e H A 2015 4E 05 H 06 H
&k H 1. 20154F 12 H 23 H
2016 4 02 H 09 H
20174£ 02 H 24 H
2018401 H 24 H
201811 H 21 H
2019 4£ 03 H 06 H
2019 4£ 09 H 05 H
2020 4 06 7 30 H
2020 4F 08 H 18 H

B R BT LRy e i B 5

BB U A BIFEEME TR .

(25 4a7]
BHZRR: BEERRT LLRr e Fr
BB FEH® Zytiga®
B4 FR: Abiraterone Acetate Tablets

PUEHEE: Cusuan Abitelong Pian

(Rt ]
FERM: BRI R

IR 17-(3-Mb i ) -1 (5 -5,16- —Jfi-3p— L FRES
WERE IR

4F3: CaHssNO;
SFE: 39155

FRL: —KILRE. SR A AER N, RYEM(K29/K32). + e i, fufh
YR RS R IR R
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G
AN ABSESEAMG A .
ERE]
Ak emsdk e e, 697
R LB PERT 5 IE (mCRPC)
Bz Wi e fa R N W ye T BURME R A IRE (mHSPC) , g Rz
o UAYE T BEE 2 N iR T i KA 3N H .

[Hi% ]

250mg
[FEAE]
HEFNE
A HERE RSN 1000 mg (4x250mg A HHREEH — K.

AR B EIRJEFA T 5mg HAREEH 2 I, 16T R 2 S i ik a4 iR
J% (MCRPC) 3,

AR BMEIEJEM T 5mg HAREEH 1 kB, 16T e s et N
WHE T BUBE TP IRJE (mHSPC) &

F5 52 A IR T 1) R I N [R5 2 AR R IR R B O B ) (GnRHa) sl ik
ATt X = IR AR . REAERERTED 1 /NN EE R 2 S ERE (WL [
RN F1H#]Y D o AEN G EEKEE R . 15270 56 ak nE g AR .

FH 25 9116 B A M 0

FETF IR A dh iR )T 2 A, I e I MR e 2 R AERSZIR T INAT 3 S H R
JAREIN —k, BeJE R AR — k. XF I S I SRRV B 2 A M — I
(X T A7 £ 78 A% 77 35 35 B R KRG ) 6, NLAE R SZIR T HOHT 3 /S 1 4 4 A Bl —
s BEJEREA Wk

Xt TS AS IR T BT BIA T 3 18] H AR AR ) B, SR R R A K
FAMET 4.0 mM.
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IR EE KA 3 B 3 KL B tEEAE, SRR ARBIIAE . K AR AR
BRI BEVE A, MINAE IRV, AT IE R A A B . H BB VERE IR 22 fif &
1 LK, Tl BT IR A R I8

ISR B E MR A . RJERR B e ke e, R BUH N BTk H BT AR T .

R et MR E AL T R FI R R ER L
FFThaettE
HAR LT DI RERTE N B E A ZR G &

Xf TR BT DhRe 4 (Child-Pugh B 20D MIERF, AN S I HESE 77 & R PR AR 2
250mg, FER—IR. —HUHESLLL PR IIRERTE (Child-Pugh B 40 & T 24130
JIEEt R, RO RZ 25 1000 mg A dh Ja, B LRy Je 4 O Bk de N 4 45 (WL
(250030 151 O o

PR E R, TFEEITRT. 1AM HEA. R 2 A2/, DL
RN H NS HARERE (ALT) « REXZREZE (AST) FIPHL FR/K Pt
ATV, B SRR b BT Th A E B 1 ALT /e AST FHE>5x EH A EFR (ULND
BUS AR T = >3%XULN, Zifs 2 HZ) B A S O L2431 %1 )

MEE AT DRI E (Child-Pugh C 20 & AEMEMA N . F1—TaliRrE 8 L™
HATThEERE (Child-Pugh C 2D 223X 1 8 191 AT T i 1E 5 1 g B X FR A2 k3 TR b 77
Bl LEAF IR 2SS ) 715 . ST DIREIEH 32 ulE A B, B2 ™ BT Dh REH 3 52 1t
H I LRy fe e By B FE R (AUC) N 7 #%, I B 250 7 1) B R i 2 %

Ji =3

XA e T A R A R B s CALT R/ B AST>5xULN B JiH 21
F>3xULND , MEFI A Sy 7 IR R E (0 EEHE] D o EHIhReKF
W B FE L KT B0 AST . ALT<2.5xULN H EHHZ K <1.5xULN J5, "R EFEE
750 mg fEH 1 IXFRIATT . MKEIRTT B, B/ 2 RN 1 i i R e Mg A I 2T
FAKF, 3 ERH I 1 k.

Wik 750 mg B H 1 IREG AN FROORAE R, TR DI RE R B B B FR 2 K-
g AST Al ALT<2.5xULN ¥ R JHZL Z<1.5<xULN J&, FEMEHE % 500 mg & H 1 % H
WIRTT -

U5 500 mg & H 1 REGZRT R R ARS8, S,

TP E A S 80 ALT AL K FEIN T RN, S B R ALT>
3xULN fEBf M AHL 2 >2xULN B, TEK A AN .
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B ThEetiE B oL T KRR
X ThRetRE B, ERETAERAE L (48 h%] ) o HEERZ R HE
(TG A0 e FB R i C IR IR 00, DU S JR A T IR H

&R CYP3AL FEFIR HIFI R R

AR IT BB A R 5E CYP3A4 H S5 (WIZKZoedl. ROIEF. FlETF.
FAEARYT FlAEms T RKEHZ) o RLTEIEHTR CYP3A4 35, FEAIT
FH 245 ARG oA i 45 2R 280 H 2 I (fildn, A 1000 mg %&F H 1 k3 % 1000 mg
H 2 %0 o EFIEEIHEHME CYP3A4 iS5, MR A i U % 22 JiF 45 24 771 B A AT 22
(WL LM EAER]Y D .

ZEN
W TZERA] .
JLERFDF
[ AR AS i A LEE AN D5 v (1 22 PR R T R

[(FR&RM]
2 AR 2

I T 1E B S B 25230 F1 5 20N, A T RE 2 5 1RSI s AR I A 449
WEEH o PRI B LR AS RSO A B 7K b ARG o S ML e AN PR B SRR e . oA B 22
A RS N AL SR AP REE . B A B e ¢ . J8%, SRR B A R
S iz A B A W] DA B R o 56 E N R o SR [ I e 8 BRI I e 25 AN R S s
{0 5z | Pl 8

I RAR K
H 3 1 PR 382 P 2 45 5 AN R 250 B0l PR e L% B (AN R S R 2B 3R AT
FLEEATEOE, TG S kil PR S5 B HH R B ) A B S B A 5

FEPIUEENL BT, Z90E R RE (7t COU-AA-301 Flft 5t COU-AA-
302) ", 4% T mCRPC &3, Hrhigyr B K RAAN 1000mg, ®H 1k, B
HIRJERS 5mg, BH 2 K. XRRAMRMEZEA, BARE dmg, ®H 2 k. =10
BEAL. ZZEFIHR . 2 FDiimRRE (70 212082PCR 3011) A4 T &if& mHSPC &
o WITHEFE G RRAAN 1000mg, BEERER (5mg, fH 1K) 69T, XTHRA
() G 2 R FNATT . IEAh, E mCRPC HE T 7 2 FEHL. 2705 iR 6
(#F 7% ABI-PRO-3001 FIHff 5% ABI-PRO-3002) . 5 IPEALN HEIRIE b 2230 1] & ()&
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Iz AR R T IEEF I 1~4 A RN PA K 1~4 Z0sicis =8 & 5 1 T 8uiE iR
Y. EPTATIRE T, PR B GnRHa BBEAE 532 i 2 LD FBR R

RIS, PR iR T B P e 7 FrEm RN 10N A (0.1, 43) , %
BFNGTT B R A T B8 A 7.2 AN A (0.1, 43) o IR IR & & I
(>10%) [ HAERT LR RIBIT AT 0L (2%) WA RIRBOANEZ . KT/ &
M ol AR ARATIMAE . W3, BEVS. MRnk. LIPRaE iy, iRk .

I RIS AR T A B W (520000 F HLAERT ELRS e iRy BEH W (22%) MIsEie s 4
B R BRVEBERR A s U =R A L bk O 2 PR R | v IR LR
vy TUREIE ARG A ITILE

BT EERs Je 4L rh B3%IH i LA Sz 22 AL 46901 B R B 3-4 A R At
BTLLARF A 149%0F) 858 AR BRI T 13% M B E v 2. SECR AR e E
SR WA RFM (21%) 2R EE AT O .

