20258 H AT (5521R)

* 202 148 A AT (BB 1) 5 QS TR 1 B/ QRIPR =R BF EERmS BES
BE IR =l il E S oy =ged 87249
B3RS : 0.1mg 34 F192FU RATEI
0.5mg 44 n m
= 15780
Y 73 =D155610.10g
LL] | 1]
= 1570
Y1 =Dn7t00.5ng
HRHIXS -
LIEN Z/\G/\LLO Capsules
i sEERY 0.lmg 0.5mg
E)FEE-EMEoNAE KERES |22700AMX01012|22700AMX01013
ICEVERTAZE BRFERETA 2016 6 H

2. B2 (ROBHEICEFHBRELEVWTE)

2.1 KA DR T O D 5@ T B 35 P 3120 U BIE o B
EDH B EE

2.2 i [8.1. 9.5, 9.65HE]

2.3 /NRE [8.1. 9.7%H8]

2.4 EEOMBERETOH 2EE [9.3.15H]

3. #8mg - R

3.1 #HRK

R7eg | H—uh TN 0.1mg [P —a B F)L0.5mg
. 1A 7 17
A

ARG Ta24%A7Y K0.lmg |T2%ATY K0.5mg

e - V7Vt Y HREHE - YUY R,
R, O7F Lk Rufxv |V 7F Il RaFs b
MLy, ¥5F2, Jlo, ¥I5F2, FUt
Vs, BitFy o |V BlEFY Y, =2
BEE=TER(LSE. = B ek, FREERRATER N Y
{bgk. FRSEREMEE MY 7\ 7)Y Ry LY F Y

Ut R, LYFY

TNHA]

3.2 SEIOMRK

eE | H—ah TEL0.1mg |[HH—uh FEN0.5mg

L p [REERBHOR) T ALERBEHOKA 7+
AT - R L L

#Ala—F |GS TFH GS MUF

=

(2RXEE) #919.3mm X 96.6mm  |#919.3mm X £J6.6mm

B8  |59mg 599mg

4. FPRENIFFNR
SHEICHI1T BB MHEREE

5. FEEXIFHRICEHET BER

5.1 BHICBT 2 BHEREEDOADBEIETH 5. MOHEREIC
X BB

5.2 20K T OREMER CEMNEIZHELIN TR,

6. RERURE
BT, BE, T2y 2FY RELT0. Img# 1 HLEE
(354 %, 45, BEIECT0.5mg# | BIEEOIRST 3.

7. BERUHECEET 3R

7.1 BERRRIZAK CHEFRO ONBHELH BN BED
REFMT 5720101, BEOH ABDBEPRETH 2.

7.2 KElz6n AU EHRS L TL BEMREEDOWMEN A 5N T 0
HalcidFEehibtd sl &, £y 60 AU ERET SHET
HoTHEMMICHREZHER L., REESOLEEIT OV THE
FeaelL,

8. EELEAKER

8.1 RANIBEMNSINZZE, S, ZHERNREZH T D5
WA W & RNEFNCMNZBEICIE, B
BICAMEKTES 2 &o [2.20 2.3, 9.5-9.72 ]

8.2 KA. MFERTILIRFEMIR (PSA) ICEBEE5X 50T,
ANIBESEOREICEL T, URORICERT 22 &, F7-,

PSADIEE %2 Z T 5 BICIE AR ORAIC DWW THRE 1T S EAT

ICHsEAES. BEEZEET S L,

- PSAMEIZ. RINIRED AT ) ==V JICB I A EERIEET
B, —fkIZ. PSAENPEEM (BEH. 4.0ng/mL) Pl b
B, B biHMAsDEE D, FISREHBOERZ2EE
ICANDRENH B, aB. REKEFOBRET. KAKS
BIOPSAMENSEEERTETH > T HINLIRIE DI Z Rt
LIEWEDITERT AT &,

- KEEG6 7 BLIEDOPSAEZ Hi7z e RX—AF4 &L, D
BITEEPSAEZHIE L TR—ZAT4 V5 DOEE % ¢
BT L,

s T Ay AT RIE BIRIERERE120.5mg/ HI% G L7215
&y BIMREDOTEHE R TH->TH. &56H HRICPSAEEZR
S50%EAD S B, LicA->Ty RAlR6H AU ERELTWS
BEOPSAEZIM T 2BICIE. BIEEZ2EL-EZER
ELUTEESEFEERERT S L, iz, PSAEIX. RAKSH
17867 AL AR SHBRTOMEICRE 5. 8. BRI
EEREFICBVWTL, BRABOER» S5, REESICXD
PSAMEMREA T 2 EHERIS N 5,

