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BEZIZHEOTHEBEAIIE—EIEERE (N0) 5
FARESNLGEWES+9EETHI L, [2.2,

1.1

1.2 REHZECLHEEZFOEEDDMERFORE
ERNBRESNTVSDT, FEWZE ORI, (DI
EREEOHREFETIHER TS L, [2.4.1-
2.4.5, 8.1, 11.2, 15.1. 1 ]
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) (ROBFEIZIFEE LGNNI L)
2.1 RFOAG IZxE UIRBUE OBERED & % B
2.2 fEEEAI T bESR (NO) 54 (=hm Y
TV, HERT IV, MR Y Ve R, =27
VUNVE) HERETORE [1.1, 10.1 BE]
2.3 WM T =gy 7 F—E8 (sGC) AR (VA
VIT N EEETOBRSE [10.1 2]
2.4 WA 0MEREEL AT 2BE [Thb DR
FHILHRRBR CIIBs Sh T 5, ]
241 FREEPREOH HHEHE [1.2, 8.1, 15.1.1 &
&)
2.4.2 A% (NYHA SBEIELLE) 06 5 BE [1.2,
8.1, 15.1.1 &[]
243 v hu— L RBORENR, EiLE ()E
<90/50mmHg) it = > b o —/LRRBOEMLE
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1. BERUVHAEICEET 5FE

1.1 WEEEOBEEED S 5 BE TIE, AFIO ML

ERFE2BENARH D Z & KLOFEHRER R ST

WD NG, BEOREZBIZLZN/SG 1 H 1 |

2.5mg NHEGERBTHIRELEET DL L,
[9.2.2 ]

F ~ 7 m— 2 P450 3A4 (CYP3A4) %iR< fAET S

KN 2 B BP0 BE T, AR O MAEHIRED EH5
LT ENRBEOLENTVWADT, 1 H 1[H 2.5mg 7H%

HEBMGL, BEOREZBIE LN LEE Smg ~

HETHZ &, [10.2 2H]

1.2

8. EELEXRMIE
8.1 DR AR Y27 7 —F (PDE) 5 [HEH &[RRI,
AANTMEYLIRIER 269 5 72— M O o1,
JEE TR D HbNDGERH 5, AFHEEORIC, O
M REEOFEEL HoEl 5 2 &, [1.2, 2.4.1-
2.4.5, 15.1.1 2]
8.2 4 WL LRI DIER XITFrehtl (6 MERIL_Lir
T DA EAE D ) DMENC T I EUTHE S
NTW5, FREEEIZRT D ALE &2 LN T e
& BRI OIS T BN SRR 2 Ak BEnIC i 72 o 2
ERHDHDOT, THED 4 BERILL R T 2R3 5
Ni-a, BEHLICEMOBE 2% 5 X EEdT52 L,
ARFN B HA% 2 e R T U R 2 1) 2 3
b LA, ARIORMAZFIEL, HeHC
IRBEMEDZREZZTDHL D, BEICHRETSZ
L, [15.1.2 /]
EEARRBRICBN T, DEWRRREENRD LT
L0T, EPMEE, BEIEEOERS G2 O ik a
BETDBICITEE SED 2 &,
8.5 ARAI HA% A BE K T U Z . (FR 0 |
DEVELES ZERHD) BhLbhEAICE, K
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9. HEDERZHTIEFICHTHEE

9.1 &6HE - MERZOHLESE

9.1.1 BEDHEELRIE (B, EEDRHL. Peyronie
"E) OHHEHE
AFNOZEEMERIC L VBB Z 0, ZOERE
HIUpAEBlERBZIBENLH 5,
BHasEEORA LG YHIESE (GRKFmEkE
B, ZHRUEHE. AOFEE) OHHEF
HIREXILHIEEEEDHLHEE
mvitroifR =t 7Ly KPR D A (NO
HAI) ol MREEEMTIER 2R3 5 2 L 28R
HOHNTND, HIMERE IR D H 5
BT D LML LT,
HEEREHAERSE
PDE D#E{RAFEE % R RGN D HEERD Hivd,
9.1.5 PDES [BERIZHREHDEE

