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CERBHBZDT, AF/REDORTIC. WEAIE—BLELER
(NO) #E5HABEERTOVRWNWI EEZ+9ER L. AFIE
ERUBERICEVWTHHEEAIXIE—BIEZEER (N0) f#t5
FABREEhBEWES+FEET DL, [2.2. 10. 18]

A REHEEOCLDHEESZOEELDOLEREDAETESRN
WESHTWVWEZDT, FE/REOHIZ, DOERESOHE
ZE RIS L, [2.4-2.8. 8.1, 11.288E]
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1.

LER (ROBFIIVRE LB L)
2.1 AN OESC R LBHBUEOBHERED & 2 B
2.2 REEAI ST —BALER (NO) f5Hl (= hrr Yt

HASEE T 2L, flfeA Y YV E R, =a 5 v UNEg) 5
hoBRE (1.1, 10. 1BM]

Y AR T =iy 7 T —F (sGC) A (VAT T
N #EGHhoBE [10. 12H]]

A DMEREEEZET LR EMHITANRELY EEZ DDA
# (1.2, 8. 1]

L5 REERAMED B 5 BHE UIMER IS IE & B L= 2
LobsrEE [1.2, 8. 12H]

6 = Fr— A REOAENR, KifE (MH<90/50 mmHg) X
oy b — L REO®ME (ZFFEfE>170/100 mmlg)
bHoHHBE (1.2, 8. 15M]

LT DR ZEOBERIE N I3 n HUNIZH B3 [1.2, 8.1&
]

8 AMAHIE - MM OBEREE R Bfre v HLAWNIZ & 5 B [1. 2,
8. 1% M]

§ BEOHEED S HHBE [9.3. 1]

10 AR S (AR VRO RFITITRARY
T 277 —E (PDE) DBEBAIEE % R OREHIDNDEGERD S
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3. #ARK - MR

3.1 4R

W4, BT T 4 VEE B KT T 4 IVEE
o 10mgCT T4k 20mgCT [474K)

%gg\ X 2T 7 40 10mg X 7T 7 4 120mg

LK, e —R JaAA VAR —R
FrRUTA, EREFY ol —R, T

—

WAl | VAR N O A AT T VU 7R T A
EFuAn—2A WbFH L, EOZ Rk ¥
VT w7 I—u6000, Lt rosr Yy
3.2 RFE MK
W4, A BT T 4 VEE BT T 4 VEE
It 10mgCT T4 20mgCl A4k
b<il}i EAD 7 4 N BT —F 4V TEE
o ST ARHRA
o S
(2e2
4Si

S—

754 X 5T T 4 VEE B HT T 4 VEE
10mgCL T#54k) 20mgCl A4k

A (mm) | B 1L FfE:6.8 | B 12.4 EE:T.6

J&E X (mm) 4.5 4.9

B & (mg) 258 360

=2 — R KRM281 KRM282

4. ShEEXR [EZhR

HETE (BREETAZTSICHLLEELE TOHESHE
BUWEE)

5. BEER TZRICEET HiEE

5.1 REICERL T, BRARLOZ OERIKRBOBE D0,
BEFEIE OFASLHERA 2TV, FBRZINC IS S K R
TENBEL SNDBHEICRET S L.

5. 2 AHIIMEEA SUTERRHBER] T1E72\,

6. BERUVAE
WHL AR IEIZ T 7 40 & LTl0mg & T4 D1
FERIRTICR D512, 10mgD & ETHoR2h B nEsnd,
BN BAT &M S 7= g B U TR AR AR 2 R 1T k)
LCiE, 20mglTHi Bt 2 2 &N TE 5, WE T PLEE DNk
EOHHBETIHIONGZBR RN &, BB, WThOGEA
THOEGIZIEE U, &SRR 4rfl &35 2 &)
SBENIIEEOBEEDH 5 EH T, ng2HEBL, &
HRbRF24aE BT o2 8, B, PEEOBEEDH D
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BAICIT R ME A48 L5 2 L, BEOREEEDH
HEBETITomg BN &,
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(10mg % #2532 5513 % 5 FIR A A8REHLL ) 72 E@EE LT
BHETLZ L, B, HEETIOngE B2V L, [10.2%
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i<y

