2022 4 10 HtE (55 3 i)

H AR YE P 50 A

87249

EERAVEIEL—T+—L

A AJRBESEAIRT 2 O TF ik Z58 2013 (2L L CTERL

B, DTEEFES

FTaa2 A7 FEA

5o fRocRE 18/ 2 RIPAESE - B PERIBL A G

T 19 AT YUYR»710.5mgZ A 'BMD:

DUTASTERIDE capsules

#l iz W 7 Al

BH OB X5y BIEE, WGEERN (EE-EMFEOLATZICIVEMTLS L)
Bt - 2= 1B 7t T2 A7) K 0.5mg

w4 4 72227 Y K (JAN)

¥4 - Dutasteride (JAN)

BOEIRTEAGEFEH H
B ST A
¥ 58 4 H H

RS AAERAE ] H - 2020 4210 A 5 H
SERAG L HENVEAE A B« SR EEYE AR U
¥ 5 F£ H H:2021%1H24H

PR - WidEikoe (EA)
- P2 - OoE R

FUERTET - R E A AT 1 7 R
B 58 o : SKI 77—~ et

[ A e 2 2 DG SE

WA bEREND

SKI 7 7 —~#A &tk BT VHEERED
TEL : 03—6300—4076
%= HR AR 1A 1 7R — A ~3— < httpsi//ski-pharma.jp/medical-check/

A TF 1% 2022 4 10 AERRO U SCE ORI D SR L T2,
BT OUHAT SCEFHRIZ, Of) EERERESHERELR — A=
http://www.pmda.go.jp/safety/info-services/drugs/0001.html |2 T IR 72 &\,



https://ski-pharma.jp/medical-check/
http://www.pmda.go.jp/safety/info-services/drugs/0001.html

[F FIADF5ISOME

— BARAIREAES —

1. BERA U E1— D+ —LIEBOERE

RS O FEARN) e B R & U CEFEAERLASGE (LT, IRASCELIRT) b, &
PRBL CIERT « SRAIRRS O EWRHEFE D B F BB RIS O EM #2783 2812, iR
FSCEICREH SN2 B2 BT 2 EICFEMR B R M ERIGE N H 5,

ERELY; TlE, YikEIESIC OV TR ZE O IR IE R Y F FITHEROBMGFERCERE L CER
EHE L TR L TETWD, ZOBICHEREREZMEEOICAFTLEOOERI A LTS X
B a—7 3 —ANHA LT,

BN 63 FIC HARPE AR (LA, AWK EET) 7 2 NEESN EEHA Yo —7
=21 (AR, IF EB53) OALERHTF IO IF etk a2 RE Lz, £0%, EFEREFHERTIEO
(BB T ERER = — X OB b2 %0 T, Rk 10 4E 9 HIC BIRERZMH 3 /NEERICBWTIF 2
HEEO LRI BN TN,

HIZ 10 A RE L, EHELEFROAIY FTHLRILMYE HWFETH D EEBSOIEAFIM, M7
Lo THE - ERBREIIRESBE LD L2527 T, PR 20 45 9 Al AMEEREFEE S ICBW
C IF FR#i 368 2008 23R E & iz,

IF FCdk 248 2008 TiL, IF Z#BHADOM & L CTHET 5 56, PDF ZEoEKNT —4 & LT
et 2 2L (e—IF) BFAIE Ieo7z, ZOEEIZHOE T, Ui SCEITB W T [ZhEE - iR oBm) |
Mg « 2« EEREARWEROUWET) R EOUETNH 125, WETORILT — & 2B Lk
RO e—IF BS’Eflisins Z L Eirotz,

MWD e—IF X, (M) ERLEFREERAOEBEOERLBEREHLE A -2 X—T
(http//www.info.pmda.go.jp/) 76— L CAFAEEL 70> T\ 5, HAWRPEIEAIRIZ CTlX, e—1F &
B 2 EIR A IERIR LR — A= N AT A FTHD Z L ITEUE L T, RN HDE T e
—1IF OIEHREHEHT DA R E LT, a0 IF NI SCEAM5ET 2 IEME G ® S U ClEtlng
EOR i R Nl DY

2008 SV 4 BIOA U H Ea—T7 +—LREtaZ M Lo TR L C& o F A2 HaMm L, 8
WAL ST, [EA - HARIFEICE > TH, ERORVERIRE T 52 L 52F 27, &2 THIL,
IF e O —EGET 217\ IF GRali3iH 2013 & L TART HERE R o7z,

2. IF &IX

IF (3 TRASCESE O R L, EAIIEOERIEEEIZ L - TR ESICLE e AL OWE
BELDOT= O DIEH, WITRF DT O DOIEH, GO 72D O, EEEL O EMH D72 d O,
W72 8 7 T DT OIFHEDER S VIR ER 2B O R E & LT, B3N EEEEE R
FE L. SEFNNEE O 7 812 LR O BRI TAERR S DR BE AR L TV 2 22 R SALEMT 6
N5,

iU, HEEE - BURSERER SR ICB D 5 b O, BURSEORFIST ) 2 BN 5 b O R UEEART A
O ANEEAH - I - SRALS NS IS IF ORREEH L IR 500, SVA D L BERAESE) SRt
Sl IF (3, AT & 2550 - W - BREIS S5 & &b, BERMEETL2bDL W) RME
FFoZ Lzt s LTW5,

[IF o%e=]

OHFIT A4, BFEE L, FHIE LTI RA o FELEOFHR (HFRITFRLS) TRed L, —Ehlo &
T5, T2 L, ISCETHRE: - REEHWESEITE, ETEATIE, ZhZiES bosd 5,