GFREH ORRERDI 20,

9.1.2

9.1.3

9.1.4

9.2 BHREERE

9.2.1 EENEBEESRE
LN &, RRIOMBEFREN LA 5, F
7oy 2D OBEIIARAIORTE ) HEINT 5 ATRENE
N D = OEEHERBR CIEBR ST 5, [2.5,
16.6.1 (2) &)

9.2.2 hEENTEEERSE
AR O MIEFILE R EFHS B RREERH S, [7.1,
16.6.1 (1) ]

9.2.3 BENBEEESE
[16.6.1 (1) ZJ&]

9.3 FFHHEEERE

9.3.1 EEDITEEESE

BEHLRWZ L, Zhb0BRFEITHEFRERR CIIkE
ETWD, [2.6 2]

9.3.2 BE - WEFEDKESE

BE

Ihb0BEENR L LEAIER O L 22
FE L U7 AR BR XS5 LTy,

9.8 EEnE
—IRIZAFBEREME T LTV 5, [16.6.3 B3]
10. HEEA

AANEIFIZ CYP3A4 IT L v Rgtansd,

10.1 FBRZEE (BHRALAZN L)
$EAA 5 BRPRAEIR - f5E 5 1E | M - faRRIA T
AR OINO  [PEAIC LY., BEE/E|INO 1% cGMP @
HE5A AT L OW | EEEZTBLL, —
=tarix) [ERHBHV D, 05 AAL cGMP
Mg D 5y fif & Bk 4
HHASIAT I L HZ MG, Al
s Y e OPFHIC XD
N cGMP DK%
—a g U UNVEE 9% NO DR
(1.1, 2.2 &#] JE 18 25 e 3R
D,
sGC HIEA PERZ XY, | OFRIC L Y | Hela
VAT N | TEEZTEBZENN|N cGMP EEMN
(TTLRR) |55, L, 5T
(2.3 2] AN 752
RIETRBER
N 5D,
10.2 BtAEE (BHRISEET S L)
AL BRI - B | T - ORI
CYP3A4 [HEH] |#my CYP3A4 [HZEE | CYP3A4 [HZEIC
A TarYy—|\fAEETEr ra | kB 2077
v V= (R&OA EN | A DD,
77 ) Aa~vA | KFiE) & OPFHIC
v v AHlo AUC K
T 7L ENL | T Cmax A 312% K X
T L—T" T — | 22% N3 5 & D
Va—RE | ERHD Y,

[7.2. 16.7.1 /]

HIV 7n77—¥

[16.7.2 ZH4]

U hFeneoftH
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A UTTEN | OHRERHD Y,
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B eV




TA S | BORIE - B | BT - e T 1.2 Z DHOEIER
CYP3A4#H8Al |V 77 EY v & @ |CYP3AL FHEIC 1%Ll | 1% AEEERA
Ry GV < 1 0 N I N [ ) I S A g A VEBrds R IETY | OREZERY | g,
Zx=hrA |AUC KT Cmax 3% | A DI LY T DNJEREEED St
T = NIV E | NER 88% K TN 46% | A o i i o (L E
B — KT 2 & OMED | DT L A e W, 220, e
b5, D BRI T i, AEBTBIREZE,
__ _ RSk (VAL LB SEBSEIRISE, e
o BRI R4 & OB | AAN L E PE R IR, HEpRHR,. JE
R (LY SIS & B BRE IR 26 BT 1
FFU L IE R ORI | 1B R % A 5 7= PR
[16.7.3 (L ZRIEEFHERKRETNLZN|D HAICLVE ML UL
9.81mmHg K OV AR & MR 5 TR
5.33m1;1:H§; THT 5| 2BENRH 5, e WEARE | BaEmrt | e
LOWEDRDHD O, PRER. FHI
E 7, allAL L OB Bx
T HRAREDSER % e By LT =
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BHEEmAEZERE LT e e e s
A T i e ;%Vﬂ%ﬁ?\ R | DUl
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W75 ToOFT oo _ ey PDIES
Fanvry | REkER A P PPUARRE, Jhilin
2 hTameL | XA - OpR B _ | ST
SF57UA [IZky. HEE 2Ot CK 15
T T B | IR R ONIRR 1) [12 S
s WL E IR E L2 *2) [15.1.2 3]
. 8mmHg K O 1E3) [8.5 BH]
4mmHg T4 5 &
DHEDRDHD 13. BERS
HAAY F R PRI & 0 VR 13.1 mE
AR 5 B LN B MRRIIE 2, 72, BBINC L 22U TS
b2, ¥ ADIHEFIIRFTE A0,
vET ST NO #4r L7z
A Rl 1F H % 4 14. BRALOZEE
i RS SRy AR 14.1 EFIZFHDEIE
b5, PTP @4 D##)13 PTP & — B HY HI L TR
AT b PRV 2R | HlEN cGMP J# Y ofsEds L, PTP o — FOBEMICEY | i
%f%%gﬁi%ﬁf%g?gﬁfg VB BRI L, BB LA 8 T LT
@%+%K%E55i%mé%50 HERIRK SO BB S IHELIRT 5 2 L0 5,
BE LS EER2 N
LI ST A 5. TOMDER
15. 1.1 B REREAIE LT ESNZZ X T 7 41
1. B O D B IFEREITIN T, DL, 052

