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(FEFEZEAK(%)) ™= ) (-5.1) (3.4)

1) 6 [BHAE OB/ ME ~ e KA
T 2) 12 B[ 10 BILL LTS 27z Lz 720N E L
1 3) 5 [HIHIE O FEHIE

(4) REEORTEMRER @
& 257 4 V6 10mgCI TVTRS|

REBRNA -
OB : PTP @20 HHLY H LEIRRICZ - Tk,
VT A NVATRHETOUELZLD Buey )

TRAFSRAT: IR 40°C., 1% 75%RH

TRAFHAM - BAARE, 2 IR OV 1 » AT
QRBRALA| : PTP @dE S0 H LERRICZE » Todlg, e
TRAFSAE - BREH 120 )7 Ix « hr DL b, #EEAFBHEN S ¢ — L
PRAFHAR © #9 45001k, 13 HTY

PRERIEE ¢ MR, EERER, BRI —
PERRER) 13XPRERE A N1 o A
F2) IWHRBRIIR ZF LT 4N A KRNI T T 4 )V ATHE T A

KHERN

1) AR (RS —
L7 4 v SMANTHEOR)

% 3) i

ABRIT 11 A

DORVZF LU T A NLRNT T T 4 VLA

(Er k) — M) | T

4 (40°C. 75%RH)

Vg R ZF LT 4 VAR NT T

LLlkebo vy b)

B, EERER

Licbo (RY =F

— PRAFHIR
e BUF DB BH 2 [ 1% H
HAEOEMMAY O | KHITHEAED T 4L
T4 bha—T 4| bha—F 4 VTEET
PR TEETH D Hol B7a L 27 L
EIM T SEL L
ElRITAGThH o7
ERRER (%) Y 95.0~105.0 97.9~97.9 98.3~99.9 97.4~97.7
IN VR 2.
YRIHESES (0/) IS IO =R N N N
EHEER (%) 5% - 82.7~102.1 81.8~103.2 77.6~100.7
PR fEx (K :0.2% . .
S R Aﬁf 0.5% Fipes gy g
BUA—PERBR GEY—MRBRE N B N
(RS ARE) | 15 LS e L

4) 3wy b 1 [EAIE O fe/ME~ e KA
5

E5) 31y b 1HE (6 XyEL) WIEDRIME~RKIE




@EmLE (WEEH 120 7 1x « hr 2L E)
. PRI
PABILH A0 B I 120 5 Ix ~hr DL
HODEBAODO T 4 VA | REFHEEDOT 4 LA a—
. =T 4 L UEETh S T4 v I .
HEiR B 4] L7 4Bl 1 RfemmL
BTHolm
EEAER (%) 95.0~105.0 97.9 97.0
YAN NS .
IR L 2 o 7E6) S OEHE ~ .
BEHRE (%) 7 T5%L) |- 88.8~100.5 89.1~104.6
G e &K :0.2%
FRE R BR A2 0.3% B W
BRI —VERBR TR — PR & . e
(& B —PERER) 179 L &S H -

REERVRRERORENM
LA

fthFl & DEEE XL (MEIEFHIEIL)

WM DR L

petant

%

BHEBICE T HELE ©

[ 38 [ 3K 5 0D A= g ) 25
EHFEAF 0229 55 10 )

W2 X

(1) ¥ %< 7 ¢ /LEE 10mgCI [VTRS)

RERE AR

BRI

PRI
1 37.0+0.5C

i

OB R
[\ 5 %

<P HH R >

4

— R A

900mL

pH1.2, pH4.0, pH6.8, 7K, pH1.2 ™
50rpm (pH1.2, pH4.0, pH6.8, /K, pH1.2 ™,

100rpm (pH1.2 ™)

MEBR T A R T A D

o HHRBRTA

H6) 11 (6-Xvt/L) JIEDRIME~KkKIE

N RV

) 0.5% (whv) WY Y ~— ] 80 #iN
ABRAER © B TORIICE W CHIEEEICwE A Lz,

pH1.2, 50rpm

er_zo__—DF— =

—— FAEREI
—o- RAEBF|

—f—_

30 60 90

120 150

E5Af (min)

— BRI DWW T (CERk 24 -2 H 29 H

pH4.0 ¥, pH6.8 ™
pH4.0 ™, pH6.8 ™)
pH4.0, 50rpm
100
80 —o— GLEREIF|
—o— A M
# 60
s}
£ 40

y

(%) W—_—é::=ﬂ____g g
20 ¥

0 60 120 180 240
B (min)

300 360 420

10

——



pH6.8, 50rpm

100
. ~o— BT
o 1A B
% 60
H
= 40 i
(%) . _:5:—_4Q:—_§-_—_ﬁ_—_—£
. fwo—cu
0 I 1 N B

0 60 120 180 240 300 360 420
EF ) (min)

100
—e— FER M|
80 —o— B |
# 60
H
£ 40 g
% | ggpR—e—a—ro—9— 8 8
20 f‘D“
0 , , .

0 60 120 180 240 300 360 420
B (min)

pH1.2, 50rpm
0.5%(WV)R Y V2 L— K 80 ¥

pH4.0, 50rpm
(0.5%(w/V)R Y YV L~— | 80 ¥sAN)

120
100 0
=
5 80 F /?
Hj 60 |8 g/ =
= / ——HERMH
(%)a0 - | —o—FE B
20 /
0o .
0 10 20 30 40 50 60 70

BF ) (min)

100 r

80

% 60

H

E 40 t _

(%) —e— BRI
20 + —o- EAEHR|

30 40 50 60 70
B (min)

pH6.8. 50rpm
0.5%(w)AR Y Y )L_— |k 80 AN

pH1.2, 100rpm
(0.5% (W) U >/ br— |k 80 H-AN)

] r
® 43__::::_)_23_—::'0:’6
80 /ér’
7l
/
B 60 g
m |
(i) 40 .'::'ll —e- BRI
/ —o— AW
20 |
0 10 20 30 4 50 60 70
B5M (min)

0 10 20 30 40 50 60 70
E5RE (min)

CEE AR R 22, n=12)
(2) %% 7 4 V8 20mgCI [VTRS)

ARG AR —BEBs EHABRIE S PVE
AR AT
BRI © 900mL
i £ 37.0£0.5C
B - pH1.2, pH4.0, pH6.8, /K, pH1.2™ pH4.0™, pH6.8™
[l #x 4% : 50rpm (pH1.2, pH4.0, pH6.8, /k, pH1.2™  pH4.0™  pH6.8™)

100rpm (pH1.2 ™®)

