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W AR MUREE S L D29 EAE R Y O o B8 PRI R N 0 A

RYMHINARRER

A AR o DFEARZGTT 2 /0 SR e LI AR R, SR ARZGALL,
Tt iR A BT EA BT JE R Cmax A1 AUCo- (kB AN 17 f5H0
10 fi. X T 25 GRS AR A A i i 5 S50 2 F 0 N i) 22 e R BEAT VP0G (L
[ARKMT A L4RE17154] ) o
548 223 ZRMMBREE A

FETCREAR BAT B BEREIR ) . OB A% (e A% 1 25 B AR DUk A 51 e J8 5 v gk
A7 B — TREEA LI AR 38, 4655 I e Bos BT AR e Ar R JEkn e IR 223 &4
PR 10T Ja SR SR AN 3 A AR SR AN R AR Z Ak, AR JEfr/
WIe 4R 223 —EMWBA I -

HERE
WE SRR VERT S B (RS IRPTIERT S ) B T RE B S K. Adh 5
A B R Ik 15 A5 P PTG BRI RN

A= 158 P R P
WA A5 FH A e M v A ) e R, LR T ARG

o TR AE
A5 PR 12 S 2R 2 M v IR A DR, T L 7 £ M S s 3 (1 I

HRRULR M

SR IR YT I B Ok B U A . B B BRSO LV i Bt P 35
KEBIRGIEIRIT R — DA WL, (AR IRE . XHE IR 25 IR
SUVE AT RN ZSWR )T I B, DAEHIAS b o
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BREITiBsT
AN it L5 4 B AT IR 55 ) 22 A AN 7 0 AR E

A 521

A E R, ARIUPERINZAE . Lapp (hr) LA B = i ol 8 2 5 -2 FLREL
AT PR A RE 45 5 LB A% ) R ) SR AR A i e RIS S/, B 4 R AIENNE &
it 1.18mmol (8% 27mg) . FRENTEARIEE N T LLEE.

HeEBERNK
R R ME 5B ARG AT A1 i O s (AR IR A MG T G ATReA T
IR T e R 14 RS o

HETILEASER 4.

QT [H]H#H

E—TZ PO TP BRI RS, 33 /7 mCRPC B BT 1 /N B4R 5 2
/NS AR A, 1000mg £ H 1k, [FIR&IRARHRJERA bmg & H 2 k. BE2IZ 2 AR
52 K QTe B L2 T B3 A8k, (an>20ms) o AT, BT IR PR B e 11 16 o FR A2k
AN TE A HERR A T T RE /M ZEK: QTe (a3 (fn<10ms) .
X B AERIEDLER 88 ST IR

7S it Xt 2 ONTRAE BIL 2% B8 0 oS s il 2 ATt

[ ZE REFAE ]

iR/

AEAE T . FF AR RILEI RS P 0s A 45 R, AR R AR AT
REMITE LA A, DO T RE & R 8URLIRE, JFalReg e atdk k.

W E K T2 A Y AS ol B N AR S - AESD 2B BRI P, SR UROK SR 2 B T B
B IR R LURs Je, 4 B4R B B L O NARHER 1R T B8 (AUC) [11>0.03 i,
XA B B AT 5

MR 7,
AEAE N T . WA E T R R S W B BT, DR BT LR e x5l
s A K REFLIR TR 2 ) LR 5200
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pli

A i AN 28 ] LRy e BREARE Y /& AR AE TR . R B E 52k B AT
N, WFE B . MAREE S TR R BT, SR A 2 2 [ I
3 7 2 A b A g 2075 3K

R sh P A FE G 1 5 SR R LA F AL, G R ISR AR v A e ok, s
FEAR IR TT SRR R IR 45 24 i 3 Jol AR A 280 1) 3t 2 47 e

EENH
RIS, AR IRE R BIENE TR,
[JLERZ]
v AR 2 A i T ) LEE A R AN 22 4
[ZERZ]

FEA b i AR I 52 A i T 7 B BB T, 70001 = 0 65 2 8l 65 & LA B, 1T 27%
W E Y 75 B EL 75 B UL b, BEBEMEER S LA R B WS
EARZESE . B H AR I RN T IR S22 B M R B W AR I N B 2257
{EEANREHRRR 2 B SO B v

(2 EAER ]
BT LA OB

AN it 5 B ) 1R R 2 S 25 1 I ] EEARE e R . o AR R AR i 5 B D R IR R RO e 4
Pe. AAREEVFAMR (2 THZEHE] 5 (488075 -0 .

5 HAbZ5 Y i A HAE A

H Al Z5YXT ] HE 17 T8 4R 7 42 1Y 7 5

RPEARAN SR, A2 CYP3A4 R, 78— Tfd 5 2R 1 25180 J) 2440 BAE
IR T, 2k 5B 2 0k CYP3AL i SHIFIME 4525, &K 600 mg, HF4: 6
K, MfE#52 1000 mg A5 AR 24, FTELRR eI AUC.YME T F% 55%.

YR IT BAA] NG F 92 CYP3A4 S5 (i, ZRZIAN. RO, FlHEF.
FIAEATT  FIAEWT T R % ELME[F01EH) » BRAERE S ARE T

%o
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FE 3 — WA B 32 6l M 25 A0 0 M EAR IR R AT 7 b, SR e (— Ffam 2k
CYP3AA ST 1545 FH AT B ELARr I (K 254X 77277 AR AT i PR T SRR

P L FF XTI R 25 1) 48 75 42 178 1 5
B LA A2 I 25 04K g CYP2D6 i1 CYP2C8 (#4771 o

FERFRAN IR BFIELZNT CYP2D6 JEMA VD257 1 — TR I
FEVWIFH =G RERE (AUC) N T4 29 5. AW IFHINE AR YA HEBE K
AUC2 311 1 %) 33%.

K54 CYP2D6 iEAERAH 24 (Rl e T e 8Us s 25D BRG 1 A I
TR, MY F BB IT IR AR E. & CYP2D6 Rl 2 adaEit
WBR EZRIEIR . HUE IR, SCRvE . BOURMERE . FIRTER. P WMEE. wRE. 1T
frR BHEE . D255 (5 =F2 52T CYP2D6 JE BUE M ARIRYD .

TR — T AE e e A2 i TR PR IY CYP2C8 25Wp Al A HAE AR5, A% #1554
fh 1000 mg HAEECA LSS, MAEFIERTT AUC 39N 46%, LA ZIER 176 AR S
M-111F1 M-IV (] AUC % B#AI% 10%. SACMERE RIS, Bl 2 5o KA RIT 1
AN CYP2C8 MG FEME N . 4 CYP2C8 A 1) 24 fby 645 R % 1) Il A1 B 45 371
& (W LEEFEmY O .