WORWERHN®H Lo b Z ERd DD T BIEE 7
TV BB bNIGE I 52 F 1k 570 L
BI7epiE& %179 Z &,
1.1 EXGEIER
11.1.1 BEUE GEEEARH)
B, IS, BRI, FINEE g2, Stevens-
Johnson SEBERZENH HOND Z ENRH D,

RBE, DEMEREENR, A, — PR Mm%
VFEOEERLNEREENR Y X T 7 4 VEE.
FBIZBHL TN D, ZHHDO% L DNIE RO
VR 777 8= LTNWHEETHT,

L DFEGHR, MATHT UIMHATARZICRD 5
., DEEITIEH DN, WITAR LI ET T
A NGB ENTZHDO L H -7, DM
. Z X T T 4 VPG UMET A5 OB )
LEABICHE STV, S DRERFIICS
WC, ZETT 40, HATA, RREENEL
TWDIMEREE, 25 OEROMAED
F IO TR EHERET 50 E 9 D E e
THZEIETERY, B, MITAZEX DY
TERHH0LMEREEEH T HEFIIL, ¥4
T 7 A NVENEREEFRAE LTERT AL
IS L SR TWD, [1.2, 24.1-245, 8.1 5]



*  15.1.2 3EA1 & OREBURIZH S 2> TIEARVA, FHEIC

BWTHMEIER2IBEAE LTERESNZZ 4
77 4 V&G T PDES [HEAR GZIC, FHUC
REINE FESTEROIFR & 72 0 5 2 FEER
AP MR ARRIE  (NAION) OIEBLNEHE &
nTns8, ZnboBEDEL X, NAION ©
fERRIR - [4Eh (50 bl b)) . BERIAE. mif)E,
BN S, SARMAE, M%) 24 L Qi
9)
SAENZISV T, NAION %38 L7z 45 Ll b
B axtg & UCE I B OxHRIFE Tl
PDES5 [HEFI OB LG5 HIEEA8H (Tw) O 5
EOWIEN (X %77 4 VOgER 4 ALINICH
M) 1%, NAION %ELY 27 3 2 f5ic7e 5 2 &
D SN TS 10, [8.3, 11.2 &:H]

15.1. 3 34 & DR BBMRITIA S TIZARWVA, SHEIC
BWTAH =&t PDE5 EABSGH%IC, £
2, EEREORBINHE I N TS 1D .12

15. 1. 4 34 & DR BBURITEA S TIZARVA, SHEIC
BOTAHZETe PDES EABSGH%IC, £
(O, AR T U2 M AN S
TW5, ZTNHORETIE, HBYVSOENE
OB B, [8.5 5]

15.1.5 7 /v a— VAR RRRIAK 2 B 5 U 7= sME O RGR
HHEER (A% 10mg, 20mg) P 2B\ T, T
b — VI HRE, REIO MAEFREDO VT
BRI 2 T e s o =08, TIba—Lkx
EAE (0.7g/kg) A LI-#EBRE IZRBWT, ®
F OO SIMHR ML E D s S 47z 19019,
) AGRRKHEIT 5mg Th 5,