Q@IF FEf I D SR L, FHEA T TV v 7R TRHET 5,

@FAMOFLHTH— L, FMITHET T RIWFEAERR D TTF FHOF5 & OBZE] ORI ETLHT DD
LL. 2HICELEDD,



http://www.info.pmda.go.jp/

[IF D1ERL]

OIF TFAIE L CTRAIOB G5 (WHAL EHAL A ITERESND,

@IF |2t 2 H & OELAIIE B R3EA R E L7 IF Gl eI L3 %

ORI TEONEEZMTET DL D IF DEFITH > TRERBERNTZHEN D,
ORIERFEOREFIZHET 2 b0, RIRMEORHFNG ) %2 T 5 & O K OSEAIAN A 13 U O EIFHE
FHH OG- PR - BT REFHIC OV TEREE SR,

® TEFEMA Z Ea—7 +—LF0HEHE 2013 (LUF, TTF GR#ZaH 2013 LRET) (2L D fEk s
NI IF X, BFEATORMEZ AL U, MBS U TERARINEFEA (PDF) 2> HEIRIL T
T 5, EETORKRIIMLATEHRD,

[IF D17

O [TF FrakZaH 20131 1%, Pk 25 4F 10 H DIRRICARGE S e BriE R b & 72 5,

@ LA DEIETIZHOWTIL, [TF S#ESE 2013) 12 Xk 1B « $24HIRE S5 & O TR0,
O H ELOEEDOUGET, HRAEME IR (BRRETAM) 234K S 7R R ONZ# IS IE D
JEREN RSN, ST RENBENREL B> EHAITTIF BNSRT SN 5D,

3. IFOFAIZHI=-T

MF FC# 4 2013 (28 W TlE, PDF 7 7 A M X DB A TORM A AR L LTS, FHlE
RIS 2 3EFI L, BB SEIRI L CRIAT 2 2 ENRAITH S,

BAEARD TF 12OV TIE, IR R S HAE o 22 3K R R B 1 AR i AR — 2 X — Uil
BIIRRESNTWND,

BRI TR AV F B a— T 4+ — 2MEROFF| &) ITHE> TIERK - 1215223, IF DU A i
F 2, EFBGICAE L TWAIERS IF /BRI REHR U MEREF IOV IR R3O MR F~0
AV HEa—I2L0, HAMEE DANEEZLESE, IF OFHAMEZED D LENH 5, £7-, MR
TSN AMH EOEEZICET 2 FEICEE LT, IF NWET S5 F TORIE, YeklE 3R o fER 3
DT DU SCERB A O CEE, H 2 WX ER M EFREIE AL — v A2 L 0 KA B
ORI H L & BT, IF OFERICH 7= > T, BT OWRMN SCEZ RIS EFE A E R AR — A= —
T CHERT D,

P, WIEH AR EMEDHERO SNSRI TS TERR S
B 2B HIIKREFHICEDL Z ENH Y, ZOHHWIZIE o™

12 [ERAETORTIRM] 1T
BEIR&Ths,

4. FAICKELTOBES

IF % 3RAAIS D B EBICBWTRNT ZEDOTERWERBFERIFE L GEALTHEZ 2, L
ML, HHEECERAERL Vot —yara— RECIAMENC LD, RERGIENERLEFRE LT
T 2HFMAICITA T ERALRH D, IF 1T HWEOFLHE AL Z T T, YiklE3E M ORISR ZENE
K TS0 TH L Z LD, FRE - BHUIITHNEZ T I 52820 LA L TR R
B YA AN

FREEAEIT IF N H ETHRMCELMZET DIHEREM THY | 5% A X — v N TOAMH
HEHEEE % HEE EORERBNEA L2V E OB E L TER SN TS Z & 2 B81f L CTEHR 215
TOHMEND D,

(2013 4F 4 HkzT)




I BEICEYSER
1. ﬁ?ﬁ%ﬁ@%}:%ﬁ .................................................... 1
2. B OUEHEEH « BFFHORFIE oo 1
I &#ICEYSHER
1 E}iﬁ% .......................................................... 9
D R AL e 2
8. REER U RMER 9
4 %%K&U\ﬁ%i ........................................... 2
5. 'ﬂj"_%l'% (ﬁg{f) ........................................... 2
6. WA, Bl BB, RBTER e 2
7. CAS BTG o vvereee 2
11 A=Y 2 HE
1. %ﬁ“ﬁ?ég‘@fg .............................................. 3
2. ARSI FITI0 BRI oo 3
3. ﬁ@]ﬁﬁﬁy\@ﬁﬁﬁﬁgﬁ.@ﬁ{f ..................................... 3
de FTRDIRGY DR R ++vveveeeesseei 3
V. WHIET HEE
Lo BT cveereeee e 4
2 @{Jﬁj@%ﬂﬁk .................................................... 4
8. WAL FLAIO S IRPEIC BT 2 TR oo 4
4. AN DBFERNE FITBU DA E ooveee oo 4
5. THRUE R OMEMRGE DLLTENE oo 6
6. i1l & OEIAZIL (WAL EMAEIL) e 6
7. {/%?H—_l‘/ri .......................................................... 6
8. E%?E@gﬁgﬁyﬁ .............................................. 7
9. BANIT DAY DUEFBIAIRIL oo 7
10, B AT S O FE B -ooveeeeeeeeeeeeseesseseseees 7
11. jj{ﬂﬁ ............................................................. 7
124N 2 ATHENEOD & 2 D) - oovveeveeeeeeeeee 7
13, FERAS LIRS - SMBDHR R A T B T
14. %@{m .......................................................... 7
V. AmIcET3ER
1. ;jjﬁlé Vi;ﬁ% ................................................. 8
2. )EHYf:&U\)EH% ................................................. 8
3. %HEEE%E ....................................................... 8
VI, ZEMEHE(CEHY SHEE
L SRR D B LA UL AR e 9
2. %}Eﬁ;)}ﬁ ....................................................... 9
VII. EMBREICEY 51EE
1. MAFEEOHERS « JUELE - oorererrreeeees 10
9. Kff@ﬁ};f%ﬁ /‘3/33)(%5 ................................. 11
3. p&”ﬂ ............................................................ 11
4. ﬁj\ﬁ ............................................................ 11
5. {qugj‘ ............................................................ 12
6. H;dﬂ_— ............................................................ 12
7. T ARG BT DI 12
8. BHTEIZLARRER e 12