L1 ARERILL B o BhE O E TR (6FEREI DL LR 9 50
Bk i) MAEIC T ENICHE SN TWD, HikEh
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9.1.3 PDESEHEFRIR FtbDHFEF L AR ERENOBE
PFE OREERDS 720,
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YER #8805,

SGCHi4 A PR XL 0, B | PRI X D, HAEr
VAL TT b (7| FERITREZND | cGMPIEEE AL |
F ASR) H5, 4By M E (SRR 72
[2. 3&:H1] WERRIETEETN

NdH 5,

10.2 BERERE (BFRICEETH L)
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Ji. DUMERE | A (AN | E . EA
fE) . R | A, BGHE
F& IR
FERR - iR | SR WHFEV BE | SERRE . M| 2R D
H AR R R, N%&. | R
J AR
WIR - A HEIR R #E | | FF e 5h &2
E hiE W eR ., | FE, BED
B LW | ERE
ikl
)& & S, flle | MR IR EE | S,
e 5 - If. W If. FEDS
g fLBE . 2| EOFEIE
I N7
Z D1t W, Ty | B il
JE . IR | MR, RS
REBN, | BHRE, A
sV 18

D 2B DT E A EDREFINARAE 5/ 60 M R FEE
HOBRKAT 28 LWl ERHEINTEY, Znbo
HENAKA, MHEITEUTRERLNI LA L T ImE R
FEEOERKFICER L TRALIZbOR200n, XL, Zh
LOBEROMEFIZEIV R LI LORONERETHZ &
ITTERy, [1.28R]

#2) [15. 1. 1]

13. AR5

13.1 @

FERO e MER TRV, B, BENICLD 7 V7T 7 201k
HITHIFETE 20,

14, BERLEDZEE

14.1 ERZABFOERE

14.1.1 PTPREEDIANIPTP Y — b OBV L CIRAT D L D
RS 5L, PTPY— FORBKIC K Y, BOSLAE S AR
JE~HIA L, FIITFELZ B 2 U CHERRIR % O B E R & HHE
BT ENRH D,

14.1.2 ARANTHE G5 H%360 £ THIOMERRD LN TWDZ &2
B0 ZOWIRIILEMEICONWTHSRET 5 Z &,
4 1.3 AFFZBFOFEIC LML TRETE S, [16.2. 1%
i8]

141, 4 KANIIMEAT R REIE 2 5 SRERIT 7220,

15. ZDDFEE

15. 1 BREREERAICE D < 1B

15. 1.1 3EHI & DR EBRITH O TIE RV, AAEICB VTR

#l % & TePDESFHLEAIR G hc, Ehic, K TR ATEkD
JUK & 72 0 5 2 IEBIARSE RIS AL ARRRAE  (NATON) oD%
BAHESNTWAED. 12 5 0ERFDL T, NAIONOfE
WEiR - (4 (50mELL b)) . BRI, @IJE, EERESE. &
AR MAE, WURSE] 245 LT,
SRENCEBW T, NATONZ BB L7245 Ll Lo Bita x4 s LT
i 72 B O BRAFZE Tld. PDESFHEAI O3 57 B 1 I 206
W (Ti2) OSEOHMA (XX T 7 4 VOHEKIAHE LLNICH
M) X, NATONFEHL Y X7 BI2fEIC7e D Z ERRES L TWH
5, [8.3, 11.28M]

15. 1.2 3EHI & OREBIRITHA S 1 TIHAR WA, SEICB VTR
% & TePDESFHL A B 541, Fhic, EEBIEORBIA ML
ENTNDHD. 1)

15. 1.3 3&HI & ORFEBIRITH S 1 TIHARVA, JEICBWTA
Fl % & TePDESFHEAIR 510, Fhic, SIRAeBENK T X ize
FEPEEEFE NS STV D, TNRHDEETIE, HEYIDE
WEMES Z N D,