15.2 EERERERERICE D < &R
25mg/kg/day UL EOHBETH XF7 4 VA XT3
~12 » AME R OES Uz mEBRic s VT, R
BEBOKT, BE LB, B Ao+
BOWADNED SN L DWERH D, & MTBT
DAE T ARRIC 3T 2 S8 A it U T S E AR AR
D—E TR THIE TR EE OFD A58 SIS, ks
FIEER, B IRE L O R LT ALV o
BERICBWTH DD o7 19 016)

16. ZE#ENEE

16.1 MmeEE

16.1.1 BEHS
HA AR A 36 Billz% 257 4L 5, 10,
20, 40mg ¥V ZHEROFE L LEDH XS
7 4 VO MBFERREIL, %5 0.5~4 K] (Tmax
O, 3 ORI —2ZIELZK.
Je U7z, THRHERINIER 14~15 BRI Ch o 72 17,
E1) AREKAHEIL Smg TH D,

# 1) WEERANCZZ T 7 445, 10, 20, 40mg FV A B
ElEE L &% 257 ¢ VL0 BH L3
WENRE T A —4
| n AUCo- Crnax Trnai{ Tz
(ug-h/L) | (ug/L) (h) ™2 (h)
5mg | 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)|292 (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 (20.0)
SATTEAIE (EBRE%)
H2) HRfE (FEPHE)

600

o Smg  (n=24)
s} —a— 10mg  (n=23)
% 500 —a— 20mg  (n=24)
32 —e— dlng  (n=23)
b o gg\ (R + )
Y
300 }\
~ moN
A kN
2 N R
& . T
& 100 - .
ﬁ '\:_1 —

0 s e

0 2 ‘ a8 2 % 120
SR (h)

X 1) RN Z T 7 405, 10, 20, 40mg *V & H
FHEE Lz & &gt &2 27 7 ¢ VIREEHERS

16.1.2 REE®RS
ANZARBESIE IR © HEREESE B AR B 12 filic
2 HT7 4/ bmg & 1 H 18] 10 HREERD
BE L7, EERETOZZTF 7 41D AUC &
N Crmax [FH)EMFEERE & FE_TH 2 fFlznL 7=

18)
o

7% 2) BINIARIESIEIZ M O HERIEE AR NBE X X T 7 4
Jbbmg % 1 B 1[8] 10 BRIKERG Lz & &omfEf & &
T 7 4 VIRE X B USRI EE T A — X

A %{ n AUCO*24 Cmax Tax T
(pg-h/L) (ug/L) (h) #9 (h)

1 HHE |[12] 1410 (381) |102 (27)[4.00 (1.00~4.00) —

10 HHE| 12| 2710 (27) |173 (24)[3.00 (2.00~4.00){23.9 (25)

AT (EERER%)
1 3) HoRfE (pH)
A IRIEIIE ISR O JRIRIEE A AR NBF x4t e LI
O EEMIRERRRBRIC BN T, 4 X T 7 4L 2.5mg X
1L 5mg DWW E 1 B 1 RIRERAO#EE L, 5mg &%
HLlzE 2ofiEh 2 25 7 0 VIRIEIL 2.5mg O 2 5 &
ol 19
16.2 IRUR
16.2.1 BENEE
TEEERCA 18 Bl # ¥ F 7 4 )b 20mg F 7V &tk
(BRI R) MIFZEERpcHER NG Uiz & &
AUCo& O Cmax TR FEIUC L 2 EIIRD
LR T2 200 (FMEAT—H),
16.3 2%
16.3.1 MIFEAKAE
& BT T 4 VOISR B G313 94% (in vitro,
EHRENTE) THY 20, FIIT AT IR ar
FRVEREER A L FEAT D 22,
16.4 e
fERERA 6 Bl 14C-% &' 7 /L 100mg *V % Hi[a]
BAREG Lol &, MFERITITFICEE T 7 10K
TR A F LT T a— )L 7V 7 a EEE R
OO, MIFEHD X F LI T a—KZ A F L
AT A= T NT a SBEEEERD 10% K Th -7
28 (SMEANT—H),
16.5 HEittr
fERER A 6 Bl 14C-% &' 7 /L 100mg =V % Hi[a]
BOEG Lz &o, 5% 312 Kl E ToORdfE
IR IT#E T 60.5%. JRH 36.1% Th o7, #fEH
WIEXEIZ AT VDT a— UK, 7 a— R, R
WEELCATF VI T a— I Nr o BRERKE O
T A=)V a SRR bt 29 (SHE
ANT—4),




