3/4 ALT Fhim (1.3%) | G3/4 MR
ity T (0.3%)

Z P 100mg/m? B S B ZHE B Pt -

MedDRA R4 JEHEE LA R R B A R RN
BESR
I3 K bk B2 R G rr R A R > (G3/4: 32%);
RN AR PR AL LS A PR A P D £
RARSNFHPUAE SR B MR gk P R 2
U B TR RE
Kt S eI
B AN RGN S Sk RO EOLROR
IR 28 B 5 FIERIN; SEIER
O NE2E B B 0 1T
M8 R ik B 295075 Ik 2 7K il
WP 22 435, 15 e 0 B 7 B WAMESRE; SMH A, PRWRIRME; WEOEG S
ikt
B W R 859 Wols; BEVE; MRNE; ERK; DR HAEAR;
JG 9
B R e i R SR Wik 20BE; 2 fRH R
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FRWUA BB A A AR | WU ORI B HORs TR

G DRI R i P IO | RESS s ANEKIS R ST REBRSE
TURRFESN ;YR TEAR

BREAE LER

MR R G BN

JEHH . (EEZ 2 VBRI A M R Bk PR YT B R, LR AR SR R AT I LR
PESEIN (A NCI-CTC A5, G3/4 HPEkidmffmis, 32%LEk 22%) . 7 233 MK 2 1% S A]
BEBEAR AL, DR B 22 VG 4 3% 100mg/m? B ) e A T B A 3G 45 R, 97 % iR K
AR AR D E, ot 76% 08 4 k. 52 VR IR AGMILL, A FE R gD
Hh M L 0 kD P R RERE (1 R 2R 2 T 2 A BRI i ZER R BUIR T LR (23%1L
17%).

DA EAEHT

e PO T £ i T 5k AL SR 229600 S8 AR M L) B8, 7% 70 f 3¢
WZGULY 0%. FERE Z BTN A Il TFRGUAL 649N B il IFR AR, %
70 i 96 254115y 55%.

ZFGHFE 15mgIm? BX & 2 HI 1B SR T T :

MedDRA R4 EHRK EH HERA B R A B RN

G S Az G5 Y (G3/4: 3.3%)

LR Bk B R BT rR YRR AR /> (G3/4: 32%); | /MR (G3/4: 0.6%);
I (G3/4: 4.9%) R AN Hp PR 20 >

% RS FRER B (G3/4: 0.6%)

AU S8 TR R (G3/4: 0.6%)

BRANZ RGITR SN EIBSEAPLIE (G3/4: 1.2%) | ANEIZBEhHZ TR (G3/4: 0%)
R H (G3/4: 0%)

AR 28 B W (G3/4: 0.6%)

O I 2% B FoOEINREOE (G3/4: 0.3%)

I 2R 50, B S D B B (G3/4: 0%);

WP A 3 (G3/4: 0.6%);
%0 (G3/4: 0%)

B R4 50% Ml (G3/4: 2.4%);
G5 (G3/4: 1.2%);
F R ME % (G3/4: 0.9%);
MK (G3/4: 1.2%)

4 A e S R 5 FILE 2 (G3/4: 0.3%)
e A (EEEHEMS)
P LR i B e 8 s 2 2 KFiR (G3/4: 0.3%);
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]

W (G3/4: 0.3%)

G BRI R 45 20 B A5 Al
Ny

5 (G3/4: 3.9%);

ARG (FEFE: 0.6%)

PN AR SR B VR i [ T S B v E WP 7T, RS BRI, RARBUFT A R RV

MedDRA R4 B E 4 JEHE IR RN AR R
X

TG AR G Jili e (G3/4: 1.8%)
&Y (G3/4: 0.9%)

MR Rk L R G R P 2 R R
(G3/4: 1.8%)

KRR W Hh P o 20 PR T A IML2T. 28 H 4K (G3/4: 3.6%);

(G3/4:57.66%);
R B AC (G3/4: 17.12%)

B a5 1 i3 35527 (G 3/4:0.9%) ;
M % (G3/4: 0.9%)
55 (G3/4: 1.8%);

Rk e e R R R
it % (G3/4:3.6%);

A B T A iea
R (G3/4: 45%)

ZFHFE 15mgIm? B G B EE R H BB LG M (TAX-316) FIHE 45 7 1M

(GEICAMO9805) #IZ IR EZ B4 HHEN BRI F)Z:

MedDRA &% JEHHRA B RMN WA R R ANERA B RBL
HBESL
SR F A7 G YL (G3/4: 2.4%);
HP P 0 i k2 e T
G3/4: 2.6%).
IR Sk B R S5 7T (G3/4:  3%);
W kLA 82> (G3/4:
59.2%);
I/ SE (G3/4:
1.6%);
RN R s 2 P
(G3/4: NA)
I RS RN (G3/4: 0.6%)
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FE—I 7 GlEE S 5NN )FH T, LIP3 E CYP3AL s 71 i e mk i 5 21
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Z VA FRAR TS BR R T TG, FFIRIA 49%.
TR AT P e BB T gt AT 1 2 T 3R 5 5R R B IS i 25 AR50 J1 2t 7t . 2 1Mh 3R &
CYP3A4 RRilf, THHRAIAA N CHIN CYP3A4 iS55, AW L3 5m KR X £ T 4th FE 254080 )

FH G SRR .