) 0.5% (whv) KU Y L~— | 80 i
ARG - 2 TORMFICB W THIEREICE G LT,

11




<V bR >

pH1.2, 50rpm pH4.0. 50rpm
100 100 -
80 80 L
s o B ol )
£ o R - e HERRA
40 : * 40 ¢ ]
(%) (96) —o- AR
20 + 20 -
_ o—Og————0———4
0 ¢ ; 0 l - ‘ : ‘ ‘ ‘ ;
0 30 60 90 120 150 0 60 120 180 240 300 360 420
B5 R (min) B (min)
pH6.8, 50rpm 7K. 50rpm
100 - 100
80 - 80
B 60 - & 60
% o EREA e © - HRUH
r E /]
(%) R (%) -
20 - 20 )
0 rz : : : : ; ‘ : 0 l :
0 60 120 180 240 300 360 420 0 60 120 180 240 300 360 420
B (min) B (min)
pH1.2, 50rpm pH4.0, 50rpm
(0.5% (WK YV JL— K 80 #hN) 0.5%(Wiv) R U b~=— | 80 #s)
100 100 -
80 /}? T 80 - //
# g0 | $/ % 60 ;
20 - BB g
0% [ e ol
% / (%) / — FHERHA
20 | 20 - |
0 é : : : : : : - 0 o ‘ ‘ ‘ ‘ : ‘
0 10 20 30 40 50 60 70 0 10 20 30 40 50 60 70
858 (min) B5RA (min)
pH6.8, 50rpm pH1.2, 100rpm
0.5% (W) YV )L_— | 80 #hN) (0.5% (WK U / L_— K 80 ¥
100 ¢ 100 ¢
. B
e gt
80 fg — 80 \@V"
[
% 60 if & 60 |
i J —o BERLF @i‘-
w0 [ o RERH ! T
20 20 ——RERHE
0 ' : : : : : 00 : : ‘ : : : :
0 10 20 30 40 50 60 70 Q 10 20 30 40 50 60 70
H5 ) (min) F5 M (min)

CPEME AR R, n=12)

10. 8% - 8%
(1) FEARELGES - K. HENRKRUES - aRICET 51EH
Y LR
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(2) o
(B %574 )L8 10mgCl TVIRS])
20 & [10 & (PTP) x2]
40 &€ [10 & (PTP) X4]
(B %574 )LE 20mgCl TVIRS])
20 & [10 §& (PTP) x2)]
40 #& [10 §& (PTP) x4)]
(3) PREBE
YL
(4) BFEOME
PTP: RVEE=L, TILI=7A
ro—: Ry 7Ly, Ry=FL o
fEEER - A

1. BRI SN SEHE
AR L

12. =0t
A LR

13



3.
(1) RERUVRAEDHESR

(2)

4.

5.

(1)

(2)

(3)

(4)
1)

aRICET5IEE

HEERITHR
HEFE BRGHTAZITICTILGHEL ZOHBNHRGVES)

PEXIIHRICEEST HEE

5. MEERFRICEET HFE

5.1 BEITER L TiE, PEAEKOZEOEMRREOZW O, BEREORESLHEBRE LTV, &
BN D SRR LIRS LB L SNOBEITRET D Z L,

5. 2 AFNIAEIEAN SUTHEBRIEHER TIE 20,

RERUVAE

WH. RAZIZ 1 1EXZT 7 402 LT 10mg ZMH1T4 08 1 BB a0 54 %, 10mg
OG- THRRHENRE LT, AR BAF &N S - s B U TIR S B R e B 1okt
LTIE, 20mg ([ZHE &R T H 2 &N TE 5, BEIPEEOFEEFEDH 5 HBFH Tk 10mg 28 2 72
W2 b, BB, WTROEAEL 1 Bo®FGIX1RE L, BERRIZ 24 B EET 52 &,
thEs s T EEDOBEED H L HBFHE T, bmg OB L., HEMRIX 24 B EET25 2 &,
B, PEEOBEED D L BE CIIREHEX 10mg 2B 27202 L L L, 10mg 257 548
BT GHRE 48 L L2 2 L, EEOEEEDOH HHBE TIL bmg A RN &,
RERUVRAEDHRTERERE - B

<EIWERZIZ L D& - RIEHEE >

(VIl.—5. EERIEARER OB OBEO VIL—8. BHWEH] SR

RERVAEICEEY 5FE

1 RERVAEICEET IR
T~ 7 m—2 P450 3A4 (CYP3A4) # i< PHHET 2 3K 4 & 5 h 0 BE Tld, AF O mEHiR
EREATHZENRBOLNATNDHOT, KHE (bmg) oML, HG5RREEZH2ICH T
% (10mg =& 59 250138 5-MR% 48 FEMLLE) R EEBE L TRETH &, ek, &5
BT 10mg #2722 &, [10.2 B[]

B PR Al HE

BRERT—R2/\yb—2

MEE L

il PR SR IR A BR

EERR L

AERIGHEFRRER

MEE L

FRRERELER

AR

AINER VBB 25 B2 2T 7 ¢ VORRIRDIRIE, ERHELOSRER, S ES DFHER

WIZE—DEEEZH TR 21T > 72, E72f51% L IIEF (International Index of Erectile

Function : [EEZhE#EA =7) HMZE (16 ) (BT 28EEE KA1 (6f) (£1), SEP
(Sexual Encounter Profile : 85 HFLH ORI T 2E M) OEM 2 M OVER 3 (F 2) 1Zxf
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T LA & Lz Dol

#1) IIEF $hitsik F 2 1 > OB & %

HH

B | [l 'IUE (20
1 CZ4EM MMTAICBIATY | - HEITA—BELEELED (0)
B, EFHREZERL T Lz, | - BT IZEER (10 9 [ L
L) s (5)

CZ 4 EMH AR X 2R | | BEALER CES L) AhY) A LE
2 A A EHE AT RE 2 S O S (2 0 10 Flv 7 EEEE) - (4)

B Bk (101 5 ) oo ®

3 | ST asEm. peseemasey. pm | REE AL DBEDTEBEE:0

A% LAUHIRE LA P <
| B e CECELUIEEALEL (0[]
BLLF) - (1)

4 g;ég’;,”fj{jyg;‘;” BE1) B2 T TRENRI R b e L |,

SRRy S iR L B3, 4T [HEORB—ES
L]

cBEORA—BEL L (0)

. Py &
Do 4EMT, i, e | BRECEN )

5 TI5ECHREMFTIOY
N SWH#EETL22A2
CEEA LB (1)
O =t bt - 1A TR (5)
5 |ccemm sy zago | T
BEREN(HVHD Lz e @)
- R (1)
SR I 2 £ 3t 30
#2) SEP OEM L%
B E = m%
2 =+ F— DDA TEE Lz ?