PRGNIE FER MY, A fty () 2 AU PO B IR ] B ARy 2 A0 SR A Bt R BT LU RS Je e 0 41
FHIESR A AR i2 dF OATPIBL, BKILATRENG INZ: OATPIBL WHERIILMIHIIKE . JET-#5
12 5 A R 25 W0AR AT o i PR T KR

G OHIFE AR QT [T 2515 1/
MBS ATE R QT (a4, A S SR SEK QT [N 254 s n] UL 3
R S VO B 25 YIS 8 I ROER, A SR (Bl T It

o 1N COTAnAERERR . AR /R . ZARRIRE. ORI DULHRF Z5hn . SRIDHER .
R E . PURBIIR A
GHE BRI A

W PN T W] S R S AR G 5 I AT RESE N A A R R DUR. (PSAD Ko ANHER
KN S LR

[(Zd&]
A% i LA (R 2 504 TR
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AR R RS EHEN, NAEHAR, JFRIGEE ST
VEFG I, AR OHEE R H L 3 3 1 I LA BT Zh RE (R PEAY

[R5 ]

A A R R 2 A DA AE = TBEAL . 2RI IR L [ Bl AR5 (AF 7 COU-
AA-301. COU-AA-302 1 212082PCR 3011) "8 FINESL. XA AT A B & B2
GnRHa B REAE 42325 WU 2 MU BRAR o 31X = IR0 HE R 1 REAE (0 A o Bl je e v 7 A
B b R O A S R . TR R AT LSS S R S AR T BN A R e bR
(PSA) FKF-Thimy,  BRIHAS it 1) 4 BR OB M i PRI E A 0 Vi S8 1 FH R Y i

B9 COU-AA-301

BEAE R 2 & Vi SR A0S T B M R BRTIE R S IR B

E—TRRENL. ZEF IR 2t 1 IERIRE T, 7EREAT B2 2 Tt 24T 1
ARG AT e BB VT A S T RO e . 4% 2:1 EBIBENL > FC AL 1195 51
A TIRAS 1000 mg & H 1 IREBEEIRERA 5 mg BEH 2 7k (N=797) B IR 2@ 7 &
H 1 IBEAIRIEM Smg & H 2% (N=398) . #BENL D E BT A BB s T
BIRHERE GE SN PSA BIEL S ARE IS N 25% I 116 77 52 € X525 2 10 e FRER
BRI  FFU BB IATT « AN AT 52 I B 1 BOR A AL . AIRISHERR T RE
A A2 L W MR T R A e A b R el AR S A B

AR N DG e B A B R R I S T ) . R TP ARy 69 X
(39~95 %) , FhoAiN: "R AL 93.3%, BAL 3.6%, WEH 1.7%, Hibkh
1.6%. 89% N\ & (R FMIRIMELL (ECOG) A /PIRATES 088 1, MiHIERER
Wor>4 (fERT 24 /MRS ER) HIEHE 5 45%. 90% 534 HIE 2, 30%E#H HHl
WHEFEFE . 70% 8% A AR E i R INAIEYE, 30% B & (A PSAHEE . 70% 34 Bk
sz — RN R TR, 30% %2R 5 RIATT -

FER A 552 BIFETC ) 1405 St AT WE i A, 45 R EoR AR dh 4L 1 e A
B (0S) MEHEANHALG I FREFSE GR7ME D . WS 775 HISET ) 5
RN RIZET-E 97%) » R EA M. [BRAREWIH MR8 GRD .

R7: BRAMBRZENSREMEBRERERTEE (EEER GnRHa 1GITEERE
SHUBARET) KEBEFH (BEET IS

A R+HR B BREA+RER
BRI (N=797) (N=398)
PET-H A 333 (42%) 219 (55%)
WA HAA) 14.8 (14.1, 15.4) 10.9 (10.2, 12.0)
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(95% & 15 X [])

P2 < 0.0001

A EE b (95% 1 15 X [1]) 0.646 (0.543, 0.768)

SRR AEFEIE T

U A 501(63%) 274(69%)
LS AEAFIA(H) (95%E {35 X [A])D 15.8(14.8, 17.0) 11.2(10.4, 13.1)
B EE P (95% & 15 X [H]) 0.740(0.638, 0.859)

& PEHAFET IR, HRIE ECOGIRETES (08 14 R E.
b XU LE AR FE T3 2 S B L) IXURG AT XU Le<d R A T BEATE

FEIHIRIRTT R BT W PT B VRO IR 8] A, A By BB AR R e 1 2GR 24
(KD .

A 1. BZAREZERSREMEREMRIENEE (EEES GnRHa BT EEEH
ZHYIBRARBEERIT) B Kaplan Meier EfE I (BIAVEIT &)

=Y
vea
H
(%0)
o T
¥
0 3 3] 9 12 15 18 2
FET-H ],
PN 797 736 657 520 282 68 2 0
ZREF 398 355 306 210 105 30 3 0
....... LRI N T

Bt 9t COU-AA-302

RENTT KB L BHGUPERT 5 o B &

AW FUH N 52638 B R 2 A7, SR T IR B R ek, B e
ST IGIRTEAE . ARYE T BRI &R (BPI-SF) , Id 2t 24 /N Py fc 7™ B 20 i FE P o
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SR 0-1 55, IR RTCRER, #°8 2-3 73, MIMCABEBRRUER. TR 1 B2 ER
HEE BT R AR T R EA W R 1 52k .

3t 1088 Il 3 % 1:1 e BIBENL 2 B4 52 1 IRAS i 1000mg B H 17k (n=546) =M
Mz B H 1k (n=542) , MG IFIRHIKER Smg & H 2 k. HEEH HIHEK
SallGR (AIEALIT . BUTEFEARIGIT . Bl F2RZ97697 8L ECOG REVEHTE 3 &
DA b Bt . Anrit sz fIeetEsBOR Mgt , I IE IREIT

LA B IR Je i BOR Je s i TT S iR RALE RSN 71 %, s ARG
W IBIABIR JRAA RIETT W32 G AL R 9 70 5 o AT 2K, ARERIT A2 iE
A AR 520 7] (95.4%) . A 15 % (2.8%) WA 461 (0.7%) JKIHAth 6 41
(1.1%) . PIAITHF, 76%0132ik# ECOG AARIRATE/ N 0, 24%I11 32 R E VE N
1. 50%MZIREN B TR, 31%EEFHBMKALA SO L LR, 19%ER
WAL SO G778 . BA T BT AL SO B AR AR = T R A (fPRS)
Bribz b, R LR IEAR TP T R AT R SR 25 G2 A e AR (P IR TA) . 2248
MEVEA T HIREINE] . 2 ECOG RREIRAS VR BA ] (SREELME=1 7)) . &
PSA i it [a] CRR s 7 21 e TAE4H 2[PCWG2IhnEHIE D -

SR F o R A VR SR B SR A A, WE e PRl SR A PCWG2
TE X A SR AP SR 0 R SR T RO bR dE (RECIST 1.1) o rPFS 1y
I HT R 0 S0 A B R S R VEAG

IRAETHRIM rPES 23081, JE 401 95230 A RAAG a4 ik e BOR AR AR T 5
i, AGEIT 4 150 ] (28%) , “EFGIT4H 251 ] (46%) o PRIRITALIAIE) rPFS
HHEREER (WERSAE2) .