15. 1.4 7 v o — VAR RIS AR F % 6 5 U 72 414 [ o 15 bR SR B 3 5k
IZRWT, Taa—LihRE, AFlOMEPREOWTD
WMEINWCRELZZ T o=z, Tha—LiEMAsE (0.7g/
kg) BRA L7=#BRE 12 VT, O F WSO SR M E 23 s X
,m»:m 18)0

15. 2 JEBREREABRICE D < 1H¥R

25mg/kg/dayPL LEOHBETH X T 7 4 VA X1T3~12% A RE
AR O#S Lz@mERRicks W\, HREEDIKT, FmE L
BEDOENE, R EROK T OB RRBD bl & OWER &
%, b MIBT DR TREEICRHT 58 % Mat L 7= S E R
RO — B TIXFEETIRE O DNRD BT, FETHEE
TR AR LVE EITDTHORRICENTHE
(EASFRD B Do T219, 200

16. E¥EhEE

16. 1 MAPRE

16. 1.1 EEK®E

A A NERERRA366IIC % 45 7 ¢ V5, 10, 20, 40mgl=D) % Hi[AlRE
AL LI EDE X T 7 4 LOMIETEEIL. $50. 5~4RFH
(Tuax D FHAE, SHERE) DORICE— 271U, WAL,
SN 14~ 15 Cdh - 7220,

F16-1 fEEERRAICH X T 7 4 /Lbmg, 10mg, 20mg, 40mg% Hi
E# 5 L= L 20MmEh 7 25 7 ¢ VP L0 B L 7= 355
BENRT A—H

)EH % n AECO*OO Cmax Tmax T1/’2
(ug-h/L)| (ug/l) (h) ¥ (h)
. 3.00
13)
bmg | 23%| 1784 (35.3) | 95.6(30.0) | (00 )0y | 14-2(19.9)
3.00
10mg | 23 |3319(32.5) | 174(26.5) | (500 ) 0y | 14-6(20.9)
3.00
20mg | 24 |5825(23.2) | 292(26.1) | (| (0" ) oy |13.6(17. 1)
40mg | 23 |10371(32.3) | 446(20.2) 500 14.9(20.0)
) ' (0.500~4.00) | "7

MATEIME (EEREN)

H2) HoRfE (FEPH)

13) PRASERI 727 — & ZBRb
16.1.2 R#EHRE

HARNBEHERR A 18BIZ & 45 7 ¢ /L20mgZ 1 H 15110 H M KER O
BELEZLEDEFT T 4 AOmMEETEEIL, BE540 B T2
EHFIRBIZE LT, EFIRRETOX X T 7 4 )LV DACK VCraxlIH]
[ 51 & s U CRI40%E5 0 L 7222,

#16-2 f@EHEREAICZ & T 7 4L 20mg#& 1 H 118110 H M 1E#% 5
Licb EomiEr» 27 7 ¢ VIR X0 Rl L7 3KyEhie <o
A—H

El %( n AUC sz\x Tmax TI/Z
(g h/L)E | (ng/L) (h) 19 (h)
4478 339 3.00
THR 1181 gy ) (16.3) | (1.00~4. 00)
643076) 4617ED 3. 00 14.5
0HR 17 (18.7) (18.4) | (2.00~4.00) | (17.9)

MATEIME (EERE)

TE4) BRI (24RF[E]) T o SR T A

15) ol (EPH)

16) ERGREEIC T DGR (24%5) CTo Mg Eky
PR T R

) ERIRREIZI T B fe s b SRR g

16. 1.3 EYFEISFHERER

(BF5 74 )L8810mgCl THHD

5T 7 4 VEE1OmgCl TR &7 U RAEE1Omg % 7 1 A A4 —

N—JBIZ IV ZENETNIEE (XX T 7 4L LTlomg) HERERA

Bcie R AR 0 L iR R LARE 2 IEL, 55

NI ENRE T A — X% (AUC, Chax) (ZDUVNTI0%IEHE X I

THEBRHRNT 21T - 72558, log (0.80) ~log (1.25) OHPHANT

BHY . WAIOAEYF RSB S -2,

#16-3 H X T 7 4 VEEIOmgCL T8 DIRPBIRE T X — X

P ST A — BHBRT A—H
AUCo-72 Crax Thax Ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
HRT T 4 VEE 4131.9 207. 54 2.61 17.2
10mgCI 754k +1126. 2 +38.77 +1.37 +4.4
4203. 7 201. 41 3. 14 18.1
S b . . . .
YT UGN | o6y | 43912 | +1.01 | +4.9
(Mean=S.D.,n=28)