x

VIII. ®&M (FRLOZEESE) CEYHEE
1. BEHRPNZ E 2 DB e 13
2. R Lxomn (FAKREET) e 13
3. YRS RICBIE T DM LOEE & T OB 13
4. MEROHRICEET S #H EOEE &L OHH - 13
5. 1/5\%&5?;]@&%@@33 ................................. 13
6. HEREARIER & Z OB R OB 13
7. *Hﬂﬁzﬂ% ...................................................... 14
8. E[”/'lgﬂq ......................................................... 14
9. %%%,\@&fg_ ............................................. 15
10.;&&%‘ Eﬁ%\ ﬁ?Lﬁa%‘_/\@&’é‘ ........................ 15
SRS - T T = P 15
12&‘%5{*%7&%%&:&&@—%3% .............................. 15
13]@%&5 ...................................................... 15
145&]}2‘5}J:@EE‘3§ ................................................ 16
15%@{&@55%1 ................................................ 16
16, Dl e eeeeee e 16
IX.  JEERREERICEY 51RE
1. %i@gﬁgﬁ ...................................................... 17
2. %‘iﬁﬁﬁ ...................................................... 17
X. EEMEEICEY 51EE
1. %E%U[Xéj\ ...................................................... 18
2. AR SUEBEIER - ovvermeesenne 18
S, VB o ARAFLA oo 18
A, SRR EDTERE S oo 18
5. g&afg%ﬁ:% ................................................... 18
6. AL 18
7. 7&?%{’;0)* %’f ................................................... 18
8. Iﬁ‘lgﬁk% . [ﬂ;‘j];-'?‘é .......................................... 18
9. [EBHEARAEF B ovvoeoeeoesoessess s 18
10. BGEMRFEAGEA A A R OG- 19
BRI Y1 F 217 Vi s 1< BT 19
12 BEAREM, ERORRETENFEOFEA B ROZONE 19
13. FPEARGAR, PR RARE] B R OZONE 19
14@%%%@%‘1 ................................................... 19
15. 8 GBI IR EE S B B oo 19
16.%*@3‘—}: ................................................... 19
17{%[@%{5\4¢j~£@/£%1 .......................................... 19
X1, @k
gl;ﬁy@( ..................................................... 20
2 %ODHEO)??E%XH@: ......................................... 20
XII.  SFE&EH
1. EZRRE TOITBIRIL ovvverrrrrrmrrrrnneeeenans 21
2. {@%L:%H—éﬁﬁ%i%‘rgéﬁ 44444444444444444444444444444 21
XIIL. &%
Z OO BB IS v everrre 29



2.

BMEICRIT HRE

FRDERE

T2 AT ) RA7EN 0.5mgZA [BMD] 13, 7=2# A7 U REGEHT 5 5ai@olER 152
TIBLESE (MR BEREE) Th o,

Fo AT RiFT A AT %20 s A A5 oy (DHT) ([2Z5# 42 1 F G (82 7
DbaBTHERFEZHEL, 7 A MAT oS DHT ~OZE#EIHT 5,

T a B AT Y R 7E/L 0.5mgZA [BMD) 1%, MRSt EA AT 1 7 A, PUFRIERR S,
~ A T USRS AL OFE 3 LB IEESL & U CHFIBI R A T L. AR 1121 5 2 5
(R 26 4F 11 H 21 B) (S EBUE RO IEEBOE, ZEMRER, AW 7Rl 5
PR A S0 L 7-t%. 2020 4F 10 AIZAREZBUSG LT,

DB RFN - BFFHEE

(1) 72227V N, balBE MRz EEL, MBI 2 BMURBEICANTHD Z LIRS

NTnD,

(2) AANL, K 72NV BHITH 2,
() EARZEIEME LT, IFHERERE, SEARE S TWD GHEARD),



1.

AMICEHT S|EE
1. BR5E4

(1) #%
T a B AT U KA 7L 0.5mgZA [BMD]|

(2) *4
DUTASTERIDE capsules 0.5mgZA TBMD |

(3) ZMDOHEFE
—f4 + A+ &5 + [BMDJ
GEFERR 179 A 22 B SERSEAES 0922001 51225 <,)

2. —#HkA
(1) & (8%
TaZ AT Y R (JAN)

2 #*4& (M%)
Dutasteride (JAN)
dutasteride (INN)

B RTL
androgens/anabolic steroids (7> K7 /7 ARV v 7 A7a A R) : -ster-
testosterone reductase inhibitors (7 A 27 1 i TEEFE L EH]) : -steride

3. BEAXETHER

4. HDFRARUHSF=E
513 CarHs0F6N202
& : 528.53

5. 1t%% (Mfi%)

N-[2,5-Bis (trifluoromethyl) phenyll-3-oxo-4-aza-5 o -androst-1-ene-17 8 -carboxamide

(IUPAC)

