2025FE8AERR (BE1HR) HAEE R R BE S
874291
L« ZERRE AKREE IR 7EF A
IR : 34 FIAZBRIESERl (CYP17BREEHA) 30500AMX00214000 —
PESTOVEEEI X T IVEE
‘\
YES 7O E#I AT 250me JG)
Abiraterone Acetate Tablets
BIEE, A EE RS
EEE-EMEONAFZBICXIVHEHTAZ &
A - AREEOES
2. 22 (ROBEICEFBS LBV E)
; gl , ALT. AST f8 > HE3%iE# 18 | M EA R SHIES L < 12 ALT. AST fE#*
2.1 OB EN L BIIEORERN 55 B RO 5 f HRIERE LD 2.5 U FA>E U LY
2.2 EEOMERERHE (Child-Pugh 237 C) [9.3.1, i SAEAHERE#E ERO 1.5 (T I EE
16.6.1 %] CUILEUE > MREFE |5 % CHRET 5. BERIF 750mg 1235
FIRO 3% RUCHREEEET 5.
o PR R R AR L B e REEH
3. #8A% - R BOSHIEE U< 13 ALT. AST A SERIER
3.1 #8RK T EIRD 2.5 LR ADOE U LE Ul
i BRI I BEREERO 1.5 @BUTICEET 25T
7 (1 $&+h) K kY 5, B IE 500mg (WE L T#
5% FEMT 5. BREESEEBLLEE
AWK, FERELO—R, 7
OAANLAT—AF F YL, A BE5ZHIET 5.
ERY. SYYLRERF Y Y ALT. AST ffi > Ms M| 55 H1Ed 2.
TEI5uay S L BEENKTAB ATT) EBR® 20 1%
M@lxswbTi7£§&M@IX@7E*>vA\ﬁue:»7w iz
4 250mgl]Gl| 7 LOme T (BHFAY) . € RO CU LY UE > MR ERE
FoFuviltiluo—2A, BtF EBRD 10 £

PO OI/NE -y N
(7 N D% ks AN w Ay

3.2 EFIDMIR

Wi s | - AT W - k& - ER TR
ingmm\ ‘

25 250 1

- PO 250
250mg |21~ J6
rGJgﬁﬁ ERE s B =87

J 16lmm 9.6mm  6.5mm  736mg

4. HEEXISFHR
OERBRFIMERIITIIRE
OANGMEERBED/N\ A UR I DFEEFZE T DHIILRE

5. $RENIFRICEHET iF=
NAV AT DFBRERF2ETHEEDOEREICOVT, [17.1
REGE] DEONEZBA L. AEIOEDER LM E2+5
WCHB L ETHEEBEEDBERZITH> 2 & [17.1.1-17.1.5
8]

6. FERURZ
T RZVaryEofRICBWT, BE. RAICIETET T
CVEEET ATV & LT 1 H1[E 1,000mg 228K S
95,

7. BERURECEET DiF=

7.1 BENIEBEOEEIZLD Cnax K AUC B ERT 2720, &
Ho 1l B2 S B% 2EBEETCOBMORBILETSZ &,
[16.2.1 ZE]

7.2 7L R=vurof5ICEBLTE, 17 EBESHE] 0mEON
BRBHL, 85952 &, [17.1.1-17.1.5 BE]

7.3 RABESHICFHEREEO EREDPRO 5N 25813 DT
DEEEZSE I, (KRE, BEXIIPFIET A&, [8.2, 11.1.2
8]

7.4 SEHOSUEARHO RS & O L 2 WIBE OB R UR SR
PEIZRESL LT Wb,

8. EELBEAIIER

8.1 MED LR, EAHY 7 AME. KERIFEFHSDODNE N
HHOT, THROKICEET ST &, [9.1.1, 9.1.2, 10.2,
11.1.3 2]

8.1.1 RAWSFIAENC MG 771 ¥ LB O N5 B R E R E 2 H
E U AR Y Y LAMEDPERD 5 NHEICIE, MEHY 7 AE
ZRIEL2RIC, RAIOKRE 2T 52 & EFICMES
VY LAMEFEOMEEFEREOREZITD Z Lo