(ng/mL)
250

—@— AF 574 )LEE10meCIN 254K )
O V7)) RAEE10mg

200 H

Mean=®S.D., n=28

ol
o

o
o

RS AU B R

3
o

0 g L L L L L i
0 12 24 36 48 60 72
% 51% 0EE (hr)
X16-1 Z %77 4 /VEE10mgCT [A54K) oo ifn S e g

(85571 )L8E20meCI T

BT T 4 VEE20mgCT TR &7 U AEE20mg% 7 0 A A4 —
N=IEIZE Y ZERZENIEE (XX T 7 4L LT20mg) fEFEAKA
BAICHe RO S L P REMERESZIEL, B5
NT-IEPTRE /X T A — 4 (AUC, Cpax) (22N TIO%EHE X LI
THERHIENT 21T o 72fE . log (0.80) ~log (1.25) OHPFHNT
HY . WEIOEYEAFESEIERTHER S22,

#16-4 X H T 7 4 LEE20meCT [H5HR) DIEYENRE/RT X — X

P/ NT A —H BENRT A—H
AUCo-72 Crax Thax Tl/Z
(ng * hr/mL) (ng/mL) (hr) (hr)
BHTT 4| 72533 321. 42 2.60 16.9
20mgCT T4k | £2030.9 +76. 96 +1.10 | £3.1
7046. 9 297. 22 2.85 17.3

N 1 o3
VTV AGEmE | 01007 +72.78 +1.28 | +3.8

(Mean==S.D., n=30)

(ng/mL)
400
—@— X 5T 4)LEE20mgCll &4k ]
O L7 REE20mg
i 300 Mean=+S.D., n=30
3
th
g
5 200
2
X
L
b3
% 100
0 ‘ ‘ ‘ ‘ ‘ b4
0 12 24 36 48 60 72
5% ORI (hr)

K16-2 %% T 7 4 /L 5E20mgCL 75k oD s vy B
IMHE TN ONCAUC, CraxBED /8T A — 1%, WERHE ORIR, K
ROBEEIEL « R ORI K > TR D AREER D 5,
16. 2 IR
16.2.1 BEDOFE
TR N8B 2 45 7 1 L 20mg w1 (FRNE) XILZ2iEns
WCHEREOEE Lol &, AUCo-o L DChax IC R FEIUC L 552
BIRO BN o722 GHEAT —4), [14. 1. 38H]
16.3 &%
16.3. 1 MEFAKSE
HH T T 4 VOMBER AREERITM% (in vitro, ERTHEATIE)
THND | FIZTNLT I E R BHRER e 529,
16. 4 5
R R A BB 14C- 2 &5 7 4 L 100mg’ED) A HEIE 5 Lz &
&, MBEFITIEFICH Z T 7 4 VRBIUER O RA TF VAT a—)b
TNT 0 CBERAENRD b, T DOAFALT a—1
WIZAF A BT a— AT N7 a L BERAERD10%A7H T dh - 7228
GEANT—4),

16. 5 HEit

HERER AN6HIICI4C-2 & T 7 ¢ 1100mgED) % HERE NG L &
T, FH5%3120F M £ TORSTRERI R 1T FEF F60. 5%, JRF
36. 1% ThH o7z, EEFRIIZEICAFADT a— ML, DT a—
IR, RIZIZ IS ATF AL T a—A s a U E Rk Ol
Fa— T a UEBRAENRED b= BMEAT—4),
16.6 HEDEREETHEE