&K 8: W COU-AA-302: #ZARBLEHEREIREMER BN GnRHa BB
ZHUIBRAIGIT B E N BB At R A

A+ RBRA ZRA+ RER
(N=546) (N=542)

TR F it A HA(rPFS)

ik BAE T 150(28%) 251(46%)
A7 rPES(H) ik F| 8.3

(95% CI) (11.66; NE) (8.12; 8.54)

P & * <0.0001

XU EE**(95% CI) 0.425(0.347; 0.522)
NE=A VT4

*P R R B X HE 2L ECOG AREIRASTE; (0B 1) Y72 X Bk 3o
AR <L, AR i A
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B 2: B2 AREZRFIBRARBHRBRERZIN GnRHa SLBEF 2 AVIBRARIGIT B
BER TG E*EAETFH Kaplan Meier BH£;

100

80

60

i*f‘g o 7
S 0 ey
20
0
0 3 6 9 12 15 18
FETHT], H
A& 546 489 340 164 46 12 0
wRGY 542 400 204 90 30 3 0
- 2RI A

TEXT OSBEAT 28 — I o dr QLAY TR SR 320 E Bt A v g U o dr
(R FEE VAL ) rPFS B2 AR 2=45 LK 9 AT 3.

607 13218 # KB FR RSO A AN B 50 4 271 41 (50%) F1
336 B (62%) . LRI, ARG AR A R ESET X B T 47%
(HR=0.530; 95%Cl: [0.451; 0.623], p<0.0001) . ZfhZlA0z2 &40 G A7 rPES 43
Ay 16.5 4 H A1 8.3 H .

£ 9. WFR COU-AA-302: B A FEZEFEEREFABIREFA I GnRHa B BEfE
ZHUBRAREITHBEN LGSR RBAETY (BEIR 0S P -m

HA)
A+ R TR+ Rt
(N=546) (N=542)
TG F R A (rPFS)
I EAE T 271(50%) 336(62%)
Hi{i7 rPFS(H) 16.5 8.3
(95% CI) (13.80; 16.79) (8.05; 9.43)
P {ii* <0.0001
JAU: L **(95% CI) 0.530(0.451; 0.623)

*P B R B X HE 2L ECOG AREIRASTE; (0B 1) HYZ2 X Hekha 3o
R <L, AR i A S
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A 3:

B2 AR SZEABAEREMEIREA M GnRHa BREEFE A UIRRARIGITH
BER TR B AEFES Kaplan Meier BiZR (35 =¥k OS ¥ 43t it -BF 5

EHEE)

100

80

60

(%) ERHF

40

20

0

______

0 3

A 546 485
BRIA 542 406

9 12 15 18
SLTRE, A

311 240 195 155

177 133 100 80

TR A

21 24 27 30
85 38 9 0
37 14 1 0

FEMLEE R 333 BUSET-F ), BEAT 1 it R OS S e dir e 36T FoUl 42 21 A I PR 3R

i, XAARMATIEE, IR EFHZ A E R AN AGYIEIT . SREFHMLL,

i 1 32 S AR, SR R FEIC 25% (HR=0.752; 95% Cl: [0.606;
0.934], p=0.0097) , {H OS ZiR AR, o & RARIE BIWUE AT 1Ll 58 1 2 A
Gl SR FHE (ILER 100 o MUEIK 1A J5 4k SR ER SR E A AF I

FEWEER] 741 GISET-HA )G, AT 7 iFRIR) OS &t (FRALREDIIN 8]0 49 4

H) o AEVEIT AR RIFVATT H 4 A 65% (546 f5Hh A 354 451D 1 71% (542 f5ijrh

A 387 ZRFIT: . AmIaIT HA T AR FE(K 19.4% (HR=0.806; 95% Cl: [0.697;

0.931], p=0.0033) , OSKa HA G #E N, Hh OS &K 44 M CRadlA 34.7
ANH, ZEFMAN303MH; R IOME 4 o RERERAE 44%0)52 8 G 8:4%
27 AGIRYT, ARA AN B2 IR R SR a R
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£ 10: 5L COU-AA-302: A FEZEFBAREMNEIREM M GnRHa BEE
T FTIBRARIGIT B S E T

&G+ RBFA LR+ RIER
(N=546) (N=542)

AR AT
BET (%) 147(27%) 186(34%)
AL AL EA(H) KREE 27.2
(95% CI) (NE; NE) (25.95; NE)
P{E* 0.0097
JAS: EE**(95% CI) 0.752(0.606; 0.934)
AR AT
HET (%) 354(65%) 387(71%)
A AR () 34.7 30.3
(95% CI) (32.7; 36.8) (28.7; 33.3)
P {E* 0.0033
A EE**(95% CI) 0.806(0.697; 0.931)
NE=A VT

*P R 3 X 32 ECOG IRRRIR SIS (0L 1) 195 JE 5 BUhAs 16
*x U <, DU i B B 34

B4 BZAHBRZEFIBEREBMREEREARN GnRHa BLEEA: 2 AL PIBR ARG T
B AT Kaplan Meier B12% (B4 434T)

00

80—

B0

(%) EERIHF

20—

T T T T T T T T T T T T T
o 3 <] ] 12 15 18 291 24 27¥ 30 33 36 39 42 45 48 51 54 57 60

FELHE, A
2 548538 525 504 483 453 422 394 359 330 208 273 235 218 202 18D 118 58 15 0 O
gy | 992534 500 403 400 430 401 303 32T 202 201 227 01 170 146 132 84 42 W 1 0
——IREG AR

R (PRS 3RS, 5 RBIFNAIFAHEL, AL T AP IR
BRI I RS 2
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BT PCWG2 FrfEffiic % PSA JEREISE]: A5G yT A2 B 2H %2 138 & PSA
R R AL 1R 23 111 S H O 5.6 M (HR=0.488; 95% Cl: [0.420; 0.568],
p<0.0001) . AfmmiaITH AR PSA i EIN A2 2 BAAH KM (HR=0.488) . AmiA
72 A I UE SE Y PSA SRR T2 Lol s T2 BRI4 (62% vs. 24%; p<0.0001) -
TEA SR A LR A2, AR SR T M R B 58 A B SR I 2 X H R E
HERTA IS

ZAF R K25t TE] S 2o MG, AR R T AR 2 R A A2 A R
KW EI AL T 5358 33.4 4N H A1 23.4 M H (HR=0.721; 95%Cl: [0.614; 0.846],
p<0.0001) .

YR E AT R AR PR IA) . AR IR T LA 2 A 2 A2 R 3 g0 A T T A
f) e S i 1] 23l Dy 25.2 4~ A0 16.8 4~ (HR=0.580; 95% Cl: [0.487; 0.691],
p<0.0001) .