- RAEAEESHIZBT APSAEOREGRIEINI U Cid. I AED
HIFPAFNORFERNESTF2ZRBICED, FELULCHET 52 &,
c RFFEESHICB W, free/total PSAIE—EICHER S N5
DT BRIED A7) —= > 7O EINTY% free PSAZ{#HH

THEEICE. BEBEORBIIAETH .

9. IEDEREF I IEEICHT IR

9.3 FHEEEEE RS

9.3.1 EEDIHEEEZENH 3 EE
BELZVWZ L, REEFEICHETRB# S NS0, MHFRE
MWERTE2BENTH 5. [2.4508]

9.3.2 FEEEIEEDH 2 EE (EEDIFEEEEENH2EEZRL)
AENIEICHE TRE S NS, HFREBREDHHEHFICHREL
1B EOEMFREIIMET SN TV, [16.4.12]

9.5 1FiF
THICIIBEES LW L, Ty PRUTHFIZT 2 AT Y R%
BORS UIER. EREONETESROMME(LD A 5. KA
OBBICEmtb Y FaF A MZ2FaryMERL, BFBRED
SEREZRDOFGE R HET A EEEARIB S N7z, [2.2. 8.15HE]

9.6 1EZLIF
THICEHEEG LW & REDVILITHICHEITT 221EARHT
Hb. [2.2. 8.1%]

9.7 INR
NRFICEEREG LW &, /NEZICHT BH5IE 2 < /MR
LENRE LB IERVREEZBE S U ERARIIER
LTWizly, [2.3. 8.1%0E]

10. EE{EA
FHNZ, E&LTCYP3AATRH#E N, [16.4.15H]
10.2 HAER (HRAISERTSIL)

A% BRI - BT BT - faRET

CYP3A4HEIER 2| 2 5 DA & D CYP3A4Z K 5 AAl

B9 %A Fic & O EF oI | OR#PEES NS,
DR I% BED LAY 2
[16.7.25H] HrH %,




1. BlfER
ROBWERBHEONBIENBHHOT, BEE+DITO. BE
WERDSNIIFEITIIIEZIET 20 CEY L MBERTO &,
1.1 EXGEIEA
FFFeERES. BE (LI NBEEARH)
AST. ALT. BV VLY O EREZMS FHERECHEN D
NI ENH S,
11.2 ZODEIER

1965 1% FEA
%P ERE. TLLE
- RIS, .
* BEE R HITRE. M
FEVEIE
\ FE. 5o BnEs T v, §
T o o
EBETZLSRE (XEwe FREE
ARERO|(YU U F — B E. 2
EEE (B, BERL. . L.
SHERE) © | SRR
o REE (ECAE
BE) . SEE
B AR . TR
=y B
%O){ﬁ ;;%D/m\m\ .mlEF'CKiEI

F) BEFIEROFR LI EORED D S,

14. BALOZER

14.1 EFIZHROES

14.1.1 PTPRZEDZEANIPTPY — F2SBD L TIRAT 5 &
FHI S5 L. PTPY— FORKICK D BEOFAE D RIERS
JEARIA L, BICBEEL2B I L THRIRAXZEDOEE 2 &0HE
EWHTHIEN DD,