16.6 REDERZEZHT HEH

16. 6.
1

2

16. 6.

16. 6.

1 BIEEEE

BERUVTEEEREEES

RN 12 fil, BEEEEEHE (Cler=51~

80mL/min) 8 |, HEEREERE (CLer=31~

50mL/min) 8 $lic% %< 7 (/) 5mg & ! 10mg ™

D ZHERR OG- L7z & & AUCoo& T Cmax (3

FERR A DZNZ1H 100% K% Y 20~30%H40 L 7=

% GNEAT—4), [9.2.2, 9.2.3 B3]

MEBFEZZTTVSRPBRLES

MEEENT & 21T T D RBAREEE 16 fillcy &

77 4V 5mg, 10mg K& * 20mg *V % Hi[alfkg 1%

HL7=E &, AUCho LY Crmax 1R A D Z1LE

KT 109% M TN 41%E5n L7z 29 MEAT—4),
[9.2.1 &)

2 [FFEEEE

TERERR A 8 Bl OTREE B 25 Bty 24 45

7 4V 10mg BV ZHERROEE L & & B

JiFfE#E £ (Child-Pugh class A) & H25EE [Tk

EHRF (Child-Pugh class B) @ AUCo-l ZHERERK

ANEIFERBETH - 7229 GHEAT—4),

1 4) BHOFEEE (RS0 B - B3) . n=8:
IR (Child-Pugh class A), n=8:"
TR (Child-Pugh class B). n=8'%
JERFRESE (Child-Pugh class C), n=1,

3 EEE

fEREmnE 12 6] (65~T8 1%) M OMEREEEE 12

B (19~45 %) \ZX & T 7 /L 10mg *V % K[|

RO G Uiz & & Crax [ IEIE & AHES & TIE

ERERCTH T2, mlnE O AUCoolTEFE I

Ee~SK) 25% BB T do - 72 20 BMEILANTF— %), [9.8

]

3 3) HlnE L OEEFICH X T 7 1)L 10mg Y % Hilal
HLlcxomiEhy 777 0 VIRE L0 R L7 EyH)
HRFA—4

AUCow Crmax Tmax Tz

1 (uehL) | (ugl) (h) 9 (h)

e

1214881 (31.7)[196 (26.9)2.00 (1.00~4.00)21.6 (39.0)

HEH

123896 (42.6)|183 (25.5)2.50 (1.00~6.00)16.9 (29.1)

S SEEIE (BN %)

W 5) HUE (GPH)

BISEARIERIE (20 O HERIEE O ElnE 12 6 (70~76 77%) &
UERE g 12 61 (42~59 %) IZ¥ X T 7 4L 20mg "V %
1 H1[E 10 AMMERDESG LZE &, Efg D AUCo2

k Cmax

IIFEEEE T~ (B 13%) Ko7z 20,

# 4) EEE R OEEEEICZ 2T 7 (L 20meg FV & 10 H
MREREG L &Mt 2 477 ( VIREIDEHL
TR ENRE R T A —H

N AUCo24| Cumax ngx Tie
(pg-h/L)| ug/L) | () 9| (h)
e 3900 | 273 | 400 | _
B[] ralive | 12 (39) | (32) [(2.00~8.00)
(Dayl) [, ., wn| 4500 | 328 | 400 |
Il 107 26) | (23) |(3.00~8.00)
e 7360 | 472 | 352 | 25.7
53] FIEE 12 1 G0 | (33) Jeoo~403)] @1)
(Day10) [, .. +n| 8280 | 536 | 350 | 236
Il 10 (41) | (35) [(2.00~4.00) (20)

