% 20264 8 HUET (38 4 i)
2025411 HERET (38 3 i)
BTE - EIRRE
B : 36 H

RO BRFE AR (CYP17FEEA])
BIZE. MSEEERY

04
BEEERROEES
874291

ERBS AR7chasE
$£E250mg | 30500AMX00188 | 2025%412H
$E500mg | 30600AMX00039 -

*

PESTOVEREET R T IVEE

PESTOU I 2T V% 250ms DSEP;
PESFOUHET 27 )V =500m, DSEP;

ABIRATERONE ACETATE TaBLeTs 'DSEP,

E) ER—EMFEONSTEICKVHERT AL

2. FR(RDFJBEICFRS LBV &)

2.1 AARIOBRGI0 UBBAEOBEHEE O & 2 &

2.2 EEDAFHAERE 8% (Child-Pugh227C) [9.3.1,
16.6.1 B

3. 48R - MR
3.1 48k

HR7E 4 BRI TNANFA]

LAY, Rt Lre—2, ¥
OAHNVAT—RAF MY T L, R
TEITay|1§EH ERY, I9YILEREBST N Y
FMEBIATV | 7T Ta VBRI L. AT TV VBT AT T4,
$t250mg |TATIL BEEKT A, RUVEZLT L
[DSEP] 250mg I— (3T ALY BlLFY
vy ¥ 7uad—)L4000. L7,
ETRMbEE EEE TR

FBEKRI . 7 A BAEER IV
O—Z, JAAANL AT —ZF b
UL, I7YLEREF N Y
A, 7O Xu—2ZA, AFT7Y YV
B~ x> L, BEENKYT A

¥ 7EIFuy|18EH
BBIZATV|7ETT O EE

7. BiERUREICEET 32

70 AFNZAHEOEEIL XY ConKTAUCH LR T 5729,
BEOFEATD S B% 2™ E TOMORAILET S 2
L. [16.2.2 2]

7.2 7L R=vuaroiRE5IcBEL TR, [17.EBRBEIOED
AEZBRIL, 5352 &, [17.1.1-17.1.5 ]
7.3 KA G HICHEEREMEO LA PRD 5 725 E 1%,
DTo&E#E25E I, KB, BEXIEFIET S L&,

(8.2, 11.1.2 ]

WEEE M- ABZEOHZ
ALT. AST{lE> |[HRAME,PEEFIER L <IZALT. ASTED

SRIEH E ER MEREFMEERO25EBU RO LE v
D5E EA MR EHE LR 15EMNICEEYT %
i ¥ CHRET D, MERIZ750mglcEE LT
LU LY UE> | BE2EKT 5,

BRIER fH LR S EREMEREE S ERE LGS, A
D315 P ERMEE L < IZALT. ASTHEAHEERIE
HHEERO25E T2 D L VEDHE
BEFHMEEROLSBLRICEEYT 5 F TR
Y 5, EEZIZS00mgIcEE L (k5%
HET 5. MEMHEIEEELL 51T
5xdkd 5,

ALT. AST{E> |#5%Hik9 5,

it 5% 1E ¥ 1 1 BR
D201E

i
vYILE s E>
e 5% 1E & fE LR
D10fE

$8500mg [T AT oy
B, Ry Lr7iLa—iL s
[DSEP] S00mg iy s qkm) . mMkF s>, <20
T—)L4000, ¥ 7. =EIL
. Bk
3.2 "HE DMK
B ) ri e
wrE | A | & kEE | EE | mE L0
(mm) (mm) (mg)
TEITFu v
BRI A5 L Z“l’A vy ‘m@@P Q __
—sy A250EP
$£250mg vk 24! 16.0(ER&)
[DSEP] oetmm | 3 | 73
*7E5F0Y
e x| 20 i £500 —— as00
B500mg 17 e |7 200EE)| 11s0 | EF
[DSEP] 10.0 (1%) )
4. FHEEX (FFHER
O EBEPVERIIIRE
O ADMEERBEDNAURITDFERAFZEY DRIIL
Ry

5. FEEX FTNRICERET D:FR
NA VAT DFBEF2ETHEEDERZFIIOVT, [17.
BERBREIDEONE 2RI L. KEOBENH R OREEZ
+ICHRE L ECHEICEREORRZITOI L, [17.1.1-
17.1.5 ]