8.1.2 AR SHIIEMICMERE., MEHE. FEORES
2TV, BEORBZTFICRET S L. BEITSUTHRE
AlOES. 717 LD EITORE, B ZLBEZITS L.

8.2 BIEMFAP DS DONB I ENDHD . £z, HHERENFH S
bh FAZICESZ t#%é@f RERSHIIERN (5

IE SN SEE]) HEmEZTV., BEOREZ 7
BRI H &, (7.3, 11.1.2 ZR]

8.3 RANIWDIFEAITH D . PAIKT HEMFEICONT
T AR - BB ROEMO b & T KRNI K SRR EY)
EHMEN2BEIIODVWTOMEHAT 5 &,

9. HENERZEIZEEICHATIER
9.1 BIHE - BIEESFDHZEE
9.1.1 DNBREDH D EENIFZDEIEEDH D EE
A#|D 17 a-hydroxylase/Ciz20-lyase (CYP17) BHZE(EMHIC
PESIE LT a1 FBEO ERICKD ., SE. EHY 7L
MAER MATRETE B H 6 bN AN H 5. (8.1 BIE]
9.1.2 §AVUY AMEDBER IFEHESICLWIEHY Y LM
EREITHBZNDHIES
&A™ LAMEEAFIHE. L
2]
9.3 FikeEEEEE
9.3.1 EEOIFHAIEEEE (Child-Pugh 237 C)
BELZWI L, [2.2, 16.6.1 ]
9.3.2 hEEDIFEEEEZEEE (Child-Pugh 217 B)
MEEFBES ERTABZEN0H 5, [16.6.1 2E]
9.8 SiEE
BEOREZBEE LAV ORETH &,
HHESERLTLA I EDZ N,

BEILBENPH 5, 8.1, 10.2

—RICERE TI3E



10. HEEH

7EI7 Ui CYP3A4 OEETH B, 1o in vitro REEIC
BUT. TYI 70 EBI AT )LIE P-gp 2HEL, T¥ T 7

0 i3 CYP2C8, CYP2D6 %0 OATPIBl Z[HEJT 52 &4

RENTWN D, [16.7.4 ZH]
10.2 HAEER (HHACERTSI L)

HAHE

BRRER - HEBITIE

WP - falRA T

CYP2D6 &5

CYP2D6 ic & D R =

AKFHlD CYP2D6 PHESE

[16.7.3 2]

BEIZ. 26 DEEID
MmARE A EF L. (KI
WORBRT 2B
H oI, BEORES
+HICEETH L,

FTEFAPOXMLT NBZEAEHRAT 25 HICKD. Ihs DA
7 Al s 0EA oM |ORBEAHES NS,
VATVAL Y FEEN ERT S AR

A R = HHH 5,

NTORY R — L&

[16.7.1 28]

CYP3A4 #FHuEH| KEloMFEHBEESEK|IC W &5 © % & o
V77 T U, AAIOBEZMEAE | CYP3A4 FE/ER I &
TIZ A BT AAENENSDH B0 0. ARIORBE D EE S
HNNTEE T. CYP3A4 FEEMA N5,

V77 TF D72 AL FF L EEH A
T )NLEY — L ORBEEEETZ &,
%

[16.7.2 18]

AV L MREZHE S (A ) 7 AMES TR, | EH RTINS O%EHE

THEZNDDH 2 HH| RIZHEET 2B END |1, EH ) 7 LIMEZE B

[8.1. 9.1.2 &IHE] H5o ZTBENDDH S,

| A AV Yt 7 &y i V| AElD CYP2CS [HEE

LS7Y) = R NRTYZRNEFRAT B HICED. 2N DAl

DORBAVEEES N5,

1. BIfER

ROBERMH6ONE I ENHHD T, BREZTZITI/TO,

BENROONIBEITIRE 2 1LY 570 EEY) 2 0LE 21T

ST &,
1.1 EXBEIER
M.1.1 DESE

A2 (0.5%) FOEELLREENHLDNLIENH 5.
11.1.2 BUERFR. A2, FFEERE

BIERF R BEEAREE) HbobhbdI b b, iz, AST H#
mo(7.1%). ALT 3#in (7.4%). €V ILE Y ER (1.4%) &