14.1.2 h 7V OWNEY D O ERERE 2 T 258055 50
Ty W TENVEBALZOBET - DETICRASE2 2 &

15. ZDMDFE

15.1 BRFRERICE D < &R

15.1.1 AR RERICB W T, 18~52BDEERA (F2¥ 2
T KRB 2761, 7S AREE L 2300) 2RRIC, SLEARBOKRS
HE R O24EMOBRE5%ERHEMEZBEL T, T2 ATY R
0.5mg/H OB IC T 2825 L7, 55288 ICH
AR, BRERUEFHEHROBEHIED 5 OFHH
DR (T RBEORSHIEL? S OE(LTHE) 3. ThZEhn
23, 26T 18%TH D BFREKVUBETFEEANDHEIRD
ENEDoTe Ty AT REICBY 2B TROBSHIE
» 5 OFEEADRIZ, 24BBOBHBIBZICBNTH23%D %
FTHoT0 LPLEFS, WINOFHEREHICBEWTYH, £
TORBEINT A — Y OFHBEIZEEHFENTH D .. EENICHE
L7-BRRAICEELZE (30%) ICIEES LGPz, oy T
2 AT REOFIZB VT, #5528 B ICHREHIED 590%
B ABFHROBDAPRD 5Nz, BIF24EBICIZERL
oo Ta¥ AT ROBBRBMEICRITTHEY, Hrx0EED
ZHEEICH L ED LD REFRNERZ L OPIIRETH 5,

15.1.2 T2 % 259 R2HESN-RNLEEEES CEEIE
PHRESNTWVWD, Ta¥ATY REBHABORIE L OREE
HEARHTH S, 2B, FIIIRERERS 2R E L2~ 4F
Mol iERRE (4325061 1B W T3HlOIEIRE SN,
ZDHB, T2y AT RBKEGSNER T4 (BEIHRM
108/, 11n H). 75 ROADPERE S NREG TR
ENTWS, ENERRBECORSEITEZ WV,

15.1.3 B AZEERE L7250~ 7550 BHES231H (£#lc X Vi
SRR REME > DPSAME2.5~10.0ng/mL) ZXRE L7-445F
Mo EBERRE (HRASHZ &) ICBW T, Modified
Gleason Score™8~ 10D HILIREDFKIREKRNS 7 5 v REE
(0.5%) IZRLT2y 27 REE (1.0%) IKBWTEP-TZ
(FEXTY 2 272.06 [95%fEHEXR : 1.13-3.75]) EOWMEN D
él)~3)°
) MEEESEE OEE

15.2 FEBRREAERICE D 154k

15.2.1 7HTZ YL OHREEBIAICT 24 A5 ) F%2010ng/Vt/H
¥ CHIRNRS LS8, 2010ng/IL/HEE (F24 25U K%
RA L7 BHEORBKSMLE /7 L T100% RIS N 5 ERE L7215
HI2. KRESkgDRES BB SN D EERKEBEE D 1866514
59 2) OMERREIBNC, AFEKRS EOBEEIIAHATH 275,
GUE - BNE O RNEEREPRD 5Nz,

15.2.2 v FOFAFERERBEICEW T, BHE (BAHARICBT
2BEEON41E) BERIOEEMEMREOEMAP A5 Nz,
LA LAans, BEMERERCBERORERICERT 2T v
FONFWHEBO L P ADIMEEMENZ EN S, B MOHER
EifE 2 R HE S 2 EEEREVWEEION TV, BB,
TIADOBAREREBRICEVWTIX, T2 AT RICE#ET S
LEZONDBEEOREIIRO5NLD» 57,

16. ZE4ENRE

16.1 MoRE

16.1.1 BO%S
BERAICT 24 25 Y R0O.5mg% BERRO#RE U7, 5851 . SRR
IR MIE B E (Cmax FH9{E © 3288.5pg/mL) 123 L. AUCo
1£52316.%Nr - pg/mL (FHflE) THo7e GEAT—F I KIKUELD.

N
o
S
s}

3000

2000

1000

Mg 7 24 251 B (pg/ml)

©
0 12

24

36
iR (hr)
EBRRAICT 197U R0.5mgZE BEROKRS U iFOMmERE
MEE GIEAT—9)

(HIE +1REERZE. 3360

BRRAICT19 T YU R0.5mgzBEROKS LD mES
F19RTU ROEYERE/NSX—5 SEATF—9)

AUCo-+ (hr - pg/mL) Tmax (hr)
52316.9420525.60 1.500 (0.75-6.00)

48 60 72

E1

=1

Cmax (pg/mL)
3288.5+1160.89
PHfE AR, 33
Tmax : HRfE (#EH)

16.1.2 Rig#5

EHoBHENEEREICT 24 A7 Y F0.05~2.5 mg®#1H1[E24
BRI REREORG U 7z, 25 %240FHIMmEFEYEEIZ0. 1KY
0.5mgGHTENZNL.5120.96/%130.69+13.90ng/mLT&H > 7.
HERIERETH Y, MEHT 15 27 NEESBEVEGE, SEERE
HARTHESLPITHEE L (K2) 724 AT Y FO.1%U0.5mg % 245
RIERRS U7, MG PRYIBE L2 N NREIE 5% 12 U208 ¢ F
# R (0.lng/mL) REThH->7z GEAT—%),

1000+

= gion

£ goﬁmg

S 6_7/,@_ 44444 - - - -5NAL i 0.05mg

o 100+ ~ .