Migv] iE Newvz |

3 RIS L LA ?

OERNE I HEHER
ENHAERIGRBRICBWT XX T 7 4L 5~20mg %5121 0 IIEF OFhEERE KA A 237,
SEP OE 2 312 NIy EEIE LEEHEICBT2RXR—AT7 A4 U LOE{LRIC, 7T 'R
5L OREHN 2 A BT O b v iz,

# 3) EMHE KIS 51T 5 [IEF o2t F A 4 > 23 70N SEP @
EM2BU3IC v LEELCHEDN—RAT 1 virboEkE

NR—AF 4 b OEE
AT | HEER e
77 FE

bmg 10mg & 20mg 3

E’]j‘gf"" 2.05 7.51 9.10 0.38

s | @D ©.72) ©.71) ©.71)

TIEF #b R .

i Fiﬂf? L1240 [86] [84] [86] [86]
pf'i_fg 7 - <0.001 <0.001 <0.001

ﬁ’ﬂ‘gi:—&"" 8.50 28.50 35.07 3.52

e | 29 (3.09) (2.99) (2.99)

spEm? | e [36] 4] [s6] [36]
Df'i_?g? - <0.001 <0.001 <0.001

ﬁ’tm":&""' 12.20 3431 47.% 50.80

s | G0 (3.49) (3.46) (3.45)

erEms | e [36] ) [36] [36]
Df'igg? - <0.001 <0.001 <0.001

TE2) RAATETRE, EEBESRC D EIT. M. BB - A7 4 VEEELR SR
FATIZ L DB R, TR AN L EHREOSTIETIE Dunnett #12 X W REE 1T
A

LM SIEG] 257 Bt 70 B (27.2%) IZEMERIAEED bivie, ERRIERIIERR 29 4
(11.3%) . #FL 13 5 (5.1%). 1ETH 941 (3.5%). HILAR 641 (2.3%) FTh o7 13,
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Q% EF MAaER
SMECHEME SN2 7T B AR IR T EE R TR EGARR GEITMERER) o 11 Bk (2266 #1)
EOFEMRAT LT/ R, 24T 7 4L 5~20mg & 52 LV TIEF O E#iE KA (> 227, SEP
DOEM 2 31z NFv) ERE LEEERICBIT A X—ZAT7 4 UInbOELEIZ, 77 vh#E
& OFEH e BB ZENRD bz 4,

#4) HET 7R B T EEFRILEREICI B 5 [IEF OHEWEF A 1 » 2
IFIHFIZSEP @EM 2 R 1UF312 [dwv] EEELAESOR—A5 1 25 b

DE{LE
A= AT A b OELE
BEEE | matmie 555 LB
754 A
Smg B 10mg 3 Nmg B
; 1.03 5.02 6.79 8.94
il 0.30) (0.75) (0.57) (0.23)
eF gz | (REAE) [540] [149] [245] [1179]
HBFAL Y Er ki
—
pfE (73 - <0.001 <0.001 <0.001
+HE)
““t; 2.63 15.37 25.57 31.32
e (1.19) (2.94) (2.24) (0.92)
oo | ERE) | (57 149 [247] 1192
SEPEMZ | (s o o
—
plE W77 - <0.001 <0.001 <0.001
+HE)
: 9.08 2%.46 7.48 44.26
(1.39) (3.20) (2.51) (1.03)
— ﬁ;ﬁuél [547] 149 247] [1192]
st Hl = LAE 2
i -
plE W77 - <0.001 <0.001 <0.001
R

3 A REEE, EHREER O pEiL, MRE. ik, - AT .’/1’!*" Eivd i
ST X DM, T E S AR 04 B VE Tt Bonferroni 2L ) HER
Tl

2) REMRER
LR L

(5) BE - WEHR
M ER R L

(6) AErER

1) EABERAE (—REARERAE. REFERABERE. FRARBLERE). HERTERT—4~—
ANAE. HERTERERERONE
%2 ’i%?l‘ﬁriﬁb

2) RBFHELTERBEPEONBRIIE R L-HE - RBROBE
% L7220

(7) ZDfs
MER R L
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VI. EMEECEIHEE

1. EEZMNICEAEHIILEYMXILILEMEE
SIIVTFT 4 VT BRI SOVT T VR ERYE K R
EE . BEOH b EMORNEE « DRI, BRI OBEBFRLEZRTHZ L,

2. EBEM
(1) TEREML - 1ERERF
PERIRIIC L 0 —f{b=H (NO) D RFTHIZREREN A CDBRIC, # 4 T 7 4 Wik, cGMP Zfifl#
#Th D PDES Z[ET S Z LIC K VIBRAD cGMP BE %L FH-S85, TORE, IR/
L. Rk~ MR L TN ERk s bl
(2) EshFEETSHAERKAE
1) PDE5 FREEH
BT T 4 TR PDES IAERITH S, ¥ X7 7 4 Vi3 MER T Z PDES 24 InM
D ICso fECTHE L=, ¥ %7 7 4 /v® PDE5 (237 5HE%)/11%. PDE6 XU PDE11 & ki L
T, TNENT00 KR 145 TH Y . Do PDE ¥ 7 % A 7 & Dl TiE, 9000 {501 ETH -
7= sl (in vitro).
2) BEEBRAEN GNP BELRER
2 HZ7 40 (30nM) 1L, NOfE5RTHDL = a7 Ly K hY v A (SNP) OfFEFT, &
I i HH R 2R AR v i R O cGMP IREEZ A B BA S8 7- W (dn vitro) .
3) REEERKE VBRADMIRIE®REH
B X T T 4 id e MR IR K OV SIS 75 O otk % %76 (ECsofl : £ 41241 34 X ¥ 13nM)
L. £72, SNP KO &F/val il 2R s 72 (30nM) W (in vitro) .
(3) YERFIRRFMA - FFiGhFHE
MUER R L
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VIL EYENREICBII HIEE

1. ImHREOHR

(1) ABELEMNGOFEE
BN -
(2) BREREEBRTHRIN-MPREE
1) BEEES
HA ANFERERE A 36 Blic# &2 F 7 41 5, 10, 20, 40mg " ZHEREOKE LI xDL2 X T 7 4
VO MBEPIREIX, %5 0.5~4 B (Tmax O IAE, 3 FFfHE]) ORICE—ZICE L%, HEL
7m0 TSI 14~15 BRI T&H - 7= el
E 1) AKEKRKHAEIL 20mg THD,
F#1) EERAICY YT 74 )L 5mg. 10mg, 20mg. 40mg % HA¥x5 L7 ¢ X
OIMIEFZ 75 7 1 VEE L DER L -EWERE NS A — ¥
IEHE n p AUCO_I \ Crax (,UgLJ Tmax (hr) E2) Tz '{hl‘:‘
(ug-hr/L)
Smg 24 1784 (35.3) | 95.6 (30.0) | 3.00 (0.500—~4.00) | 14.2 (19.9)
10mg 23 3319 (32.5) 174 (26.5) 3.00 (0.500—~4.00) | 14.6 (20.9)
20mg 24 5825 (23.2) 202 (26.1) 3.00 (1.00~4.03) 13.6 (17.1)
40mg 23 10371 (32.3) 446 (20.2) 3.00 (0.500~4.00) | 14.9 (Zolb}
STEIOE (ZEER%)
E2) el (HEE)
2) RIE®RE