Z IR R A4 SR (>95%). R MR LT 2 v fth 38 5 HABZG W) K 48 A AR L
TEH, MAMAE EoR % SEASENAY) (N AFR. RiEFhP. H2%R %2 MHERE .
RFZGE, KR ER . Tl FREE K YRR AL 2 iR R A LS &, Ak, HhEE
KRBT Z SRR AL G R Z ISR RE R A R A 45K

Z VIR ZRE RIABEBLIIR & 20, X2 B s 2 Beafom . — IRz
FEXS T FC A PRI SRR S 2 2 A 3R 5 RAA A EAR ] . s 2 b 3Ry, &
BARIE R B DLRT 3 R B 24536 7 I R A8 1 =5 40 50%.

[(ZYidE]

B A B EAREIR R Ak B 5 s

AR RN, 2SR RN, MR LG RO R M AR IR B A
e A AT AR R, RS OUT, FTREHBIA REF. IR B I R 3 B RO B
BRI S AR 1 M SR 58 o LR ) 2 f s RO PRBEAT G-CSF ¥R)T .« Ui FR 2L,
PR B A XHAE VR T o

iR 2 ]

AW
MR
1 | Bt Fi T, e B AT T REA 20-115mg/m? 1) £ P 3e 23 i 5t . 21

IR REN 2R B FE TR, FFa == Ra iR, MeREEE 24 /NI, o, B,
v (A RN 4 5080, 36 2080 K& 11.1 2 175 /NiF. 53— T AL oAl 7 AL &
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(75-100 mg/m?) £ PufhFE7E 3 TP AL RN RG (22 KD WIIZGRBI 02t R IF
B AW BRI, 91 /NI 2 120 /NN o S5 — I AR S 23 S BRL H T 2440 A 1 EE A
Xt AT R

oiKiil

5 1 /NI ERKETEZS T 2 P94 FE 100mg/m? , SPIYIR IR N 3. 7ug/ml, AUC K 4.6
hug/ml, BARTERRARES MR AN 21LMm? 5 113L. 45 S5 RKAMA R 28
S48 50%. £ VUSRI 2K & 1 45 6 R T 95%.

£ 3 BliE S h b AT 1 “C-Z UM BEH 7T, 2 ruf BRI R PA50-/r T 3-T il
SAAR PR B AT HEME . 7 H, PRANFEAEHR 730 29 o5 B 45 TR 401 6% A1 75%,

FEHT 48 /NI 2 800TSUN VA e AE i A I, A48 1 Ff 32 ZARIEEACUIY) S 3 R AR 1k

AR LA S AR/ B 1 SR AL 245400

ReR N

FHEFES)

Z P SEREAR 2B ) T #E 577 BIEE kAT . IR ABHAS 254030 1 = 2 S
| I R A 2 R AR il . 2 P9 AR 253 77 5 B R R sl e ok

VI
b EEE (n=23) MIRKRENEIES RN, B2PERIDgeH (ALT, AST=1.5 £%
ULN -7 Bl i EREE = ULN2.5 15%5) I, SUERRFRTHIEK 27%. (W (HEHED.

WIEIEH
% VUM BRIH B AR i 55 v EEAAR VRO B (0 S8 R B AR A, ) T P AV B R P 25 1Y
e o

31/50



ZRIEE

FERRE 2T, ZIHBRAREI 2 R LR R R A2 RLER (ZREERY)
RIS E . £ 30 BFLARE & it Fe R L, RIS AR 22 pafih 38, 2 SR LR AR BRI A
SR ZAEN S R

RLHE

| SR FEPPAG 1R S 2 pa b 3R, S5 R E R REbIEA T 2 Uih3E (Crax 2 AUC)
LB R, 2 P ER AN R B AT AU 5°-DFUR 258 2R (REHib
T LB A

Mt
FERR AR B RAAR, 2 Pt ERTE RS A 2 AL, =5 22 DU fh 3R Ha T Jm SRR
I7, VA I 25430 F1 2 ke 5 L — F 25 AR AL

MiTFE T 5- F5 SR 1 1
12 1) 5 351 FH £ T Ath R B0E A A 5 5-480 R S g VR 7 SEAARIRE 25 AR 7 45 SR B R, BB 264
SN 25 254880 114

R FTHETER A

42 ) BB AE I b e ZE RN T I 28, WIE TSR AOAR XS 2 DU A 3R 25 A8 J) 2 S . ARWLER

EXIEEINE AOE AU (LR SHL A P g -

[t R iR

FLARE

Z MR AP R R KB e

AL, PG BENLRIRRAT USSR SCRF 2 A 3R AE 18 & 70 B, P ARAGHMESS
FHPEFLE , KPS>809% ) & th/E NSl BhibyT . MRAEIITEKE S % H (1-3, 4+) 2 EE,
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1491 BB FH N2 8 R 50mg/m? KIABEBEE 500mg/m? — /N5, 45T £ Phfh 3%
75mg/m? (TAC #), Bifi%: 2% 50mg/m? J& K MEENE 500mg/m? K IR EERZ 500mg/m? (FAC
B, PIATT R3S LIk, L6 M. ZIMIERTER Y 1/, B HoAl
DINISE SR — R 452 . G-CSF AE 3 5 26 Hp R At sk D R #vik b 4
Hgek /b, R A R gD I TR G, B BE I R 2. TAC A F 520
MRFLAE R TR IGIT AR VD (SR EI259) 500mg, HEK 2 Ik, PR, fEREANE RIS 5
Kid, B 10 K. 18 2 MAH, ESTIEE NG, HERER B a2 Ak
PR B 2 th 2 25 20mg &R H 10k, HLH 5 4. AR¥E M $E TR, 69%f TAC 4
B I T2%1 FAC H B E 252 T B UGHA YT