16.6. 1 BEEESE

() BERUTEEETEEERSE

TR AN 12051, BRI R (CLer=51~80mL/min) 8%, H14&
EREEERE (CLer=31~50nL/min) 8FIZ 4 &% F 7 4 Lbmg K}
10mgZ MR D45 L7 & & . AUCo-co 2 OCpax I ZBEEE LA D F 1
ZHAI100% K DN20~30%H N L7228+ 290 (SR E AT — ),

() MEBFEZTTLERXRBEFRLES

MIEBNT %21 T D RAERE2BF16HIZ X T 7 4 /Lbng,
10mg Mz N20mg % BA[A R O 5 L= & & | AUCo-co J2 UNCrrax i IR BE R
ANDZFEFVEIHIL09% B DA% L7229 UEAT — %),

16.6.2 FFEESSE

e HERR A 811 B NI 55 2517 (24 #5774 L 10mg % Hi[AIFR
AE Lz & &, \RERFREMRS (Child-Pugh class A) & H%E
FENFREEE ¥ (Child—Pugh class B) DAUCo-oolTHEEERL A & 1FIF
REETH 7229 HEAT—4),

E8) MEMUITEEE (EIANTFAS R SN T-HB3E) . n=8 BTk
2 (Child-Pugh class A). n=8: P4 AT (Child-Pugh
class B). n=8:EEfEZE (Child-Pugh class C). n=1,

16. 6.3 E&E

HEREE B E 1261 (65~T785%) K OMEHEFEFEF 1261 (19~455%) T
BT T 40 10mgx AR OEES LTz & & CuaxlXElng & B4E
FETIRERETH o723, @ OAUCo-co I T L ~HI25%
EETH o229 30 (HEAT—4), [9.85H]

#16-5 ElE R OBEEEIZZ X T 7 40 ]10mg% Hal#F 5 Lz

LEOmMSER L LT T 4 VIRE XD B LB ERE T A —

i

AUCp-co
(ug+h/L)

Fling | 124881 (31.7) | 196(26.9)
|12 3896 (42. 6) | 183(25.5)

SOTEEIE  (ZEERE%)

H9) Wi (FpH)

16. 7 EWMEEER

16.7.1 A4 rarvJy—iL

fERERE N 12614 s 2> — 1 400mg (1A 1ERR O S, ENER
Foe) EHAXT T 4 N20mg PR LIl E XX T T 4 LD
AUCq-co }t OCrax . ZALER312% R R22%B8 M L 729 (ShE AT —
),

R ANLBNC A b 25— 1 200mg (1H1ERAO#E) &2 2
T 4 1mgEFRE G Ll &, X4 T 7 4 LOAUCe-o K TN
Coax (X ZLER10T% K ONEREENIN L 729 (SMEAT— %), [10.2%
e

16.7.2 Y b+ EML

FERER 164112 U R F £ /4500mg X 1%600mg (1H2[E) & &4
T 4N 20mgHE AT G LI &, XX T T 4 L DChaxF30%E T L
723, AUCo ool Z32%H N L 723D (SMEIAT — %),
fEEERRASHIC Y FFEL200mg (1H2E]) & XX T 7 4 120mg%
PR L&, 24T 7 4V DCuux XFRE TH o 7208,
AUCo-colZ124% /N L 72Y (AMEANT—#), [10. 25 ]

16. 7.3 o EEBRTH

) Fxyvyoy

TEFERLASBINE K ¥H > o v 8mg % SRR N &% 5-FF D E HIRE T,
HHT T 4V 20mgE HEIRR OHE G Lz & & SEAL O & Ok
SRR ML 0D e R TR AL F 9. 81mmHg J2 ON5. 33mmHg, BALLD
WL 3 e OVPE SR 3 1fL 2 D Fe K T B 1L 2 L2 413, 64mmHg fx OY
2. 78mmHg Td - 729 32 (SAEAT—4), [10. 28]