SN (ZEBRE%)
7E6) PR (HEPH)

V£ 7) FEEEE OB R R SIS R E A T DR
O G-Fiit o T ACSE R &2 25 7 4 VIR BE D R
ST WRE 2 BR< 10 5] (42~58 1%) 2B

16.7 EWHEEER

16.7.1

16.7.2

16.7.3

#O47 rka+Fv—iL
fRERR A 12 B2 k=25 —/1 400mg (1 H 1 (3]
Oy, ERNFRRTE) XX T 7 4 20mg FY
POEREE L&, ZX 57 41D AUCoM R
Crax 1. TN 312% K TN 22%HEL7= ¢ (4
EAT—%),
TR 11 B4 - 25> —/1 200mg (1 H 1]
BOfh) L2257 40 10mg *V 205G L
72 &, #ET77 4D AUCroe D’ Cmax 1EZ 4L
I 107% KON 1% L7 9 GHEAT—4),
[10.2 ]

JrFEL

TR 16 i Y - E/L 500mg Xi% 600mg (1
H2[E) &#%5 7 1/ 20mg *V Z0FH% G Lz
L& HETT 4D Cmax 1T 30%IET L7273,
AUColF 32%EM L 7= 20 FMEAT—%),
AR A 8 i) R E/L 200mg (1 H 21[E]) &
HHTT 4 20mg Y BOFREG LeL &, H 4
T 7 A4 NVD Cmax XFEFRETH 57225, AUCoo1T
124%38M L7 9 GMEAT—4), [10.2 Z:H4]

o EETH

1 Fx9vyoy
TEHERLA 18 Bl R34 2 0 8mg & AR O Gy
DEFWREET, X 57 41 20mg TV % BiEHR O &%
B U & & SN OUTHRER B OWEaR I £ O K N
#HTFNZEH 9.8lmmHg K 5.33mmHg, EMZ0IX
it R OMEIRIAME DR R TR 241271 3.64mmHg
K2 78mmHg TH-7-0 GNEAT—4),
TEHERLA 45 Bl R3S (4mg £ THE) L&
X774V bmg % 1 H 1 BIKERO#ES LZ& X,
R4 o v D MJERE FERICHEA A DTz, Z0
ABRCEBW T, KAEORERZ ) mEEcRET 5
HBEFEGPA LN GHEAT—4), [10.2 ]

2)

ALZROT Y

fERER A 18 Bl # LA m L 0.4mg % KRR A
HREOEFIRIET, # 4T 7 (/1 10mg XiT 20mg *
VA Bia e Uiz & & SEAT OWGHEIA K OMERREHA
DK TFHERITZENEI 2.3mmHg X O 2.2mmHg,
BARE DA N OWESRHA M E DR TR I Th 2
U 3.2mmHg &Y 3.0mmHg TH ¥, o720l

~

DT bR -T2 0 GHEAT—Z),

fERER A 39 FillcZ LA m L 0.4mg L Z X T T ¢
Jbbmg & 1 H 1RIERAO®REG Lz X, L
MLFE~DFBITRYD BT 2 GHEATF—4),

16.7.4

Z DD EH

i (=T GIEBEEH) XIXT va—nan
AFA (10 i 20mg) VI KIFTHEIC OV TH
FFLIERER, = F V0 HlBRAHISUT T v a—
T X BAKNOSRBENRE %32 B & 2 B
RO LN T, Fi2, Al (10 Xk 20mg) *
VMiF (S FYTh, TFT 4V, ULT 7Y
VRO Au T y) XET IV a— U RIET R
BN OWTIRET LTS R, ABNC L DI F Y T A,
FEIZLV L TOAT Uy, T AT LT
Jb =)V OIEYBREIZ T D 5 R B TR
DN T 1314 .29 30 (SFEANT—H),