HARANFEEERR A 18BIIC X Z T 7 4420mg % 1 H 110110 HEIKEROK G- Lz &2 LT 7 4
JLOMEREE L, ¥e5 4 A ClIoEmiRBBICE L, EFikiE T4 2T 7 1 1d AUC KON
Cmax gi*ﬂ@&gﬂ# L Hﬁiﬁz L/'/C;’f{‘j 40%1‘%7][] L7z [17]0

%2) BEBAICY ¥ 57 4V 20mg % 1 H 1 10 AERAERS L7z L S0
ey ¥ 7 4 VIRE L ) EI L Y ERE T R — &

; AUC )
) X E4) ; 3
H# n (,Ug «hr/L) 7 3) Crnax (g L) Tmax (hr) # T (hr)
1HH 18 4478 (14.9) 339 (16.3) |3.00(1.00~4.00) -
10HH 17 643075 (18.7) | 46176 (18.4) | 3.00(2.00~4.00) | 14.5 (17.9)

RATFIgME (ERRE%)

HE3) F=SMEEH (24 BF) TomBErbEmiEE it

E4) ol (FH)

ED) ERREIIET 2GR (24 Bri)) TomEEd s TR
H6) EFREEIZ BT 2 & E iR

3) EMFHIRIFEER

[ 14 F& [ H 5L D AW RV SRR T A R T A 5O — S IEIZ DWW T (CFRk 24 4 2 A 29 H
AT 0229 5 10 ) ([THS = T

(B %574 )LEE 10mgCl TVTIRS])

2577 4 0EE 10mgCl [VTRS) &7 U R§E 10mg %, 7 B A4 —_"—LIC LV ZEhZEi 1
B (#5477 40E LT 10mg) fEFEMRAS FICHEHERRE O£ L L CiiEh X 47 7 ¢ VIRE
ZREL, HoNTEDBENHRE T A —4% (AUC, Cmax) (22T 90%(EMEX HEIZ THEFHRNT %

18



1To 7=/, log (0.80) ~log (1.25) OFFHNTH V. HAIDAEY FHIRI M DS HERE S du7- 8l
F#3) M¥ETF &7 4 NOEYFHHEISNT A—F

HENT A—F SENTA—F
AUCD-?2 szx Tn’.a.\; Tl-'2

(ng - hr/mL) (ng/mL) (hr) (hr)

55574 VEE _ _
+ + = 5.5+

10mgCITVTRS 3936+1222 192 =40 2.06=1.16 15.5=5.1
7 A
¥T ) R 3959 + 1366 193 =48 2.67=1.37 14.8=3.7
10mg

(CFHE + EiEFE, n=18)

200 H | —@— % %5 7 4 L 10mgCITVTRS |
—O— 7 U 251 0mg
T+ R A, n=18

M#Efh 2 227 4 Vg (ng/ml)

0 8 16 24 32 40 48 56 64 72

1R (hr)

MAEFIREEN ONZ AUC, Cmax D /3T A — & (X, #BRE OB (RIK OBLERIEL - e % Ok

FMC K> TR D FREEDLH D,

(2557 4 )Lk 20mgCl TVTRS1)

X HZ 7 4 VEE 20mgCl TVTRS| & o7 U A$E 20mg 2, 7 B AA— "—IEIZ LY ZhEh 188

(%57 4& LT 20mg) M A S IR HEERR O &G L CliEh & 27 7 ¢ ViR 4

E L. GO MENRE T A —% (AUC, Cmax) (22T 90%15 K A TREGHIENT 21T >

7ok, log (0.80) ~log (1.25) DOHFIPANTH V. WO LYW RIZME D HERE S fv7- b8l
£4) MRy ¥ 7 1 VOEYEHE ST 2 — ¥

HEINT A—F ZENT A—F
AAUCU'?E C.‘nax T:nax Tl-"?

(ng - hr/mL) (ng/mL) (hr) (hr)
FETTANER | o0+ 1435 30550 3.26%+1.33 17.3=5.5
20mgCI[ VTRS | - =0 T o=
Py A
¥ T U A% 7929 = 1745 342+61 2.68=1.53 17.2%4.9
20mg

(PHHE = HERZE, n=19)
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(3)

(4)
D)

2)

—O— % %57 4 )LEE20mgCII VTRS |
—O— 7 ) ZA§E20mg
FIE £ ERHER A, n=19

Mm#Eh 2 22 7 4 VIEE (ng/mL)

0 8 16 24 32 40 48 56 64 72

EfE] Chr)

MAEFPREEN ONZ AUC, Cmax F D /X7 A — 2%, YRF DR (RIR OBERIEL - Refi % D3R
FC K> TRR L FREER D D,

P
BRI L

BE - fHHAEOEE
BEOEE

fERERR A 18 Bl # X5 7 4L 20mg 8%k (BIEE) UIZEMERHICHRBERROK G Lz & &,
AUCo-o0 M O Crnax B FBEUC L BT O N o7z BONE AT — %), [14.1.3 B ]
HREORE
EYIHEEER

OOy raFy—I

R 12 Bl b 2> —/L 400mg (1 H 1 B AL, EWNARREE) & ¥4 T 7 1/ 20mg
EOFREE L&, 25T 7 41D AUCoo M O Cmax &, THEH 312% K O 22% 50 L 7= 200
GrNEAT—%),
e AN 11 Bllc 7 b2 —1 200mg (1 B 1B D& E) L ¥ %77 L 10mg Z0FH&E S5 L
felx, 2277 400D AUCoo M Crax [LEALZEIL 107% K TN 15% N L7 U EANT —
%), [10.2 ]

@Y +rFENL

@Rk A 16 B2 U N EJL 500mg XiE 600mg (1 H 2[0]) & X477 (/L 20mg #0FHEE L
el &, XX T T 4D Crmax 1L 30%IK T L7223, AUCo-1E 32%E500 L 7= 221 (SMEAT —4),
fEFERR A 8 BIlZ Y hFE/L 200mg (1 H 2[R) &2 X T 7 40 20mg #0FH&EG LIz, %
T 7 A4 ND Crmax VEFIFRE TH > 7225, AUCo-lT 124% 50 L7z 20 (SE AT — %), [10.2 &[]