B bRy e 7.5% 1 s M B H S 6.6 % I I 1V Sy AR
PERRIIAET . fERTELR SRl rh, Bl RSB IR S PR e (3.3%) o HAh>5 4]
BEMRE ST R R OS2 OB ERIE . ST CEHMERD M— B kit
B,

W9t COU-AA-301: BREFEEZTI 2 FMART BB MBI RS

fiff 7 COU-AA-301 4855 | 1195 Il BEAT H2 52 22 P Ath SR 40T (1) e 7% 1k 25 S 4K P itk wiy
PR B . TR, WHEZREN T, # AST fI/El ALT>2.5<xULN, % &
EABENA . AR EE, & AST M/ ALTS5XULN tEAFF & NHEM:. £ 18
NHFFE COU-AA-301 HA iy 7 2HAS R e B e A ZR A 22 R AH 38 In=>2% AN R OB B
TR JFE A RFAE . ARSEA R B R Aya iy 2 8 M H .
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R 1: BEFT 301 FEEERRT LU R R A R B L AIA =2 % A BRI R4 A 5

IS B35
A&+ REH ZEFN + R
T (N =791) (N = 394)
N2 B 25 * 3—4 7 B 28] 3—4%
AN R b %ﬁ % %ﬁ %
LR B B8 B 5 4 40 450
T B R IANIE 2 30 4.2 23 4.1
WIAANIE 8 26.2 3.0 23 2.3
£ SR
7K i 4 27 1.9 18 0.8
I 5 E 5N
T 19 0.3 17 0.3
=YD 8.5 1.3 6.9 0.3
B RS
NETE 18 0.6 14 1.3
HUEAR 6.1 0 3.3 0
JBRYL R AR BRI
WA IR R G Ik G 12 2.1 7.1 0.5
P R 5.4 0 2.5 0
MR RS B R YRR
LAV 11 0 7.6 0
B K W R R G BR
SR 7.2 0.3 5.1 0.3
B RAE 6.2 0 4.1 0
ZREG. PREFRIFRE
R 5.9 1.4 2.3 0
DERE R
TN EPRA 7.2 1.1 4.6 1.0
i S B A AN & 7 38 0.5 2.8 0
a5 8 2.3 1.9 1.0 0.3
VO R R 5 E E SO R RS R R E A ARE R (NCICTCAE) 3.0 it 2.
2 AFEARIE: TS ST DT K AT S A
S GHEARIE: WIPEZE. BB WUR. DIREBEAER RN E.
4 BFEARIE: KB ANE KBRS AT K B A A B KR
S WFERREMEE I LM BT BT
6

FREARE: OEKE . OEEE, FE. = EEOsh . FErEOshiE . =k shid
7ZE | NI W) bU 2 SN e e e e U E s A = U 3 S By LRI D WY e

BFEARE: OB B ARESLOSR. RUIZR  0 A 28 sl Bk i LU AR FR T 4
B L (oA 1.3%F1 1.1%)

BREARE: O HFEE . RO T A OEIEERER . DIEMER TS DY ORE . 0L
I RIS I 20 0 B

X 2 5IR THFFT COU-AA-301 H 563 (1 5258 2 2 SFe o
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% 2: B COU-AA-30L RIEM LR SHERE

A + WRR(N = 791) TR + WBFA(N = 394)
FHERERE BT A 207 % 3—4%%  FTHEIN%  3—4%%
T H I = g 63 0.4 53 0
AST T} 31 2.1 36 1.5
R e 28 5.3 20 1.0
ARG L E 24 7.2 16 5.8
ALT T 11 1.4 10 0.8
SR TS 6.6 0.1 4.6 0

BEF COU-AA-302: REALST B BB AT 51 B

75 COU-AA-302 3% T 1088 {5l BE £ R b I7 HI RS 1 25 AP A 41 e B
WFFCHER: T A T 6 R2 1 553, AST FI/E ALT>2.5xULN [ AR & N %14
# 3 BIRHF 7T COU-AA-302 HEA A TT 2H>5% 8 35 I HL R A2 3R 48 22 JEE A 4L 38 i >2%
AR A B IR e FA 1 H A6 T I A2 13.8 1 H .
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R 3: W5 COU-AA-302 HESERFT LLAF A R AEER>5% BB ZRAAFT 2% AR K

A

A&+ REH ZEFN + R

T (N =542) (N = 540)
N2 B 25 * 3—4 7 B 28] 3—4%

AR %ﬁ % %ﬁ %
& SRR

S 39 2.2 34 1.7

7K 2 25 0.4 21 1.1

K 8.7 0.6 5.9 0.2
WUA & 8% I 45 45 41 R BR

T B AR IANIE 3 30 2.0 25 2.0

& R 75 IR 6.6 0.4 4.1 0.7
B RS

R 23 0.4 19 0.6

&5 22 0.9 18 0.9

HHEAR 11 0.0 5.0 0.2
S bk BB BN

T 22 0.2 18 0.0

L 22 3.9 13 3.0
MR ARG BRI RRER

A 17 0.0 14 0.2

I R e 12 2.4 9.6 0.9
B RGN

NI 14 0.2 11 0.0
ZREG. PREFRIFRE

A5 13 0.0 9.1 0.0

Az 5.9 0.0 3.3 0.0
JBRYL R AR BRI

P R 13 0.0 8.0 0.0

B % 11 0.0 8.1 0.0
B R K W R R G

I R 10.3 1.3 5.6 0.6
FERRAN B2 T 40 450

JZ % 8.1 0.0 3.7 0.0

1 KRR HE42 8 NCI CTCAE 3.0 it/ %% .
2 AFEARIE: AMEKER . AT K R 4 B K
S AFEARIE: AT SRV O K A S (R A

*£ 4 SR THEST COU-AA-302 F ik HEZ 15%LL 1, HASEIETT 4H /% A= 3 Ll 22 57
HEE (55%) [RSLIG SRR .
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£ 4: WFR COU-AA-302 FEERREA Eb A% 40 e A2 3 >15% H. Eb 22 R 31 4H 7 >5 %0 F SEI6 =5

AR
A b+ B (N =542) BRI+ R (N =540)
. BT 253 3—4 % BT 25 3—4 %
SR ERBERYE % % % %
iV S
N 38 8.7 32 7.4
AWK
o IfIREAE 57 6.5 51 5.2
ALT JI & 42 6.1 29 0.7
AST & 37 3.1 29 1.1
T A L 33 0.4 25 0.2
AT L5 17 2.8 10 1.7
LTS 2 A

BEFC 212082PCR 3011: ¥BJTHfE mHSPC &

7t 212082PCR 3011 A% | 1199 il BEA: R #2252 i 4 M 2 ME A7 B2 W i e
MHSPC . FERRFEA TR B, AST FI/E ALT>2.5 £ ULN fIEE HATE AN
LA FTE g RIS [A) 3% 52 GnRHa B RL AT 4252 1 XU S8 AL VIR A . A BES
R IBHRA IR ALIRTT I R 24 A H

# 5 WoR T AR IR BIAH>5% 838 H IR B R AR R 2 R Gk R iA 4
[ A2 SR IN>2% AN B
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% 5: BFF 212082PCR 3011 HEEER R Le 4 4 R A 2 >5% H. H 2 R4 5>2%

IR BB
AFEBAREBM (N=597) ZRF (N=602)
RGIBERR Fr A 4 2 3-4 % EEE S 3-4 %%
AR % % % %
& 5% BRI
e I E 37 20 13 10
T 15 0.0 13 0.2
AR B FRRER
R e 20 10 3.7 1.3
R E
ALT Jhi 8 16 5.5 13 1.3
AST 3 15 4.4 11 15
B BB RINR
ATV 7.0 1.0 3.7 0.8
b I T R G 6.7 0.2 4.7 0.2
BRME RGN
LIm 75 0.3 5.0 0.2
B2 N SE N R
% Wik 4 6.5 0.0 3.2 0

1A B2 GnRHa B2 it 2 IR AR

2 ANREMZ IR CTCAE 4.0 it 2 .

S N RFEAREA R

4 QFEZI ., R IR R L A AT

vE: R 6 PPN A TR, RIS M BE AT I U AE UONZ SR S T
WAMRE X FEL T A EE R R 2R, B AR RFEM, BIR 5 A5,

#* 6 R THFF 212082PCR 3011 H & AR TE 15% LA _E H A GBS IR JE A 1a 7 4l
KA FNAE R (55%) [FSIG =M A S A

# 6: BFFT 212082PCR 3011 A& FiBTAH>15% EHEMEL LR ZREBERE

A mBRERER TR
(N=597) (N=602)

. 1-4 %% 3-4%% 1-4 %% 3-4 %
ERERERE % % % %
iG55}

I EL 47 i 9 /i 20 4 14 1.8
Ik RAEAL

R IfRE 30 9.6 6.7 1.3
ALT T+ 46 6.4 45 1.3
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ML R T & 16 0.2 6.2 0.2

T Re Py ER AT, RIS MEUEIT A€ St ANz R = E R
AR 724 THERE N 25808 BT SO 250, B2k v A RFE, B 5 571,

BEERRRMNHER
DILEAR R R

3 WFsE (WFsE COU-AA-301 #1 ABI-PRO-3001. #ff5t COU-AA-302 fi1 ABI-PRO-
3002 DL L2 Hiit 4t 212082PCR 3011) FJHEER 1 o4z il i sy I A1 IR IR 2 25 10O I 5 9
B, EEAFEEEAE 6 NH W RERODIUSESEE A Bk A . 3R AR AL O 20
NYHA & X 1 EE IV 280 )13 (BF 78 COU-AA-301 #1 ABI-PRO-3001) B{ 1I-1V 2%
U J7550 (WF9E 212082PCR 3011, Hf% COU-AA-302 1 ABI-PRO-3002) 5L i 5} ifi.
H<50%. BT NAEE CEREEMEGYIGIT M@ RasT 8 R ADT G
J7, EEMNFH GnRHa, H5FERIFE. CNFESE. I M8 2= SO T R A Ok

TERIRENL 22T BRI R 5T e B v, AR R T O 1= R AR T

TZRIFNAE (2.6%vs.0.9%) . AFETFHF 1.3%0EE BB 3-4 200 J15Ed, SE5

Bl B AE VAT, 4B IR, R A 0.2%) B3 B 3-4 200 J 3 . 22 R
H I 2 B RO 1R T AR TS, A PG T & kgt

7 ERiC e ddmd, Aok Ea Ret)E T 129 RAETAaA 1F5.0
IR A RIIFETM 3 BIEACFAE, 2R A S B RIE T . AWaITHE 7
1 ERLCo Bk PR B2 S BUAE T (0.3%) , ZREIFIAEA 2 B (0.1%) . ZEFIHEA
3 151 BB 3 TR L B JULBR L B OO LA AE S 8BRS, AR EhiRIT 4 3 4.
PLFABEUIR DEEFED gl it

o EhIY AR & G FRANMAE . ARTRYE EE AL M A B N
o B LIREZINREA A

o JHEME

o BWNIMAINIA N REEE

EWEg%

TEA e LT 5 O AR, 2T B AR ORI N AU A AN ROV o A
N A W>1/1000 H.< 1/100, % W.>1/10000 H.< 1/1000.