= 4

N WOE

~ £

B n =

,Eww

i

E N )\

s R L

K
(5 é 1‘2 1‘8 2‘4 Bb 3‘6

IR G

E2? BEUOEMRHEEREICT19ZTU R0.05~2.5mg? =181
U EBROIRSROMBEPEMEE GHEAT—9)
(B +1REERZE. 34~471)



BIZAEAERIERF ST 2 4 25 RO.5mg# 1 H1E6» AR RERORS
L7-K, %5460 AOMEHEYEE$44.82+17.9Ing/mLTdH > 7z,
F7o, EEREBICBIT 5120334+ 1. 2HBTH - 72,

16.2 ORUR

16.2.1 BEDHE
BEFRAICT 24 27 Y R2.5mg® 2 &% BERE RS LB, sk
IS5 A= FIZETOELZ2ED. AUCo--I3 Z2E#% 5D 25737 52197ng -
hr/mLICED Uz B, COELISER EHEE 52 25D TIE7% 0,

16.2.2 EZHFIFAE
RIS T 24 25 ) R0.5mgZ BERROHG U7, AY2R AR
1359% TH -7 (HEAT—%),

16.3 93

16.3.1 EEKES
In vitrodBEICB W, Ta¥ A7) F (2000ng/mL) Ot hIMEEEE
BRIZ9.8%EEL . MBETLT IV, al-BBEEEH. 2LVFa22570
A REG7T 7Y Y RUERLVEVEE 707 VT 2EERIE. £
N2N99.0%. 96.6%. 89.2%K%U87.6%TH 7. £7z. INHDEH
1209 A5 A RIE20~2000ng/mLOHFE TR TH - 72 (RIL28EE) .

16.3.2 FERIBIT
BERAICT 24 A5 Y R0.5mg% RIERZROHRS L7z k, R/ miEs
EYNEE I .5% TH -7 BEAT—%).

16.4 X35

16.4.1 ELEER
In vitroRBRICBWT, T2 A5 Y FIZCYP3A4/CYP3ASIZ & - TK
b S N7-H, CYPIA2., 2A6. 2B6. 2C8. 2C9. 2C19., 2D6K U2EIT
FR#EE NP7, [9.3.2, 10.30H]

16.4.2 {(RHEERIES
In vitroRBIZBWT, T2 A7 Y FIZCYPIA2, 2COK U2D6IE: % 1
LU0, CYP2CIORUBA4EEZIAE L. ICl350uMTdHh - 720

16.4.3 REEERFE
In vitroRBRICBWVW T, T2 A7) RIIPXRIEEILIC K 5 CYP3A4HE
HERES BT,

16.4.4 £33
RIS IAEERE 12T 24 27 Y R0.5mg# | B 1B ER RS U7z,
FREPE UL, 2-ZKF U, 4IKBUIE, 6-7KBMLIADTERR S 720

16.5 HEitth

16.5.1 BOiks
BERAICT 24 27 Y F1~20mg™ 2 BEREORS Ui, 515480
BN O RFICKRE LRI S e h o7z,

16.5.2 RE”S
[RERREAICT 24 27V R0.5mg#x 1H1El6 » ALl ERERO#RS L7k,
FAHICHS% DO RZE(LE PR S, BIEDE CREE+REY) &L
THIARW%DPENR S Nize RANOREAAOHMILO0. 1% K TH Y . B
HYHOHR O MBETH -7 FHEAT—%).

16.6 HEDERZEHIDEE

16.6.1 SinE
24~8TRDEEERAICT 24 A5 Fomgh 2 BEREOHS L7z #. 50
~69m L OO UL EDOEMBED 121349 L RO EMEBICHRTIEE L.
AUCo=l3520%1EM L7z &8, TOELIZEREEELZE5256DT
3z HEAT—%).