S HREREPH o DN, FARICESZEFDH S, [7.3,

8.2 ZH]

11.1.3 EAYDILIMGE (14.0%)
BEE, HNETEOERZESEA) TLAMESHS5bNS T
ENHD. QT L. Torsade de Pointes # &L REARICE -

HIDPHESN TS, BEPRDONLHHITEN ) TLD
MG CARAN DRSS, B2 LEZ

11.1.4 Mv)vRiE2 (0.8%)

11.1.5 t&RARARRIE

F7MER, PR, CK £ER. MARURF I47aey BRI

(BEEERBA)

s -

152 &, 8.1 ]

FREL. ZOEIBERPDSbNHEICIZREEZHRIEL,

o SO0 o }
SUBLE | o | LR | ST
W
iR by
L T TN
W S
—— NI R,
G BT Oy
7. DEMW
5l
. % FULE—
PR AR R e
e ED. (BRI (L B, B
HbEs TR A
g ALP 30 LDH #hn
T s
s B AR
B RS i
e WL
o o R B, EEE
I W, Ba
P R MR B
B, EEEY
2o R
W P 3L TE RS
T
13. BEES
13.1 fERk

BEHRESIZED, KA T AMERZ AU EE. ED.
IEHEDOIERPFERT 5 ENH 5.

14. BRALOZEE

14.1 ERIZMEOES
PTP B DEANI PTP > — 2 6WMOH LTIRAT 5L 5%
BB L, PTP ¥ — hORBEIT KD\ BRI BB
AFIA U BITIEERFLZ B T LU CHERRIR A O EE 2 A 0HE =
HETLIEPDH D,

15. ZDMhDFE

15.1 ERER{EAICE D B

15.1.1 2¥0 ./ 57 s VHHEIC. PSA O EFE 2R 5 7 fER]
PRESN TS, RO 7 vk, 7 Nar U REE
LIEALUPSA 2 LRSEAHEEENDH 5.

16. EYIEHRE

16.1 MiEE

16.1.1 BOi%s
A7 €5 7 0 VB T A 5 )L 250mg. 500mg &' 1,000mg
ZREETNCHERORSG Lz &, 7¥I 70 OMmBETEEIIRE%
1.5~2.0 BfE (FRFRE) ICRmmEIcE L, 14.2~16.6 Bl (F591E)
DHELFH CHE Lz, MEEF7ET 702D Cnax KU AUCI3.
BHA2HTREIZH#MEZR LY,

ALY €57 0 VB T X 5 )L 250mg~ 1,000mg % B EE %5

W2 MBEZ1TD Lo Lz EOMEF7 Y570 OB/ ST A —% [FIE (EEF)]
11.2 ZOftDEHER — e 250mg 500mg 1,000mg
N 5% K N
5% 1%u: 1% SR n 30 30 30
YR PR B g ( Crmax 53.2 (48.6) 90.5 (75.0) | 172.1 (150.4)
ng/mL)
U > SERIED | SR A7 e 3R AUC.
Jiik3 FE . & 00 OBR|EAE (ng - h/mL) 294 (290) 494 (434) 822 (616)
o)
Tmax
- TS i 2.0 [1.0-4.0] | 2.0 [1.0-4.0] 1.5 [1.0-4.0]
TR, BiEET 37 ¥ Tz 14.2 (5.1 15.1 (6.1 16.6 (6.9
U e MR, K (hr) 25 e 069
BFPLT I Tiax * FROE [HF)
IfE
- 16.1.2 RigRS
_ B YT LM MiSTIREREIC, ¥ 570 BRI A7 L 250mg. 500mg & U
RH TE, YT A 1,000mg®) % EH 0 1 BRILL AT o 2 BLL %I KR
7 LIE BLrrE, Mfh7 70 BESRRICL ST, #5647 AEET
FEME O E ICEFIRBICE L, MERORSICL2EBRIIAEICEST 1.3~
TR R W, BENE. bR 1.7 Chotz. 7z LRV O UABERoMEF TS0y
HEE @ Cmax L AUC2 3. HEICEST . 7E¥ T T a0 VEEET X T ILEH|