6. BiENUHE
U R=vVaryEOHRIZBWT, BF. RAKIEZTES T
OB A7)V E LTIHLEL,000mg % Z2RE K12 RE %
59%,

1=

7.4 SR SUS AR E 249G & FH L2 WIBE OB R O
TEMIIHETL LTV,

8. EERERIER

8.1 MED LR, &AHY 7 LME. KKITEPHSDNSZ
EWHBOT. FTHRORICHEERT S &, [9.1.1, 9.1.2,
10.2, 11.1.3 K]

8.1.1 A ESHARTICIE A Y 7 A ESEOMEBHREEE
ZREL, BAHY 7 LAMENED SNHEICIE, @
BAHY T LEZMIELZBIC. AEOKRSZERT 5
&, BHMICIIE A Y 7 AMESOIMEBREEE D
HIEZITS T &,

8.1.2 AFIHE I EHMICIERE, MERE. AEOH
FEEITVL, BEOREZTDICBHE TS &, BE
WIS CTHEERIORS., ) TLORBEITD 2 &,
TR NE LTS &,

B2 BIERNHODLNEIENHY., £/~ FFHpEREN
Hobh, FRRBICESLZEFDHHDT. RFIREGHIZ
EHAR (R IC B S SHE) IC PR RERE 2TV, BE
OREZ+DICBET B &, [7.3. 11.1.2 BHE]

8.3 AFNIHNDTIWEERITH D PAIIKT 2EYEEICD
WTHSHIE - BREBEE2ROEMOD & T, KFICKS
BRSO ET KBTS N S BEICOVTOAERT S L,



0. HENERZHIHEFEICAHT I IR

9.1 GHHIE - BIEEEDH B EE

9.1.1 DNBREDNH B FBEENFZDEIEREDSH D EE
AAID17 a-hydroxylase/Cizao-lyase (CYP17) FHE(E
FICHESHEILF oA NREDO EFRICK D EILE.
&A1) D L ME KR EREITEDP H 5 b2 AR H
%, [8.1 2]

9.12EAUD LAMEDBEX FEMEZFICLEVIEAVUD L
MEZRECTHBZNDHZES
BA) T AMEPREIR, NBEETLIBENADIH 5,
[8.1. 10.2 ]

9.3 FHeEEEEE

9.3.1 EEDTHEEREES (Child-PughX177C)
BELZWT &, [2.2, 16.6.1 2]

9.3.2 hEE DT #aEEE RS (Child-Pughx 377B)
MEEBEDS LRI 28T H¥H 5. [16.6.1 BE]

9.8 EinE

BEOREBZBE LANSERETSI &, —RICERE
TIEEEBEMERLTWA Z EDZ,

10. 18E{EA

7550 VIECYPIA4DOEETH B, £/, in vitroir

BICBWT, TEI 70 VBB T A7 LIdP-gp 2 HE L.

7YYo 5u  IECYP2C8., CYP2D6KUOATP1B1 2 HE

THIENTRENTVS, [16.7.4 ]
10.2 HEFE (HAITEFRT S L)

A 7E FEPRAER - TEB A | 7 - a7

CYP2D6EE CYP2D6Ic &K W RRE#|AFIDODCYP2D6
TFAPMTRX MU SNAEREHETA(HEERICXD.
T7 v BEE. Iho o Zho oFEAIOR
a7y |OMPEENF LRI S HEPHEESRS,
TJLHAZR A[REED D B o
nay R—) L&

[16.7.1 ]

CYP3A4zEEHA| ARIOMAEFBEENME| N 5 0 A O
V7728 Yy | FU. REOEMHES | CYP3IA4FEEE
A = N HE T AR H S| FHICK D BHIO
Ny |OT. CYP3A4FE|RBVPEES N
VT rTFY TR D WIIFTWEE| 5,

Tz INILEY—FINOREE2EET S
P13 &,

[16.7.2 8]

BHY T LMAEZE KA VU 7 LMD R AFIRTINSD

CTBENODH LI, VIIHEET SEZ AL, BHYY

I N»»%, LIMFEZB T B

[8.1. 9.1.2 ] b5,

< R A AV YA Z ULV AF OCYP2CS

LSZY) =R ISTYZ REGRET A BHEMERICED .,

[16.7.3 ] BEE. oA s 0FEHOR

OMmMFPEENS ER L. BPHEHESRS,
RIMBEDSFIRT 257

NBHB7:0. BED
REZ+DIBET S
Z&o

11. BIfEA

ROBEWEHNHE5DONDEZENHZDT, BEEZTTITITV,
REPRD 5NIBEIC 3R EGehbT 5% SHEY) L NEZ

752 &,
11.1 EXRZENER
11.1.1 DE=E

A2 (0.5%) FEDEE L DEEFH 5 LML ENDH S,
11.1.2 BUERFR. FF A2, BFHeERS
BIRERF 26 BHEARH) BB oML ENH B, £,
ASTHEIN(7.1%) . ALTH0(7.4%). €V LY EF
(1.4%) &z £S5 IFEEREY D 5 b, FFARICES