6. EBRA. 4. KBS,
Bt A

&S

7. CAS BR&ES
164656-23-9



1. A ICEEd 5EHE

1. $HEEMLE

(1) 57 - K
F o~ 8 . OFE SR TE O K UTH R TH 5,

(2) BEEM
AR )= RO H ) —)L (99.5) [Z00ETe9 <, 78 = RFUWZEFIz< <, KiZiE
EAEET IR,

(3) MR
AR L

(1) BA SRR, B, BEA
LB L

(5) BERMEER
LB L

6) HERH
AR L

(7) FothoE4LREHE
FECEE [al 2 : +33.0~+39.0°
(BiAICHE L72H 0 0.1g, =% /—/L (99.5), 20mL. 100mm)

2 EMESOEBEHTICHTEREN
DR L

3. AR DHERAERE
TROMBIN A~ SVRERE (RAE U 7 LEEAIE)

4. BEIEPDE=
Wik~ ~777 4 —



IV. SANZESISHHEE

1. #lR

(1) FRORXA, NEERUHEIK
W5e4 T aXZ AT U R 7 &/ 0.5mgZA [BMD|
PR W F A AE O RAG M Ol 7 & LAl
- OO0
A X £ 16mm, 52 N 7Tmm, HE : £ 593 mg

@) BHRONH
DR L

(3) #WHI—F
BMD 59

(4) pH. ZZEEL. #E. LE. BEREOERUVREL pH EF
Y LA

2. HFIDOHERK
(1) B#ES CEHERD) OE=E
17t Fa2 27U K 0.5mg &F

(2) &
Z7FNe Ruxv vz ZUkRY VB ATV, R NY 7R R,
YIF, antfbBIFr, B URY > BLTH

(3) it
Y LR

3. BEH. AFNOSEEICET HFE
BEARRANA

4. BHEOBREEHETICEITE2REM
(1) [hoERFRER]
DEERER (AL 40£2°C, B 75E5%RH, 6 » H) OfEF, 72X A7V K7L
0.5mgZA BMD] %, @& OhigiiiE FICHBWT SEMBZETH S Z & BHEH S,

RIS TRAFIEHE TR AT (RS
IREE : 40+£2°C PTP - 7 /L3 N
WEE - 75+ 5%RH v —f 651 B

PABRIEE MR, FERRERER. AnEERER. A —MEER. MERBR, E&E. BHT(U 7T
Lk Rexy Mo o)E &, W

2 [REREHAER] : it



() [EEEHR] 2

TRV,

RKEROERIZET HEHE -
1T TR, EBRENEFEE DGR % %

TRCAER IAGBA DIRAFTIETH Y | LEMEIZBT 2 et
WO ETOZEFRTHY . IHERTHO

@© RN D e

HERERID, HE (40C) I LTTFaXZ A7 Y RO 7%/ 0.5mgAV [BMD) (%3 »

HBZETH T,

RAFSRA: RAFIEHE PRATHH] it
TR © 4012°C %%@Zij;m 3 H W
Py

AUBRIEH « PRI, MEERRBR, PEHINE, BRI

@ WA DLEN

BEFRERIY ., BE (75%) 2L TT a2 A7 Y RA7 &L 0.5mgAV [BMDJ 133 »

HHEZETH T,

RAFSRAE RAFIEHE PRAF ] il R
JEJE : 25+£2°C RIS N
M 75+ 5%RH (v — LB 34 A A

AUBRIEH - MR, MERERER, WEHIME. EEE

@ lTxd DL etk

RIERER LV 25 BB MR TR A 2R S, BHT (BilgfbAl) & &K T2

b BT,
PRAFIRAT RIFIEHE TRATFH ] (GRS
AL : 25+2°C . =
LR - 60+ 5% Vx—L /Ty TR 50 H N
Wi S0 T | et | (120 77 Lux - b Ha
PRI E - fERERUBR, AasEUBR, MIEERURR, L. TRHTE
PRAFIRAT RIFIEHE TRATFH ] (GRS
95 H pict SNl Ee el R
(60 7 Lux * hr) ;Eﬁ%ﬁxi))ofh
WL : 25+2°C . S e -
N e R S A o Pk E BB
1000L, (R demehnifk) BRI~
ux/h FE 50 H o
(120 %7 Lux - hr) 2, KDHI-
TRV EIIH
A,
ABRIEHE - MEIR
PRAFSAT: PRAFIRE DRAT HTH] e A
I : 254+27C . 25 I i
S g0t suRH | YY"V 77k | (605 Lux - hr) (BRAARE 101.0)
e (R odemetng) 50 H 73.1

1000Lux/h FA4t

(120 77 Lux * hr)

(BHAAHR 101.0)

HERIHEH : BHT( 7 F e Fady ML )G




5. ABZERUVBMEORTEM
RN

6. fFlEDEESEIL (WEILFMEL)

MUEER e L
1. BAHM
1) FHik
AETE N RV
BRSO & 900mL
AEREOIRE | 837£0.5C
pH1.2 : SDSO.1%INAHERERE 1 1’
o 50rpm pH4.0 : SDS0.1% #0178 7= Mcllvaine DFEEIK
BRI pH6.8 : SDSO0.1%INA HRER 2 i(KH2PO4 2 NaH2PO4 12 25 5)
100rpm pH4.0 : SDS0.1% NN D 72 Mcllvaine DR X
(2) FER

AR IAI O TR R 2 | REYERRI O VA R & bl U 7oRER, HIERYEICES L TR Y,
Fledia &b 1 OOEHBBRRAFIZ IV THIE T 2 sBRIFHA] P I AR RG] 0 s =R
85%LL LIZiE Liz/zw, mAI O HZEITHALL L T\ D LIl L7z,

pH1.2 50rpm

—— T 1 X AT KA 7E1L0.5mgZA
BMD |
-=N--1ZREBF] (HTLILF, 0.5mg)

pH4.0 50rpm
100
80 | P Og o @—————----"
~60 | AAAM/
X —— T2 X AT Y FH7+IL0.5mgZA
# 40 [BMD
%120 - TZHEBH] (HTEILE] 0.5mg)

0 15 30 45, 60 75 90 105 120
R (9)

O L L L L L L L )
0 15 30 45,60 75 90 105 120
iR ()
pH6.8 50rpm
100
80
~ 60
X
;,;40 '—@— T 1R ZAT YU KHTEIIL05mgZA
=2 [BMD
& 20 ) ,
—=n=--1ZEERK (H7E2LF, 0.5mg)
0 .