@ o E I
@1 FF¥Hv Y

fEEERR A 18 Bl K> 2 > 8mg & KIERE &G ReDEFIRIET, ¥ X7 7 4/ 20mg % Hi[A]
BEOEG Lz e &, SN ONKEE &K YRR E O KR K TREEIZZNLEI 9.81lmmHg & O
5.33mmHg, FAONGHEH] & OER M+ D e K TR EIZZ 21 3.64mmHg & O 2.78mmHg
Thoi 3 QEAT—4), [10.2 /]
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@-24LARALY

BERERRA 18 Bl Z LA m T 0.4mg & SRR AR GRFOEFIRE T, ¥ 477 4 /L 10mg i
20mg Z Hi[Elfe b U7c & & SEAL ONGHE ] e ORI M+ D i K TR &EITZ 4 2.3mmHg & O}
2.2mmHg, FAMZOIHE ] & ORI+ D oK PR &IZZ 21 3.2mmHg X0 3.0mmHg T&
D, BB RMES~OREILRD bt 28 WNEANT—F),

D DD EF

2.
(M

(2)

(3)

(4)

()

(6)

3.

(1)

(2)

i (=VFr, HIBEAHD) XIIT N a—nAnNEE T T 4 M RIET BN THRE L
R, = F Vs HBEASRIIIT IV a— KD XX T 7 4 VOIRYEIREIC T DB 5 7R
RO Ol o, XX TTAABME (XY TA THET4V, UNLT 7Y
YEOT LT y) UIT A= M RIETEEICOW TR LERER, 247 7400k D
SHESA. TF T4V, ULT Uy, TAuYE L LTV a— Lo yEREIZ kT S
DR BT ED B LIR )o T- (241 [25] [26] [27] [28] [29] [30] [81] (SR [E] AT —# ),

VI.—7. fHEAERH] OHEZMH

RYBERE/ NS A —F

R AE

M ER e L

MR LRI 7E 3K

MUERR L

HERREEH

2257 4 L8E 10mgCI T'VTRS] : 0.0483+0.0127 (hr1) (CEXfE +E#ERZE, n=18)
2277 4 V8 20mgCl TVTRS] : 0.0440+0.0139 (hr1) (CEXHECHE#EfFZE, n=19)
DUTIVR

EUERR L

NHRIE

MER L

ZDfth

EUERR L

BEH (REaL—3y) @

R A3k
PR L

N5 A— S EHER
AR L

IR 4R

PR L

(M

(2)

kil

% — RREPIE B
L ER R L
i — B R BAPEB
MR L
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(3)

(4)

()

(6)

6.
(1)

(2)

(3)

(4)

10.
(M
D)

EiA~DBITH

BRI L

R~ DBITH

MUERR L

ZTOMDIEB~ DT

BRI L

MBEEEHEEE

2 H T T 4 OMBEEAMARIL 94% (n vitro, FHRENTE) THY BA FZT7 L7 I KW
 BVERER D LA T D B,

|

REBERL B U R RR

fERERL N 6 BIlIZ 14C-% X' T 7 4 /L 100mg "V &2 HERE D85 Lz & & eI EIc# #2477 ¢
IWRBAVE R A F L BT a— L 77 a U ERERNED bz B, lfEho A F LT a—
MMEIZA TN AT a— VT V7 v CBEREERD 10% K0 CTh o7z B (SNEANT—4),

H 1) AKE&ERAKHEIL20mg THD,

REEAET R CPZE) OHFE. F5E

AFNEFEIZ CYP3A4 IZ L v Etans, (IVIL—7. #HAEEM ] OHEER)
VELEASNROERERUVZDEE

MR L

REMOFHEOBERVEMELL., FELE

BRI L

Heitt

@%ﬁAGWKMO&ﬁ?74»Hﬂmﬁ”%ﬁ@ﬁm&@tk&%@ 5% 312 Kiflil £ T
mﬁﬁﬁmﬁiﬁ@$6om6fWP%l%T@ohoﬁﬁ¢ [CAFNIT a—UE BT
a— UK JRPIC %%wﬁ73~w7w7H/%@AW&UWTnHw7W7m/&@Aw

ﬁ@%ﬂﬁ_%(%.AT 2)
HE 1) AREKHEIL 20mg TH D,

b5 YR K5 —IZ T H1EH
AR L

BHHICLDIBRER
[VIl.—10. @ERE ) OESHR

BEDNDERERILEE
BEEEE

FF&U¢%F EEEE

fREERR N 12 7, #REREERE (CLer=51~80mL/min) 8 #i, AR EEHRE (CLer=31
~50mL/min) 8 BliZ# % Z 7 4/ 5mg &KX 10mg Z H[afE 5 L7z & X AUCo-o & TN Cmax
HEERERE A D2 E K 100% K T8 20~30% #4011 L 7= BT B8l (A E AT — 4 ),
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2)

(2)

(3)

11.

MEBNEZITTVWSRPBEFAEEE
MAEBENT 2521 TV D KIR R 2B 16 Fllc¥ X4 F 7 4V bmg, 10mg & Y 20mg % H[ANRE 15
B L7z E &, AUCoo M O Cmax (FHERERK A D Z UK 109% L TN 41% 83N L 7= BT (SREAN T —
2,
FrEEERE
fERERL A 8 Bl R ONFREE B 25 I D (2 X 4T 7 4V 10mg & B A& G Lz & & BEFRE
EHEFE (Child-Pugh class A) & FEEFEEES (Child-Pugh class B) @ AUCo- XA
CIRIERIECTH - 72 BT ULEAT—H),
FET) BEE VRO N EE), n=8 : BEFfE®E (Child-Pugh classA), n=38:

A FERFRES®E (Child-Pugh class B) . n=8 : EEf[E (Child-Pugh class C). n=1,
=EE
fetHEmE g 12 5] (65~T78 %) M OMHEFEEEMEE 12 1 (19~455%) (CX X T 7 /L 10mg % HiA|
BOBE L7 L&, Cnax lIEE EEHEE L TIRIFEETH - 7208, GlE O AUCo 1 XEFEE
WK 25% mETH -7 BT GMEAT—#), [9.8 5]
#5) BMERUEEZCY Y I 740 10mg # HERS L2 L ZomiEd ¥ 57

T T A NVIREXDEL L/EYERE ST A —

AUCHw . e P
n AUG T Crnax ( H gL-' Tmax (hr) =8) Tz (hr)
(ug-hr/L)

e 12 4881 (31.7) | 196 (26.9) 2.00 (1.00~4.00) | 21.6 (39.0)