RGaE R TR ARG ML
FW: DR R
RABETR: SV G EE LS4 AL
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AR BRSO, WU

RGHEDR: THHRGM
TR BRVER 2, SRR
RGWENR: LILE RGN

EEFER: QT BT, RIS OaE T AR AR MLAE B HE At
OILE R EE) -

WEAFEHA R

Zp SRR EWVER R, RS ATBE R B N AR B JXRE T DARE SR I I 24
AR RS TAT . BRI Rl N dadliad [ A R OBl S Gedh 5 AR Al B AN R

5

[(#R]
— KPR R R B R A R R B 2
—  WRURECH YR P RE A I Ak
- PEMADIRESF EFE (Child-Pugh C ) 4EH].
[ERHEN]
R # MR T B S BRI A AL MES R R M
HIFAwb X CYPL7 HUHMHI{E & 808k B iz T, R R] e 2 51k m

PR AR B« 2505 A M — VB R 7 th LG LU A B L g
R A AT R RIS 00 S LR 4] A

AR DY T4 FH IR JE A~ 5 mg BE H VR IB FH R BRBA EL s J2 1000 mg &% H — A 22 B 77
SFHRIRES VBB, RIAGIRITHA 4% M EFMLEFIHE 2% EERE 34
PARPI AL . RISIRITT A 2% M EH KA 3-4 Jomii s, FiRrda 1% 8
R 3-4 ARG -

7F 212082PCR 3011 #fF e+, K JEFA 5mg & H — I A B R BT Eh 45 72 1000 mg
FH—X, RIARIETHAE 10% (1535 DU ZBFHA 1% 1) B H I 3-4 ZARA il
fiE, 5 20% WA L EFIAE 10% M EHEWERRAE 3-4 Fmil k. FiE7 a6
1% K BB KA 3-4 AR -

Reference: CCDS Version 018 12



Xt T e AR IAURE AR YR B R] e SO AL I I R, A b
TR A O R ZE . WO B O B O R R, ARSI RO DI . B
W25 SRR, 78 AR F A T8 5 AR AR IUAE B S Al O XL 00 1 R B oML 2 QT
(] B A AR AR i T e R = L B i o

5 R b HER: T A2 =8I 4% (LVEF) <50%a8% NYHA O IEE 1 2288 IV 2%
HHEE (W7 COU-AA-301) i NYHA OIHEE I /2 IV HO3EHEHE (HF5E COU-AA-
302 FIHFF 212082PCR3011) , A NhfEIX &k d rhfdi B Lt A e L DIRR
o0 EDIN

B ERR BRI g A

FLIABENL 22T BRI PRIV e B s o, B R R o D R AN 4 ) R AR 2 AE
A iR YT 2H 2230 i i A2 R4 1763 1 2 A 0.3%F0 0.1%. TRk AN
A IR JE Fa YR IT I B3 7815 A H B S A s pk R IR s NBOIR S I, LS iR
B Ihae A4 WIS ERRE R D REA A RPERAALE, JUIEX TRk e %
3K JEFA TR B H B3 NCIR S I B . A SR TT S 800 26 % R R 1 A D AN
KRBT BE > 55 BE IR S D e A A R IR AR AE o« AR I PR 75 B AT 3& M ke 2,
Difiz's FIR R R e A 4. LSOOG L2 AT« AR AN 2 5 ] R B0 0 Bz I 28 [

~qIA=N
Tl

Ji =3

FLIRBE NG AR IRV BB SR, 3/4 2 ALT B AST FHi (£ 5xULN) 1EAS i
HRIT I 2230 3 R R AR 6%, Gl RAETEIRIT MR IEET 3 N H o FHECERZ AT D)
REIEH I B, 2k ALT B AST s i) 3 B A ol se R B DhRedabn s . AR diayT
24 2230 | B R 2 1.1%IF) B K] ALT F1 AST JHiseR AT Sh e 3w i 1L VR T . fEiX Lk
I ARRIE T, ARG 5 A% 5 B A DG 2 3 3B T 24

TIIEARIGITHT . BT IFEGE R 3/ H WAE 2 8 1k, LA ERE A 1 ot il i
TEHEEEE (ALT A AST) FIHZL 2K V. xF T34k b BE T ohAE 10 M #2252 250mg A
FIEVRITHIEE, THEEITR. A7 LAANERE LIk, B 2 ANHNE 2 8 1
W LRZ AR LRI ALT. AST FIHZ K. S B HE s I 1R 1 I R
FEIRBARAE, 0% B W My A HZT R . AST A ALT /K°F. 40 AST. ALT BRAHZT R
SELRME TR, AUGINIEINARE . —H AST 8 ALT JH& % 5xULN L L, SR =THE
% 3xULN BA b, 2507 I o 7 A i 9 25 070 Mt DU D e

INTERT DhRe R B ME K B 2 5 3L 28K P AST A1 ALT<2.5xULN H & fHZL %
<I.5XULN J&, A #eUMEAEAKFHIERAMGT L THEHEY D « wSiasriy
V) Ar] B 1) 3 ™ 8 JF 258 (AST B ALT>20xULN) , JWifs A A7 3 AR
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R . EWEFA SRS BRVERTRHGE, Mo g8ttt (L IA
RN D .

{6 MR
S e ) 5B 125 B W B0 8 2 A B 2 JR A JE A TP
R L R ) O L2 A ) o B £ L R

RYTHEINARREE

AR . BDAEARZTHT 2/ K RZ A LN AR . 5 EARZALE,
Tt IR A BT A A, BTLERS 2R Cmax A1 AUCo (ZFRHE) 2RI INE 17 f5/1
10 %o Xt 2 Ik-5 VIR AR A i B 3 S0 2 e B N A 22 M i R BT VR (L
[ARKMT A LERE1715] ) o

54F 223 —SMB A

FETCREIR A SR BEREIR I - T2 BN B e A% (N e M V2K S5 3R U A 47 e J8 3 vt
AT —BIE UG R R, 85 I B SR PR AR JE Ak B R INNER 223 — &4k
YIBR SR YT Ja JE T R BN & 3 A 2L RN AR RS 2 Ah, ASEBEIIATR Jetal
WIeA 5 45E 223 & MWBA .

HEE
RS T S AR (EBIRPUIERT S AR B E TR I S LRk, Am S
i abR N S e LA IR LR L A

R Y R e
B FRBEIL 077 (0B BB 28 2, SRR T R

[k

A5 FERE B Joi a2 1 o v TR RE JXURSE AT Ib g 2 5 0 S PR A8 ) I
B R

B A RhIRTT I CAR S B IR F A w0 B BRSO LA At B 1 33
REBITRGIEIRIT W — DA WL (AR KR . XEE IR S5 U
SOV A R Z5 R TT 1B, DAEFIAS f o
BRE TGS

AN ity 5 A A AL T 1B 15 15 P ) 2 A PR AT 2800 R M E
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R 5214

S FLE . AR IR 2 Lapp (Hrif) FLAE SR 2 E B8 4 0 -2 LA TR
AT P i o 56 2 LB A% [ R R AN IR A i e RIS S AN, 8 4 FRIERNE E
Rk 1.18mmol (5% 27mg) o PRENEEN I RS N T LIS E.

HEEERK
FERNE R AARPTIE AT 7 e B3 1k B (B3 IEAERR A MIRIT ) ATReA A
IR 2y e B £ XS o

HETILEASERLL.

QT [HJ3#H

TE—T % PO TR IR PRI, 33 12 mCRPC B #H TR &R 1 /N Bt & 5 2
/NS R AR i 1000mg & H 17k, [RIN & IRk TR JEFS Smg & H 2 k. BE2IZE 2 J& I
552K QTe AL TR E AL (n>20ms) o AR1, oIk R IR G Bt it = PR A,
Afe TR A S T e/ ME LK QTe (A (1<10ms) .

BRI LAR AL KR

e LI G LR IRe AP 2L 2P N
[ Z4E KA E L A ]

YR

AEAE T e A PE RIPLE RSP ie ( 45 A AR R gk n]
REMIT LA IA S, PO e S8R LIRE, JFarRegl e arik+ it

W C o8 T2 R AS i I NAR B - RS AR BE SR T, UK SRR 4% B R BT
B D R ER IR EURF Je, B 2R B B A O NIRRT &R N B & (AUC) [>0.03 {51,
XA IR R B AT R

0

M 7L

AEAE T e MABEA SRR, DA 7L 2 e B
L BEFLIRTRE LR o
pli

F AT AN ZE B PO s e B AR R AFAE TR 0T . W R BE 52 R AEEAT
N, WFE AR . MAREE S TR LR AT, TSR A Y 3 2 (R
3 75 8 FH 2 A — A gl 275 3K
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AR s RS e A 25 2R S AR RIOLAR], R YRR BN B e 2ok, s
FEA IR TT W AR IR 45 245 J5 3 o PR A R0 e 22 4 it

EN=P]
WRyErs, Al REsind i BN AE TR
[JLEAZ]
I AR 8 A i T ) LB A R A 22 4=
[ZERZA]

TEA it I RIS 45 52 A VT T I R b, 70%01) B35 65 %/ 8865 & L b, 11 27%
HIEE N 75 B Ek 75 Z LA b, BB AR AR 2 AN R A L F
ERZE SR o B A PR PR A 75 I S 2 4 B RV A R KA i I LB A 2
{EEANREHRRR 4 B BURE B v

(A E AR ]
5 S 25 A AR

H LGN BT L 15 T R 22 17 720

WARAR SN YR, A& CYP3A4 RN . 16— BEZ R 25 sh /124 M HAE
FGAERI T, 2R 295 CYP3AL i SHIFMEF452, K 600mg, 154: 6
K, BfJEH5Z 1000 mg A b BRIR 25 24, BT LRRE R K AUC.IIME R 4§ 55%.