BERERESRELS LD 212,



HIREEE T Y57 0L BT A5 L 250mg~ 1,000mg & AR
BE L SOMBFT 570 QRN S X —4 [FHE (EEF

)]
#58 (mg) 250 | 500 1,000 1,000
S BHEO | BFELEFIEE | BHO L | BHO 26
- Ho 2 BRILL S mLLEET | RILLAR
n 9 6 6 6
1HE
(FEI 50 121.3 385.7 185.7 788.8
BRI ZF|  (37.9) (181.5) (104.4) (343.2)
L)
c 7HH
o ;“I;XL) (7¥s50 183.6 625.5 205.4 949.5
& VEETI AT | (69.8) (253.2) (97.2) (338.1)
JUBLRR)
(7105&23} 168.8 542.2 166.4 999.7
St (83.0) (231.4) (70.9) (386.2)
188
(F¥s7a|  3.00 2.95 2.00 2.50
VEEERT A5 | [1.97-5.92] | [2.00-3.95] | [0.57-2.95] | [0.98-3.97]
JVBH)
T 7HHE
(}‘]“r) (7¥550 2.97 1.99 2.00 2.46
VEEBRT A5 | [1.77-3.05] | [1.98-5.98] | [1.03-4.05] | [1.98-3.25]
JLBiAH)
(71‘15/2%7 2.08 2.46 1.98 2.97
Lo |0-97-10.301 | [1.97-3.221[0.95-2.951 | [1.95-4.02]
1HE
(Fvs5uo| 516.0 1,698.0 869.7 2,724.7
VEEBTAT| (114.4) (830.1) (523.9) | (1109.8)
JLBUH)
7HH
(HA.L}J]%;L) (F¥s5a| 708.8 2348.8 | 1137.6 | 3924.6
& CEEBRT AT | (164.7) (774.8) (524.4) | (1137.2)
)L High)
(;iii‘j 673.2 | 2235.8 | 964.8 | 3955.7
Gopm | (18L7) | (1100.2) | (375.D) | (1260.0)

Tmax : FERAE [HiFH]

16.1.3 &EWEMEZF MR
TEITuVEBIT AT IVEE 250mg [JG] &1 7« HEE 250mg %
JUAF—N—FIC LD ZTNZN 1 $E(TETTUVHBIATILELT
250mg) EHRRASBHICHERREZEORS L TR 7y ra v BE
ZEIE L. BoNTEPHEINT XA —% (AUC, Cmax) 1ZDWVT 90%(F
FEX RIS TREMRIT 21T - 72853, log (0.80) ~log (1.25) m#if

WTH D . BAIOENFHIREESHER SN,
(ng/mL)
—o— 7Y I 57U EEET AT ILEE250mg ]G
60 60 —o— 1 7 1 H§E250mg
50 Mean#+S.D., n=67
Il 50 |-
7]
7 40 F )
v -
< 30 r
4
920
“
210]
0¢
0 12 24 36 48 60 72
5% OmE (hr)
HEREIST A — %
HENT A=Y BEIINT A=Y
AUCo-72 Crmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
7TEI7u BT
AT I)VEE 250mg 266.07£136.82| 44.91£26.00 | 2.36+£1.43 |14.11+6.41
[1Gl
;f/r%{ﬁﬁ 264.51+£112.17| 45.05£19.56 | 2.22+1.26 |14.09+5.69
50mg

(Mean+S.D., n=67)