AT T 2 RIS AL L IR oM. S — S A BT RIER T NI 58 i — - 1) H
Ja 3HEPAT. 5 AT A T S 400 A DFS HAFJE HAT, T IEIBE DT 55 AN
A HTAE PR B8 52 AR 10 AERE VI SEAT (BRIEMATEE CA I DFS SFaie
HIR V) BE RO (DFS) STt E BT AL mt, B I S AR A IR BT /L
205

SRR ALRE U A 2 96 A H AT T I & o Hr. TAC B4 R E/R: 5 FAC JT %M
b, #:% TAC HERIEZE WL AEFHEREK. 5352 FAC Bk, #% TAC 1&
H 10 FREKFE TR (435108 39%, 45%), B, 2655 XU R 6% (p = 0.0043). TAC 1)
10 FFAAFRE FAC A LRI R ZE I (52518 76%, 68%), R, FET4axf XU T P& 7%
(p=0.002). fH 4 A J DL bk B 45 FH 4 3 W2 21 (1) DFS F1 OS 3k Latih w1 .

RIRYL, A RUEW], 5 FACAHEL, TAC HAIER PR EE KUK L . TAC J5 RiIEH]
5 FAC J7 MG, A5 ITT AR IEK 1 3 2732 i DFS MIREEZ 0 0S, HIgHA ST
FREN. LWHEA MR Z ARG, TAC ML FAC #LRA B AR

AR T SE € 1 B E RS N 7 B )R A, W R R BT 10 (N HRR
1O

TR A AR
BETH BEK R 95% Cl p=_ | REH*  95%Cl p=

PP E S
H
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RN 745 0.80 (0.68-0.93)  0.0043 0.74 (0.61-0.90) 0.0020

1-3 467 0.72 (0.58-0.91)  0.0047 0.62 (0.46-0.82) 0.0008

4+ 278 0.87 (0.70-1.09)  0.2290 0.87 (0.67-1.12) 0.2746
SRS

FH 1 1132 0.84 (0.70-1.01) 0.76 (0.60-0.96)

FH 359 0.66 (0.50-0.89) 0.69 (0.49-0.96)
Her-2 JRZS

A 319 0.60 (0.43-0.83) 0.66 (0.45-0.96)
FH 943 0.88 (0.72-1.08) 0.79 (0.61-1.01)

*RU BN T 1B, 3ROR TAC A0 A= A7 1 A s A A7 1 Bk FAC K.

VIR B2GIRT

AGTRIYIIG ARATFT, X 2 DU A 3E 24530 17 J R 0 B e A 1 L e (R R AT T T 7
1174 S AR A szl sy (BRERIGYT) » 11018 DT d )T (BadiByr i
B, HA syl 2 EIA LWL T (IR b DU R 3 R 1 5 O RO SR 2
VIS 245) o FERX PRI, 2 PUib 38 A057 B N100 mo/m3 kit it 1) oyl

AN, B3R L2 — IR

© WREARAYIM LB, ZIRRARIT B EE  (ORR) JN56% , S8R

(CR) H4.4%.

o NREIRAGYIMEIR I EE, ZTIMMIERAAIT B ME (ORR) N46% , TEREME
(CR) H7.3% .
o XEIRRAVIT AN EE, 2 TSR AT AL ARSI AT, W IR
PIMEIR IR B, 2 PSR SR 20T T AL R R R AL [R] 9284

o XREMRAVIM A EE, ZVMIERA0ITE, BENTA A NINA
o AWK LI EF T, ZVEMIERAIRIT, NN R RRR S, N

53.1%.

© XWROARAMIM LB, 2SRRI, RTER S MR B, 940%.

o ZURMBIRERLRTT, X TIRHLRER MR 63.2 %.

FEPRAS TN 39155 BT 7T e, 33 326 451l e A 77 B 392 191 A2 24 Wi T 7 2R IO HA) e R AP 2L Ml e S
#, 2 VAR A R S T %6, B 100mg/m?, A 3 K
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TEREA R R b, ZVEMIELAFT &R (75mg/im?, & 3 A—U0 X, B
SVELEITE] (Z2P540F 15 M H, P& R 14 N H, p=0.38) sREFmdt R E] (2 Pufhg
27 JH, P& 2R 23 Ji, p=0.54) &AW, (HZ e s | &% (52% b 37%, p=0.01)
H4ada 7 EEREART A (12 JF L 23 J&, p=0.007). 3 #ilZ M IEIIT 4 (2%) HT
R WYY, 15 BIFTERIGIT A RS (9%) T OEEMER Gy (3 678G
JIFEMHHET)

FERH RGN IT RN B E T, 2R 2RER C MKELTAIET (7 0h
12mg/m? & 6 JE—IX J 6mg/m? & 3 J&— 1K) . 2 P fth FE 3 = R ff 2 (33% Lk 12%, p<0.0001),
FEK PR IR RN TR (19 & EE 11 F, p=0.0004) F K s A1 (11 D H E 9 N, p=0.01).