17. BRPRAHE
1.1 MR VR EMEICEY 558

17.1.1

17.1.2

17.1.3

BN I H#H -5 REEBERRER
AARNORNIIEIAECLE S HEREEE B (422 #1)
ERBUZT TR, #XT7 4/v 2.5mg Xid 5mg
%1 H 101285 L7, IPSS h—4 /1A
AT DR—RAF A b DI E: (/N FE)
377 BARRET-3.8. 4547 7 4 /12.5mghET-4.5,
bmg #ET-4.9 Th-olz, BLEDT T BRREL DAL,
5mg #f (-1.1) 2% 2.5mg B (0.7) (THAT5T%K
& < AR 2GS ER )5 D ), GRERD)
BWERIESEE L, # X7 7 ¢V 2.5mg #ET 4.9%
(77142 #) KOHFF T 7 1) bmg BET 6.4%
(9/140 ) TH-o7-, ERWERIL, 2.5mg BT
IEAET Y 32.1% (3142 1) KL UBEDS 1.4% (2/142
B) . 5mg #ETIEL, MWEAREN 2.1% (3/140 #) K
NETY N 1.4% (2/140 ) TH-o7z,
ER £ R % M — E 5 L EEaREER
AA, $RE N OBEORNIAYEISECEE 5 PRI E R
H (309 Bi) ZHBUT, FTRRNTIHA HT T (/v 5mg
Z1 [ 1E 12 HEEHE LR, IPSS h—# /L 2=
T D=2 A L bOE R (BN IR 137
TERARHET8.0, X T 7 4V 5mg BHET4.7 THY |
5mg BHIT T BARREE I U G R B ek
FhoR Ui, bmg BECIXEES: 2 %O RN 5 TPSS
=& VAT OEIRD DI 30, £72, AARA
B Q7361 (2B B IPSS h—F /LA T D~—
A4 Uinb DI bR (BN _FFAE) 1377 R
BEC3.1, ¥ X T 7 ()L 5mg BEC-4.8 THY | bmg 7
X7 7 BREE & R U ORI R B daE 2 R
L7z (7 'REEEDZE-1.T, p=0.036), GABHRQD)
EWERRBSEEL, ¥ 477 4/L 2.5mg BT 9.9%
(15/151 ) & OX 5bmg #£ T 13.5% (21/155 f5l) T
Hot-, TREWERIZ, 2.5mg BETIX, FHEN,
AR M OB 2345 1.3% (2/151 #1l) . 5mg BETIE.
PRREAY 3.2% (5/155 i) . TLRE., B, I
7 VT F R AR S T — BN R OV B AR 45
1.3% (2/155 %) TH o7z,
EFR £ R 5 I — E 5 LB R RS ER
H A KON E| O BT SEARAE KIE NS 5 PR[5S fa
(610 Bl) X, TTBRXUIZZT T 4 v
bmg % 1 H 1 [6] 12 BFEHE L%, IPSS
—HNAAT DR—RAT A NEOEbE (/)
TIIE) 12T TR REEC-45, XX T T 40
5mg #T-6.0 TH Y, bmg #EILT T B REE L Lk
L CHEHPIINCA BRBE %~ LT, bmg #ETIE
¥ 4 W% S IPSS b —F /LA 37 DUFENTR
OO, Flo, BARNEBE (449 ) 12H1F
5 IPSS b—Z )LV AaAT DNR—RT A DD
L& R/ L) 1277 B REEC-4.8, X ¥
Z7 4 bmg BET-6.0 THY. bmg FHT 7T &
PEEE I U O ZFNICE R Rk E L R LT
(FIvRBEE D12, p=0.017), GEBR®)
BIVERZHRMEE L, ¥ 4T 7 4\ bmg BT 15.0%
(46/306 Bl) Toh o7z, FRRIWEMIZ, HERR
75 3.3% (10/306 #i) . BEJRE2S 2.6% (8/306 i) K
WL 7 LT F ok AR FF—EHEINN 2.0%
(6/306 #l) TH o1z,