YA IT BAR] N A SRR CYP3A4 S/ (n, FRZEEN. RO, FlAETF.
FIAEARTT « FIAEmE T RO % . XAME[FHEH)D , RAERE LB RIRIT 7

%o

£ 55 — TiUfe JE 52 ol I 298 A M BAE R PR AT 7 b, SR (—FhoiR Rk
CYP3AA HMHIFD 155 FH AT BT ELARr I (K 254K 77277 A BAT i PR T SRR o

B ELAFTEXT R 251 i 2 1978 £ 50
B LA 2 I 25 04K i CYP2D6 Al CYP2C8 ¥4Il 771 .

FERFRAN IR BFIEL N CYP2D6 JEYI A E VL 552 [ — TR 5e
FEVWIFHR =S REERE (AUC) N T4 29 5. AXIWDIFHINE AR YA HEBE K]
AUC2 38711 T %) 33%.

AKiEZ% CYP2D6 yEL BRI 254 CREA IR TT e BU A 25D B R st
TE, NYFERRIBT IR AEMNAYINFIE. & CYP2D6 il 2 +EE+E

Reference: CCDS Version 018 16



RS HZRIER . M B TR BORMERE . FIREEE. P EEE. SRE. T
frR BREE . D255 (5 =F20 5 T 281 CYP2D6 JE BUE MR AR .

WG — AR e B 52 3R 3 Th P RE () CYP2C8 25 Wy Al AH HAE AR5, A% 41 5 A
fh 1000 mg BAVEBCEG A2 NG, WASFIERK AUC 300 46%, MRS 51 ERE B35 AR E)
M-111F1 M-IV ] AUC & B#1IK 10%. SAMEEE R HES, R iEE 25 KARIT T
HE) CYP2C8 MG TEM: SN . 25 CYP2C8 AR 24 5t A, 355 k4% 471 i A it 4% 471
=% (O [EZRFEMY ) .

AN SR B, AR 10 2 B U A B R AT b e e R G20 S8 A T R BT B A R 8 0 o)
WG 1288 1 OATPLIBL, KL REMY N2 OATPLBL JHFRIIZIMIMIRIE . HT#;
ia B A 250 A ELAE FH v JC I PR AT 78 8085

5 CHIZER QT [HHIHI 2500 211

HFEBIRIT AR QT [, AN S CRa3EK QT a1 25 ¥ sl n] LLi% &
SR A R VO Bl I A Z5 WIS A TN NEAE, an IA SR (Bl e T IRt
o 13 COTAIAERERR . RARE R ZARRRE . BHRIRS) DULHRE 5. SRIDEA.
PR PURIR A
GHE A B A

W PN I W] S RO S AR A 5 O AT RESE AT S B TR (PSAD Ik ANHERE
KN S LR

(ZYidE]
A i I B I 22 38 AT PR

A TR AR R . R AE IR BRI, N A, IFRIER G SR
VESE M, EAERTOHERH O s ) 0 DA K Zh RE I TE AT

[ERRE ]

A A R E RN 2 A DA AE = TRENL . 2RI IR E BRI R e (W 7% COU-
AA-301. COU-AA-302 fll 212082PCR 3011) {8 FIESE, XU FL I AT A B3 B2
GnRHa Bl BEAF: 5252 1 XU 22 MU B AR o 3% = TR a0 HE B 1 Bk A A FH ok ] B ey 7 R A
B b IR ES G T AR S R . Bl TR N R T DL B T AR S AR T T AR e bR
(PSA) FKFFhmy, R A iy 1) A BROCBE MR IR PRASKIGAS 7o 1 551 FH A Y I
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BF9T COU-AA-301

BEAE#R 52 & P i AT R B SRR AT 5 B B

FE—TRENL BRI, 2900 1 BllG RIS, fERRAE 452 2 PR Ab Sk IT 1Y)
FHHCHUIE AT A1 M B TR Al A S T O e e . % 2:1 LRIBE LS B3k 1195 {51
A TRA S 1000 mg & H 1 KECGIRJERA 5 mg & H 2 ¥k (N=797) 81 IR @554
H 1 WKEEA RSB S5mg&FH 2k (N=398) . #iBENL L BT — 4L B B B8R )7
ZPIRIER GE SN PSA BRI ARAEIE N 25% 1114 77 252 LI SAAG 23k e FREIR
BRI JFAEE IR IR TT AR sz M EE M EOR AT ST . RIS HERR T RE
1B 52 1L TR RE MR IA T R A B R B B e A S R

AR N DGt S A B R R A 2 AT I . R E PR R Y 69 X
(39~95 %) , PGS AAN: FIMENGE 93.3%, EALL 3.6%, Wi 1.7%, HAthk
1.6%. 89% N\ ZH B (KA TR IMEL (ECOG) R JPIRATESr 0 8k 1, AR ER
Wor>4 (FERT 24 /MRS R EH 5 45%. 90%EH B R, 30%EH H
MR . 70% &3 BA AR 2w dE R AIEYE, 30% &35 0A PSAEE . 70% 22 Bk
sz — P S LIT TR, 30% 2 A T RI6TT

FER A 552 BIBCT: G477 AT FE M R i, 45 R BIR A S A B 5 1) S AR A7
H] (0S) BBMAAgIERESE GR7TAE L o /WS 775 FIFET G (&
WA HTTHRIPET RN 97%) , BT JRSR SRR —3 GRD .

R7: BEZARBZENNGREMBIRERERITEE (IEEER GnRHa 16T EEEE
BHUIBRAGT) WEEFH (BEGT IS

KRB TRFHR B
AR T (N=797) (N=398)
LT AT 333 (42%) 219 (55%)
H S AE R 14.8 (14.1, 15.4) 10.9 (10.2, 12.0)
(95% & {3 X Jil)
P 1A 2 < 0.0001
U L © (95% B 17 [X 1)) 0.646 (0.543, 0.768)
BRI EAR T
HET-H AT 501(63%) 274(69%)
AL AEAEIACH) (95%E (5 X [A])D 15.8(14.8, 17.0) 11.2(10.4, 13.1)
U L © (95% B 17 [X 1)) 0.740(0.638, 0.859)

@ PR TR ERRARLY, JFIRYE ECOG IREVFr (081 73) Kbz
b XU LE AT R JE B L RS AR XU <1 R AR i AL
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FEIF AT JE B3 BT PR IR 8], A AR T B (AR A 5 8 v 1 2 R
(KD .

B 1. EXARBRZENSRBMEREMENES (EEER GnRHa BT
ZHYIBARBESIEIT) B Kaplan Meier ZEfE 4R (B HIGIT O HEE)

20

L8]
0 3 3] 9 12 15 18 29
. FETH I,
PN 797 736 657 520 282 68 2 0
Z R 398 355 306 210 105 30 3 0
LR A

BF 9T COU-AA-302

REAIT WEEB 2 AMBIERT 5 IR B

AP N P52 R R B sz T, 2l e IRECE BRCEIR, H ok
WIT IR IRIBAE . FRIEIBEIRIAE R (BPI-SF) , 1E3 24 /BN B ™ 5 200 o B 1R 17
AN 0-1 5, MIRCNTEREIR, 5N 2-3 4, WIRONEBHCER. R P HEERR T bR g
B R A 2R AYia 7 e acs W R 2R E .

F 1088 5] B f 1:1 Ee I BENL 2> B2 52 EARAS & 1000mg 5 H 1 %k (n=546) %[
MRZEFEEH 1k (n=542) , WS FHFRHKREN SmgEEH 2 k. LEEHIFG
oG R (ALY . BUTECTFEARIGIT . BT 282586 7 8 ECOG RS E 3 7
PLED Bt . AT sz st a8 Bt e, BEFEIRET .

AR B IR R A BUR JEMA IR T I N E AL RN 71 &, A E
R EIR B A TG TT I RE AR AN 70 . #AFIE, KRBT HNZ
R EA N 520 1 (95.4%) . A 1541 (2.8%) . WA 44 (0.7%) I HAh 6 %1
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(1.1%) . MIGEITAY, 76%H1Z ¥ ECOG IEREIRSTES N 0, 24%HIZ R E S AN
1. 50%MZIRF N EG B, 1% EA T HBMRHASMELELRE, 19%0EA
WH RS . B 3BT A& pON B AR G 2 ol R AR AR ) (PPFS)D
Rtz Ak, ERH DL NFRAR VPG T R A R B SR 2D G e AR R R . AR
HIFE AT TT I RIS (] . & ECOG MRREIRAS VR BALI B (SELME>1 70) . &
PSA BERERF IR CHIRIE T 2 i LAEZH 2[PCWG2)hr#EHE)

G S To I R LA A VA R FHIE S5 5 A, W B i S 1RSSR ) PCWG2
€, BRI PR SR el B SEARIR T RO B (RECIST 1.1) . rPFS 1)
BT R 2 0 SE G =5 B Y A5 2 3t R VR4 .

MRAETHRI) rPES 207, S0 401 )32 % B LA s AZ A s i 3t R Bk AR AE T
f, AEaIT4A 150 ] (28%) , ZREFNGITA 251 1 (46%) . PAIRIT ALY rPFS
FHESEHEER (ESHE2) .

# 8: HF COU-AA-302: #:AFEZRNBEIREBMER BN GnRHa BEEE
ZHVIBRARIGIT B E LR 2 BT

A+ RIEr TR RER
(N=546) (N=542)

TR F R AT H(rPFS)

BT 150(28%) 251(46%)
Fz rPFS(H) RIEH 8.3

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

P {E* <0.0001

JAKE E**(95% CI) 0.425(0.347; 0.522)
NE=R T4

*P {EK B X 2L ECOG AREIRSTE; (08 1) K72 X Mk 16
R <L, JUIAS it B
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A 2: BZARBBEZEANKARCIAEIRBMAEIN GnRHa BEEF 2 L UIRARIGIT I
BE WA 23k R A Kaplan Meier #H 28

100

80

60

4
7
’%\i a .
(S
20
0
0 3 6 9 12 15 18
TR, A
x5 546 489 340 164 46 12 0
R 542 400 204 90 30 3 0
~T R b

FEXT OSHEATEE — M AT (A) R4k SR 2 E Bl . 1E N 5 LUt o pr
[R5 3 PEAG 1) rPFS FIS2AZ 27 45 R LR 9 FET 3.