FELEPIT 1 T e, 2 PaAb 3R A 2 v 5 e 1Tt SR g R (L CAR R .

NI 2y, BENLIN JIRETH, PR 1 2 vt 3R SORAZ I, W e A A
MNRZYIAE PIRTT IR S FL R Va7 RCR . L 44901 838 BN LB % 2 VH A 2£100mg/m=
WELINE, BURAZEE175mg/m3BTES /NS . AT RAEI RS 4 25—k ARMELIR LT
R

LR % Fa Al 38 R A I FL BB KNG TR CE R A, R IR

HARL R ZFEMhEE 100 mg/m= | EEEL75 mg/m= P&
n=225 n=224 CGRIFED

RALER (D 15.3 12.7 0.03
95% ClI (13.3-185) (10.5-14.8)
o o7 28 st I 1) (D 24.6 15.6 <0.01
95% ClI (20-30.1) (13.4-18.1)
*MZERZFE  (ORR) (%) 32.0 25.0 0.10
95% ClI (25.9-38.1) (19.3-30.7)
*E AP AREH IORR 37.0 26.0 0.02

(%) (30.2-43.9) (19.9-31.9)
95% ClI
FRA AR RF SRR (R 324 19.9 0.01
95% ClI (25.1-39.7) (16.9-26)
LR L2

FERA R B R A S, BEMER (32%LEk 25%, p=0.10) HHF, ZIBIREK 1
B Z gk Rt 1a] (24.6 &L 15.6 J&; p<0.01) A A AE4780 (15.3 NALEL 127 N A p
=0.03)
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B H L2 VAR BRI RS R  E R PE R AR s, R B R R R e, B i R SR
Wi, BFRMAERGPIN, M9 SARBE. ZIiih3E (55.4%) 5EZEE (23.0%) ML,
KA G3/A A RBAFERIN G . £ 2 Ui ZRABAT K AER T A REAFR T

ZTMRRETIER:

E—AKEWREAL N BARF AR, 429 BIEHIREWBIT MBS, HHMER
(50mg/m?) BEA 2 Hifh3E (75mg/im?) (AT 41) XFHEFZEE &R (60mg/m?) BBkA A I i
(600mg/m?) (AC ). WiH T R 3 M 1 HEA 2.

o BPIHBEENE (TTP) 7£ AT A E KT AC 4, p=0.0138. Hfi TTP 7£ AT AN
37.3 Ji (95%Cl: 33.4-42.1) {E AC 4131.9 J& (95%Cl: 27.4-36.0).

o HEMFR(ORRE AT HIH B & T AC 4, p=0.009. 7£ AT 41 ORR & 59.3%(95%Cl:
52.8-65.9) , £ AC 41 ORR }y 46.5% (95%CI: 39.8-53.2).

o  FIRIT RIS /E AT HEE KT AC 4, p=0.0479.

MR TT R, BUREIR AT L AC Ak AR e BRI MM GE (90%Lt 68.6%),
RIAERPERI R /> (33.3%L0 10%), B&Y: (8%lh 2.4%), EV5 (7.5%Llt 1.4%) &5
(8.5%Lt 2.4%), %I (2.8%LE 0%) o 15— J7 11T, AC 41 B B 33 IR PR AT 2H K A2 3 11 (15.8%
Lt 8.5%). 1Ak, AC 41 HE iy R A RAH R IA B G it 0 2 PR E O BT . FR AR O
71355 (3.8%Lt 2.8%), 4i%} LVEF [F#ik>20% (13.1%Lk 6.1%), 4%} LVEF F#{%>30% (6.2%
b 1.1%), FHEAET-F4 AT 41 1) (GeiifEo /13E5), AC 41 4 6 (1 BIkEEREAR TS, 3
BB ERNYAE~37: DR

EWAH T, EORTC il WA mr i A bk, I HAEWRT KB o feasE 1.

Z Ffh$E 100mg/m? BRA H ZER BT

£ HER2 JE PRI B3 (3 18 1 L Illes S8 i dE AT 22 0 fh 3R IR & il 2 BR S PIR T I 9T
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R B S AR B 2 e R M FUME 14T . 186 1l R A LEE 2 2 V{3 (100mg/m?)
PR it Z 2R BB 60%I) £ AT B 20 IR BIIR YT . 2 VUSRI A 2 B s b
X TG AR 5 e sz I SR B T I B A A EASSCEERE i B Tl E HER2 FH
B 2 B S I T IR R E H AME R (IHCD . /NI ER 3 OB AL 24818 (FISHD. 7
BT, 87%[ B IHC 3+, 95%fF & NI IHC 3+ /84 FISH FEME. HITRkZrid I
=3

e 21 % VAt e+ ph 2Bk B EQiE
n=92 n=94
AR 61% 34%
(95%ClI) (50-71) (25-45)
R r 2RI A (D 11.4 5.1
(95%ClI) (9.2-15.0) (4.4-6.2)
AL TTP () 10.6 5.7
(95%CI) (7.6-12.9) (5.0-6.5)
AL AR CHD 30.52 22.12
(95%CI) (26.8-ne) (17.6-28.9)