# 1) IPSS b—# LA a7 OFSRI#ICRIT 5BV &E

| B BIE |
pezme | n | S0 g (i owl T F b
(F451f)| T-4918)
s |7 724K 140) 165 | 128 | 38 | — | —
HEEREER | 2.5mg | 142 16.3 | 12.0 | -4.5 | 0.7 | 0.201
GURD) | 5mg [140] 164 | 117 | -4.9 | -1.1 | 0.062
FIRTY | 7547 154| 168 | 136 | 30 | — | —
GiER@) | Smg |155| 17.2 | 122 | -4.7 | -1.7 | 0.004
B | 75478 (304| 187 | 189 | 45 | — | —
GtEr@) | Smg |306] 18.7 | 12.1 | -6.0 | -1.5 |<0.001
1) BT ET UIENT (LOCF 2 4EH)
1 2) BREFET — & OIRENETT VET
bl
2 4 8 12
0 T
£ -1 T 50
®
E . ©-%%757 )b 5mg
Do T s
!
z =4 4 s %)\,\
s *% ;;; ;6}
-6 - (BN FRFHME + FRERE)

1) IPSS F—# /LA a7 OFEFiI#ICET 2L BEOHE:

% (FIE = EHRERERGAR GRERO))
pic]
4 8 12

0
ng =1 - T5uf
#
§ 2 4 —&- %457 )5mg
g =34 #% @ p<0,01
& *%%  p<0.001
l =4 sk """———‘;”}
g

#E T
61 *x;%
=7

(BN FHIME  (RAERR )

2) IPSS h—# VA a7 OFGREICBIT DB EOHE:
% CEIE _EERERERRAR RBRO))

17.1.4

ERNEHR 5 TR
ENAERBRZ 52T L= 394 HilO#kBRE S 42 WD
EHRGIEEHMRBRICSIMN LT, BISZIMERAES
PEOHEIRIEEREICF X T 7 40 5bmg % 1 H 1
| 54 WR (CEEMREARK 12 82 8T) Ediiks
BB UT-#5 5. IPSS M —Z LA o7 Offkeri 72tk
EBOMFFRBD b, BHOLZEMER ORITFRE
FHENHER S iz 39,
RIVEFRIRBERE X, # £ 7 4 )V bmg BET 10.7%
(42/394 ) TH 7o, EREWEMIZ, HILRE
K OB BB 1.3% (5/394 f5]) Th

277,

18. ZEhEH

18.1 {EFHRF
A2 XT7 4L PDES ZBHETHZ L2k V., Bz
PR OV, W ONS N ER IR IS I8 O B % N
cGMP BIE% LR XD, ¥XT77 4 ML DIE
PERRVER 2 U 72 MG BN AN A S ARAE SE IS £E S B
REEDIEREIICES LTS EELZOND, £
7. BISER M OMERE I 380) 2 S At A3 ifn A (2 %)
THEMZME L TS ATREMN S 5,



18.2 PDE5 FHE/EA
HHZ 7 4 )TERE) PDES BERITH D, b b
frf#l# 2. PDE5S %) 1nM @ ICso fifi CHHLE L
PDE6 KU PDE11 & k45 &2 700 KO
14 f%. Zoftho PDE V7 % A 7 & Hled2 & 9000
fELL LR AR L7238 (in vitro),

19. BYMRSICET SBEILEHAR
—fBERF . ¥ &5 7 (/L (Tadalafil) (JAN]
it 4% : (6R12aR) -6- (1,3-benzodioxol-5-yl) -2-
methyl-2,3,6,7,12,12a-hexahydropyrazino
[1,2"1,6] pyrido [3,4-b] indole-1,4-dione
fEEEER -

SFI : Ca2H19N304

SFE : 389.40

M R AROBRTH D,
CAFNANNBX Y RIZETROT. TR =
kUi :%3%325 Tz <, =% 7 —L (99.5)
WIRIHIT <L KITIEE A ETRIT A0,

PECIRE 2.89 1A% )=/ KR)

22. @
(BEST4ILEE2.5mg ZA T AT
100 &£ [10 88 (PTP) X10]
(BFST4)LEEb mg ZA T 4T ))
100 &£ [10$& (PTP) X10]
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25. RIRfGfT LOEE

25. 1 AEFIOBRE IR
B CThHDH I L,

25.2 ARBFIH fﬁﬁiﬂ%ﬂeﬂ“ VZRE D HEIRIEE | LIS OTRE
H AT SNIZ3A DT RRFa it ot & L
ZLklT5,
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