IMAFFREEI N AUC, Crax HFD/3T5 X — 7 1%, #EE OZIR, (KiRD
PREN[EEL - B EORBEMIC L > TR D RER N D 5,

16.2 ORI

16.2.1 BBO&E
fEERAIC7 €T 7 a0 VBB T X5 )L 1,000mg® % &% (KA
BRI R) ICHERREORSES Lz & &, fERRE S B L ¢, mEdh 7 e

_3_

502D Cnax L AUClE. ZNEN 7 ERU5 % (EEHE). 17
EBRO 104 (FEEBE) #EmL:zY GHEAT—%). [7.1 2]
HAAROHEABERRAICTES 70 v FiEgT 25 )L 1,000mg %, &
¥ 1 BEREIRT (B 5 B &5 4 BRERZICEFER) KUREOD 2 KiEk
(53 C: #5 2 BZICASEEE, 5% D %5 4 KEK%ICESEE
) ICHEREORS L & &, BEHES (B5EA) Bl T, miE
F7ET 700 Cnax KU AUClZ. ZNEFN2 KO 1.6 15, 12 %
7.5, 10 RO 7 EZHEmMLY, (7.1 B8]

16.3 370
TEITFUrOMBEAGKARIL9.8%THh -7z (in vitro. FHEENT
#)o AP ORIHEMIE 4,150L TH - 7207,

16.4 X35
BEERAICHAC-T Y S50 VEEB L A 7 L 2 BERROHREE L& &,
TESFO VBRI AT VIGERPICT YT T a vV ICHKSRE NIz,
TEIFu idEE LTHETRE S . MEEFERETHED 92%137 ¢
F7uYOREMTH -7z, MEEFOFELREYIL. 7T T 0 B
HAEERON-7F Y F7ESFu Vv BBRIESETH Y. T2 himiEd
BRETEED 43% % o 728 (HEAT—%),

16.5 HEitt
BERACHUC-7E IO VBT X7 L% BEROREE L& &,
B 54 264 BifE & TICHG L7 ESTRED 88% M HHIT, 5% FRHICHE
MEhizc, BRI ECTESTUVERIAT LR TES FTO v &
LTHtt SN, #NZNHREED 55% KU 22%% 728 (SHEAT—
%o

16.6 HEDERZEHIHEE

16.6.1 HFFHEREEEEE
A (Child-Pugh 227 A) KUH%E (Child-Pugh 227 B) Ofif
WHEREEREIC, 7T 70 VEFEET A 7L 1,000mg % BERFEORS L
o & MEF7ET Ty 0 AUC I3, FIEREEEHERE S B L T2
NEN 11%K U 260%EM L7129 SHEAT—%). [9.3.2 BHE]

S REE B B I N B E R O SRR E R EIC T T T 1 VEE
FET 27 )L 1,000mg % BEREOZRS L L EoMmEF7ET 70y 0%
MEIST X -8 [FiE (FERE)]

HYERE FFHEREES (23 R
IS5 A —% itz fFtkreraE B fFtkreraE B
n 8 8 8
Trmax 1.75 [1.0-3.0] 2.0 [0.5-3.0] 1.5 [1.0-2.0]
(hr)
Crmax 85.7 (46.6) 71.9 (40.2) 297 (258)
(ng/mL)
AUCust
(ng - hr/mL) 321 (166) 355 (191) 1,530 (1,350)

Tmax * FER{E [#EFH]

EE (Child-Pugh 227 C) OFF#EREREIC. 7€ 70 EEET
A5 IV 125mg (587 62.5mg ICHHY) ) 2EEREOHKS Lz e
&, FPHEEE B (BB 2,000mg (57 1,000mg (2AH)] ® &
HE LT, AETHBELAMEEF7ET 702D AUCSIE 597%3E N
L7210 (SHEAT—%). [2.2, 9.3.1 28]

16.6.2 BigHEEEEE
MKBENEZ T CVWAREABREEZHT 2HE I, 78T 70 VBT
270 1,000mg = BEREORE L& &, MEEF7ET T 02O Cnax
T AUCast |3 BHREEH B & B L T L 2 o 721D (SLEA T
—%)o