TTP=ZEFIRIEER A “ne” NA A PALEL M ARIE T,
L dE (EMIBIT)
25 Aty e o A A e ()

B[

G ARIE e, BEAEe )T R, 2 VEfh 38 75mg/m? 2 AH bb fee S Rpy T4 (BSC)
H 225009 12 RN ] (12.3 JAIXS EE 7 J)) S Bl AR A SR 2 S o 1 AR AR A7 3R 22 P A FE 2H (40%)
. BSC 41 (16%) thEFEEK,

% Pufh3E 75mg/m? ZH Lt BSC 2H %/ FH g MR 771 (p<0.01), S MEZ BRI 771 (p<0.0L1),
HARRA RS (p=0.06) KJBEHAIT (p<0.01).

EFTEE B RS, RN 6.8%, PALZEMIIA N 26.1 F .

FERENTTHIBE B 2 RS HREY

E— 1 BT, 1218 FIASEET-AR A 1B 858 IV BAJE/ N0 o fifides, KPS70%:% LA |, H R
AT I, WEBENL N B 22 PEA 2 (T) 75mg/m? ke 1 /MK, JE37 RIS T %A (Cis)
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75mg/m? E ke 30-60 43Bh, B3 JE 1Kk 2 FUfhIE 75mg/m? EkE 1 N, AT R
1 (AUC 6mg/ml min) E#fikiiE 30-60 438h, & 3 8 1% SR 1, 8, 15, 22 RATK
FhmiEE (V) 25mg/m? VEST 6-10 730%h, FEESE 1 R4 7041 100mg/m?, & 4 FIEE 1k,

AW FCP B EAF R, AL 2 e I ) S 2 R A e WL 3R

TCis VCis Giit o hr
N=408 N=404
SAEAEIH
(EEAL):
R AR (D 11.3 10.1 R 1.122
[97.2%Cl: 0.937; 1.342]*
1AL (%) 46 41 IT S 5.4%
’1 1 [95%Cl: -1.1;12.0]
2 FFAEAERE (%) HWITER: 6.2%
[95%Cl: 0.2; 12.3]
RS 22 g 1E I T)
CAD: 22.0 23.0 R E: 1.032
[95%Cl: 0.876; 1.216]
MERE (%) 31.6 24.5 BITER: 7.1%
[95%Cl: 0.7; 13.5]

*o ARIERTEE VAL, 2 EHBGERIE R R R R IR (BRI BB TT 758

L S BFERRI M, EuroQol-5D A4 i E v, MiEiEtk &R, K Karnosfky
PR IIIRBLVP 3 a7 . DAL 2 SOMAR 4518, CRFFREA LR

Z VU R R A A AR VCis A, BEASREIE W] AR Rt AN BEIE WA FLAR 5 31k

51

FE—IURENL 2 O NP I RBIE T o, X 22 00 At BRI & 55 O R B AR DB R YT IR MG T %
R LT 5 e 1) 22 A A M EAT 1 PFAf . 100641 2 (KPS>60) Bl 7> = MG77 4
o ZfhFE75 mg/m?, FIFLLALIR, HLI0MTHE.

o ZPUft7£30 mg/m?, ALK, JE5/H, 6/ NIANTRE, BT,

o KITHMRE12 mg/m?, [ LALIR, HLI0MTHE.

T 37 7 G Yo [l I 52 25 ¥ 5 HO AR BSR AU FA JE5mg, B H 27K

;

SARFEREBRAAMLE, 2 0IE3 7 RALH BN RER, ZREGIFHEXL. 2

¢
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FERE 7 R EH SR RAAM AR AT, HEASFE . 2R & R4
IOPRENEE SE e

LTS TR B BRI GERERIEKBD RISIABRYT (B4

L5 ZHAEIA TR Bl A E WS KILEmIA TR
R 335 334 337
e (B 18.9 17.4 16.5
95% ClI (17.0-21.2) (15.7-19.0) (14.4-18.6)
A b 0.761 0.912 -
95% ClI (0.619-0.936) (0.747-1.113)

pfi 0.0094 0.3624

BEH 291 282 300
PSA**ZEfRZ (%) 45.4 47.9 31.7
95% ClI (39.5-51.3) (41.9-53.9) (26.4-37.3)
pfE* 0.0005 <0.0001 --
BEH 153 154 157
KIREMRE (%) 34.6 31.2 21.7
95% Cl (27.1-42.7) (24.0-39.1) (15.5-28.9)
pfE* 0.0107 0.0798 -
BEH 141 134 137
JRE S AR (%) 12.1 8.2 6.6
95% ClI (7.2-18.6) (4.2-14.2) (3.0-12.1)
plE* 0.1112 0.5853 -

43 R AR %

* 45t 24 B 2 K =0.0175
**PSA:  HIFI s R R

AR R EAE ARG T AR B R

SE—Tih E BN 2 O L, R 2 PR A BRI G R A VR T R R R R
T A7 i RO 5 D 2 A Ve AT T VA - 282012412 H 3522841 B 58 i 1 LR AL A
PR

o KITLHIERL2 mg/m?, W3FLZLIK, F10MTHE.

o ZHMhFETS mg/m?, 3L ZELIR, FH104TRE.