% ECOG RREIRSVE N B> 1 20 B a] . A VG T A1 22’5540 532 3% & ECOG
R BEIRSTE D Al >1 4 a4 5 A 12.3 N H A1 109 A (HR=0.821; 95% Cl:
[0.714; 0.943], p=0.0053) .

PR AR T A IR B G A W R IS

BTG BMEMFE LT, ArNEREHZE RECIST Frutlifs 1 7% 48k
o G fR I 2R I L) (G D45 R/ N TR 2 em A BB N — MR kLD o AR SE
TR LA, eI 2R T I i L P A2 i 2 ik L s 43 A 36901
16% (p<0.0001) .

P S5 ERHAME, AN VE T 4R T 25 0 5 B 3k R KUK B 3 BRI 18%
(p=0.0490) o A\ iETT AL RN 22 70 2H 22 s oit P 0 e 1) AR SIS TR 0 91 A 26.7 A~ B AT
184/ H .

EH VI AREIRITIIRELEAN (FACT-P)  CE4y) SBALRI R S5e@Aamtt, &
MYAIT AR FACT-P ) SBAL R FEAIK 22% (p=0.0028) . A fghifyr 2 A2 @540
% FACT-P (&40 LB 18] 40508 12.7 AN H A1 8.3 4 H o

B9 212082PCR 3011 (¥8¥7 Mif& mHSPC &)

W9t 212082PCR 3011 4% 1:1 K LLBIBEAL 4 B3k 1199 45 & mHSPC &, 43 74
AN 1000 mg & H 1 RBESIKERS (5 mg & H 170 3897 (N=597) , BRZ2R4E
H 1697 (N=602) . AFFFNAIINFIZEE mHSPC B3, WFERHLAA 2 7l
REERZIRTT, B3 ADT 1697 (SEALVIBRAREL GnRHa fEEAFEHTERER ) &K 3 4
Ho BEAENART 1 DMHRTRER 1 N BYEB0T 8l B TR (B2
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PR T ECRPREIR D o a8 R AE R LR I B = R R R 2R & D R R
Gleason PF43>8; HIi B/RAF(E 3 Absk UL Bkt FERT MBI NIEETE . HEbRE &
ZO0ME F EIREUT DI RERRAS R . B R ZGYT, H AR B S EUIRIR R
R ATt BB ESET . IR R M e SOR T B R E T
BT BT ARG EE . TR A BT 2R KR Ek ECOG A REIRAS TR/ Bib & 3
el b

FA B EE NGt 22301 AR 67 5 A iGTT LR E AR A A
EINRN Y 69%. B & 2.5%. WEd 21% LA & H A A F k5 8.1%. ECOG {AREIRETE
N0 I Y 76%, VN 1S 42%, N 2 KB & 3.5%. 4 AT I &
JHIHER (% 24 /NP E AR € X, FEEIRIBIPEAE 0~1 73 (e B
F1h 50%, 2~37r (CBRFERER) MHEE L 23%, >4 1EE 5 28%. 93.4%) &5 BEAE %
S AT EGTT, TR (3.8%) « HUT (3.8%) « WAMWEIT (93.2%) . W
YIAIEIT AR GnRHa BB A (75.0%) « ZAVIBA (12.0%) . JilEERIAIT
(62.1%) . MEEER B iR (1.4%) .

F BT R OSSR TERAE 406 IR TS S A S 1507 R TS 3T A A A d
SR ER, ARMBAERERIGTHEFERNSAEG (0S) BaEmdhiisss, HE
BHUHE L RFBHBAERBIAGIT A 21%M 85 DU ZBFIH S 41% 1 EE
%1 AT REIE KA M CRPC (1) OS MG 82697 . WLEEH] 618 BIALT- Wiy, JF/E 7 #ii
AL T . BTN 52 N H o i as R E T e AR i 4 R — 8 (R 11
A 5) o ARIEEH N, BEERIT LR A M2 BAA 5 3H 29%F 45%H) & %2
T AR RE KM CRPC BVAETE (0S) HIJE 4697 .
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F11:  212082PCR3011/LATITUDE B A FiGIT HER LB FNEITH B H 1K)
RAERE (BRBIToE

& MERAIRER LR
(N=597) (N=602)
MAETH
BT (%) 169 (28%) 237 (39%)
A AR CHD NE(NE, NE) 34.7(33.1, NE)
(95% CI)
p 1 2 <0.0001
XU B (95% Cl) 3 0.621 (0.509; 0.756)
[:SF R Re Sy
BET: (%) 275 (46%) 343 (57%)
PR AR (D 53.3 36.5
(95% CI) (48.2, NE) (33.5, 40.0)
KU EE (95% ClI) 2 0.66 (0.56, 0.78)
NE=AAl 5.

UL IUE 7 SR AT R o pr A R
2 plaE TR, JFIRYE ECOG MRRERSIEy (0/1vs2) MANEFFE (Evs ) 7R,
SRS EEEE T 2 O B UG AR TR o KU e <1 3R R B i in B3k JE AR EEAR .

& 5: BAFHR Kaplan-Meier B; BRYET ABEE RN
(212082PCR3011/LATITUDE HF%%)

100 H

80

60

40 -

20

%Survival of Subjects without Death

Subjects at risk

Zytiga 597 565

Placebo 602 564

12 18 24 30 36 42 48

Months from Randomization

529 479 425 389 351 31 240
505 432 368 315 256 220 165
—e— Zytiga ---&--- Placebo
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EHATIFRIN (PFS EE Ay, dLkk 503 il A MBS IR BT HH A 239
B (40.0%) HiF, 2RFIHTH 354 ] (58.8%) HF kAL FFHFERDIWT. W
LR PEITHZ A PFS AERZEER (MR 12FE6) .

F12: 5 212082PCR 3011 HABBEA IR BRI IT HMZRFNGITHRBE KR
BETHRBER (BMBITHE)

N . e A \ A*u‘[
BT et st
Pt e BAE T 239 (40.0%) 354 (58.8%)
tHz rPFS () 33.0 14.8

(95% CI) (29.57, NE) (14.69, 18.27)
pfA* <0.0001

KB EE 2 (95% CI) 0.466 (0.394; 0.550)

NE=TCiZAt 5

Up EE T EEAGL, JHRHE ECOG AR TESr (0/1802) RITE.
2 RS EEERE T3 2 5 R EU B U AR Y o XU LG <1 SRR i Bk JB A ADT 897 AR .

A 6: BFF 212082PCR 3011 B o BAF N Kaplan-Meier B; & H¥GI7 A&

100 H

7 80
(%) 60 4
40
20
-
D —
T T T T T T T T T T T
0 4 8 12 16 20 24 28 32 36 40
FELRE, A
' A% 597 533 464 400 353 316 251 177 102 5 21
ZRA 602 488 367 289 214 188 127 81 41 17 7
5 y e SR

Ko WL 82 3] ) S A A HAAD rPRS IRI3R 3545, IBAE T s i IR B2 e bR T i 52
PR S BEAIR R AR T M T 22 Aa T 3R s, BARW T

2 EBAMREARIBE: B SRS PR T 24% (HR=0.759; 95% CI:0.601,
0.960; p=0.0208) . A FHECEIREMATAETT LI 2B B CFHAHT M AR 25 [ Ech
43.0 ™M H, REAHAN 313 NH.