16.7 EYMEE(ER

16.7.1 FFZAMOXMLT 7V
MR BIRRERT IE (MCRPC) BEIC7E I T 0 v HERT X 7L
1,000mg (7L R=V > ) & CYP2D6 OEETHAHTF AT A b
L7 7 o RMARE LS. FFA O A ML 7 U HERER & HE
LTy TFAMARA LT 7> AUChs 13 200%8 I L7z £72. 7%
APOA ML 7 VOFEEREITHETFAMLT 7 >0 AUC &
33%IEM L7212 (AEAT—%), [10.2 ]

16.7.2 YT 7VEYY
BERAIC CYP3A4 OFEERHZET AV 77 Y % 6 HEINE
BE#%, 7YI O BRI AT L 1,000mg & BERTESE L& &,
TEIFa YD AUCZ 55%ED L7z (AEAT—%). [10.2 ]

16.7.3 ZDfthDZEE

M sx7490>
mCRPC B#IC7 Y550 v EEiET 25 )L 1,000mg (7L K= > )
L CYPIA2 ODEETH AT A7) v aHAKRELIEE, 7474V
> D Cmax &U AUClast li7__7j—7 1 I) yiﬁ”&%ﬁ#(‘:ﬁ&f@ﬁftu) (91‘
EAF—%),

2 #brarvy—i
RFRMAIC CYP3A4 OERAAZHFET A7 baF YV —Li2 75570
VEEBET AT )L 1,000mg LG L&, TET T 2D Cmax &
O AUChst 37T 70 VBT 2 5 )VEEHR S5 SR TH - 7219 (4t
EAT—%).

3) ExrruyvI>
fEEERYAIC CYP2C8 DEBE THAEA ) ¥V v 2T YT T u v EEER
I A7) 1,000mg EHRES Lz &, EF 7Y %V >0 AUC I3 46%
BiNL. ZO@EERBET TH S M-TI. M-IVO AUC IZZFNZ1 10%iE
DLz (HEAT—%). [10.2 28]