16.7 EYHEE(ER

16.7.1 bS5V RAKR—9—FEE/ER
In vitroRBIZBWVWT, T2 X251 RIZFOAT3. OATPIBIR U
OATPIB3&%EZHE L. ICoDF/MEIZZFNZ10.5. 0.8%UV20uMT
Holen. WINBLERMBEFEE (190.07uM) K0E» o7z, £z,
F 24 A7V RIZMRP2REOOATIHik % HE Lz h > 72,

16.7.2 CYP3AJREERZHE I HEH

() In vitroRBIZBWT, T2 A7) ROBLARENIZCYPIA4HEE
HZEET A7 barJ—ck->THES N, [10.250E]

(2) CYP3ABHESEE 724 25 ) ROEMMEEMERABRIIERES N TR
WS, BISZIRAEAOE B 2 R & U7 R ER T 0 R S H S B R RAT D
FER, RINNIUERIEIIVIVF 7L LERIEEOMHICED, T2
ATV ROZIVT I APET Lz GHEAT—%). [10.25E]

16.7.3 ZDthDZEH|
F14 A5 R0.5mgdH AW IEsmgH e, aLAFIT IV, TLT 7Y
V. VIRVU vaAu Y UIERIE. 75V Y VIERIEE OMFICE L
TEYMEERIEIRO NG >7: HHEAT—%).

F) AHIOARFEIZIHE0.1X130.5mgTdh %o

17. BERRANAE

17.1 BERURLMICRIT 555

17.1.1 EIgLESE I/ ME-SSRHEEER
20m% 7 5 505% D B0 BHRIFREERE (Norwood-Hamiltons 45
OIv, VXV 1 K1) 91761 (HARA20061% &) 2xRE L. KA
(0.02%, 0.1%00.5mg) Z2HAMHES LIZBEOTITRRVT 1« F AT
U Flmglcxt§ 2 B8MER 0L LE2 B Lz, FOME. HEEHHEA
(EfZ2.54cmMAh) OEEZROR—ZAFA P 5DELICBVT. KE|

0.1%00.5mg?D 77 LRI T 2BEHEERTT + F 27V FlmglIxdd

IERHBRDMWR E G S TEBHEI 1T (Norwood-Hamilton5348)

—EERIEESR | BHRHEEOSEBEICHH (0.022, 0.1%
00.5mg) Z#&5 UIcBROmEERMPA (BfR2.54cmMd) OEEH

- Fay AT R TAF AT
) Flmg
(181451) 0.02mg (18541) |0.1mg (18841 |0.5mg (184f51) (17961)
2418
e 148 155 158 150 141
ZitE | 4.9 17.1 63.0 89.6 56.5
(SE) (7.89) (7.74) (7.67) (7.87) (8.12)
TIeRED| 2.0 67.9 94.4 61.4
% (pfE) (p=0.046) | (p<0.001) | (p<0.001) | (p<0.001)
T4 T AT
) REDE -39.4 6.5 33.0
(99.165% | — |[-66.1, -12.7]|[-20.1, 33.1]| [6.1, 60.0] -
EHEXE] =2 (p<0.001) (p=0.56) | (p=0.003)
(pﬂﬁ) 1)

ZLE, TIEREDERVT 4 F AT REDEIZ, BEETVICED

< TR A FHIME

F1) AEKEIZMEE0.0167

H2) 24EEFIZH 1 599.165% D A AMSEXE O RIRAS, JEHHRFE-35
KO REVEHIFLHENREIZE LT

(#)
100
*#

K

T
e —D

10 1

12

—e

243 Rf

BEBODN—=Z T A 275 OFZA R (A2 54cm T H)

75t M-T2IATUR002mg —A-TaFIATIE 0.Img X=TaFATIUR 05mg 07 FAFIUR Img

(12ifiin=147) (12ilin=144) (12ifin=151) (12illn=145) (12ifln=131)
(24iFn=148) (24in=155) (24iEn=158) (24iEn=150) (24in=141)
IR EOEBE

745257V Flmg& 0IEH
E2 —EERIEEHER - A% (0.02%, 0.1%00.5mg) DOIEESAA
(ER2.54cmMt) DEEBDR—R 54 VHS5DELEDHER

BIfEFFBSEE (RF0.02mg# % &) &, 17.1% (95/5576) TdH
o7z FHBIEMIZ. FEARS4.3% (24/557f1). ) € K —#H:E3.9%
(22/55741) . FERERAD1.3% (7/55761) TH o7z,