£ PSABEERE] (FR3E PCWG2 i3#E) : AMBESIRJEM VAT AR A7 % PSA i
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JEEF N 33.3 4N A, AN 7440 A (HR=0.310; 95% CI:0.266, 0.363; p<<0.0001) .

ZJESIRITHIRE: B, AmiBcaike tainyr MK AL S R ST TE]
FARIEE], ZEGNHDN 296 A, XERT AAP IEIR | B A a5 SRR T AT
5] (HR=0.431; 95% CI:0.356, 0.522; p<<0.0001) -

ZREMIT IR E: Adh B ket i AR b A R IR T R R A B, %
T4 57.6 1~ (HR=0.508; 95% C1:0.412, 0.627, p<<0.0001)

PRI TH) : AR (i BB YR JE A VR T 2L PR A 4 7 4 v o 2 A o R I ] 331
474 F116.6 4~ H (HR=0.721; 95% C1:0.607, 0.857; p=0.0002) .

RERZMEL S BRA SN EIR e eIt IR T 2B ANETT
FEEBHERRREHE (BFR ABI-PRO-3002)

REWTT IR B R BRI AT IR B &

AT CPE. DRPEWAZEE) MR HEZ 0 1) 42 DT ORI
— A MEREIRBIANR B A (ZJGRMIRIER) JRTT ORI BOA B R 1 e e
ZAHBE AT Z e A TIBEAL . RS RGBS I B R 7, 2 AR
X CIEPHEERRID A1 ECOG 114 (0 8% 1) 732, FHFEEHLAES (1:1) BERANEE
WM BB A AR BN .. A2 iRFH IR 1000mg A (LL 4x250mg J1 774
2 B4 R ERA (BH 1R BERER Smg (BH 270 .

AFFESEANA 313 32k E (157 B2l AMKGIRER, 156 432 ikE: %
BAERGIRER) , Hrh[EEE NA 238 . ZRELZHIT, HEFIRHE.
FHE i et e iNE4L1 7 PSAREE (PSA B AREIE IN>25%,
AR IN>2ng/ml, FEHAE>3 FHEHL - EFHE EARE PSR R
MR AR RECIST 1.1 frfEHlE A gt e) « sllskdt g @it BPI-SF PPk {E
>4 AR, HICE A BRI, TRJEHA B3 R sl H 5 5m R o S B =,
BRI 2 S PURIRIT) o« Sl WAl RT3 52 1 F 1 B N B £ 1k vh
J7 o

J7 R IS MIE PSA WREE RPN 5 i it e DL S AR AEIRAS VRl o 183k 4T DA
TR SRR RS WX GIHEUREHY; BB T EITIRIRYT
R AERT B e A B R) s 26 T AR A 5 1 ) 5 1 A 6 RN e 1) 2 A R R P I T DA K¢
R 7R %) A5 P A 20 ke i & A BE R 30 FR N URD ol sk o s [ DA R R R A A E Y &
ECOG & J R A& I A S AL IS [A]
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PREELTE] () B N VGt 2 s AR 2 i R E S A2 S ) . B P A ARl o 71
% (48~90 %) . FJTEISVE B IS AT, A R 2 R TR [F H 2 BRI E R
JERAIEIT 2R L, AR MBS IR IATT 20 E 1) PSA i Je K Bk 58%
(HR=0.418, p<0.0001) ; HEBHFMLERE SARMLSER B, ML T 2B
JERAIBIT A, A IEST 521K PSA 1B XU FEAIC T 44% (HR=0.563, p=0.0173) .

# 13: BT ABI-PRO-3002 ) ZE PSA BtERFE], 2BE0H (BEEITOHE)

GaES| JSELS
AA R AA Z R
iR a (N=119) (N=119) (N=157) (N=156)
N B 2R 119 119 157 156
HAE 30 (25.2) 43 (36.1) 34 (21.7) 60 (38.5)
HE 89 (74.8) 76 (63.9) 123 (78.3) 96 (61.5)
p fE ° 0.0173 <0.0001
KU HE(95% CI)e 0.563 (0.349; 0.909) 0.418 (0.271;
0.646)
a 3£ -F Kaplan-Meier il 28 (134
b pfE AR A X I (I B BRI ) FIECOG VT 73 1EAT 47 J=
© JRUISE U A 28 T3 J2 LA IXURS 3R AR o SR XU B <L 0338 B AT R T AR i o
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&l 7: B9 ABI-PRO-3002 ] PSA it ER} [EI ) Kaplan-Meier B1£%: S (R HIGIT 45

eE)
B =ik ———— 2RI
100 4A OO0OO Mk
Yoo dede R R
80
i
o) 60 -
m Wzany
>
i
&
i
20
%
O h T T T T T
0 3 6 9 12
N BEALES T CHD
w13 . % ; 8

K 8: HHFF ABI-PRO-3002 i) PSA #EERT[BI i) Kaplan-Meier #i2k: HFE (BRIIEIT
PRI Y

100 4

0000 Zli H Ui
Yedede e LEGRIMIK

80 A

36 Q
2 ] Hﬂ—e@—@
>
: Tw—
% 40 i——‘ﬁr———*——a‘k
H
ﬁj\
z 20
0 -
0 3 6 9 12
BEHLES ] CHD
b 119 51 13 2 0
A 119 33 7 0 0

S BABES IR EMIBITHIZRE (31%) ML, AREBEESIREMIBITHZ R
[f] PSA ZZfF (67%) ZEHE (p<0.0001) . " E HBH KR 5 SR NBEK) 4558 —
B, ARSERE R AR IR T AN RS IR AR IT 4L PSA SZAEZR 73 Il /2 67%H1 37%
(p<0.0001) . ZMLEMHE (GBREMME %M, CRPR) KW, AMBEIKER
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BITHIZRE NEME (23%) HWRBFBGREMIGIT K2 RE (5%) BETeE,
AT # 209G #10 4.8 (p=0.0369) . FTA MM AN B . THEE LIRS E
TR NBEIOGE S — 30, AW LA IR SR MAVATT LR 22 B 70 B 4 0k JB KA TR T 4EL10 725 WL 2 A %
I3 F 32% A1 0% (p=0.0052) .