ZENDH B,

[7.3. 8.2 ZH]

11.1.3 {&AY D LIMAE(14.0%)
B, HABRTEOEREZESEAY T LMENH 5
bncZENHD. QTEE. Torsade de Pointes%
EUARBIRICES7HIPRE SN TS, BEIED
LENTH/EITIEI N T LORHRPLARB OKRESE, W)
BMEZITHZ &, [8.1 2]

11.1.4 M/)WREA (0.8%)

11.1.5 1&IERREARE (BHEANH)
HIMET. AR, CKER., M RORFPIATae
VERICEERL. ZOXSBERSH S DNIIGEIC
35 E2PRIEL, BYZUEEITY 2 &,

11.2 ZDDEHER

o/ 5%t o) e -
5%LL 1%L 1 %A BB
JIiIR7L3 U VREREA  [FEVELT
fE. A IMmEREAD | BRI E
Rl HIEAE
R - KT WA & |7 I7—tm
Hg IMiE fE. Bk, K7
VT 3V IMGE
ERYE =5 /R Ry FNil}
E. B Y
7 I\ IME
TR RER FEED F
W, BB
RERE
iR ARFEE 57 =W
TEERES = I DEAE). S8
BR. BRDJE. A
BIR. IR, A
B7ay 7, i
SRR
MEgES R 7LILF—
LETiRlERAS
HIbEs ED,  |IErE. Eb|BEE. B
. | RE
N
FF g ALPHEEAN  |[LDHEM
g 522
e BT, BHERE
B - WR MR
5
G b TEE Bk %
25 W57 FHE. HEF
1 HE
Z DAt 3T (AEEN | REERED.
BHEYREH
. BEN
BEURGR T e
13. BERS
13.1 fiEIR

HEFEEICED ., KA Y AMEROZENIHES EIIHE.
B, BHEQERPRRT L ENFH 5,

14. BRALDER
14.1 FRIZMFOER
PTPRZEDOHEAIIPTPY — b A SE D i L CTIRAS 2 &
SHEETHT L, PTPY— FOBBIC KD BELSIAER
HEEREARIA L, BICZZAE B U THRAAS
DEHELRAEEZHAET I LN DS,

15. ZDMDFE

15.1 BEARERICE D 1BEHR

15.1.1 A¥a /) 57 b VHtHEIC. PSAO EEVZED SNz
EFSHREShTVWS, A¥a )57 2id, 72K
Oy U REARERES LPSAZ LR S AAREEAH 5.



16. EWENE

16.1 MRE

16.1.1 BOlgS
BERAICTET 70 VBT AT L§E250mg. 500mg
KU1,000mg® 2 AT CHREREOAREG L&, TES
T Uy QmBERREIIRE%].5~ 2.0 (R RIE) IR
BREICEL. 14.2~16.61¢H (FHE) OWERFEH THE
L7z, Eﬂﬂﬁﬂp'}’lf?ﬁ"ﬂ ‘/O)CmaxEZfAUCDOLi\ ﬁﬁ%ﬂ:f@
BT RE28MmERLED 2,

B AICT €S 50 Y EE#E T 2 7 L§E250mg ~ 1,000mg 2 Bi[m]
BO®/EG L& E2omfEh 7 €T 7o v B E-RE#ER (mean+SD,
n=30)

300
—@— 250mg

--#-- 500mg

250 A & 1,000mg

)

S

S
I

150

100 4

(Tw/Bu)@RE\ Oy N BEE

o
=}
I

01 &

T T T T T
pre-admin 24hr 48hr 72hr 96hr
e (hr)

BERAICT YT 50 VEEET 25 )L§E250mg ~ 1,000mg % Bi[q]
BOBS L-EEOMERTESTFOyORYEHREINT X —%
[mean(SD)]

" 250mg 500mg 1,000mg
n 30 30 30
CmaX
(ng/my) 5320486 905(75.0)  1721(1504)
AUCe
(g homl) 294290 494(434)  822(616)
(T};“r) 2.0[1.0-40] 2.0[1.0-40] 1.5[1.0-4.0]
ti2
o 14.2(5.1) 15.1(6.1) 16.6(6.9)

Tmax : Hrofi [#EH]

16.1.2 RiE#H®RS

RIS EEEEIC, 7¥5 70 VBT 2 7 )L$E250mg.
500mgk 0°1,000mg™® = BH O 1K ELL BRI IZBFHD2
BERIDL LI RERO®E L& &, MiEh 757>
BEIHEICEIST, BRERTHEE CICEFRRBIEL
Too REROKRSICEZABRIHBICES5T1.3~1.7T
Hotz. £izw T RZVOVHAREGROMEFT7ES
THYDOCnaxXVOAUCuIE, ARBICEST. 7S TOY
BB T A T IUSEHIAII SR E RE L BR 5B o 7Y,