0 15 30 45, 60, 75 90 105 120

BE ()

pH4.0 100rpm

100

80
60 X —@—7T22Z7VUFHTENL05mgZA
& [BMD]
#90 —oa-cmemm (p 7L 05me)
5 20

RA

0 15 30 45_ 60,675 90 105 120
KE ()




10.

11.

12.

13.

14.

£
A% L0

AP DEE Y DHERERE
HEsa~ NI T 4 —

AP DEIEDDEES
WKk o~ N7 7 40—

pakiil
A RSAN

BAT DETREIED & 5 2R Y
mL

ERNDELGRS - MENRRGERRICET SFR
Y LA

ZDith
L



BREICEEY HIEHE

1. ZEEXRITHR
BT D BB EAE

<HREXTHRICEET HERALDEES
(1) BB T 2 BMREEBIED OIS T D, MO ELEIT R 2S00,
(2) 20 BEAH T DL MR OE ZIPEIIMESL ST THVZRW,

2. RERUAEZ
BHERRANICIZ, @, T2 AT U RELTO01lngx 10 1EEO#FET S, 2B, LEIZST
TO0.5me%x 1 H1ERAKRET S,

<FAZERUVHAEICHEETSERLOEE>

(1) B 7B ONEWH O RG2S 2567038 5 0T, 1 7 '/VITEATZ Y BT 0
FPFICRHEED Z &,

(2) #EFIAE 12 B CUENRBDONLLGE L H L0, IBRIREZTHNT 572911, @
6 » AMDIRENRLETH 5,

(B) AHKl%Z 6 » ALLEEE L TH BHRBLEIEDUGEN A DN EICITEIEELFIET 5 2
L, Fiz, 6 y AU EBRETZHATH> THEYMNCHR A MR L, ki 5 0B
DWTHREFTHZ &,

3. EBRAA

(1) BERTF—5/8yr—3
AR L

(2) ERERMHE
LR L

(3) BRERZEIRHER
EER R L

(1) RAMHER
AR L

(5) HELMIHER

D) FAE AL LT FE RIGHER
PR L

2) HEER
AR L

3) BT
AR L

1) BE - HERIHR
PR L

(6) sBfRALEF
D) ERRERE - BEEARERE (BIHE) - WERFHERRE (HRERRE)
BB L

2) RELHE L TERTENHNBEXITER L -REBOHE
[X. 5. KR&M%E] OESHR



VI. EZEHE(ICEAT HIEE

1. REZMICEESHDILEVMXRILEEYME
T4 FTATIU R

2. EIE{EH

(1) YERAEML - YFFKRF ©
TaXAT U RFI.TARAT RV A2V R T A MATRUA~ERT S 1RO 28 5 iR
TR EET L EICKVEDERTEEIOLND, VE R T A AT a X BHERIE
JEICBES5- 957 Rarrthb,

(2) EERMTHHERAE
EEER L

(3) ERZIRMER - FHEEERY
DR L



VII. EWEREIZEI SEE

1. mAREOH - AEE
(D BREAMGIARE
EERR L

(2) &M RE R
MVIL 1. (3) ERARHUBR CHERS S L7z hii g ) DOHZSM

(3) FRRAEBRCHERINIMFBE S
T a B AT U K7L 0.5mgZA TBMD] & fE#ERAIZ 7 o 24— —{EIC LY ZhEh
17N (FaBA7Y FELTO0.5mg) 2RSS ISk a6 0 &5 LTl iEfsg
TALKIRE 2T L, o7 YEhe <7 2 —% (AUC, Cmax) (22T 90%IE#E X [HE
(ZTHERHINT 21T > 72/t R, log (0.80) ~log (1.25) OHPHANTH V| WiAID ALY [F %

PED R ST,
HENRT A—H BEINT A —H
AUCt Cmax Tmax ti2
(ng-hr/mL) (ng/mL) (hr) (hr)
T 2B AT U K7
0.5mgZA BMD 102+52.3 2.88+0.962 2.48+1.06 59.47+25.07
2 Y 35|
(B 7. 0.5mg) 105+51.0 3.08+0.955 2.00+0.80 56.48+21.98

CHFEME + fRERA. n=29)

(ng/mL)
3 _
It
i —e— Fa ¥ AT FAhTEN
r 05mgZA [BMD ]
72 —o— A (H TN H, 05mg)
=1
A
e
71 ] —
:IJ T
I il
s
% D \ ] ] ] ] 1 ]

LR (hr)