GG REREEIRE NN RFES (RREEAAE>10%2 i EHmE) NE
N R, ER. BomAmAEI R . AMAE 17%M 2R E RS 7 38 4 AR
ik, RFIEA 21%; A NA 4% 7% RE RS T EAREMS H0A
3% 4% ZIRE R T SBULT A RFLE: 700 3% 5% K32 FH i 1 FE
1FZHIA R FHAF.

fift 58 ABI-PRO-3002 H 45 SAESE | 78 AR 8252 147 B mCRPC 5238 HH Bt R Bl LL 4
A IR R AR IR IT AT 3RS B RIR R IR 25 - UG Bl o AT 70 H 8 R BT B AR 0 2L 1) 22 4 1
FRE 5 A BRSCEEYE 11 AT COU-AA-302 KAA—E, RWMEERH et ES,

hE BFIRRRREE (W5 ABI-PRO-3001)

BEAEEE 52 & Al AT B R SR DU RT S B B

Hh AR TR AT I 5 — TR A TR JE AN VR T 2 PR A SEAL T SR MU B # 1 2 344K
UG MR B B, BEAL. XUE . BRI . BT SIS E A 2R
1RAIASE 1 R 4% 2:1 (L BIRENLAG BT, 537045 1000 mg & BR R HCAR 2 (LL 4 x 250 mg
Rlgedy, BH 10O Be@8A 4, 8100, BREREMEIT (5mg, FHM
O o PIRIT AR RV X o BEARTT I HAFES: 28 K.

WA IFBENL 214 60528 F o ITT A2 21k 2 B2 250 0 3 B IR el b 45
143 152G M BIA 71 12 . ZRE BRI AR IR E . it
JE 48 PSA BEE CHIAAREE R PE TR TAE4L[PSAWGT RHE) g2t g (B At
J BRI G R (1) RECIST 1.1 #isE B SRRt , fEREUMEA IRIRIEE (5
R BPI-SF PPAk], HIUE#AHAR RF4E, IR JERAT IS I Eldie A 58 588 10 b
BRI R, BE RSN B A S BRI E 9T T A e AR G AR AEFIRER D 5 BRI IR
&, IR PSA HERE R RAAR S 3k e v 1) — T sl i I

I E 2 WSO E R PSA ACTH IS T 8. EEST R R TTPP, & 3N
MBENALZE PSA B HIRT RS (HRHE PSAWG bRtk S0 o IRELT R fiadE: &
AAEL PSA GRfR. HMGRR . EiHRELSIS A FACT-P 7&K 2K
JRREIEIS [A] . A H] BPI-SF 5™ 5 AR 5 5 170 AT IR 2445 PP 0 TR A5 R TR S A 1 52
W, BLAGEE BRI PEAS R 7R

ARE AR N 68 5. KZHOEE A e Uy PSA g . BRIRITLL
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R Je RN 22 R 20 50 G 95.1%F0 94.4% 52 iR F HBUE # 8  SELR I B TRREIR 1 52
W L3 A 72.7%H 66.2%. P 2l E LA TFAREH (61.7%ZilE %
W ERYIGAR, 54.7%ZREHEZIL GnRHa JAT7) - I R F 2T . EX
BiRIT AR, BEERR LRE R R Ar Ve TT RR T ()2 32.3 Ji, RN 16.9 Ji . M
FRR LR e 2l i AL 5 25 (8] 9 AN, T ERIZH N 5 AN . B U5 A5 i
B R R L RE g 25 )52 i, R LVR YT FREERT I 16.0 A, A Zimt e 4 AN JE
e D .

Jra st R R SR B AM L, BEERFT LR A PSA HEE X FEK T 49%
(HR=0.506; p=0.0001) . BrA:Zk ECOG A /1IREW-h 2 Bl #EH (HTFEARR
N AR, IR HAEZH 53 B 38 R AR S R LAY e R 3 2 32 I TTPP.

£ 14: T PSAWG H#aR B ZE PSA i I ]
(9% ABI-PRO-3001: ITT 4-#r4E)

AA LR

(N=143) (N=71)
BEALAL ) 52 143 71
PSA HE & 109(76.2%) 52(73.2%)
UIES 34(23.8%) 19(26.8%)
& PSA iR [E] (R)?
%5 25 H i %(95% Cl) 85.00(83.00, 112.00) 29.00(29.00, 30.00)
FR A1 (95% CI) 169.00(141.00, 197.00) 84.00(31.00, 113.00)
2 75 A E(95% Cl) 281.00(252.00, 337.00)  141.00(113.00, 366.00)
Y (1.0+, 533.0+) (22.0+, 533.0+)
3/~ H e 1%(95% Cl) 0.699(0.614, 0.769) 0.454(0.329, 0.572)
6 1~ H L F11#(95% Cl) 0.446(0.360, 0.528) 0.169(0.082, 0.283)
12 H 34 3(95% CI) 0.153(0.092, 0.230) 0.145(0.064, 0.257)
pfE® 0.0001
KU . (95% Cl)e 0.506(0.356, 0.719)

VE: + =AM, NE=ASNPE.

@ HZMPSAWGHRE, FEPSANE I AR MBEHLIL H ZPSARE g H 2 18] 1 R A5 it
iR K APSAE R I 52X, TEWT T RIR PSAVEAN I N 2% o AR HEAT W FU3A 1B VPG 19 32 10
HURBEAT FEZ VPG 13210, 2R PSAE e IN [H] ZE BE LA I I 2% .

b plE X ERR AR

© RS L T LA B ASE RAG H o XURS: B <17 R T AA.
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Bl 9: FT PSAWG ¥Rt MBENLAL Z PSA BEREE[E] Kaplan-Meier &
(#F5% ABI-PRO-3001: ITT Z#714E)

100 4

80

e
%) 60 -
>
% 40
N
R 20+
T T T T T T T
0 3 6 9 12 15 18
BEALET IR CHD
Tk 143 3 55 27 13 6 0
S 71 23 7 6 2 1 0

—o— &K ---A--TEN

X T BEAT BA 2 PE AR S A A7 SR U Bl mCRPC 32438, {3 FHBS RR Rl LU A I
KA IR eI BB UGS 7 TTPP JF3R1S T BUm 1 PSA S22, [AIlf, tHA%H| T OS
(I R A R #a# (HR=0.604 [0.356, 1.026]) , HR 5#f57 COU-AA-301 (HR=0.646
[0.543, 0.768]) #HAL. FEEERRT LAy o 2H 52 i B A ) PSA i (49.7%) B3 mT %
BRI ZRE (14.1%; AHXTAK:=3.525; p<0.0001) . SEGERFTLLAF B4 (37.1%)
FHEE, 2RI (50.7%) H Lk e AR (0 3203 LU B . AR EE T2 R, e
PR S0 L o e i 3 M RIS 1 Ak R O XU, FRAICFEE N 50% (HR=0.496; p=0.0014) .
TEFRVE N 4 B B2 ik, B R LA e A P o e iy, WA E RN
23%.