HEE 12 3306 (42.6) 183 (25.5) 2.50 (1.00~6.00) | 16.9 (29.1)

AT TIE (ERRE)
i 8) ol (FER)

Z0ft
R L
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VI &M (ERLDIESF) ICEAILER

O

[

= =3

| RF| EHBEFIRIE—BILER NO) #t5H (ZroJ Vw1 >y, BEERT IV, BRIV Y
IWE R, Za500)L%F) EDHRICEYREFRMAERL, BEICIEZTRSELSIEMN
HHDT, AFIIXEORIC, HEFRXE—BEREER NO) #EHH/RESATNVENI EZT
DHEREL. FAREDRURESRICEVTHHEAIXIET—BIEER (NO) #E5HAKRE AR
Wk +aFETHI L, [2.2, 10.1 BE]

1.2 RCHZECLDHEERFOEERDMERFOREERZRNIH/ESNATVDDT, FEKRED
HIIC, DNERBEDERFE+IHER TS L, [2.4-2.8, 8.1, 11.258]]

1. BHERRLTODER
1
1

2. ERAREEZDER

225 (ROBHIZITHBELEWNI &)

2.1 KRN DA LidE OB IO & 5 B

2.2 WEERAI T — I bZEHE (NO) 548 (= ha 7 VvV v MERT L, gAY Ve R,
=a 7 VNE) RSP oOBE (1.1, 10.1 /]

SRS T =gy 7 T —8 (sGC) filEH (VAT 7T M) G olE [10.1 SR
ADMEREESAT D2 EMTARREY B2 ONHEE [1.2, 8.1 2]

B RBTERAMED & B BE XIMERTICHIMNEZ BRI L -2 L0 b HEE [1.2, 8.1 5]
6 2 b — L REOARER, KL (ME<90/50mmHg) it = > b — /L REOEIME (%
FriFIF>170/100mmHg) O ®H 5 H#E [1.2, 8.1 2]

T D IE OB EN O 3 w AUNICH 5 8E [1.2, 8.1 ]

8 AHEZE - Bd L O BEERE DN AT 6 v A LLNICH 5 /s [1.2, 8.1 ]

O EEOIFREEDSH HHEHE [9.3.1 ]

10 MG FRAMERE FFEAEEMHEEDOBEFIIIARAR Y= AT 77— (PDE) OBEEH
f s 2 FRORE RIS ER D B b, ]

N NN DN

N NN DN

3. FMEEXIIFNRICEEET HEE LT DEH
(V. —2. SR X ITNRICB#ET AR OHESR

4. RERUVHEEICEET 5FELEZTDER
(V.—4. HIEEOHEIZEET 2HE] OHESR

5. BERQEARMIE L ZNDER

8 EELEKRMIE

8.1 MEIT BT DMEA~D U R 7 2k 5 12BN ROIEE Z BT 2 Bl DM E R ORI ER &
592k, [1.2, 2.4-2.8 ]

8.2 4 WML EO I OIER TRt (6 REEILL ERFE T 2 A& 1 5 #hid) MHMEIZ T
< ENITHE SN TV D, FRBEEIRICK T D ALE 2 ECoN Th e L RO G UXE)
EHERE 2 KR D Z E BB DD T, Fhild s 4 Bl B 2 IR A A SNG4, H
BICEROZW 2% 5 L2 RET5 2 &,

8. 3 AAIF 5\ R RIR T UL e iR & & b5 E i, AFIO AR % H 1k
L, #HPCIRBIEMEORZE LS TS5 L5, BEIEE T2 L, [15.1.1 ]
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6.

(M

(2)

(3)

(4)

(9)

(6)

(N

(8)

1.

8. 4 FERRBRICBNT, OENCHREIEENED SN TWDLDOT, @rfEE, HEEOEIRSE

Bz O B 2 BB DBRICITER S B0 2 L,

BENEREHISBEHICHT IR
BHHE - BERFOHDEH

L. RBENDERZEIHBBICET HEE
9.1 B6HE - BEEZEOHLEE
9. 1. 1[2EnEE LR (JEil. IEEDKHMIL,. Peyronie mF) OHHEE
MHATAPRETH VIFAEEO BENYR D D,
9.1.2 HEMBENDRR L LY FLIER (HKAFOLKEEN., 2REEHE. OhFE) OH
5EE
9.1.3 PDES FHERIX (IthDFEFLBER EREDDESE
OFFAEE OFRER D 72\,
9. 1. AHMMHEBERITEHELEESDHLEE
mvitrod B CT= bkt 7Ly K b U oA (NO 54 o/ MOEEMSIER %2 Hisd 5 2
EDRD BN TS, PR B SUTTH IR O & 5 B T3 2 22T L T
VY,
9.1. EEPESTLEE
PERLOIREAZ G T 2RI OME ROREBICERZ IO 9 2 & DIERA X FOfE
K2 BT 2EEREmNEEZIDLND,
9.1.6 3> bA—ILA+ARTHVELEERE
AFNO MEJLBREAIC XD METEEZAE T D AREER SO THEETLHZ L,

BHeEEE RS
BRIE STV
FreefE = 82 E

9.3 FFtpefEE R E
0.3.1 EEMIFEEESE
BhHLpWnZ b, 2o 0BFIIHRRRER ClIRI ShTnd, [2.950]

HERRERT OF
BE STV
yE4m

RE SN TR
RELIR

BE STV
INR

RE SN TR
= A

9.8 EknE
—RICAEFEERESME T LT 5, [16.6.3 2]

FAEEHA

10. HEEHA
AFNEFEZ CYP3A4 IC K0 U SN D,
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(1) FFRAEEETDER

10.1 EREZS BRALGWI &)

FEHN 4 ERARAER - $5E 715 By - SR 7
TR K& O NO it 5.4 OERIC LY. BIEERZRET 5 | NOIXcGMP DFEA %
=tus Ukl EOHENH 2 1391 [40] la1] FPR L, —7., AHNE
MAEEE 7 X L cGMP O %3 figt Z |
lEA Y L E R THZENEL, WAID
—agUYNLE fEHICE Y cGMP ®
(1.1, 2.2 B] HRZIT 5 NO DR
JEAER AR T 5,
sGC HllIE A PEHICE Y, MEEKTEZEZTEB | fFHICE Y, MiEn
VA TT b (TTLRR) | Znhd D, cGMP EEEMHM L

(2.3 &[]

4 5y i RS AR E) 72
HEERIET BN
N D,

(2) FFAEE L TDHER

10.2 tRER (BHRICEET S &)