MAEF LN NS AUC, Cmax D37 A —Z (T, HERE ORI (RIROTREEE - BpfE]% O
RERSRMEIC L > TRRDWREMEDL S 5,

10



(4) s
R L

G) BE - HAEOZE
VIl. 7. #HAA/EH ) OEBR

(6) BEE (KEaL—v3) BATICEYHE L - RNHNDEEDER
DR L

2. HUMEEHNASA—S

(1) BATHE
MR L

) WIREEEM
MR L

8 NAFTRASEYT 4
AR L

(1) HEBEER
LR L

B) DIVF7IUR
MR L

6) HTEH
AR L

() MEBRERHAEE
ARl

3. TR
MR L

4 H
(1) ik — REAPTEe
AR L

(2) Imi%k—RaRREFTEE %
EER R L

3 FA~0BiTHE
VL2240t (B oES) 2B AEA | © 110, HE. FElR. SIliEsE~0iks) OHE
i
(4) HER~ADBITHE
BRI L
5G) FDDEB~DIBITHE
BRI L

11



5.
(1) BB R A SEHERR
FIChig TR# SN D,

(2) KEICBA5Y HBR (CYP4S0 F) D5 FiE
AANT, E& UTHHEIRESR CYP3A4 I & » TR#@f SN 5,

(3) PEBBHEOERRUTOHE
AR L

@) REVOBHEOERRULE
LB L

(5) FEAMBOEER/SS A — 45
AR L

6. it
(1) BEMEME R U
MR L

@ it
AR L

(3) itz
BB L

1. FSURKR—E2—IZET B1EH
BRI L

8. BHICLIREE
MR L

12



VIIIL.

et (FALDIESF) BT SHEAB

EENBREZTOEH
A% L0

ERRRLE0ER (RAEERZET)

(23 CROEFICEES LGNNI E) ]

(1) RFIORSy T OO 5 o 38 el R BAE IR LiaBUE OREERE O & 2% B3

Q) &t [TEERFANER] KO G, Eii, RILRS~0®k5) OmEsR]

) /RS [TEEREARNER) KO UNRE~ORL. ) OHEBH]

(4) EEOIHEREREDH 2 BE [AAITTICHE TR SN D70, MPREN EF+5
BEhWRH L (MEEKE) OHESR), ]

MRERIIZRICEET SEALDEE L TDER
(V. IRRICET2HA) © 1. hESUTER) OEBR

FZERUVAZICEET HERALDOFE L ZTDOER
(V. JBEICEITAHEE ] © 12, AELEOHAE] OESR

BERERE L TOEH

BERE (ROBEICFIEEIRET S L)
HTHEREREE D & 2 B [AANILITHIR CRE S v, 3K 3~5 W TH 5, AFekRER
FEDH LD EBEIRE LIEGEORYEIRIIHRF STy, ]

EELGEXRMIRE L EDEHRVRESE

EELERNIEE

(1) KRBT S D Z e b, ME/NRIE D 72 BIRn - EAN it a2 &
RN AN RN =581, BEBICAmEKRTERY 2 & (TEkm), TiE, FER, =i
IHEA~OEG ] O VNS~ OHESR),

(2) AFNX, Mg IR ESUR (PSA) ([T B % 5.2 5O T, BN IS OMRAIZE L T,
UTFOEICEETDZ L, £72. PSA OBMAZZT HERICIIAFORAICOWTHRE S
ITHOEMCEbEDL LY, BEERETLZ L,

1) PSA X, BINAEDO AL ) —=U JICBIFHEEREE TH D, —RIZ,. PSA ERN
FEVEME (E% . 4.0ng/mL) VL EOEGAEITIE, B 25HMEAME & 700 | BISLIRAEMR D
% BREICANDVLER DD, 0B, AFEGHOEE T, RFEGRTO PSA i
MR CThH->ThH, BINZEBEOZWZ RN LIS ICEET L2 &,

2) AFNIE 6 # ALUED PSAEAZHT-70_R—2F 4 & L, ZD%I35E T PSA fE%2 HE
LTR—RATA N DOEENZFHMET 5 Z &,

3) T aXZAT U R, BIZIRIERAEREIC 0.6mg/ &G LI285A. BN IMEOIFEE F T
HoTH, 5 6 5 A%IZ PSAEEK 50% /) S5, Lizn->T, AFl%E 6 » AL
FEE LTS EREDO PSAEEZFIT 232X, WEMZ 2 5 LEx B e LT
HEfE & bele 35 2 &, E7o, PSAMEIL, AFIEG-F (1% 6 » A LINIC KA 5-BRAERT O
EICRES, 72k, BHRREEREICBNTH, BRRBROM NG, AFHFK5ICLY
PSA fEA AT 5 L HERI S L5,

4)  AFEEG R D PSA EOREHGHIHENNI ST L CIE, BN DI B0 AH] 0 IR 3R
WEFAEEREICE D, EELCGHET S 2 &,

5) AAFEEFIZEBWT, free/total PSA T —FICHEEF S LD DT, FINARED AT U —
=7 DHIT%ree PSA T 255101%, WEMOREIIARETH D,

13



1.

8.

AE/ER

AFNZT, =& LT CYP3A4 TRI#EINS,

(1) BtRAREEETDEH
A% L0

(2) HAZFELZTOER

(1) BERDOHE

GREE (BFRICEFET S L)
PP BRI - HEE Ak ¥R - fERIN 1
CYP3A4 BEEEHZAHTIHE | 2o OFEAEOHHIZLY | CYP3A4 12 X B AF O H
bl AFNOMPEEN EFT 50 | NEEIND,
U ML RRIENR D D,
&l1E R

AT A8 P SR A 5 oD B A P S8 BUBREE 28 BAE & 70 D A &2 S8 M L T 7

(2) EXGEIER & MHERK

EXGEIER (EETE)
FFikRefEs. ®E
AST(GOT)

IRALEEAT D T ko

. ALT(GPT), B UL L0 RS % P e
WD DT, BEE ATV, BRENRD DNIBEIE, 52 TIET 572 L, #Y)

PEESCHEEN D bbb Z &

() ZDHDEIER

ZDHDEIER
MOE A~ B
B B OE | BB, FHRRB. 7L —IG, BREAE, RV, A
FEMER | TR, OO0, FEMED UV, IR
EFEREU | MEEA S (U B Rk, AL, FEREE) TV ILERE (Kt
IEEE | (IFE. ABE. AEW. ALEAPRED . FEW, R
34 B | BBiE (EICRERE) . ZEIE
B oMb & | EEAPUE. MW, TR
Z D | BRI b LT F R ARSI
WD) EGHIER O LIZE DRERH D,

=2
=

(1) BEANEEARTEERUBRREERE—
LR L

14




(5)

(6)

10.