607 %3218 KA AR S R BIE T A AR 73 0 271 4] (50%) Fi
336 fil (62%) . SREFNHA, KRMEITHRZZHEREIOT AR FEK T 47%
(HR=0.530; 95%Cl: [0.451; 0.623], p<0.0001) . 7 jh4L 0224 Th A7 rPFS 4y
Al Jy 16.5 4 H A1 8.3 H .

F9: B COU-AA-302: A B ZEFBL AR EFABIR R I GnRHa BLEEAE
BHUIBRARIEGITH BE R TR B AR GBIk OS Hdathit-TrRE

HE)
A&+ RERA R+ RBm

(N=546) (N=542)
TR R AEFHA(rPFS)
et 271(50%) 336(62%)
HAL rPFS(A) 16.5 8.3
(95% CI) (13.80; 16.79) (8.05; 9.43)
P{H* <0.0001
AU EE**(95% CI) 0.530(0.451; 0.623)

*P (i 5k B XT3k ECOG ARRIRSIE ) (05K 1) 190 =5 Bk 56
** U Eb<d, DA i 5 B 34
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A 3: BRASBZRABAREBMEEEA RN GnRHa BLEEAE: 2 AL UIBRARIGIT
BE TR P R Kaplan Meier ik (35 =¥k OS B 43Tt -BF 3¢

EHE)
100
80
2
B e0
S
40
20 L
0
0 3 6 9 12 15 18 21 24 27 30
FTETE, A
A 546 485 389 311 240 195 155 85 38 9 0
EZEH 542 406 244 177 133 100 80 37 14 1 0
=R AR

TEMLEER 333 FISLT-FHAJa, HEAT T iKW OS A 73 ffr o T Il g 21 1w R 3R
ai, MAARATEE, R REFIEZRERER DA . SRBRAML,
A B2 E WS AR, SRR FEK 25% (HR=0.752; 95% Cl: [0.606;
0.934], p=0.0097) , {H OS SR AR, S /#r45 RARIE 2IHE (2 1L 3R 1 2R
ST R AHE (W3R 100 o MULIK 1A GRS ERER 2R E A AE -

FEELE] 741 BIFET-HAT G, AT 7RI OS st ChArBEV IR 49 4
H) o ARG A BRI A9 5 65% (546 5 FF 354 1) Al 71% (542 5]
A 387 41D ZARE ST ARhinyr HAE T K F£{K 19.4% (HR=0.806; 95% CI: [0.697;
0.931], p=0.0033) , OS Kai HAGI2=m X, Ff7 OS K 4.4 NMH R4 N 34.7
ANH, ZEAMEN 303 M R I10ME 4 o REZEFER 44%152 R E 5 54

T ARGIRTT, AR B Im R IR0
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F 10: HFR COU-AA-302: HZAFHZBABEERBMEIREMEN GnRHa BEE
2 HTIBRARIGIT B S AT

A&+ RERA TR+ RER
(N=546) (N=542)

B A
FET (%) 147(27%) 186(34%)
A AEAEIA(T) KREL 27.2
(95% CI) (NE; NE) (25.95; NE)
P {E* 0.0097
B EE**(95% CI) 0.752(0.606; 0.934)
ARSI
HET-(%) 354(65%) 387(71%)
A AL 34.7 30.3
(95% CI) (32.7; 36.8) (28.7; 33.3)
P fH* 0.0033
B EE**(95% CI) 0.806(0.697; 0.931)
NE= R PFAl

*P (i 5k B XT3k ECOG ARLIRSIESr (05k 1) 150 =5 Bk 56
*x UK EL<d, A L 5E B 3

B4 EZAMBZEFNBRERERBIR BN GnRHa BLBEE 2 VIR ARIGIT #
BENKAERR Kaplan Meier g%k (R&4HD)

100

B0

B0—

(%) EERHHF

20—

T T T T T T 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

o FELRE, A
L 540538 525 504 483 453 422 394 359 330 208 273 235 218 202 189 118 58 15 0 O
P 542534 500 403 460 430 401 383 322 202 201 227 201 76 148 132 B4 42 W0 1 0
R
— R &R

RS AEAFIIA (PFS 3 RIGESL, 5 RBIFNAIFAHEL, A AE R A PIHAT IR EE L
BRI I R 3R 2
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£ PCWG2 bR i % PSA JEREIT[R]: A5Gy T A2 B 2H %2 138 & PSA
B R ALET A 111 S H A 5.6 ~H (HR=0.488; 95% Cl: [0.420; 0.568],
p<0.0001) . AFIGITHZE PSA I H L N2 BAIAHM PG (HR=0.488) . AfhiA
7 2H A IR UE SE Y PSA SR AR 1521 Ll s T2 R I4 (62% vs. 24%; p<0.0001) .
TR TS A LUR IR E T, AR S ETT AW SR 21 58 4 50 2 SR 0 32 i E B
RTS8

EAE IR RG] BRI HTIN, A IR T AR 2 R R 2 32 A A R
KZW AL 8] 43 708 33.4 4 H A1 23.44 H (HR=0.721; 95%Cl: [0.614; 0.846],
p<0.0001) .

UM EEPEAL T AR RS TR) A S VBT 4L RN 22 R0 20 52 R0 3 i i S )T T 4R
() AL s 1) 23 v 25.2 A~ F A 16.8 4~ H (HR=0.580; 95% Cl: [0.487; 0.691],
p<0.0001) .

% ECOG 1RBEIRETED BAk>1 23 ImHa] . A S 1RIT A 22 B 7 2H 52 3% & ECOG
RBEIRSVE ik >1 4Rl 4 %A 12.3 M A A1 109 NMH (HR=0.821; 95% Cl:
[0.714; 0.943], p=0.0053) .

P AA AR T A IR B gt A 2 R RIS

B RWMEMEFets, FrlllEmid iz RECIST tr#Eifs 1 5e4a 8,
TR B f 52 R G I ] CGREIRESE RN E>2 em A REMUN— MR A o SR
JT AR Z RN A, e a2kt B H IR WG A 1) 52 8034 LL 5] 43 1) - 36% A1
16% (p<0.0001) .

K SAIAMtL, A5G T 4L % R 5 0k R XK L 2 PRI 18%
(p=0.0490) o A fhyfa T 2H A 22 5 2H 22 2 o o B gk e iy v AL s ) 43 0 o 26.7 S H !
18.4 1 H .

EHIHIEIRIT THRETET (FACT-P) (R0 BALRIN Al 522 @A AL, &
mYAIT AL FACT-P (a4 SBAL KU BFAK 22% (p=0.0028) . ANdh AT A2 7140
% FACT-P (&43) AL AL A 4058 12.7 A A1 8.3 1 H .

B 212082PCR 3011 (JEJTHfE mHSPC &#)

W9t 212082PCR 3011 % 1:1 [ LA BE AL 73 Fio 3 1199 4l /& f& mHSPC &%, J3 o4
Z A 1000 mg & H 1 RIBEAIRER (5 mg B H 1) ¥6)7 (N=597) , szEF4E
H 1RiE57 (N=602) o SN HIZET mHSPC 3, fIEREHLAH Z |l
REZIRYT, B2 ADT J897 (S RVIBRAREL GnRHa fEECAETUESED &K 3 4
Ho BEENAF 1 ADAATRTESZ 1 AT S BT 8 G BETFR b
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PR T ECRVREAR D o G 8 R AE JE AR I B =P R DR 2R ) & D R
Gleason 1F4)>8; ‘B B/nAA(E 3 4bsk L Bt fEAEv R N IFERS . HERE &
ZO0ME E ERREUT DhREREAG I R . B SRR, HAE M IMREAE U IR
JRIHERE . Raresz it B AR EET: . IR ERERE (15 SO 7 B by T
BT BFARVGIT R . TR K HE BT R A RRIREL ECOG ARRRIRAS /B R 3
rEbh b

FA B EE NGt 22301 AR 67 5 AT AL PR AN
ENZE N 69%. B 2.5%. WA 5 21% L) K% HAl AF 5 8.1%. ECOG AREIRASIF
SN 0 Y 76%, TN LINEE S 42%, 0N 2 I 5 3.5%. (K40 A B &K
JHIHER (5 24 /NN RSP EFER) € X, FEEIRIFITANAE 0~1 73 CRiER) 1 &
Hh 50%, 2~34) CRREEREIR) M & 23%, >4 [ HE 5 28%. 93.4%1) 4 BEAT 5%
TS RIAIIEGRITT, BFEFAR (3.8%) . BT (3.8%) . WHIRYT (93.2%) . W
SUMARIT B GnRHa BRIEHLA (75.0%) . ERVIFBEAR (12.0%) . JLlEEERIGIT
(62.1%)  MEHGER B iR (1.4%) .

FEST A ORI . TERAE 406 BIBET A4 5 4% 7 2 1w #EAT B B R 43 B
SRER, ARBAERERIGTHEERNEAEMF (0S) BLRFHEIi s, HA
BRI E L RMHBERBIARIT AT 21%0) 835 DR RIS 41% [ B34
% 7 Re e KA PE CRPC 1) OS MG 41697 . ME23 618 HIBLT R BINy, FFRE 7 Hii
AAE T RABEVI BN 52 N H o TR S e RUE R g R —5 (R 11
A 5 o RIGEF AT, BEERET LR A2 B 5> A 29%F1 45%11) B #252
T REIE K EE R ME CRPC M T2 (OS) G 8677 .
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F11:  212082PCR3011/LATITUDE IR A MikT AR 2R FNEIT H B E K
BAERE (BRBITomE)

AFEBARBMR TR
(N=597) (N=602)
ey
YT (%) 169 (28%) 237 (39%)
A AR (HD NE(NE, NE) 34.7(33.1, NE)
(95% CI)
p 1 2 <0.0001
KBS EE (95% Cl) 3 0.621 (0.509; 0.756)
B e AT
TS (%) 275 (46%) 343 (57%)
AL A (HD 53.3 36.5
(95% CID (48.2, NE) (33.5, 40.0)
AU B (95% Cl) 8 0.66 (0.56, 0.78)
NE=AAfh 5.