16.7.4 In vitro
TEITOVHBIATVIEP-gp #HEL. TEI T U RUZOEE
R#EHIFROAA NS Y AR—% —TdH % OATPIBl Z#HEL
7210010, [10. 4]

F) KRN - RISV Vo EofAIcBL T, £H 1,000mg
Z7EERC 1 B 1 ER %S

17. BRPRARE
17.1 BMERUREHEICET 55HER
(EBIRHUERTIIERE)
17.1.1 BAEMABERRER (COU-AA-302 i58)
SEREMEVE TR OREIRTE D & £k S (L2HERIE O 72 W RS I S BRI RT
SIIMEERETEY 2RI, LRV U EI Smg o |1 H 2 @EREO#S &
OPATC. 7o REi e LT, 7T 71 VEREET X 7L 1,000mg
%1 H1EAED | BEMERIZAED 2 RN % ICERROKRS
L7z (ﬁéﬁ)&ﬁﬁﬁﬁ%ﬁﬂ“i 1,088 i) o EFAFMMIEE 1. EHRHIE (R
HIFE) 1T & 2 HIEEA IR (radlographlc progression free survival,
IPFS) RURAERFHR (OS) &HE SNz, PFS OFR{EIX, 7E T
TOVEBIATIVETIIEERE, TSI ARBETIE83NATHY.
TEIFOrHBIAT VRO TS AR T B EBEITRE N (N
F— N 0.425. 95%EHEXH : 0.347-0.522, p fE<0.0001. EHlo
JT U IRIE) . F 7z, OS ICET 2 RN (BEA NV MITh B 773
ARV MO A3%DA Ry b FEELHEE) OFR, PREIX. TES
TUVEBIATVECIIEERE, 77 RBETR27.27ATH 1
(N =R 0.752, 95%EHEX M : 0.606-0.934, p {E=0.0097. &
Bl rs s 7 8E) 19,
¥ 1) Brief Pain Inventory-Short Form (BPI-SF) ®IHE 3 DA a7
# ~1 (EEEtE) X3 2~3 (BEORER)
)Hﬁ%@%gﬁ%mﬁﬁ%%ﬁ?éﬁﬁm%%éﬂto
E3)EW%%%
TANMEFHIE 5] 542 FilsR 402 il (74.2%) \[CEWERN RO 5z, X
2HOIE, FEF 12461 (22.9%) 13T 9241 (17.0%). &AL
IMAE 78 Bl (14.4%)  &IME 69 il (12.7%) « FKAHEZE 66 i (12.2%)
THo7zo [5.0 7.2 BHE]
17.1.2 B SE MABERAREHER (COU-AA-301 5H5R)
2VYAVPAT, #Oobu Eb =Dl Ry & 2K & 512
BEEL AT 2EBERBEREINIREEEEZHRIC. L=V
VB 5mg o | H 2 EREO#SEOMATT, 7ot REiEeLT, 7
Yo 7o EEET A5 )L 1,000mg # 1 H 1 BAEHO 1 BRI
BEHO 2 BHEU ERICEEREORE L CEREBRTSREIL 1,195
Bl EEFEEE TH S OS OHREFEN (BiEA XY MITH 3 797 4
RY MO EO%DA R MHFAE U HE) ORBR, PREE,. TETT
O BT ATVET 14.8 WA TIARBETI0.9 WATHD, 7K
T 7a VEBIATVEO YT v RIS 2BRIES RSNz (O —
R 0.646. 95%EHEXM : 0.543-0.768. p fE<0.0001. EHlw7'Z
> UBGE) 19
E) ENARER
RAMEHE 5] 791 s 589 il (74.5%) \[CEWERAP RO 5Nz, E
2B OIE. JEF 204 ] (25.8%) iy 129 1 (16.3%). €4V 7 Al
FiE 11041 (13.9%)13TH 110 61l (13.9%) \ KA 2RE 94 i (11.9%)
Th-otze [5.. 7.25H]
17.1.3 ERSE T1BERAREER (JPN-201 Fi5R)
LEBEERE O 2 WEBEESBER RN IAEERE 2RI, L F=YO
>5mg® 1 H2EREOARG EOMHATT, T T70 VBRI ATIL
1,000mg % 1 H 1 [\, BAF0 1 BEL ERTIZREO 2 Bk IcE
HEOES Uiz, 1a%HE 12 8RS E To PSA £%)% (PSA {ﬁfb‘/\~
254 D56 S0%LEET L. F08EA, 5 4 BBDEORIEICBWT
@%Aﬁ@ﬁ%MLﬁT#ﬁﬁéht%%@ﬁA>uzL%D%Aﬁ
) 1% 60.4% (29/48 . O0%ISHEIXE : 47.5%-72.3%) TH > 7220,
LRI RA 48 Birh 37§ (77.1%) (CEWERA RO 6Nz, £
HOIE. BERE 116 (22.9%). ALT #5109 il (18.8%). AST #/19
5 (18.8%) &A1Y =7 LluiE 8 i (16. 7%)\ EARIAE 6 1 (12.5%) .
EIE S Fl (10.4%) TH- 7z [5.4
17.1.4 ERSE TEERAREKER (JPN-202 .T:t%ﬁ)
Rt % VK K DALERERE 2 H 9 2 i R BIEFUERTLAR
BEREEZNRIC, L F=Vory5mgo 1 H 2 EEOHRSEOHAT
T, 7T 70 VEEEET A7) 1,000mg % 1 H 1 [\, BEO 1 Bl E
B ZEED 2 BB ERICERRO®RSE Lz, 12880 PSA 23R
1 28.3% (13/46 ffil. 90%(EHEXM 1 17.6%-41.1%) THD. 90%(F
X O RNIREIFRERE (20%) % RE 7220,
RAMEFHE R 47 Bl 28 5l (59.6%) (CEWERNRE® 6Miz. £
HOIE FERR 6 Bl (12.8%) (&4 Y 7 AMGE S5 F (10.6%). &AL
fiE 561 (10.6%). AST i 5%l (10.6%). &IMLE 46l (8.5%) Td
S7z [5.0 7.2 BE]
(A BEERABBED/\ (U RT DFERAFZEE T DHIILRE)
17. 1 5 EfHEISE ISR (PCR3011 558)
FIEERIBEED ONA ) AT OFHRRTFEET 552 Qi REEE
’a’:ﬁ%ik\ TEITUYHBRIATLVROT L RV VE) OfHES
(PEo5o VBT 25 )LEE) &7 RED (PS5 RE) 2HET 5
TEEMT VY LMERE R EM L (BRI RE] 1,199 F. BAR
AN70FIZ&EE). 7T T U VBT AT VETIE, 7770 VE#
IA7) 1,000mg = 1 H 1 EEFHD 1 KL EFTUIEEO 2 BfE DL
ERICEARORS L. TV =YY 5mg %2 | B 1 EEEEO#RSES
U7zo FEFHMIEE X, OS KU 1PFS LEE S N7z, OS O fET (B