AR D7 5 7 0 VBB T 2 7 L§E250mg ~ 1,000mg %
RERORSG Lz 2R 7T 7ar OFEYEREIST X —4
[mean(SD)]

#5%8 (mg) 250 | 500 [ 1,000 [ 1,000
BEOIKMU L | BEHOL | BEHD2
5K SIS BEO28E | KDL | KRR DL
R 4% FEi | kg
n 9 6 6 6
1HE
N 121.3 | 385.7 | 185.7 | 788.8
(7770 E
I g (37.9) |(181.5)[(104.4) | (343.2)
7HH
Conax ie 183.6 | 625.5 | 205.4 | 949.5
(7¥s7uo R
(ng/mL) | "7 22 sem | (69-8) (253.2)| (97.2) |(338.1)
(7“1/1§E~E/“n> 168.8 | 5422 | 166.4 | 999.7
P4 (83.0) [(231.4)| (70.9) |(386.2)

%58 (mg) 250 [ 500 [ 1,000 | 1,000
BHEOIFKEDM L | AEH0l | AFED2
B 5 REHA BT EEDO2H | RREILL | BRI LL
R, F4% bEr | b
1HE 3.00 | 295 | 200 | 250
(7570 EE | [1.97- | [2.00- | [0.57- | [0.98-
A7 VEEEm) | 5.92] | 3.95] | 2.95] | 3.97]
. 7BH 207 | 1.99 | 200 | 246
(fl"r) (P50 B | [1.77- | [1.98- | [1.03- | [1.98-
TAFVEEEM) | 3.05] | 5.98] | 4.05] | 3.25]
15HE 208 | 246 | 1.98 | 297
(FLr=va> | [0.97- | [1.97- | [0.95- | [1.95-
B 10.30] | 3.22] | 2.95] | 4.02]
GIE
‘ 516.0 |1,698.0| 869.7 |2.724.7
(Y550 R ’ ’
e gy | (114:4)] (830.1)|(5239) | (1098)
7BH
AUCa4 HE 708.8 |2,348.8|1,137.6|3.924.6
(ng - hr/mL) Z;;;g;gﬁ;@ (164.7) | (774.8) | (524.4) | (1137.2)
(7vliaiiny 6732 |2,235.8| 964.8 |3,955.7
o) (131.7)| (11002) | (375.1) | (1260.0)

Tmax : HRAE [#EFH]

16.2 IR
*16.2.1 £YPFNEHFSE
TEITuYEBI AT IN250mgH RiEE 7T T 0 U EE
BT A7 L250mg® K O500mgE 7 4+ VAI—F 4 >
(FCO)SEIXAEMFMICAETH S 2 &A% BERERAL0261%
WRICER L7z BEREOREG 7 0 24 — N — BRI K D g
BENTVUBYHEAT %),

BERAICT YT T a v E#ET 27 )L250mgHEstdsE. 250mgFC
$8438 12500mgFCHE25% (1,000mg) % 22 s MR 142 5 L 7=
LEQOMHFERT7ET T Uy DOEYERE/)XT X —% [mean(SD) ] K&
USSR /S5 A — % ORI E O 1 (FCHE/ #8E)
7TEI7u VBT ATV | 250mgFCsE | 500mgFCsi
B | 250mg | 250mg | 500mg |/250mgsEE|/250mgHE i
NIA=5 | FEiE FC8e | FCiE | (90%EHXH) | (90%/EHX )

1,000mg|1,000mg|1,000mg (%) (%)

n 100 | 100 | 101 99 99
Coax | 107 | 994 | 112 (zi‘gg_ (19032-9757_
(ng/mL)| (76.2) | (63.6) | (736) | | 'eo) | 11243
AUCus | 620 | 553 | 632 | 068 100.77
(g homl)| (468) | (323) | (415) | (8442~ | (9382
97.40) | 108.24)