U R T AT R R T A R
2 plE TSRS R, JFRYE ECOG RREIRA T (0/1vs2) MWAEHFE (Tovs 1) 7=
3R AT 2 A B L AR o XU b <1 R R BIAS il L3k e AR B AR«

& 5. SAEFHR Kaplan-Meier B; B REIT ABEER 2N
(212082PCR3011/LATITUDE 8 %)

100 4
£
T
3 80 -
5
(=]
£
3 i
2 60
Q
2z
O
=}
(7} 40 -
‘G
®©
=
% 20
w
xR
O -
T T T T T T T T T T T | T
0 5] 12 18 24 30 36 42 48 54 60 66 72
Months from Randomization
Subjects at risk
Zytiga 597 565 529 479 425 389 351 31 240 124 40 0 0
Flacebo 602 564 505 432 368 315 256 220 165 89 23 0 4]
——e—— Zytiga ---&--- Placebo
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FEHHATHRIET (PES FZ0 4y, kA 593 il Fifh, ANECEIREMIGIT AP A 239
1 (40.0%) i, 2RFIHTH 354 ] (58.8%) HFH kKAELGFIFEROWT.. W
LR PR HZ A rPFS FERE EZS (WK 12 71K 6)

R 12: B3 212082PCR 3011 A& f BR AR B AR T AR Z BTG T A B F IR
BEEHBERY (BRAEVAIT )

H e A \ e
MBRETHRAETFH ZIinn(El\aléZES. éﬁ%}ﬂn (ﬁj@;tgfzu)
P it g AR T 239 (40.0%) 354 (58.8%)
A7 rPFS () 33.0 14.8
(95% CI) (29.57, NE) (14.69, 18.27)
pfE ? <0.0001
R EE 2 (95% CI) 0.466 (0.394; 0.550)
NE=TCVEAH 5

Up HEETERAR LS, JEIRIE ECOG ARRRIRATEr (018 2) HK4rE-
2 RS EEEE T 2 5 I EL B USSR o XU L <1 oA i B ik JEAR & ADT ¥R97 S AR

& 6: BF5% 212082PCR 3011 & 2 Toi B AEFE ) Kaplan-Meier B; & VAT AR

100 H

i 80 -

60

40

204

0 4 8 12 16 20 24 28 a2 36 40
B E, H
J B 597 533 464 400 353 316 251 177 102 51 21
st 602 488 367 289 214 168 127 81 1 17 7
. e TR

BRI A B A AT (PRS HOERaRAh, IEAE A T SCRIR B R b h L 82
BRI G IR e Rnia T T BRI sk, BARLT

E BB IR BRSSP T 24% (HR=0.759; 95% CI:0.601,
0.960; p=0.0208) . AfhELEIRJEMIGIT B 2 H ¥ HLI R FIZE 25 A9 Eh
43.0 M H, ZRANHN3L3INH.

£ PSA B ERE] (R#E PCWG2 F5#E) : AMBESIRJEMIGIT ALK Th A7 & PSA 3
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JEmH AN 3334 A, LRIFIH N 7.4 4 H (HR=0.310; 95% CI:0.266, 0.363; p<<0.0001) .

ZB)FEETHIR T B, AR BCE IR e An ia T AL AL F S SR T IR
ARISE], RGN 29.6 N H, KB T AAP FEIR | BIERA a1 /5 8T 1
8] (HR=0.431; 95% CI:0.356, 0.522; p<<0.0001) .

BREIBWIT IR AR ECE IR B AR YT LI AL B R AR T I (B v Rk B, %2
REFIZH N 57.6 ™~ H (HR=0.508; 95% Cl:0.412, 0.627, p<<0.0001) -

EREHERRIS TR A% SIS IR JE RA VA T 2L AR 22 R 7R AL e 57 28 AR BE i I 1) 73 31
4141166 1~ H (HR=0.721; 95% CI:0.607, 0.857; p=0.0002) .

RERREA G BoR A oI LR R RAIR T I T 2 RGRG YT

o E EFER ARSI (PR ABI-PRO-3002)

REAST KB L BRI RT 51 B B

AT (P E. DeRpETAZEED M Z D 1 42 MW 0BT H)
— AR ICE IR BRI (2 JEGMRIRERS) 1697 TR A 52 BEREIR 3 R 1
FAAPUIE T F e B Bl X B RE R 0 BRIG R e, S2 AR
Xk GEMEERMD) 1 ECOG ¥4 (0 5 1) 432, FBENAE (11 #2ARMBE
WM B BAEA R B s . A2 E g2 1000mg A (DL 4x250mg F g
7)) 4 FragE A CBEH 170 BREIR e Smg (BFH 270 .

AW TN 313 Z32iH (157 B2k E: AmEKEIRIER, 156 L2 kE: %
BRI SR ER) , HihdhEEE A 238 4. ZREHEZIRIT, HEEREE. o
FRE It R aTE: MR EEZRELT T PSARE (PSABHRARENE IN>25%,
Y HE R IN>2ng/ml, JE HAE>3 BEMHI) « RFHE (AR 38 Eon it R ek
MR AR RECIST 1.1 AniERlE M AH S it )  simpkdt e Bt BPI-SF PPl
>4 TR, HICE B REE, TR e T K B B R A N R R
BT AR T 2 S PUEEITT) o 2l E WA RA T2 MR s NIRRT & bR
J7 o

J7 RO BT LS PSA WRFERVPAN 5 1k & LA S AR AR IR VTl o I8 E4T DA
VR SR BB LR A HBEEHYA; BRI MR R ETTIRRYT
R R A e T () BT RR R R R 11 1) A5 R 2 5 SR D e 1 22 A a3 e (1) B 1) DA 2
BRI R 1A FH A5 20 R Al B A R 3k R I IRD s O s [ B DL R A R A A A 1 &
ECOG & JRA i A AL IS [A]
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PR LT () R N G T 22 00 AR 2 i R e S A 2 35 i 1 . AR P AR 71
% (48~90 %) o ZJ7ESeVE B AT, A R 2 R TR [F H 2 R A R
JEFAIRTT 2R AL, ARSI A TR B IATRIT 2 E 1 PSA i & XU FF{I% 58%
(HR=0.418, p<0.0001) ; T [EEHKLERE SARMEE R B, MET 2BRBE K
JERRIRTT AL, A G TT B2 PSA e KUK BRI T 44% (HR=0.563, p=0.0173) .

% 13: BT ABI-PRO-3002 HJZ PSA #HRBETE, 2BaH (BEIEITOHE)

B E Bk
AA TR AA TR
fHik a (N=119) (N=119) (N=157) (N=156)
BENLAL ISR 119 119 157 156
A 30 (25.2) 43 (36.1) 34 (21.7) 60 (38.5)
HWE 89 (74.8) 76 (63.9) 123 (78.3) 96 (61.5)
p{E b 0.0173 <0.0001
JA s L (95% Cl)e 0.563 (0.349; 0.909) 0.418 (0.271;

0.646)

2 LT Kaplan-Meier i 2& (117 1
© pfE RS DX (I M B W) MECOG I 0 14T 70 /=
© IRV U A 3T 43 2 LU AT XU 2 A5 28 o SR XSG Bl < L0 358 B R T A
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B 7: Bt ABI-PRO-3002 ] PSA i# @i R i1 Kaplan-Meier fik: S& R IRIGT o

FNTEE
[E =ik ———— A
100 A OOOQO A FhaimKR
PAGASASA I L Bl FAR) PN
80
yn
o 60 - _
g %
l‘ﬁ 0 4 ﬁ“ﬁr—i_ —1&‘-——"
= Fo ek
"
7 204
%
0 - . r ’ T T
0 3 6 9 12

BEHL IR CHD

AT 68 20
LA 156 39 10

onN
oo

K 8: HfFt ABI-PRO-3002 K] PSA i BHf B Kaplan-Meier #iZ%: FE (BMET

100 — Al
———— R4
OOCOO AAM%
7 >—, Yotetede BRI
96 4 P
g %
>
peid e
% 40 4 ~“*—— *
H
o)
z 20 A
0 h T T T T T
0 3 6 9 12
BEALE ] O
A 119 51 13 2 0
A 119 33 7 0 0

SR ABEE IR IEMIBIT %R E (31%) M, REBESIREMIBITHZRE
[f) PSA Z2f% (67%) BEHE (p<0.0001) . FEEFH LRSS DA NS R —
B, ARMBAIRJEIAIRTT HANZ B IR A 1R IT 4L PSA Z2ff 2853 ) 72 67%F1 37%
(p<0.0001) . ZFMZEMF GEREMATRS %M, CR+PR) K], AMEEIREN
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BIT R E IR (23%) HLZ BB &R B IGIT B2 # (5%) WE I,
R B 21058 1 4.8 5 (p=0.0369) . FTf M N MR . rhIE B 45 55 5
RNBERI S5 B — B, A SR A TR JE AR TT 2R 22 R 70105 2 Uk JE M VA I 4L IR 75 A 22 it 2%
I3 F 32% A1 0% (p=0.0052) .