FEFN 4 ERRAEAR - #5871k B - a1
CYP3A4 BHEHA iV CYP3A4 BREERZ A3 257 | CYP3A4HFIZ L7
rhaF = FaFy—n @EAA, BRNRE| VT T 20D,
A hTary—iu 72) LRI X v, &Aoo AUC
VAR S=2 P A KON Cmax 73 312% K TN 22% 409
F5 7L ENL HEDOHREND D 20

T —TFTN—I Y 2 — R

[7.. 16.7.1 /]

HIV 7' v 77 — B EH

U hFrenvEopftHIcEZ Y, KA

U b e ® AUC 73 124% 8503 % & O

A TN D> % 200

/A o Bl I 2

)L e )L
[16.7.2 ]
CYP3A4 &5 V77 rEOftRICEY . | CYP3A4AHE L L B
R IR AHNID AUC O Comax DNEAEI| U T T 2 ZADHENN,
Trx= kA 88% M N 46% (K T4 5 & OHEN

Tz )NV E X — )L

A 211
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TRIEDIEIRZ 5 ) ER T %
KL DBENRD D,

TR

et A T VT v T BRI
VN =A< (HAISUTZZH) & OPFRIZ LD,
P AN A=R=E B A TE) T IUHE 9 i1 K O sE
= FZ7 7Y M E TR RZENZ4 SmmHg &K

4mmHg T2 LOWERH S

A % ERARESR - 5 71k B - a1
o FHE A5 R v EOOFRIC LY, S| AFNE M Y5 5E1E
N A NEIHE A I R ORI 13 |\ KX 2B E/ER 26
T RKZNZH 9.8lmmHg & OV | 5726, JFHICEDY
[16.7.3 &[] 5.33mmHg T35 & 0WEN | BREMFEM LRI S
b5 R, Fio, ol E OO | BEAR D D,

[42]

o

ANRY F R PRI &0 BRI 2S94 5 %6
TNRH D,
NNATTT B FEEMEIRIMTEZE Z T R2hnd | MIar cGMP #EA
Do 0 EOFMNE & fabRtE 2+ | BN, BRESEN &2 8
SICEBE L, IBRERPD ARV | BT 28001 5,
AW S NG EICOBR BT D
e,
BlfER
1. 8l¥ER

ROBWERDBH SN D ZERH LD T, BEELT2IUTV, RENRD NG EITITERS
T 57 LR E AT T &,

(1) EXGEIER & B

M1 EXGEMER
11.1.1 B8E (BEEAH)

I, E=RE . BEImTAE. FIiME L E 4. Stevens-Johnson JEMEFELENH SN DZ E0ndH
)

(2) ZOtORIEMR

11.2 T DAL DEI1ER

1%Ll E 0.2~ 1% A 0.2% ATt BEEE R
TR AL iE, 1ZTY M YEBR DAk | O AEZET D D
BN, g, Hels | BEZESRIET V|
i BER, L | A ST AR
K if

H 1D INHDIFEE A EDIEGINAREEE GRS IR RFEFELEOMGERK 24 LT\ =2 &
DHESNTEY . ZHOEOFERPARF, MATR ITBENLREINOA LTV
REEDOHRNFIEA L TRALEZLORO0, Xit, Zh5OEROMATIZED
HE LT b DRONERFET 52 LIETE R, [1.2 /]

27



1%Ll E

0.2~ 1% AT

0.2% A

B A

\

el
i3

T, IROFE M,
A oD B 5

Hg, SRS,
IR, RIREEIN,
HR A, s T 7
i, BAEFRAE, #E
JBE% | B A A
%, IR MERR

R

BRAA L, Rl
WL, MR REA
&, FEEARINE R
il IR R R
JEE 2 B
PHZE. MR
PR HE E

b

HILRE

EREER . L,
B £ E PR R
LR, ONEL
e BHR, EM:,
M. B ()
AR

(LN R0 AT TN
WO B ROE
N A

JT M

JFHRE S (AST
5. ALT E5-
y-GTP L5H-%45
te)

ALP L5

=
A

ESRANREINGY IRt 317
(FRISUARD o A5 | )

skl

D EV, MEIRRET

PRIRGE, BUR,
27, TR

[P EEEN Y
S

HEPR RE, 2hic iy
R, B L20E)
it

Frfoc e, 2hiEd
DIER

IR o

P

)
7

& fE S -

Ho|

N

S
Sk

WP IR, % if

S, WAEAZ

KLBE, 27T, JINH

x

< D FEIE

g2l

Wi, BEIIE, &
T REBEIN, 18

B, R R
JEL, RERESENE, 1
&)

1D ZNDHDIEE A EDIEFINAFE G/ D OME REEEDOMLRIN 24 LT\l &
VDHESNTEY . ZHOOFERPAF, MATR TBENLREIN O A LTz mi
REEEDOERIK SRR L TREALZL D200, X,
HE LT b DRONERFET 52 LIETE R, [1.2 /]
*2) [15.1.1 2]

INHOHEROMEFIZLDY

BRRRERRICRIEIZE

BREIN TR
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10. BERS

13. BEKRE
13.1 g
R RAfRm3R13 72\, 7B, BEITIC L D7 VT T 0 ADMREIZHIRFTE 220y,

. BRLOEE

14 ERLDFE

14.1 EFIZFEEDFE

14.1.1 PTP @250 3H)E PTP > — "ol L CRAT A L H5EETHZ &, PTP > — b
DRI LY | HOSLATSEIERBEA~IA L, TISIFRILE B 2 L THRAREOEE RS
HEZGFPRT D LD D,

14.1. 2 RFNTH 5% 36 Wil £ THMEDBO LN TNWD Z L s Wlld sl 2o liiide ek
WCOWTHSEETHZ &,

1413$ﬁiﬁ$®ﬁﬁ’ﬁﬁb%fﬁﬁﬁgé [16.2.1 ]

14.1. 4 RANTIIMHEAT BIGYIE & B < ghRid e,

12. ZOHOEE
(DERRREEMIZE D < 1ER

15. ZDthDEE

15. 1 EREREAICE D < 1%k

15. 1. 13H & O R BRI S Tl eV A EIC B W TAR 2 & T PDES [HEA#5- 412,
FhUC, MR FORDEROBIR & 720 5 2 IEEHARIS MR A EE (NATION) @
FHDRHE SN TND W6, Zn b OEFEDL X, NAION OfERIA 1 [ (50 Ll k).,
BFERIE ., e, e EhREEE . @R e, BUES%] 24 LTz W) SEIZE VT, NAION
%%ﬁbt45muim%i%ﬁ%&Lf%mémtﬁaﬁ%ﬁnfjxmm5m%ﬂ®&5
D> DI (Tu2) @ 5 EOHMN (¥ 47 7 4 VOBAK) 4 B LINIZHY) X, NAION
FELY A7 P 2512700 Z LR STV S B8l [8.3, 11.2 ]