T 2.00 | 2.00 | 2.00

(}‘1“;‘)" [1.00- | [1.00- | [1.00- - -
6.02] | 6.03] |12.00]

ti 163 | 166 | 165

(hr) | (43)% ] (8.0)* | (4.3)

n R R G

AUClast : FA&EBITRERE £ TOAUC

Tmax : HERE [ ]
%n=99

16.2.2 BEORE
BERAICT YT 57 a0 VBT 25 ILEE],000mg™ 2 &%
(BRI B LSRR &) ICHEROKR G Liz & &, AR
BEEHEBE LT, MFEHFT7ETTFO Y DCraxXk FAUCSIE,
FNENTEROSE (KR E) . 175X 01065 (SRR
)Lz (NEAT—%). [7.1 ]
HARAROHEAERERACT YT 50 VBT AT ILEE
1,000mg% . BH1RHEAT (5B  ##540E%ICES
BE) RO BEBEO2R % (B 5EC « f52RHBICAEE
B, #53D @ %545 % ICEHER) ICHREROKR S L
o b & EBIERRS (BE5EA) LB LT, MiEh7ES
T Y DCrax X PAUCIE. ZNFN2KRTL.66E, 12K
7.56%. 10K U7EEML 729, [7.1 1]
16.3 9%
7EI 5O yOMBEEAZERIZ9.8%TH -7z (in vitro.
P BENTE) o AT OGHEMEIE4,150LTH - 727 8,



16.4 X3

BERAICHUC-7 YT 5 a VEEEE T A 57 ) & B AR % 5%
Lzt &%, P¥SF0VBBIATIVIGESPICTE ST
VKRB E Nz, TS TuridEE L THETRES

N, MEEHREESEED2%IETE T Tu » ORBEYTH > 72,

MEEPOEELRHEMIE, TETT 0 rRBEEEE KR ON-F
FURTEITuURBRIEGETH Y. ThZMEFRK
FHREDA3% % HD 72 (HEAT—%5 ),

16.5 HEittt

BERAICHUC-TE T T a VHEEET A 5 )L %2 BERE %50
L& &, H5%264H % TICRE Lz ST HED 88% 1 #
Uz, SBARAPICHEt S Nz, #Ehicik, EicrEesFay
BBIZATFILEROTESTFa & LTHRESh, 2hen
58055% K U22%% 5729 (HEAT—%),

16.6 HEDERZET 2EE
16.6.1 FHEERERE

%P (Child-Pugh 2 27 A) R O'H&E (Child-Pugh 2 27
B) D #EERERZIC. 7T¥I T 0 VBRI 2 7 ILEE
1,000mgx BEFEO#HEG Lz & &, MFF7ETT020
AUCIK. FFHSREEFE#ERE E B L TENZNI1I% KT
260%3EM L7z (HEAT—4). [9.3.2 2]

PR REIE B B I IR R O S B SRR ERZ I T T T
O VR T A7 I)LEEL,000mg % B 5 L7 & o MmiEh 7
Yo7 uyOEY R/ ST X —% [mean(SD)]

HYERE FFHEREIE R B FhERE
NI RA—=% B iR e LA ]
n 8 8 8
T 1.75[1.0-3.0] 2.0[0.5-3.0] 1.5[1.0-2.0]
(hr)
Chmax
(ng/mL) 85.7(46.6) 71.9(40.2) 297(258)
AUClast
(ng - hr/mL) 321(166) 355(191) 1,530(1,350)

Tmax : HR{E [#iFH]

H/Z (Child-Pugh2 a7 C) OFHaEREREIC, TEIT
o > EEER T A 7OV 1 25mg ($E/162.5mglc ) ® %
BEEOREG LS, FHREEEHBE [KEBER
2,000mg ($EA11,000mgIcfHE) [ & i LT, FHETH
AL L7-MsEh 7 €550 > OAUCIZ597 %88 L 721
HEAT—%). [2.2, 9.3.1 B]

16.6.2 BHEEEREERE

MEERZZ T TV LA RIBEREZE T 2HEHEIC, 7Y
I 70 EBI AT IVEE],000mg % BEREO#REG Uiz & &,
I[[Liﬁq:"f Eﬁ T u :/@Cmax&ZﬁAUClastLi %%ﬁﬁﬁﬁ*ﬁ%ﬁ
FHEHBELTEMLUZY» > 12 (ABEAT—%),

16.7 EZYEEER

16.7.1

FEIAROXRNLT 7Y

RS R PIEGUE RN IS (mCRPC) BFICTE S 70
FEEE T 2 5 )L$E1,000mg (7L K=Y >V ffH) £ CYP2D6®
BETHAHTFAMORA ML 7 v 2HHBE L& X,
TEFAMORA ML 7 VHARGREEBRLT, TFX b
T X MLT7 7 YDAUCEE200%EM L7219, 7z, FF
ZbhaX M7 7 OEERBYTHLITFAMT 7V
DAUCIE33%EML 7219 (HEAT—4). [10.2 1]

1672 UTJ7VEYY

R AICCYP3AADFEERZR T2V 77 VY U &
6HMIRERG®Z. 7T 70 VEERT X7 IL$E1,000mg
ZHEREORG L&, 78T 702 DAUC-I355%iE
DU HEAT—%), [10.2 2]