ZEVAIR BN RE RS A RS OR B BT HAE>10%2 & w5 AE
s RIS W BOmARA ML . A 17%H 2 E RS 7 3 80 4 AR
F, ZRFIAR 21%;: WA R 4% 7% 2 RE WS T EEARFEME; H5H
3% 4% 52 E I T SEOETIA R 25047 3% 5% 32l & il 1 35
EH A RHEF.

fiff 55 ABI-PRO-3002 [ 45 SAUESE | 78 AR 32 147 1 mCRPC 524834 HH G FR Bl LU 4
WA IR JE RN TR TT VI SRAS A F) ) I PR3 2 - XU b o A 70 HP B TR BT b A e 2 1) 22 4
HHIE 5 A BR oS EE % 111 HIHF 9T COU-AA-302 KAK—E., RWMELRH L2 HE S

o E EFERRREIE (PR ABI-PRO-3001)

BEAE#R 52 & P il AT R B R ST AT 5 B B

] A AT I ) — TR S A TR SR MM TR T 2 PR AR SR AT R i F 1 25 S5 K
PUHERT SR B T 1AL BENL. WE . BT . FTE A0SR AR
1AHIEE 1 R 2:1 LR BIBENLAL /L, 20 54252 1000 mg BERL R LLAF Je (LA 4 x 250 mg
Ry, BH L1 BRER 4R, BH 100 , BEREMEIT (5mg, HHM
PO o RITAHA RV X . BARIT B IAFES: 28 K.

AW TR S IR BENAL 204 6152 R . \TT A2z 220 b S5 35 B 35 B e B L s
1 143 Bl ZRE BRI 71 P12k . R E IR BB RE. it
JE 2t PSA BHE (AT A ARE: T PR TAELL[PSAWGIAR#E) FISAZ 2Ft g (Bt
AR HE R 1 RECIST 1.1 #fi@ AR it i) , AR IRREERE R
BRI BPI-SF PAN], HIIUEEEAH A R F4F, JRJEFA ARG N FH B8 S 3 b
B R, B AR A B R Fr SR VA TT BT A e A DG AR AE RN IR D 5 BRI PR
&, [P PSA HE RS2 AG 3k e v (1) — T0 sl 5 T30

LI e SR FE T A ) PSA KPP T AL, BB i TTPP, E SN
MEEHLALZE PSA 32 [t a] [AIBE (HRYE PSAWG FRfEsE XD o BT S M
AAFH. PSA SRR, BUMEME. EiGR BB S & FACT-P £ TFERIFS. 2K
St R (R] . (55 BPI-SF 5™ B YA 0 5 5 D143 Rl LI 24 166 FH P90 30 A5 () 0 SR A 1Y) 2
RE L, PLAGE BFI AL R 55 R .

ZRE PR N 68 & o K2R R H LB U PSA R o B &R Lt
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R AN 22 BRI 20 55 A 95.1%F1 94.4%(1) 52 iR B 5685  JELR I S IE IR 1 52
B LAy 72.7%H 66.2%. I ik #H A AT REH (6LT1%2 i FH 2
HERYIBAR, 54.7%% G #2ZL GnRHa JAT7) » AT iR E W27 . EX
BiayTIE, BEERRT LR A R AR YRR (R 2 32.3 [, RGNy 16.9 . B
FRR b e A r 25 25 TR D 9 AN, T2 RGRIZH 9 5 AN . BE U742 T T8
BRI LU ARr fegn 25 1) 32 iR, IR T REEERT 1]y 16.0 J/, A4 25t Iay 4 AN
e R

ST AR ER S 2 EFAMLL, BEERR LEF A PSA it XS FFIK T 49%
(HR=0.506; p=0.0001) . BRr#ZE ECOG K JPIRESVEN N 2 1% RE (HTFHARR
/N A, BT FAMEZE 5 A 350 S A I PR T B R R R 3 B S 1 TTPP.

R 14: ET PSAWG FrH#EMHEIZE PSA 3R R]
(HF5¢ ABI-PRO-3001: ITT 730 #H14E)

AA Z R

(N=143) (N=71)
BEALAL I 2 143 71
PSA it 109(76.2%) 52(73.2%)
JIIPS 34(23.8%) 19(26.8%)
2 PSA i REINA] (OR)?
% 25 H 7 hr2(95% Cl) 85.00(83.00, 112.00) 29.00(29.00, 30.00)
HH A2 AR (95% CI) 169.00(141.00, 197.00) 84.00(31.00, 113.00)

55 75 B %(95% ClI)
BENEE|

3N H o 4H2(95% ClI)
6 N H L1 28(95% Cl)
124~ H T #43:(95% CI)

pfHE®°
AU EE(95% CI)e

281.00(252.00, 337.00)
(1.0+, 533.0+)

0.699(0.614, 0.769)
0.446(0.360, 0.528)
0.153(0.092, 0.230)

0.0001
0.506(0.356, 0.719)

141.00(113.00, 366.00)
(22.0+, 533.0+)

0.454(0.329, 0.572)
0.169(0.082, 0.283)
0.145(0.064, 0.257)

e+ =R EHE, NE=ATA .

@ fZIPSAWGHRHE, ZEPSAZE M AR A MEELIL H ZPSABERE H 2 18] i KRBT E bt
IR K AEPSABEFE 32 A, AEWF SR AR RPSATTEAL NI 25 o ABEATAIF 78 1B 1A PR 521K
FURBEAT BLLVPAL I 52K, ZEPSARE I (8] ZEBE AL I I 2%«

b plE X BRI A

© RS EL R P RS TR AT Y o XU B <147 FI T AA.
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B 9: T PSAWG R MBENLALZ PSA i3 B [H] Kaplan-Meier B
(W% ABI-PRO- 3001: ITT Zr#r8E)

100 4

80

60 -

40

B4 P R FE VSd o

20

0 3 6 9 12 15 18
AL ] CHD

Tk 143 93 55 27 13 6
A 71 2 7 6 2 1

oo

—o— &g ---A--FEH

XF T BEAT PA 2 PR A 9 ZE R A 7 R O Bl mCRPC 321X, {87 FH ISR BT ELRE
KA IR e IBIT W SGE 7 TTPP JF3R1S T8 1) PSA 2. [Fl, MM%EH] T OS
[l R F#a#4 (HR=0.604 [0.356, 1.026]) , HR 5#f5 COU-AA-301 (HR=0.646
[0.543, 0.768]) #HMh. BEERFT LT I 328 BN PSA 22 (49.7%) BEm T %
BIFIHZ R (14.1%; FXKEE=3.525; p<0.0001) . SEEERETELAR B4 (37.1%)
FHEL, 2R (50.7%) H H Ik e A (1) 32k LU B e o AHEE T2 BR300, e
P ] L AR e S 3 L B AES  A e i X KURS:, FRAIRAR S 9 50% (HR=0.496; p=0.0014) .
TEETRVET N 4 B B2k, BERRRT LR 4 7 s e i sy, P E RN
23%.

WEIRIT I, BEERR ELAF A 32.2% 2 i E T 3 & 4 AR M, 2
A 28.2%; WAL 14.0%H0 19.7%M) 32 34 A6 T WA A RF M 2 alH
7.0%A1 9.9% 11 324X & i S EUATT L LA R 20547 6.3%A1 12.79%(1) 52 1:0# i
HSEOET A RE M.

BF 7 ABI-PRO-3001 f{45 RUESE [ fE852 1 A0)T [¥) mCRPC AR R IR R LU e
A IR JEFAVRTT AT IRAGA R ISR 28 - R L o ASHIT 5 BE R B EL R R 2L 1) 22 4 PR 5
SERRICEEYE 1 AMFST (COU-AA-301) RAk—E. KRMERH Mz EME S,

BF5T 212082PCR 3011 A f) 1 B 528 2 e PR A

W5t 212082PCR 3011 13647 137 B3z FH N E AN CRmik& Ik efainir4d: 69
B3R, A 68 Bk E) o« AEMFARNAR, HEZRE M aE AR IG)T
SR I OV GE T SR R SE A I T . K2 80% M2l Z Wi 4323 N bR T
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T REAUFEPUMERR YA GnRHa. A ShIK &Ik e aia T LA 2 R I s R T Rt
[ Ao il 28 S F (B BLANEED 1224 H (G244 EHD o FREREEME,
PUNREA B AT R S B MEIRE, TR B I H 70 Hr g R

7E rPFS EE M, H 18 #i (26.1%) AFELAIREMIBITHZIREF 38 41
(55.9%) ZEFHZRNFIME TR FHRBILT. . SEFIHME, RaBEK
JEARIBIT H AR ik R BAE T A K 7 66% (HR = 0.341; 95%Cl: 0.193,
0.605) o AFHELA IR JERATRIT LR AL rPFS MRS, ZEFIA R H 47 rPFS A 18.4 4
Ho

FE R ZE— R OS Hrh 43 ATES, W] 29 B2 ik & B0 AMBLEIREMIRTT
HoN 141 (20.3%) , 2RI AN 150 (22.1%) . OS XA 0.862 (95% Cl:
0.415, 1.788) . {E—iIT A AEF I ARIE R,

Hh [ 2 IR BT A A o A B AR SIS IR B A YR T BRI — Sk
Bt ARMEEIRJEMIBITIER T i E 2R #F R IIT R K (HR = 0.433; 95% CI:
0.146, 1.279; fy IGAITI A AF—VBITHIIRIXED | @B T HIBESRTH
ik (HR =0.349; 95% Cl: 0.173, 0.707; G806 TN IR AR —I6I7 HIRIA
) o FER T A EZIRE KRB E (HR = 0.680; 95% CI: 0.416, 1.111; AL £ 4 5H
BRI A AMECE IR BT A ARE R, ZREGIHN 12.9 D) AER 1 E 32
LI PSAHEE (HR=0.261; 95% Cl:0.157,0.433; 7% PSA BERERSIA]: A SHIBEEIR
JERMIBIT AL, ZEAHE N 92D

P ESZRE T, AMBCAIREIEIT AR 2B A 5 A 94.2% F1 98.5%[157
WA TR I R RS A RFM ((F—H>20% M2 iXF 5
DR MRE (AR S B A IR SR A TR T LA BRI 1 R AR R il R 37.7% A1 20.6%)
ALT JHi (30.4%A1 26.5%)  AST JHim (27.5% A1 22.1%) « I HHAE (24.6 %
20.6%) . EMLE (24.6% A1 14.7%) I (10.1% M 20.6%) . MAIRE 3 Hak 4
AN R FHAE 32 Ee 2 & 60.9% F1 50.0%; 75 ™ HE A K FHAF 132 & Hipl 4y
Al 23.2%M32.4%; i FEUFLMA R H 32608 Lud) 7371 /2 13.0% F1 16.2% 5
W FEACC AR R FAM 2K L 052 8.7% (LW 7 VAL A ix Le Fi i
VISR M 15%.,

FENIEWFFE 212082PCR 3011 (17 [ 32 10 LS 2 A s Bk G IR JEfn iR )T (1 2242
VERFIE 5 SR NI — 50 RIUHTRY 2 MR R L. BF 7T 212082PCR 3011 kA ih
A IRJERR TR T7 v EDBH2 B K i f& mHSPC B8 A R 3k ad- MRS EE
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(23 FH]

ZHEEH

Tt 12 O] LU e 0 AE AR PN S A BT LU AR, o] LU AR I A — i 25 2B W & il ) 771
AJNE] 170-F240HEF/ICL7,20- 220 B (CYPL7) , Jo&EEEH. B IR FG 5 IR ed 2H 27
iRk It B MR A B T b 7R .