P 25 S5 IRl I I 2L 45 T I AABmg, R H 27K

5ARFCREE12 mg/m2 &3S IRAIRA T AL, 2 Ui 3§75 mg/m2 &3S Ik IR AIAR T
FRF KM VR IRPUVE AT B B I B AR, 2 D fth SR B E A8 T XU T B
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37% (p=0.0011) . Z bR IR B MAEAN . PSAL R A Jo it e AE A7 2 i R
BB T B IIESE . [FIN,  2 Pfh B 2H 1) O AIPSAZE MR R 0. 35 TR R A
PR AT I 3 BT RO L R

% Tt BIETT R B MR M TR AT 51 B BT 2 (B

2= ZHAMEIA TR KILEmIFA TR
PP ) R AL 113 115
RALEAAE (HD 21.88 13.67
95%Cl (17.51-26.02) (11.10-17.67>
KU b * 0.63 -
95%CI* (0.46-0.86)
P{E* 0.0011
APl R A 113 115
FRAL R O AR (D 12.71 5.55
95%Cl (9.53-15.47) (3.61-8.44)
A Eb* 0.51 -
95%CI* (0.36-0.72)
P{E* 0.0008
AT PEA IR A AL 113 115
HRAIPSA et e AL A7 HA (H D 12.71 5.55
95%Cl (7.65-17.51) (3.48-8.90)
AS; > 0.53 -
95%CI* (0.39-0.74)
P{E* 0.0005
PR ) R L 113 115
rRA R T R AR (D 12.19 9.13
95%Cl (8.05-13.76) (6.93-10.71)
AS; > 0.65 -
95%CI* (0.47-0.91)
P{E* 0.0306
CIRE Rl 113 115
s I R A (D 3.42 2.14
95%Cl (2.79-4.96) (1.61-2.76)
AU B> 0.66 -
95%CI* (0.49-0.88)
P{E* 0.0021
CIRE ROl 36 39
P IR R AR 2R (%) 61.11 23.08
95% ClI (43.46-76.86) (11.13-39.33)
plt 0.0011 -
A PEA ) R AL 94 98
PSA**ZZfif % (%) 35.11 19.39
95% ClI (25.54-45.64) (12.10-28.61)
pfE 0.0155 -
CIRE ROl 29 31
FiIR 2R (%) 24.14 16.13
95%Cl (10.30-43.54) (5.45-33.73)
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i \ 0.5269
LT BEHLI 22 R R 0T
**PSA: il 51 R BT R

=

A2l JHR, BENETF (V32550 PG T 2 P T BEAE RS2 AT I
WAL RV B, G B A ER R B I e A RE M. R 4456IKPS>T01) i
L2 WMhEE (T) (75 mg/m?, HZi%E—K) BEAIE (C) (75 mgim?, HZH—K)
55-5UREERE (F) (750 mg/m?f K&, 5K 16Y7, siEsZig (100 mg/m?, FZ455
—R) H5-FUKEERE (1000 mg/m2f: KA =, H5K) 897 RITTCFAUNR3HES, CF
oA B . TCRALCRAMLL, #2007 1A WP AL 3 TCRAL 6 I GEEI1-16),
M CFAAAN I GERI1-12), E L SO E SR I [E) (TTP), ARG ZH 77 ZME,
TTPs2 48 BB 520 2 H A 31 15 YO 5% 315 93 i3k Fe B AT Ae] J& PR 6 L2 (¥ e [0 TR B - TCRIRYT 7
FAHMTIEKTTP (p=0.0004), Ffdi5im ik i i (8] KU BE{%32.1% « TCRA A A7 1 2 35 4E
£ (p=0.0201), FET- XU F#MK22.7% » 73045 RS TR

LZIMFET AR BENA S (V3258

45 TCF CF
n=221 N=224

Fifir TTP (H) 5.6 3.7
(95%CI) (4.86-5.91) (3.45-4.47)
U B 1.473
(95%CI) (1.189-1.825)
*p {H 0.0004
AR (D 9.2 8.6
(95%CI) (8.38-10.58) (7.16-9.46)
2EREER (%) 18.4 8.8
U EE 1.293
(95%CI) (1.041-1.606)
*p {H 0.0201
BARZFE (CRH+PR) (%) 36.7 \ 25.4
p 1H 0.0106
R B B (%) 16.7 \ 25.9

* R 2 log FEAG 5

MG RS I A A FR R S5 R 2 AT A A 25 B IR, S5CRH BT LA LR TCRA .
B 718/ H F1304 H i ¥ M R TCFELCRIT R 4, (B A 41.6 71 A RS, A1FE0HT
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AR IETT AT R BE NS E R .

EARTT S, AR (QoL) MY st R B oRTCFAA 3% . TCRALE#H HCFAE
FHALL,  QLQ-C301H % i s A HER 455 % K A BRI (A #E K (p=0.0121), KPSFE4r
TRAGEA RIS ] ZE K (p=0.0088) .