16.7.3 ZT DDA

(M

(2)

TAIT4UY
mCRPCHEEZFIC7 YT 50 VEEE T 2 7 LEL,000mg (7
L R=V ) ECYPIA2OEETH BT A 71+ ) U %
{#ﬁﬁ*&g l/fC & % N 1 U} y@Cmax&UAUClastbiﬁ:
F7 4 VHEIRER AR TH - Y HEAT—5),
gRaFV—IL

B ACCYP3AADMHEEHAEFET A7 haF Y —)LE
TEI T BT AT IVEEL000mg & RS L7z & &,
T7EIT79YDCrnaxkUVPAUCLE 7 ¥ T 71 VEEEE T 2
TIVSEBER SR ERIETH - 7210 SAEAT—%) o

(3) EFTUIVY

BB ACCYP2CROEETH A A 7)YV V2 TES
T VFFEET 2 7 ILEEL000mg & R G Lz L &, ©F
T 5 OAUCIEA6%EML . ZOERREMTH 2
M-, M-VOAUCIEZhZN10%HEAD L7217 (FREA
F—4%). [10.2 28]

16.7.4 In vitro

TEIFUYEBIATIVIEP-gp2EEL. TEITFO Y
KOEDOEBERBMIFIORAA T VAR —ThH%
OATPIB1ZHE L7218 19, [10. 8]

) RRHE - HRIE 7L F=vor Eoffficsw T, AA11,000mg 2 2RI 1 H LE
RORS

17. ERPRRAR
17.1 BNERUREMECEY B8R
(EBRTVERIIIRREE)
17.1.1 85158 MABERPREIER (COU-AA-30251ER)

HOTE M UL ORERED % £ S5 (L HBER O 72 WIS
RBIEFERDIREREED 2 RIC, L Ry vE)
SmgD1H2EEO#EG EOHATRT. FIREEE L
T. 7¥55 0 EET AT VEE1,000mgZ 1 H1ERHED
1R BRI IS BEHO20E L ERIGERZEOHREG L7
(BRI R 1,08861) ., EEFHMIEE (. HEGH
FE(FRRHE) IC & 2 BB AEFHB (radiographic
progression free survival. rPFS) &k U24:7E#AR (OS) &
B|ES NIz, IPFSOFREIZ. 7T T 0 VBT ATV
SERFCIIEEARRE. I ABTII83INHATHD., 7S
70 YRR T A FIVEERED 7T REHIC T B B AR
SN (N —FEHO0.425. 95%FFAX R : 0.347-0.522.
pfE<0.0001. ERlTZ/'Z > 7HE). £7z. OSICET 5
RN (EREA XY ST HZT7734 XY FDA3%DA X
¥ NRE LB OFER, PREIX. TS T o BB
IATIVEEBECIRIEEAREE. I v RBETIE27.2H0AT
Holo(NY—RHO0.752, 95%EFEXM : 0.606-0.934,
pfE=0.0097. BHIT 7'Z > 7 #E)2,
1#1)Brief Pain Inventory-Short Form (BPI-SF) DIEH3D 2 27 A0~ 1 (&
FEMEYE) 232 ~ 3 (8 E DREIR)
2) IS O EERBAOEB 26T 2 BEERI S NI,
%3) EMARER
BT RAFIS42F 40261 (74.2%) I BIFEF A 320
5Nz, FEabDIF. HEH12461(22.9%) . 1ZT 924
(17.0%)« &H Y 7 LIMAE78H (14.4%) . & ME69H]
(12.7%) RiEEFE66H1(12.2%) TH 572, [5.. 7.2 &
]

17.1.2 ;35455 MABERAREHER (COU-AA-3015158)

QLA VEATY o0 b =2 Ry F LK
I & BACEREIRE %2 A T 5 S RSB H R g
BEEMNRIC, TL K=Y B5mgn 1 H2EEORS &0
HRATT. 7S5t RZHBELT, 7S TO VBT 2
T IL$E1,000mg# 1 H 1 EIEFEO 1B DL LRI IEAEED2
ERILL EIE BRI E U B @R 54013 1,195
Bl) o FEFHMIER T & 5 OSOHRE@ENT (BZEA X M IT
HBTITANRY FDOEO%D A N N HFEE L 7-BE) DFS R,
hoElx, 7S TO VI AT VEERTClI4.80 A, 7
SEYARBTIOONHATHY., T¥ITuVHET X7 ILEE
BOTI v REBICRNT 2BEBEN RSN (N -
0.646. 95%(EHEX [ : 0.543-0.768. pf<0.0001, /&
#a sz 7E)2Y,