AR NTH B 852 ARV hD A48%DA N MPFEE LR O
EE hIEIE, TS0 VBT A T VB CIIIEEREE. T L AREE
T 34.73HATHY . TEITTFUVEEET AT IVED /S RBHIN
THEBEN RSN (NT—FH0.621. 95% (5 8 X :
0.509-0.756. p fE<0.0001. EHlu < > 71&7E). £7-. tPFS Off
FOMER. hREIX. 7T T BRI AT VETIZ33.02 08, 7
SYARBETIR14.78 hATHY., TEITUVHBRIATLVEEO TSt
AR T HEBESRENT (N — FH 0.466. 95%FHEXM :
0.394-0.550. p fE<0.0001. J@Rla < > 7 H#5E).

F 1) BB SHAE 3 ARLUAO T v Rar Y BREBEOHITIRHE
SNz,

H2) 3250F%AF ( (1) Gleason 227H 8L L. (2) BAF v
T3 EDBEREHD ., (3) WERHD (V2 /VEHEE ZR))
DH5, 2O LEEET S,

F3) EWNARER

F4) 7T TUVEBEIAT VO T RROTS L R=V DT TR
EE L7z,

ES) SEILF A BRI K 2EEERNFER LZEICIX. Smg/H
TOMBEAREE SNz,
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565 388
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TESTRUBBIAT L

FuH 602 564
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B AR (
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Subjects at risk

TESTFUYEMIAT L 597 353 251

S 602 214 168 127

IFOVBMIAT I —- -+ - FTEH

rPFS @ Kaplan-Meier #fif# [PCR3011 #B& ARITERHT 5 H5]

81

L RMERHIT 541 597 Bl (HAAN 35 flz&ts) #3361 (56.3%) 12
EWEADRO 5Nz b0, EIME 1104 (18.4%). EHY 7 L
Mm%E 83 1 (13.9%). ALT #0170 Bl (11.7%). AST 30 60 fl
(10.1%)+ 13T 41 Bl (6.9%) RIEFEIFE 25 ] (4.2%) TH-7z
[5.. 7.2 2]
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Sh, 7 Rary vy AlEER CTHh S 17a-hydroxylase/Ci720-lyase
(CYP17) EH%EET 2,
InvitrolZBWT, 7E¥I5ariie FEIBEEHRESMER (NCI-
H295R) IZBU AT A MATUYOEHREHEE Lz, YT ARTT Y b
IZBWTTETTu VBRI AT )V (REEEAIGFZEORS) il
FANATOVEERETSE20,
18.2 HERHRE
b b EBIEGE RIS B E RO BB M (LuCaP23CR KU
LuCaP35CR) #BiE L/ E#A< 7 AIIBWT, 7T I 70 VBRI AT
VO REEERBESIZEBNOT A 250y ROV ROF A kA5
OYEREZETNSE, BEEOEEAIIH L. BEEEFHMEZER L
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19. BRSICEAT 3 EERNAR

—fj% : Y570 EEERT 27 )L (Abiraterone Acetate)

{b&4 : 17-(Pyridin-3-yl)androsta-5,16-dien-3 5 -yl acetate

¥ 1 CoeHazsNO2

¥ 391.55
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I =)L (99.5) IZRRHBEIFLTL. TE M= MY LIZR®
BHIC L, KITIEEA BT 20,
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