5 —DUrP EIFRMEENL. XL PG ZA0mtsid, W TR 2 ik IEn
7R ARIEZ AT R M B R M B (B B B R ) s 12 A A
A RN I 234FIKPS>T01) 35 4252 2 PEAh 28 (T) (60mg/m?, A 24558 —R) BRGIE (O
(60 mg/m?, FZj%E—K) S55-FRMENE (F) (600mg/m?& K&, HISK) 16I7, o=
JGA (75mg/m?, P25 — %) HS5-GRME (600mg/mPhE kK&, FI5K) 16IT. HITHE3
JAEE . FEASONTERAEFA (PFS), 77 ZHE MPFS/ZYR BN/ 402 H AR 21 Kk
W% B P 1 FE BCAE T 1 IS TR] [RTRE O T ik R AU T2 & 4= R AR AE AT IS 150D
TCFH RIRIT A BT IEK B H HIPFS (p=0.0018), Ff-ff 7 ilt @ KUK P37 % . BEAEILT
AR [F5AK22.1% , TCRALEFH B A S AEFHERKLTNH, ZRES1T R L (p=0.0985);
HEWRBEL GREMRBEMEIRYT RG], TCRAZMR TCFH (P<0.05). A4
ISR

ZHbRRT BEEBEERNAERME (FEDOCET_L_02195/15%)

293 TCF CF

n=119 N=115

HfL PFS (H)D 7.2 4.9

(95%CI) (5.5;8.8) (4.5:6.0)

T 0.63

(95%CI) (0.48,0.85)

p fi* 0.0018

A AL (B 10.2 8.5

(95%CI) (8.6;11.9) (7.1:9.5)

Wﬁgt 0.779

(95%CD (0.579,1.049)

p {H* 0.0985

SRR (CRHPR) (%) 48.7% | 33.9%

p i P=0.0244

rR AL IR YT R TR (TTF) (H) 34 2.4
(25:3.8) (2.3:3.2)

42/50




(95%CI) 0.674
A Ll (0.518,0.876)
(95%CD 0.0027

p fH*

*K 4= log BRI

RAEFEE . M) MR EAL. RS . REEZBUIGAR. KPS 310 H WK
IR ER R AT 8 R BoR, 5CRALBET LA SCHF TCRA

AVER R (QoL) MR T #iss B R, TPRAL B i i i 5 T CF4l (48.3%lL
15.8% ).

[ZEFH]

2

Z VSRR BESR UM 2, 38 T P04 AT 22 70 R0 73 28 8] R A0 B D e P e 5 O B
WL TEE DT M . 2 PUth 3R ] SlF S IS A A &, (CHERCE 8 1 2R e RS E 1L
B, RN R, SEQRK 1 IEHE TIRERI R R B AR AR S e, A ] 4 A
WA 225038 ZIh IR EHE E S A SRR LEH, X — a5 Bl R EI R 2 8
YA TS ANF

HHEMA

pu:dis: i

Z VUM ZETE AR 7 CHO-KL 21 g Y% € A i A8 3030 A P /DN BRAUZ 36 (45 T 2 V6 ih 28 0.39 &
1.56 mg/kg, LA mg/m? i, LA NS 1/60 & 1/15) har sk, £ pifih
% Ames R E6 A CHO/HGPRT 3[R 545 R 56 45 J 1 N B

AR
KIS 248 7 2 il 38 0.3mglkg GEAARRIEAITE, LM = T ImRIER T K 1/50),
RIWAHESE s, A2 EREE. ZE8RE KRR 10 MEY (5 21 R4
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1R, EZ 6N MERSZRIGE FA MM, KEFRER K77 & 758 5mglkg
F10.375mg/kg B (FRARRTHARPT SR, 705208 24 T IR R HEE & 10 1/3 A1 1/15), 7] W52
FEYEAAR M KRR AE AR T = i B N 44 25 Ik Bt R B AU 1

G 1 B4 55 P R 06 S 7 22 T Ath F8 ] BE D g9 HETE I AR B RE T .
KA LE 28 B T U 20 48 T 22 P Ath 38>0.3mg/kg/ H A1 0.03mglkg/ H (FdR R AR 5L,
S AAE S Tl R H HEFF 77 =) 0.02 F11 0.003), A WLARAGER A IG - 26tE, BRI E AT,

WA TN . R A A R AT B A IR . LU BRI RIR W] 51 B RE I

BoE ik
% VU Ath 38 1 R AT BUR VERE T

(58]

Z MU SR SR AR A = T 25°C BT 2°C.
£ J AL RAF LLIBEYE

T LE A .

2 VU At FEFE SN T ECA S S RN o SR i BRI R B ANIB R AE 2-8°C B IR IR AT
PESHBNESE Ty 8 /N

VESHBAE S IR A T N T RS 4 /NS AR

RRA X% LEA RIS

(3]

PR, ST RS

13216 A 1 SZ#5) 1.5mb

% PG At B SRR BT R 2

— 3¢ 0.5m1:20mg 1) 25 VG il €3 56 FH IR VA V-5 — SR L PR 8 FH V88 R BCPE [R) — AR B N
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[H%0H]
2 PUA TS B AF IR A S = T 25°C BUIR T 2°C.
7 J5 035 P R A7 DAIREY o
FEMAEZA T, HROHA 241 H.