) PR R

LA R B 791 B 58961 (74.5%) IZBI/ER V388
5Nz, ErbDIX, FEF720461(25.8%) FD 12941
(16.3%) 1&AH Y7 ALIMAELITOAF(13.9%) 1ZTH 11041
(13.9%) . RAEMEZEOAHI(11.9%) THo70 [5.. 7.2 B
]

EMSE I ABERAREER (JPN-2015488%)

{L2ABIEIRE O 75 WERFS M R BRI R S AR B & R,
T F=vnarsmgnl H2EREOKS EOMATRT, 7
70 VBT A7 IVEEL000mgZE 1 H1E., BN
DI BRI AEEO2B MM L& ICEBREORS Uiz, 1GE
BA%A 1 23 B 2 F TOPSAR R (PSAEAR—ZA T A B
550%LL BTN L. Z0BE 2 54K LDIEDREIEICE »
THPSAMBEDS50%LL HE R AR S N7z BEOEIE) (128
FEDOPSAZHK)1360.4% (29/48%1. 90%(5HEX R :

47.5%-72.3%) TdH - 7222,



L EEFE A RAIASFIH37H (77.1%) ICEIERARD 51
Too Exb DI, BRE11HI(22.9%) . ALTHE MO
(18.8%). ASTHENOBI(18.8%) &1V 7 L MIHESH]
(16.7%) RARIAEOH](12.5%) HIMESH(10.4%) T
Holze [5. 7.2 28]

17.1.4 B 1 48EEREHER (JPN-2025158%)

Rt & F IV KHWIC K 2LEBEEREE G T 2B LS
EH RN EERE Z20RIC. 7L F=v o Y5mgn 1 H2
EREOHRESEEOHBATRNT, 750 VBRI AT LEE
1,000mg# 1 H1[E. BFEO 1 FREL EFTSIZEE O 2R5H
DI EBIGEHARO®RS Uiz, 12:8BOPSAZRIRIZ28.3%
(13746, 90%IEHEXR : 17.6%-41.1%) TH VD . 90%13
FEX B O N IRME X BIESER R (20%) 2 RE > 722,
LR G475+ 28151 (59.6%) ICRUWER 2380 51
Too EbOIX. BERRO6HI(12.8%) KAV =7 L MRESH]
(10.6%) . EREIMAESH] (10.6%) ASTHEMISH](10.6%) .
EIEAR(8.5%) TH > 7. [5.. 7.2 B[]

(RO BBEERBEDNA YR T DFRAFZET DHILIR

=),

17.1.5 EREHESE MAEEER (PCR301 15888)

W MEERIBEEDDONA ) A7 DFRET2HT 512
B EREEZNRIC, TESTu VBB I AT LEERD
TU RV UBIOHAKEG (7T 7 a Y EEELT A T IVEE
B) TR (FT L ARB) 2T Z_EHEHRT VY
LACERBE % FEhE U 7z (ARSI 1,19961. HAATO
Blezgt), TESTO VBRI AT IVEERTIZ, TEST
o > EEER T 2 7 L$E1,000mg % 1 H 1[I &0 1K DL
NIZBEFEO2RBL LRICEBROKRE L, L=V Y
Smg#x 1 H1EEAREOREE) Uk, FEFEER L. OS
K OTPFS & RE S N7z OSOHREfENT (BIEA XY MT

H 28524 XY FDABWD A RN b A FEA U7 KR DFER.

HFRMEIR, 7770 BB AT IVEER TIIHEEARNEE.

TS REETII34.73HATHY, TS T O VEEET A

TSRO T T L RBICHT 2B IRS NIz (N =R

H0.621. 95%fEHEEX A : 0.509-0.756. pfi <0.0001,

BRla 7Sy 7). /2. PFSOMITOMER. ol

X, TS T O VBRI AT IVEERETIZ33.020 . 75

T ARETIFI4.78HATHY., TEI TR VEEBRI XTIV

SERED T T v RBIHT 2B R SN (N — NI

0.466. 95%fEfEX ] : 0.394-0.550. pfE<0.0001. /&

a7 IHE) Y,

1) BB SHABRBIANUNO T > Far Y REBEOHITIHES N

¥2)320F%EF ((1)Gleason A I 7 A8LLE. (2)BAF v > T3HFLLLE
OBFREDHD. S)NBEERH D (VU U HEB L)) D> 5, 228k
EET 5.