SEVRIT I, BEERMT ELA AL 32.2% 2 &S 3 & 4 AR FMH, 2EHF
HA 28.2%; WL 14.0%F0 19.7% M) 320 & et e 7 ™ EA R H4E: 2lf
7.0%71 9.9%[1 32X # i FEUAIT L LA R FE 4 433 6.3%F 12.7%1) 52 &
& FEIOCHIA R

fiff 5T ABI-PRO-3001 45 JAIESE T 7E 4232347 1) mCRPC 323 H IS FR i LAl
A IR JE A VRTT AT RAEA FIISR 25 - L o ASHIT 72 Fh BS BRI LU SR 4L 1) 22 4 MR 5
SBROCEEYE 1AL (COU-AA-301) KRik—3. RMERHH % eSS,

W5t 212082PCR 3011 F i+ E 2R & s R HdE

if 7t 212082PCR 3011 3L 137 32 E N EN CRMIBEETRERIGITH: 69
B2l wEA: 68 HlZikE) o RGN, HFEZRE A ANBESIRTT
AN DGt A AR R R A . K2 80% A2l A2 i N 40 VR TT
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T EAFEPUMERER YA GnRHa. A whIK &Ik Je fa ey 2R 22 R AL ) s iR o7 Rt
[ Loy il 28 S F (B 3LANEID F122 N H (Gt 24D o FREREEME,
PUNEEAR B AT R S EIMEARE,  NIETR R P I H 7 Hr g R

7E rPFS EE M, H 18 # (26.1%) AFECAIRBMIGITHZAEF 38
(55.9%) EFHZRNFH WG TG FHRBIET. . SBAHAML, RMKEK
JERRIBIT H AR 7 ik R B T I A B AIK 7 66% (HR = 0.341; 95%Cl: 0.193,
0.605) o AFHELAIRJERATRIT ALR AL rPFS AR, 2EFI4EI A7 rPFS A 18.4 4
He

RIS —R OS AR drit, WEEF| 29 BIZiREIET:: AWMEREIRENIBTT
HoN 144 (20.3%) , ZREFIZH N 1561 (22.1%) . OS F RN 0.862 (95% Cl:
0.415, 1.788) . 1E—iaI7 A AEF I ARE R,

Hh ] 32 3R 0 B R S I 223 B S s A SR B A TR SR M TR T AR I — Bk
Bt RMPE RGBT LR T o B FH R AT R R (HR = 0.433; 95% CI:
0.146, 1.279; i f; BEIGAITI A AF—IBITHIIRIXED | @R T HIBESRITH
ik (HR =0.349; 95% ClI: 0.173, 0.707; "7 465 26T IN 8] . AF—¥697 HIRIE
) | FER T P EZAE AR BEE (HR = 0.680; 95% Cl: 0.416, 1.111; ALK 5H
EREI A AMBCA IR EMEIT HRE R, EFIHAN 12.9 AN H) FIER | E 52
L PSA#EE (HR=0.261; 95% Cl:0.157,0.433; /7% PSA #EREN[H]: A MBI
JeRAIRTT HARIER], ZRGHN 9.2 H) .

P ESZRE T, ARWECA IR IGIT AR 2R 5y 0 94.2% F1 98.5%() %2
HEHRE VBT I REM . RS A RFM (E—4H>20% K2 & D
AR MRE CAS S A IR R AR T RN R ) R A R il 37.7% K1 20.6%) -
ALT JH& (30.4%F1 26.5%) . AST JHiE (27.5%F1 22.1%) . & MLHHE (24.6 % il
20.6%) \ ML (24.6% A1 14.7%) Y (10.1% A1 20.6%) . PR 3 Fuk 4
A B FAEH 2 L2 & 60.9%F1 50.0%; R ™ EA B FHAEK 2 4y
& 23.2%M132.4% ; i FEUF LA R A 3260 Hud) 7301 /& 13.0%6 11 16.2% 5
i FEOCT- 4 R R FA 28058 L 7302 8.7% (WL VRN T A 1X e i
BISHHR AR F 1.5%.,

TENIER 5T 212082PCR 3011 11+ [ 57 38 3 bW 22 21 (1 A i BB IR JE MM VR T 1) 22 4
PERFIE 5 SR N — 20, RARDUFT 22t m @, W78 212082PCR 3011 ilE B A i
BB IR s 16T BEET 2 Wi 1 = /& mHSPC 838 F IR 3R a8 - KUK L
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[Z3EFH]

ZEEH

ity 2 e e ARr IR A0 AR PN A5 A I ey B ARy I8, Bi) Bl ARy 8 A — Pl e 25 AR W & A ) 5571
AJNE] 170-F240HBF/ICL7,20- 220G (CYPL7) , JoHE I B IR FG 5 R s 2H 27
HhZRIA I H R MR A& T L 75 1

CYPL7 APHANELL IR N 1) AT 170 F2AH G fhE 1, 2 I T T R 2 B A0 B 45
M 17a-F2FEAT2EN); 20 BEJEAE CL7,20 MBI AL T 70 Jol JE RS Hid S 2 A R 4 A7 — B
i S A A PR R s P R R T LS SRR AT AR BT LR Xt CYPLT A
B ECR B R ER B A I

HE AR UK T 7 e vl X MES KT B AR TR AR N o MES R BT i 0
GnRHa 552 ALY BR AR W] B AR 52 AL RS 2R R (BN RERZ M 1 i R iR A=
o

A 2 TR RS S P A s T R T L A e 5 B L 2 R LA R KT
o M PRAE A, JE e MU A it S0F 0L 375 52 I 2P R 52 o

1% PSA KT AT REARAL,  (H 1 AR UE S H 5 BB AR 1l PR AR 2 HAT AR IR

BEMR

BEEAEMN: KR 13 26 . % 13 A 39 F EE A 4R+, A4
UTHNERERERE (AUC) —LMIEHLT, BEERFTELRE R W] 5] &G HE 52 B K7 R 1% .
Rk, FEREMERMEMEAETE R B ERR. AR, Tk COWT KRR FIsEPE 7L AR -
RPFEHEE FEM— it AEESEE AR BEER BT LR 0P I 24 #E 1
—. 1£>50 mg/kg/ K (FET N AUC) FilER:H MRS 2 BEIRRT LU e 26 J f5, M
SEBIKRR A A FE E R EFRMRER . M 39 ARG, A H DAREEERET LLAF I,
HEEERFIE GHT AN AUCH 24%) TARWER H Ak,

ATV BEBRRT LLAF R AP LuRs e Ames 156 Ik E2 40 Ff 40 Mt 3 A% 36 A K
PRI 1K 95 45 R A8 I B

AR EMEE KR (13 f1 26 D AR (39 &) HEEAAEHIRKT, >50
mg/kg/ R (KD F1>250 mg/kg/ R Off) & Nl WAE KRG EH . TR GBIk AE
DA 388 A P o AR, HL 380 5 Bl LR B DO 2% 24 B M — 3. 8 R BRI W 22 3]
X BB B ) AUC 23 iS5 AR 2T 0.6 55T AN HI I PR R 55 & .