(B AT ]
HE 25 bR iE:  JX20130260

[#Ht#HEC S ]
D25 /N HE S [E Z5%E T HI20140086
HE 25 R R HE S [ Z5%EF HI20140085

[ EHFATRE Al
%4 FR: Sanofi Mature IP

YA HHE: 54 rue La Boetie, 75008 Paris, ¥EE
BEZ A : 0033-1-55714018

[AE7F=40 ]
NP4 FR: Sanofi-aventis Deutschland GmbH

ArFEHiht: Industriepark Hoechst, 65926 Frankfurt am Main, 72

[k ]
LK. FWEIE BN BIZHRAH

Sanofi (Hangzhou) Pharmaceutical Co., Ltd.
Hibt: U TIRIL XYL R R 325 5
f£E: 0571—88076189

[BNERARA]
% W REFE (BE) REARAH

o ik JERTEIHRKEEK 112572
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BEZ&53: 800(400)-820-8884
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0.5ml: 20mg 25 FaAth 3830 51 FH A VB B ¥ 77145 FH 0 B

FENER 2 VA SR PSR R iR 2 BT, RIB R A

1. K

% VU fth FEE B (0.5m1:20mg) & — 3 A BR B TP BIDREARVAUAS , 2R ON T K 2 PE A BRI T 2R
L1 Z4H5-80 T i) VAW, RN 40mg/ml, TR 13% wiw [3ESTH 2B K TR -

2.

% VU fth RN FT R

X Z Pl 3 0.5ml: 20mg VRS — SO R AT S TURUE [/ — N 28R

Z VUAt 2N T 2-25°C BEGIRTT o

FEMIAEZRAE T, 2 P9l 3E 0.5ml: 20mg A XYy 24 > H o B AMUAR S AR A 20
JEARERE A -

2.1 ZVEfhsE 0.5ml:20mg AR

o M ZVUMhIE 0.5ml: 20mg 2T — Tml B ISR, LA — SR S b .

o ZVUfR#E 0.5ml: 20mg K2 PUAFEVA T IR 1L ALNE-80 i, Ky 40mg/ml.
32 Z A 3E 0.5ml: 20mg 244 0.5 ml, AT R 1LFLES-80 I N 40 mg/ml {1 £
M SRIAI (BEEN: 24.4mg/0.61 mD . WA OEXMEAELLRES (I 471
B TR R EE AN REf ) “ AU AR S5 R PRI B VAR 1 R AT 1 A A Ut
FEEE B B (0 2SR AR 2 FH A 2 AR L B IR RE S, TOUE SRV P B /S Pl e LAy
2ml, WEHN 10 mgiml, &R 20mg.

2.2  ZVEfhE; 0.5ml:20mg BH]:

47/50



o  ZPUfl3E 0.5ml:20mg FFIEE T — Tml BB A, LRI EEHEMER.

o ZVHANIEITE VAR WK, WREEA 13% WIW.

o A ZPGMhEE 0.5mI:20mg E A 1.5mICE Ry 1.98ml). AR5 £ pifh3E 0.5ml:20mg
VRV o 4305 75 25 AP DAARAIE 22 70 fth B 3 S0 FE > 10 mg/ml

3. REfHEN

Z IR —MPUE Y, RIS, B LECHIN AR N, &
WHEHFE.

ISR 2 VUM RIEVR, TR SRR S VR 2 1 R, S RIAY) e I R R K iR s
B TORGREL, D0 ST AR FH K e o

4. HIZFBESR

4.1 #Z L TMBETNERBR (10 mg £ FEMHFE/mI)

411 A MUKAE I BT EOH ) 2 P 3E, AR T
H 5.

4.1.2 - BATE SR BOTE S SR 5 2 7t R N P 4
TETRR S R SREVA T R BURY
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4.1.3 ReyE S b A ERA R NS B 22 P A B IE O

414

4.1.5

REHE ek, FPLREMERSZED 455, ARERE
Zf)

KRG IR ZIMEIRICE 5 70 8h, Rk B B
S CGRTALTT & L AEE-80, & 5 o aidE
HIE AT,

BEFAESHE 2 PE A 3RIK Dy 10mg/ml, B Pl 3
B o SR H B PER I ANB R AL 2-8°C B IR R
17, PHESTRAIARE TN 8 /I

4.2 PESHBEIH] %

4.2.1 B P A T RE G SCHUE AN 25 B, AR T

SRR B T2 B = 58, AR 20 B B Sk v E
B N BRI IIZI T (=t 2 FEfh3E 10mg)
ToHE I T T 25, 140mg 74 22 TG fih 28 7 T
TS 14ml.
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4.2.2 ¥ BT EU TR SHRE N 250 ml 254 5% % & iR Ek
0.9% A= FE Eh /K IS AR BUf i R B SR A = i
Z Piflh3E 200mg, )Lk AR — Se R A 3%
DI 22 PO AR SR 1) e 2R FE AN 0.74mg/ml

4.2.3 T RESNTES AR B0 AR G E R

424 BRI TSR, NAESIRAAEENACS, T4 /NS, JCmmiikReE 1 /N

4.25 [FHETES R, 2 70 fth SEHE R S
FEFATER T BN, 2 DO RTE SRR FEAH .

5. #E
P s TRk, VRS A A R H AR HE SR R PP 7 B
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