15. 1. 2384 & DR FBLRIZHA & 0TI W AMENZ I W TARKI A 5 e PDES FRESI# 512,
FIUT, EEBIEORBNME ST 5 [l 0],

15. 1. 33EAI & DFREEIRIZI 2> TiE W SEIZ I W TAK A 5 T PDES HEAI 5-#12
FIUC, BB R T SUXZERMEEE A RE SN TWD, 2O DEFTIE, HBHIOD
FWEHIZENDH D,

15. 1. 47 v 2 — VRIS A A A $¢ 5- U T2 SME OB IRSEBBR I C BV C L7 b 3 — L IR EE
AFN O MIEFIEE OWF NS FAICEE L Z T o208, Tha—LZ2EHE (0.7g/ke)
A LT 1BV T O WO NI RN E A3 i S 47z (241125

(2) JEERERERERICE D < 1EHR

15. 2 JEBRERERER (CE D < 1BHR
25mg/kg/day LA EDOHABETH X T 7 4 V& A X2 3~12 » ARHEH R OKS L= ErRBRic
BWT, BEEROK T, BME EROZM, BER EEROE OB RRD btz & O
HERH D, B MTBIT DR FIEAREICXTT 2 88 & Bat L 7o AMEER AR O — &0 TIRFA R
TIREDORDDFRD DAV, FEBE, T EEL AR LVE BTV T oRERIC
BWTHEERRO HRd- Tz b2
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X. JEERREAERICBII HIHE

1. EIHER
(1) RNFEEAER

VI HEEhSEEICBId 2 HE | OHSH

(2) REMEEHER
BEERRL
(3) ZDHDFEEHER
AR L

2. HEER

(1) HEKEHEHHER
%A EE R L

(2) REHRESMHHER

VIL—12. (2) FEEGARABRICE S FHR) DIHE

(3) EfnEMaER
EER e L
(4) AARMEEER
BEERR L
(5) EEFRAFMHER
RS L
(6) BFTRIEIEHER
REERR L
(1) Zntn%kEtt
RS L
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 BEEMEEICEAYSER

RHX S
B A FEEES (EE-EMFEOLTEICLVENTL L)
ARG - B

A hHAR
34

BEIRE TOITE
R PR A

kWL EDFE
BRIE I TR

BEMITEM

BEMERLTA R HY

<ThoLky : FY

Z OO BENTEM « #2477 4188 CI IVTRS) ZRFA S5 5~

B—m5 - BExhE

[Fl—p%sy : > 7 U A8 bmg/10mg/20mg. 7 K /LA §E 20mg, Y /vT7 1 7§ 2.5mg/5mg
[ #h 3T F T g v T R, ST T o VIR KR

EREEFER B

BA=R/4A

HERFSEAZDEABRUVARES., EMBLENSHEFAB. REMABEAR
X257 4 )VEE 10mgCI [VTRS|

B A5 R e SR e R Bk
Wk £ A RsH Eh A A H

44

=i

IHiR5E44
BHEZT 4

#E 10mgCI | 2020 42 A 19 H | 30200AMX00411000| HEHAMERINE | 202047 A 3 H

(774
W]

WRFE4 22 5

BELTT 4
#E 10mgCI
['VTRS]

2022 4 11 A 1 H |30400AMX00441000| HfHEEHERIVE | 2023 4-2 H 20 H
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X257 4 VEE 20mgCI [VTRS |

Y KR ] S FLHE I G Wi B
7% RER
Wk R A R A A A H

AR 7E4
BT T4
#E 20mgCI | 2020 4= 2 A 19 H |30200AMX00412000| HEAGILHERIE | 202047 A 3 H
(754
W)

W44 28 5

BT T 4
#E 20mgCI
'VTRS]

2022 4= 11 A 1 H |30400AMX00440000| FffiFEUERINE | 2023 42 A 20 H

PEER IFZHREM. RERVAEEREMEOFABRVUEZORNE
R L7

. BEERR. BIHERRARFABRVZOAR
LA

. BEETHYE

EARRANA

. BRAMGRICET H1ER
AANE, B (HDVFIRE) BIFICEET D HIRIZED STy,

. &fEa—F
JEAE S AN E | BRI — R L7 NEEALH
i 7e HOT %5
b I E 3 S =2— (YJ =2— R) &5 VAFAfa— R

RRTT ¢ VEE

SR Y . S v . S v
10mgCI [VTRS) SERA S HE AR G ERAMLMEARIE, | 187800403 | A AL UER IV H

BT T 4 VEE

3K bi ; S ¥ - e 9 .
20mgCI T'VTRS) A FEE AR L SEAMAEAERILE, | 187801103 |  HAMGIEHERIHE

. RERFERT EDEE

25 {RIRIGHRT LDER
ARANIORBACAT ORI G & 72 B vy CRAGIEERIGED) o
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X 1. Xk
5| FA 3Tk

1.

1.
2.

13.
14.

15.

16.

17.

18.

19.

20.

21.

22.

23

24.

25.

26.

217.
28.

Wi BAT 5B (7 U AEE 2007 4 7 H 31 HERR, CTD2.6.2.2)

By REIF) [T RS2 =R_R—=Y LT A 7 > ORISR (1) —BHEAK,
TV 7R, =N T YA RO A FGEO#e—] 5 35 BIRTEAATY AT T LG
TR SCEE. 2009 ; 25

CEH EIE [T U RIICE S W = RN—P LT A T 3 FOBRFE (2) — KRR

HECORIMEMED Hel— 55 85 [RIERTEAAT > AN &7 7 A GiiEam SCEE. 2009 ; 29

A 2ZE): [ EF L RSV ==Y LT L 74 ORISR (8) —fk= b5
A MRRECORHMED i — ]« 5 35 [MEFARAT S AR Y U LAFERGR . 2009 ;5 33
FENERE  ZEMICBET &R (¥ 4T 7 4 LEE CT [VTRS))

R ZEMEIZET &R (RWIRERAER) (#4577 4 18E CI TVTRS))

FENE R - R E O EVEICET 28R (¥ %7 7 1 v8E CI TVTRS))

FENERE - DEIROZEMICET &R (#5477 1 /L8 10mgCl [VTRS))

FENE R EHMEICBET 2 &R (¥ 4T 7 ¢ L8E CT [VTRS))

. BEEREOESMEOME (37 U REE : 2007 4E 7 H 31 HAR, CTD2.7.3.1)
. Nagao K, et al. : Urology. 2006 ; 68 (4) : 845-851 (PMID : 17070365)

BN T TR EEREERER (77U v B, LVDLRER) (7 U REE : 2007 £ 7
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