1E3) EINARARE

F4) TS TUYBBIATVEDO T SRRV L RV VDT R%2H
57z,

HES)LE I F a1 FBEIC L ZHEEHRPFER LR, Smg/HT D
BAfREE sz,

OS®Kaplan-Meiergiifi [PCR301 138k A 20 AT 541

(R)#H

100

80

60

T T T T T T T T
0 6 12 18 24 30 36 42
R (A)

AFL 597 565 529 479 388 233 93 9

F9ex 602 564 504 432 332 172 57 2
—— 7¢35u FA --oko- FTER

SEET A

rPFS®Kaplan-Meierffif [PCR301 155& B 205 H51]

() B

100

80

604

40

20

T T T T T T T T T T T
0 4 8 12 16 20 24 28 32 36 40
iR (H)

7 533 464 400 353 316 251 177 102 5l 21

7oe# 602 488 367 289 214 168 127 8l 41 17

LRWEHENRAISO7TH (HAANISH %2 & ) 3364
(56.3%) ICEIEANRD 5Nz, Eoboid, BMELLO
B1(18.4%) &A1Y 7 LIMFES3H(13.9%) . ALTHET70
BI(11.7%) . ASTHAN60MHI(10.1%) 1ET D 414(6.9%)
RIEHEIFE2501(4.2%) TH > 720 [5.. 7.2 B]

18. FESpIE
18.1 {EARF

18.2

22.

7T Ta VBRI AT IVIZERANTESPICTETTO Y
ANMAKRBREN, T Ra X v EREBEETHBH1T
a-hydroxylase/Ciz0-lyase (CYP17)iEHE 2 FHET %,

In vitrolZBWT. TEITa i3t bEIBEE HkEEM
fakk (NCI-H295R) 1B AT A M AT Y OARZHEL
Joo YTOARODT Y MIZBWTTESTU VEFEZ XA T L (K
BIEFEAN ISR O ES) ISR T 2 S AT 0 VEBEZ KRS
t}_—f‘:ZS)QQ)O

b b ERIEHERT AR B E HR o S A (LuCaP23CR
KM OLuCaP35CR) Z#BEL /- E# T RIZBWT, TE€IT
O VBT AT VO REBENESIIEENO T A b X710
VRUTVE ROTFAMATUVERBEABTSE, BEOHEIM

ZHL . BRI 2R L7230,
19. BT (CRT SIE(EFHAR

—fg -
E%%
AFX:
DTE:

"R

7YI5u EEEET X 5L (Abiraterone Acetate)
17-(Pyridin-3-yl)androsta-5,16-dien-3 3 -yl acetate
C26H33NO2

391.55

CHEOHK

s

Mo

1 147~148C

DECFREL - LogP=5.12(1-4 27 % ) —)L/7K)
BRI (20C) : YZuu Ay > >300mg/mL

(2

FBTF )L 98mg/mL
% /)—J)v 52mg/mL
7K <0.0lmg/mL

(PESTOVEET T )LEE250mg[DSEP])

(PTP)

565E (8% X 7)

(PESFOVEET X5 )LEE500mg[DSEP])

(PTP)

28%E (488X 7)
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$t 1 201447HA4H &R, CTD2.7.2.2.2.1)
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3) BEICBIATET T Oy OEMBEORKE (T 1 7 « HEE:
20144E7H4H&ER. CTD2.7.2.2.2.2, 2.7.2.3.1.1)
4) #HNER 1 7 4 VAT —F 1 VT EEEDEY R EI SR
5) 770 OEMBEICNT 2BBOREORTT (T T4 H
$E : 2014E7HARARE. CTD2.7.2.3.1.1)

—5—



6) TEI T U OEMFRIINTIEEOY A IV TOEEOMR
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7) 7T T U Y OMBEAEEOME (1 T« HEE : 20144E7H
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9) TEITUYDTANT V ADOKE (P4 T 1 HEE : 20145F7H
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T4 HEE : 2014FE7HAHARE. CTD2.7.2.2.2.3. 2.7.6.14)

13) 7474 ) U RIZFTFAPEA ML 7o ETESTFO Y OM
BIEHOKE (A 7 1 788 : 20147 H4H &R
CTD2.7.2.2.2.4)

14) MR : FFAMLT 7 O EEISS X -5

15) V7 7€y r eI TaryOEEEROKR (FA T4 5
$E : 2014 7H4H AR, CTD2.7.2.2.2.4)

16) r vaFV—LEFTEST Oy OHEEROB (AT 4 4
$E : 2014E7HAH AR, CTD2.7.2.2.2.4)

17) #WE&kRL: €47V 5 Vv e 7 eSS T a Yy OMHEEROKE

18) 7ES7u >0ttt 5> AR—¥ =%/ LIHEER O
(VA 7« #EE : 2014F7HA4HAFR. CTD2.6.4.7.1)
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