HERREF SRR K F Rkt MRS T 30mg/kg/ K LU HE =7
B4 HAE ARG ST BEEC BT R TIE IR R TR,
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BT REHGHIMEME KR 54T 30mglke/ K7 ERIHEN: K RACH, SEEEARE
B ERAAEE PG, EIRATE R T BERRRT LLARs R fE 1 K R A E
JIWIEZIR AT AEAS 2] 16 J e kI o MEME R BR T2 FL Al R ) R AR gR 5 7 R4 T B BRI LU AT
Je 30mg/kgl R LA K TR il &, R 5] ER S R AN KU BE AR ) A e DL IR T2 2R
FIE (300mglkg/ K)o 45 T EEERRT LU e B MEPE R BRAEAC L RE 0 AR E ) L TAR
BT IS HOR W ZE 5 BERRRT LR e MEPE R BRI SE R AT a1 2 4 R IRE . 12
IRRMARHR R, KR 30mo/kg/ RIS L8 NHER & (1000mg/k) 1) 0.3 fi.

KEMBIAAT R B BRI, KR TR 6~17 K& N4 TRSERET LLAF e 104
30. 100mg/kgl R (ralZidH2+ AN AUC 1 0.03 f5. 0.1 155 0.3 fi5) , A5l K BT
PE, >10mg/kg/ R AVE AT WWIRRGIIGATFIET. CGEIR G &R R SWIG R T m . 16 6 20k
), IRIRKEEIR CEED 50 RE Y K, >30mg/ke/ Ril&E R 5IEIMFALITA
B A% R B 4, 100mg/kg/ R & AT 51 E R AT A E K. >10me/kg/ R & AT 5l i BEAA
.

BomtE: KREOAAWESUEHE IR SR KRS TESERM LR & 5. 15
150 mg/kg/ K, MEMERHR 15, 50 Al 150mg/kg/ K, #7521 n] 5 ke 58 R[] 5T 44 e
A FRANAE, DN SR LS e 25 5. BEIRRY LRy B N2 55 21 0.8 fis i,
X MEPE AN BRR WSO . E Tg.rasH2 3% RN B 6 A4S H S0k Ml ae A 0850 14

[ 2183 1%]

CUE M RE 210 1 mCRPC 83 mhdkAT 7 ii AU BT L Rs 254030 1t 5t . £
A, AR A BT EE R . I IRBIF ST, >99% 73 B A AR b S it L SR IR FE AR T4
M7KF (<0.2 ng/mD)

M WAL
MCRPC 3 T ARA S5, Bl L e A ik i ik 6]y 2 /NiF . s T W0 22 21 fif Bk
TEMR, HEZRE (Fa& AUC) # 1000 mg 7 i BIR 2B 245 1) 2 1% .

£ mCRPC #3H1, 1000 mg B H 1 KGH&E T Cmax Ml AUC F285MH (3%t SD) 41
518 2264178 ng/ml A1 993+639 ng-h/ml. 7E7 &Gl 250—1000 mg P, KM LE3I7] &
EE P 1 B KR B . 78 A\ 1000mg 1 & 2000mg I, ZFRERA B E N T AUC
N 8%)

A SRR R I, B LS e 4 B R BT . AN R SRR (T%HE T,
300 REEHL) AW ARATI, BT ECHRE JE Crax AT AUCo 73 AISE N 7 f5H0 5 {5 /i ha s A
SrilE%E (57%/E0, 825 REH) [AIN AR, IXLEAE 2B INE 17 f5A0 10 15 /244
ET M2 AN, A5 aYFRN RIS SBREET S HSZ. %
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A bt Fr AR H B HE, HIRIR o AS S AR 22 2 AN RA, HLAE AR A AS
JaED LN AT R, A5k, DARKE R ZERAS L TRVERED D -

SHMMERSEE

FILLRE R S NMZREE. AEEM ol BRUEEEOSEES (599%) . RAERN
I AR (9% SD) N 19669+13358 L. fARAMIFFL /R TE G RAH IR FEVE R, Ay
FNRA LA I3 AN A P-WEER IR A, A i P-HE R 1 I 551

A

IR SAC-Ts BR R LA R B i, T PR Bl LU A el /K A e boT Ll e IR PR
I PR T REETERGRG (R % BERE) 1ER T4k, MAZH CYP /5. BT IRTE
N 3% R P AS B FA I N R ER B LR B (G AN N-SA AL B R BT B A4
(TEM) , B ERHZEEN 43%K 4. CYP3A4 il SULT2AL 5 N-EALBRERRT L4
eI, H SULT2AL 3 S5HRERET LLRE BT 1«

HE it

7E mCRPC &g, Bl ELRE e 7E M 32 i P &R 351 (3% SD) iy 1245 /)N
o AR MC-BEFRI LA i, M AN R 1 23 i (a1 e £) 88%F1 S5 77 & . 3%
S AP AEAE B E BAL AW A b SR B AN LU 0 (4 ) 45 2570 & 1 55% 40 22%)

FEDhRediE B

FERELRE (n=8) BihE (n=8) HIjfe#i® (4724 Child-Pugh A #1 B )
ZARE 8 B Dh e IR H B @ RSz T, VG TR RE R 2B . AR
AR AT Ih e i3 2 2 AR IR 1000 mg J&, Bl ELRE B 104 B 52 55 500 B n
29 1.1 {5 M0 3.6 fi5. fER AT D ae i 3552 a8 b, BT EURE R B~ 35 2 2 3 43 ) 4
K% 18 F1 19 /i,

F—HURIAE 8 BIFL LAy )™ B ThRESTE (Child-Pugh C 2) K152+ A1 8 171 T 2
RE L @ RS2 E b 7B LLRs e 25 Bl J1 5. ST DIREIE & B 32K E AR L,
SLLAT ™ T Ih RERTE 32 0E IR LU e s B B (AUC) 3820 7 fi. 4, ol
DL, BELA ™ EAT I REAE 2HE T K B A 45 A R L D RE IR 2l AR,
117" P DI REBE Sl Ml B i MR sr BN 1 215, (L [AREAE]D )

B ThRetE Bk

FEFRSERGE MBGENT 7 RIMAR R EE (n=8) M'FIIREIEHE I XE (n=8)
B, PR T TR 2B 05 AR B R AL, EBTE 1 /NI AR
F Ak 1000 mg A< ft, FFAEARZT G 96 /NN ACRAEH F 254080 e R ER 5 )
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REIEH A2 INE AL, HA2 BT IR B 32 ol S ik 1000 mg Ja, B bugs e 4
SREEIFATE (W GESFEH] ) .
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(AT 5]
JX20130141

[ 02 MiEAHES ]
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(& EFTEFE Al

% Fk: Janssen-Cilag International NV

i

FEMHHE: Turnhoutseweg 30, B-2340 Beerse, Belgium
[ &= ]
M4 K. Patheon, Inc.

e HihE: 2100 Syntex Court, Mississauga, Ontario, L5N 7K9, &K

[EARERRDI]
KRR PEL AR 2 IR A A
Hbbik: B4 G 2 T e X A R b R b R U 19 5
MR 2wt : 710304
B & J750: 400 888 9988
fEH:  (029) 82576616

WIHE 2 http://www.Xxian-janssen.com.cn
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