17.1.2 ERSEMERER (REIZSHER)
20/ 650D BEDBERIFEEEE (Norwood-Hamilton /348 D1,
VXIEV @ 1) 12061% 065 E L. REI0.5mg % 52BM# 5 L7 BEo %4
FOBEMEZ B Lz £ OREER, S2EROEERMN (EE2.54cmMF)
DEEHON—251 Y IP5OELEIL, 681K THDUBE I RENTZ,
BITEFRFBESAE L, 16.7% (20/12061) TH -7z, E2BIEMAIE. HiL
R4:10.8% (13/12061), V& F—iHiB8.3% (10/120%) . SHHERE4.2%
(5/12061) TH o720
F) AEIOARFEIZIEEO0.1X1%0.5mg T 5.

18. EXNFIE

18.1 {ERHER
FaHAFYRIE, TAMZTO Y2V FOF A NAT O UALHT 5
1B R OB a8 iR #HET 5, Y Fus A M A7 0 v IEBHRIR
BREICEE T A2FELT7 > Far > ThH b,

18.2 SaiRTEESRFEE(ER
In vitrollB VT, b MERURSRTEER 2 HE L7,

18.3 MiBEhD Y ROF X AT OVEEETER
B BRI E B A0, 1% 00, 5mg % | B 112438 i SR %
B U7RORERETRIORT



xR BHOBMRHEESRSICAHF0. 1RV0.5mg=’S LUIIFDOME
Ik FOFRAMRFOVEEDR—ZASA VN SDE{LE

B e T2IATIE
0.1lmg 0.5mg
128 5% -2.6% -85.8% —91.2%®
243AEE ~6.2% -83.6% ~90.9%®

ARE A PAIME, 406, 1) 3961

18.4 BB OYE ROF X MR FOVEEETIER
B BRI EEBH ICAFO. 1% 00.5mg# 1 B ERER RS L7z
B, H#567» AOYE ROUFAMNZATUOVEBEIR—Z5( P 56FNT
NIEFRTO5 K U90%HA U BEREH T40R US2%BA Lz (FREFE AT
HE), 7z, ARSI LSBEEFIL FuTF A MR T a0V BEOET
EHBER (BEHOR—-25 4 V256 0OHEINE) & OBICIZBEEED &
shiz GEAT—%).

19. BRI CEAT 3 ELEHNAR
—fREIEFR D T2 25 F (Dutasteride)
b % % :N-[2,5-Bis(trifluoromethyl)phenyl]-3-oxo-4-aza-5a
-androst-1-ene-17pB-carboxamide
7 F 3 CoHFeN202
7 F & :528.53
(b

13 K HE~BECONKTDH S,
Al w1 242~250C
SEARE (logP) 4.9 (1-F 2% ) = /KR)

20. RV EDER
KRBT T 2720, PTPEEOEEREFT S Lo

22. G
(FH—OATEI0.1mg)

304 )L (104 7+E L (PTP) %3]
(BH—0hHT&IL0.5mg)

304 7L (104 &)L (PTP) %3]

23. EEk

Andriole GL, et al. : N Engl ] Med. 2010 ; 362 : 1192-1202
Theoret MR, et al. : N Engl ] Med. 2011 ; 365 : 97-99

Akaza H, et al. :Jpn J Clin Oncol. 2011 ; 41 : 417-423
Norwood OT, et al. : South Med J. 1975 68 : 1359-1365
Gubelin HW, et al. :J] Am Acad Dermatol. 2014 ; 70 : 489-498
Tian G, et al. : Biochemistry. 1995 ; 34 : 13453-13459

24, XHREERERVENEDESE
750« AIRT T4 UHERSH
FREERE X RR1-8-1
ATAHN AT F A=Y a Y
TEL : 0120-561-007 (9 :00~17 : 45/ H#HH KO EREH %2 <)
https://jp.gsk.com

25. {RERfafT LODER
RANIRBER T ORMRE 72 5700 (GEMEEERIE) o

%. WERTEES

2.1 BEHRT
950V -AZRI51 V&t
RREBEAR 1-8—1