11.

12.

13

Kﬁﬁh~mﬁr EEERUVFHOEREERANOBMERAREEE
% EE e L

EMT LILF—I1d HEBERVHRRE

(£ =] (ROBBICEFBRELGNIE)
G)ﬁﬁ®ﬁ“&0m®5a“ﬁ%f@iﬁﬁﬁbﬁ@ﬁ®%ﬁ@@%éﬁﬁ

Z DD EIER
UTFOX S REWERN & b o 56113, FERIZIS C TR R AE 21T 5

MWOE A~ W

B OB O | BB, FRVS. T LR —LUS, BREEE, RSP, MR

BREAOES
AR L

TR, Eim. RELGE~O®RE

H%~F%~?L%%A®h5 """

(1) LS Lenz b, [y PERUSFIZT 2 X A7 Y REROELE LSRR, 1
éﬁ@%iﬁ SOMEVEIL R A S, AFIOBEFTRICE v F e KaTr X 27 e MK
T L. BRI Tl D5 A RET D ATREMED RIE 47z, ]

(2) ARFIBIHHFITBATT 20NIAHTH S,

INBEADERE

m%%«w&%
INRE TG L2 &, DUNREISHT AT 7 < . et OV RIS ST
w&wﬁ

FF@E#%(&&#%&
MR L

BERS

BERE

#ix - EIR

RN BT 24 A7 Y REfRkK40mg 1 H 18] 7 HEEE L ZERREEBRICHS VT,
ERRLZEVE EORBITRO behoTz, £, AIRIEXREREICT 24 AT Y K5
m%lH1@6ﬁﬂﬁ&5bt%%ﬁ%fm®%ntmﬁmi T aX AT U K 0.5 mg
gﬂ# \—mu &) %ﬂf_%o) k n*%ff)/)ﬁ_o

neE

T 2 X AT U RIRFE OfFEAE /20, IERGOLEITIE, SEIZS UGt e SRk
EEITH 2L,

15



14 ERLDIE

BRLOIE
BEHIX (TR
PTP (2L D#EANL PTP & — bRV H L TR T 2 K 58T 52 &, [PTP Pl )
FRERIZ KD | WSS EERIEA~FIA L, & HITIERALE R Z U CRERIA R E D ERE
BOHEZHFET 2 Z LA s T D, ]

15, ZDtDFE

ZDHDEE

(1) ¥EMEARRBR N T, 18~B2 DR A (T2 Z A7 U REE: 2761, 77 &R
B 23 0)) Zxfguc, 52 E OB G KON 24 BRI O 5% BB 2@ LT, 7=
A 27 Y K 0.5mg/ HORHRFFEIC T 2824 L=, &5 52 BB 28T kK1
B RRE L ORFEER OB GHMED O O R (77 2RO G-FIE D D
WMTﬁﬁ)i ZNEI 23, 26 LN 18% TH V| M TIRE L ORE T IERE~DFE T

WD DI Te, T a X AT Y RERZE T DK O 5-RIE b O SF-E) 3
u\%ﬁ%®ﬁwﬁﬁﬁ %w?%%%®iif%otobﬁbﬁ# . WTILOFEAT
REHIZBWVWT S, 2 TORFIKR/T A—2 OV EFFEHNTH Y . FRNISHE Lz
FEIRAOIC BB 2258 (30%) ICIXEL R -T2, 72, T2 Z A2 U FEED 2 2B N
T, &5 52 HHICEGHIMEI G 90%%:%26}5%%(0)/5@7% LD BT 03, B 24
BIZIZERE LT, T2 X AT U RORBUREFEIC ST TRREN, [#x O BE OZIEHEZ %}
LED LD REERIERE LONIAHATH S,

Q) THTFFNVOIREHRINCT =% A7V R4 2010ng/VE/ H £ TEARNE G L 72555,
2mmgﬂwaﬁ(71&27)%%W%bh PEDOKEIR 5mL %41 L C 100% WY = 41
% ERE LT2GAIT, (KT 50 ke DL MEDIRER S5 HEE R KIRFE RO 186 fFI2/HY T
%) ORI 1 WC\ ABER 5 L ORSEMEIIARATH D03, JFE - JE ORI EN
B BT,

@)?yh®ﬁhﬁ@ﬁﬁK%WT\%ﬁ%(%%ﬁ%ﬂﬁﬁé%@g®ﬂbﬂ%)%ﬁﬁ

(MO RINMN A BTz, L L b, FEERIEE L QML o R B
KT 57~ hONDWHERED & N ~OIMFEMENMENZ &5, B B %%Wﬁ%@%%
BLEEAERMEITIRNEB XN TS, BB, v~ 7 AN AFEMERERIZB VT,

2 X AT Y RICHEET 5 LB X ONDIEEORAEITRD bNRho T,

(4) T2 AT Y REfHG INAnRIEESRE CTHEIEAHmE I TND, TR
7 K& BE3m o3 & R E M) iTﬁﬂ‘(;&)é 7ok, BINIRIERIERE 2 xtge b L
72 2~4 FE R OWSMEIR AR (4325 f) I2BW T 3 BloABARE SNz, ZDH B,
T a2 X AT U REEE SNT-RERIClE 2 15 (RFWIM 10 8., 11 v H)., 77 BHRDOL
NEE ST JEFI T 1 FIRE ST 5, ENERRBR TO®MEIL0,