CYPL7 EALPHAELL IR N 1) AT 170 F2 A AR 1 2 s T R 27 L B 4%
W 17a-F2EATEY): 20 BEJSAE CL7,20 ZLARBEHEAL T 70 50l T 1t S e R AN — Al
i S A A R R R s — P Y51 R T LA SR A ET AR BT LR XS CYPLT R AT
B R B AR ER BB A R N

HE A UK A 7 i vl X HE B KT B AR TR P AR N o R BT T i
GnRHa BI=2 ALY BR AR W] B AR =2 AL R 2R R, (BN RERE M B 1 i R R A=
o

A 2 TGRS S PR e, R T AR e 5 B A L3S 52 R EL A R KT
o M PRAE A, T e A it 0F I 375 52 7 RS o

1% PSA ZKF AT EARAL,  (H I AR UE S 5 BB AR 1l PR R 2 BATAHORHE

BEFR

ERAHEMNE: KR 13 ER 26 . M 13 A 39 JH E R A2 d R, 7EA
UTHANERBERERE (AUC) GG T, BERRFT LR n] 511630 52 B KPR 1%
R, FEMEVEFIMEME AT RS B B AR, AR (UKD AE P LR
RPGEEE NEM— i, EESE IS BERRET LA 0 1 P R 23S M
—#. fE>50 mgkg/ R (FEET N AUC) Fl&ER:H MR 25 BRI LURE & 26 FiJ5, M
LRI A A A R BRI N . 39 RIS, A H RS ERR LL AT,
FEHEFEMFIE GhT A AUC I 2445 FARMEER] A A RE.

BAETE M SRR ELAs e IR EL A % Ames iR056 . N bk B2 41 A 40 i 35t 4% 2256 F0 K
FRIAZ IR0 285 SR8 B

AT EMEE R (13 A1 26 JED AR (39 ) HEEAAEMHREF, >50
mo/kg/ Rk (KRR F1>250 mg/kg/ Rk () il N A WATE KRG B0 TORE IR IR
DA B8 A PR AR, HL A0S 5 ] B A P B 2R 24 B PR — 8. A K RO oW 2 E
IXLERN ) AUC 73R f1KZ) 0.6 15T N A PR 5 5 & .

ERREF SRR E SR, MRS T 30mglkg/ K B &5
w4 ARG ST EERK. BT R B TIE I BRR. R TP ES MR,
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BT REBGHIMEME KRR 54T 30mglke/ K& RIHENM KRR, SR
IR E RS PIRIa U, EIRATE RS T TR F LR et fE 1 K A
JIRI M A FEAE 2 16 S VKE o MEME R BT ACEC B PR A AR URES 7 K45 THEBRIT LLAr
e 30mg/kgl R LA K B il &, R 5] ER Sl R AN R BAE AR ) kAR e DL PRI 2%
FIHE (300malkgl k) o 25 TEEERE EE A Je I METE K SRAE S RE T A2 B ) TR
FHHMSHER N ZE R BERRRT LR R MV K R sem nl 74520 4 B A . 1%
R IARHE, K 30mg/kg/ R 7 &2 8 NHEEFIE (1000mg/ KD 1 0.3 f%.

KEMFAAF B HERIE S, KR TR 6~17 K& N4 TERRRT LLARF e 104
30, 100mg/kg/ R (rAlZi4H24 T N AUC (19 0.03 5. 0.1 f55 0.3 %) , Al 5iE kK &
PE, >10mg/kg/ RFAERT WIRRGIMGAFIET. (BEIRfG ERB SRR T E . 1E 16 508
), MIRRKERER CERD 5XUHKREY 5K, >30mg/ke/ Ril&E 5l EAGHALTT4
e A% PE BS 4595,  100mg/kg/ K 7R & ] 5l R AR AF AR B IE . >10mg/kg/ K5 AT 5] L BR A4
B

BoEtE: KRS DA AWERUEE R SR MM KRS FERI L2 5. 15
A1 50 mglkg/ R, WEVEKEL 15, 50 A1 150mg/kg/ K, & 555 1 A] 5 D 58 A 6] J5 40 A iR
AIE AN, DN SR LR e 253G 0. BERR Ly e 7 N 255 2.1 0.8 5,
Sob M /N B R B ME . 7E Tg.rasH2 B3R /N R 6 AN H Fom 56 o o W B0 .

[ 24183 /1%]

CLE A R 321X F1 mCRPC i35 R kAT 1 A%t S & AR P BT L s Je 254K80) /) 2%
BT . FEARA, A B 3 A0 BB EL AR I o IR 7T R, >99% 43 Hr A A i A i I 22 94
FEAR TRl ZKF (<0.2 ng/mD)

L
MCRPC E3% D RA S 5, Bl ERE 0 A T ik 0 st (8] 4 2 /N . FR S  0 2 2] Bof b iy
B, HEEE (524 AUC) J& 1000 mg AN BLIRZE ZiI) 2 15 .

£ mCRPC 3 11, 1000 mg & H 1 GHE T Cmax M AUC S H (3%k+ SD) 41
58 226+178 ng/ml 1 993+639 ng-h/ml. 7EF&EEH] 250—1000 mg N, AR %35 &
EL A 1 1 B KBS - 771 B A 1000mg 16 45 2000mg I, iR EA BE N P AUC
H 8%)

A 5 ER R, TR A B R E T . AN SRR (T%/ED,
300 KEEH) [FINSARFES, BT LEASE B Cmax Al AUCo- 23 HIIEINAE 7 501 5 5 /5475 A
g g (57%JEWi, 825 R H) IR ARARS, XEfE R8N 17 5801 10 f5 A4 .
ST BV ZFEMEATTARYE, K S5EYRNRATRESSHREETI S ST, W
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BEIRZET 2 N AIIRZS S 1N NARERER . Ji4h, JUHKEB R ERAM (I
| QAERFRER--9 NI

STMEHSE

BILRE RS N EE . AEEM ol RUEREDSESE G99%) . fas®u
AR (£ SD) A 19669+13358 L. ARAMIF 78 R oRTEIG ARAH DCIR VG R, AN
FNRA LA I3 AN A2 P-WEER IR, A o P-HE 2R 1 I 5510

AR C-BERR I EL s 0 e B J , I e T Btk e ol A A BT BRI R PR D)
I PR T REETERGRG (R XNBREG) 1EF Tk, AR H CYP /T, R RTE
N3 AN B EA A N R ER B L B (G D A N-SE A B R BT L s
(TiEM) , & HRTEEN 43%4 4. CYP3A4 Fil SULT2AL 5 N-EALER LR LA
IR, H SULT2AL 12 S5HRER R LUAF I T %o

HEt

7E mCRPC &, B EbkE e 7E 138 b i) P &R 1] (3% SD) iy 1245 /)
o AR MC-BERRIT LA 0 ia, M IS AN R A 43 51 (81 2 88%F1 5% 177 & . 2%
B AEAE I AL BV NA S R BRI L I8 (0 B N 4A 24577 8o ) 55%A1 22%) «

JFTheeti s g

ERERE (n=8) B (n=8) HIjgetna (474 Child-Pugh A A1 B 40
SARH N 8 G Dy REIEH BE R 2, VR TR HORE R R 2B )y 5. R R
Adh B BFSh e i 52 R E 2 AR AR 1000 mg Jim, Bl LS 0 1) 4 B % 52 800 ) 4
2] 1.1 f5H0 3.6 £, fEREAM RO E 2l F o, B LU R R P 3 2 52 1 43 ) 42
K% 18 F11 19 /N o

75— WAL AE 8 L L A ™ AT ThRENE (Child-Pugh C 20 321X F A 8 151 1F )y
RE L 1 (R RE A2 R i 1 B B e 29K 7y 5. BT ThREIE & 152 ol ML,
B BT REF 2l BT LU e B gk (AUC) In%y 7 fiF. 14t
KRB, FELAT ™ E AT RERIE 2 E 1T I E A 4 A R AT DI RE IR S A K,
1™ P D R 3 3l i B 29 i o B B i 1 2 4%, (L [AREME]D D

BIhRetRERE

FEALRE MBGENT T AR B 8 (n=8) B IR EH M IRE (n=8)
B, PR TR LERS 2 B 05 AR B E AT, BT 1 NI AR IR
[k 1000 mg A, FFAEARZJE 96 /N PYSRAE T 2543 1520t S5 R B 5 B T
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IEH B ML, RSB I AR B 320 E R C I 1000 mg Jm, B ERy e 4
FFEEIFAT A (W OEERFI] D .

58
15~30°C Z [ {R4F
(B3]
R IR, 120 FOm
(B3]
2441 H
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3O 25 SEMHES )
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He
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¥
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k44 #5%: Patheon, Inc.
A FEfihk: 2100 Syntex Court, Mississauga, Ontario, L5N 7K9, &K
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