(B) AANZERE L7 50~75 kDB 8231 il (FMIZ X 0 misZ I 2 H> PSA fE 2.5
~10.0ng/mL) #x*}% & LTz 4 FHOEEILFERER (HAN BT HlZETr) 1B\ T,
Modified Gleason Score*8~10 DOHISIRE DOIRBN 7T REE (05%) I LT =4
27U REE (1.0%) IZBWTE»->7 (XY 227 2.06[95% 5 #E XM : 1.13-3.75]) &
DENDH D 6 8,
kAR IENE R O FEHE

16. £ itk
BRI L

16



IX. JEEREREERICEIY 51EE
I EEHEB
(1) EHEEBHBR
AR L
@) BIRHEBHR
LB L

(3) TEMEEHER
EEER L

@ ZOmOEBEHR
AR L

2 BUEHR
(1) BEFS SRR
LB L
@) REREHERR
LB L
(8) tEFER B
I 10. kESR, PR, TR~ OEBH

@) ZFothoiEkEt
[VII. 15. ZOfoiEE ] OESMR

17



EEHMEIEICET 51EHE

1. HRAEXS
Hl Fl T2 A7) KA 7E/L0.5mgZA [BMD]  BIE#E L5585
) FE - EAEOWLFZEIZIVERTLZ L
HRhsy : 72X A7 U K BIEE

2. AL EFAZR
IR « 34 UMEICERROMEAMIRNICEN T2 Z &)

3. BrE - RESH
FIRRAF, KR, B

4., EFXEHFWONEDTES
1) ERTOEFEVEDEESICDOINT
VIl Z24ett (R EoEES) (BT 2HEE] @ 14, @HEOEE] OEBMR

(2) EFIZMBEORYFLNIZDONT (BEHFICBEITRELNAZTES)
VIl ZeatE (A EoEES) I3 2HE] © 6. EEAEARNER (1)) KO 4.
WH EoEE) OmESR
BEMERLTA R A
T volLBY: Ay

(3) FRAFIEOBEAIZDONT
FARPAYA

5, RPBEHEFHF
2020 4 10 H BIEBGEAGRIGRE, LT OAGRSREN T S iz oy, RIENGER IR &4tk
Fe O MEIZ BT 2 G, WONTIBIND U A 7 e/ METR BN 3 @ YN S0 S iz & o &l X4,
2022 4 6 A 2 HfFCEIEM Y 2 7 EFHEHEE (RMP) OFRE - FMlHR 2D KRB - &
Tz & OFFEN KB 2 20 UKD R & IroTe,  AKRRSRME RIS Y R 7 & PG
EREDE, @WUNCEET DL L,

6. @
T aX AT U KA 7+E/0.5mgZA BMD)
PTP : 30 # 7 &/v (10 1 7 & /L X3)

1. BHROME
PTP v— |k : AUk =/ RIVEIE =TT 4 VA TAI=ULHE
o —adE TAI =LA RV ZTF LT IR— T 4V A
74 I IS

8. R—HH - EE
fl— 03 THRALTOD TN 05mg (FT77 VAIART T4 A&
PH—meh 7N 0.1mg, 0.5mg (/77 VY AI AT T A RS
W % F:74FAFTUR

9. EFFEEEAHR
2001 4F 11 J

18



10.

11.

12.

13.

14.

15.

16.

SERTRRFABRVERES

R5e4 RLER AR A HRE
?J&X?Ufﬁ7ﬁﬂﬂ5m@A 20204 10 A 5 H 30200AMX00948000
BMD |
FEMEENESEEAR
SRAMG FEUE R 3
MEERIIHREM,. AZRUVAZZFEENEOERABRUVZTOAR
ML

BEEHR. BIMBRARFABRRVZOAR
A LAg

BEERE
A% L7

BREHRFIEEERICET 51EH
AFNT, BB D W RE)HIRNCRIT 2 HIRIZE D BTV,
L£EI—F
- - - JE A 1874 SEAT JE e L7k
54 HOT (9#71) F5 AR o — B o
Tad AT Y KA TN S : S \
0.5mgZA TBMD | 187823301 A F EA I SRAM HAE AR L

17.

RIRFEHT LOTE
%Y LR

19




XI.

2.

SRR
51 A 3R

1)

HABEEA AT 4 7 A - REVRICET 288 GENEED

2) BRASHE A AT ¢ 7 R ZENE (MR (BT 2&8 FENEEDH
3) B Sthe A AT 4 7 A IWHRBRICET 288 GENEERD
4) BRI~ =2 7L 2017,2213. (EZER)
5) MRSt A AT 4 7 A« AW FHIRIEVEICEET 288 (FENEERD
6) Andriole GL, etal. : N Engl J Med. 2010 ; 362 (13) : 1192-1202.
7) Theoret MR, et al. : N Engl J Med. 2011 ; 365 (2) : 97-99.
8) Akaza H, etal. : JpnJ Clin Oncol. 2011 ; 41 (3) : 417-423.
Z DD S E XHk
MU ER e L

20



XII.
1.

2.

SEEH
B ETORFRR
B L

B EB T BEERZIEER
BARRNA

21



XI1I. {5

Z DR OBE A
BB L

22



23



BrFeT SR
| SK| 77 —vigtatt ,@g S N E I b |

RRERSBRXAAAR2-16-7 RRERPREFI2-9-11