() aLROYY

fREHERE A8 & A v 0. dmg & S A% O #% G- 00 7 R HE
T, XX T 7 4 N 10mg XiX20mg % H[A# 5 Uiz & & SEALOIUHE
W K OESR WM E D e K TR &1L 2212, 3mmHg K& O°2. 2mmHg .,
FASE 0D I 191 B ONIE TR 91 1 00 e K TR & E 2 2 413, 2mmHg &
3. ommHg TH Y . B SR ME~DEEITZRD LR o 120
GMEANT—4),

Ti/2
(h)

21.6(39.0)
16.9(29. 1)

Tax

(h) ¥E9)
2.00(1. 00~4. 00)
2.50(1. 00~6. 00)

Cmax

" (ug/L)

o | I




16.7. 4 ZDHhDEEH]
gl (=FFor HBEAR) XITNVa—VRnZ 7257 v
WCRIETEBICOWTHRF LIRER, =VF U iR A 51X
X7 N a— KB HET 7 4 VOFEMBNREIC KT 5B 60725
BIIBO DN oTz, o, ZET T o ABRMAl (R 4T
L, TET74 YV, UNLT7 VU ROT AT E ) XET IV
U RIETHEIZOWTRHF LR, 24774128 D
REVSTGA, TET4V L, ULT TV, T AP ULT
I — L OIEYEEICXH T AP L0 REEBIRD LN
7‘—:17)‘ 18), 33)~38) (571\}\3‘——5)0

1) AR K EIX20mg TH B,

17. BRER AR

17.1 EERUREHICET 558

52T 7 4 VEEDERZNIRIE, BN REOS R, S E IR R

BRALICF — O EE AW TR 21T - 72, ERIBEIXIIEF

(International Index of Erectile Function: [EIFSEhELAERE A

a7) EME (160 2 2 EhEmaE KA1~ (6f) (FE17-

1). SEP (Sexual Encounter Profile: & HitT OMAZIZREd %

BRI BRI OVERIS (F817-2) 1Tk AEIZ L L7239,
#17-1 TIEFFHECHERE N A A v OB & B

B IR (450

H
i

Z Z AW, AT
BB IATOVS
e, (MIEIEDAC 26 | -« MEO9AT A b M LD o (0)
L L7Edy, - BEDUTIEIERRE (10EF9ELL L)
AR, R | (5)

W L AE o | BRNTER (EHL0h7y b
o | & fiEHEAATREZ | D EEL 10 TERREE) - (4)
RO S (<Y £ | A (QOEPEE) oo (3)
L=, CTEIC CEA LY A0 FES[E
. —— & : 10[E] 3 EIFLE) e (2)
CZAEM, MERE | w3 b A L L (106
ﬁi%‘f:ﬁg}“\ ﬁf?@k EF'UEID\T) ...... (1)
FBZENHEEL

b VEL) ERI2TIE TRERI—EE
ZZAEM, MR, ML, EMS, 4TI MERo
YNNI ok AL

B Ao AR E
L7270,
ZZABMT, R
Hil, PR AT
% ¥ CHRE MR
B0 ENL BV
HEC L7270

o R (3)
SR/AYANURTSE - S (2)
AT AR (1)

ZZARM, i E
HEFFT 2 B DRREE | -« B (4)
15 |[FEh<onby x| - Fil-- (3)

L7=D, s s
FEHATATRY oo )
ERIHERE N A 1 LA o

#17-2 SEPOERM & A%

G [EE

on B ZE 13

IR— " —DE~D
2 AN TEE LR
mne?

E7IR ol e Al N S
3 | L, MERICERHILE
L7z
17.1.1 ER%E I8
EWN A BEKIGRBICB T, 2477 4 A5~20mg# 512 LV
TIEFOERERE KA A A a7 SEPOER2KROBIC X &
FELZEERICBIT2XN—AF 4 o nbOEbREIZ, T8 RE
5L ORI BEZENRD L0 10,

Iy E Iz

#17-3 ENHBLOSHERICRIT DIIEFOFIFEHEEE B A 1 > &
a7 WONZSEPOE 2K O3 [Ty &R L=EE D~ —
ATA D DELR

NR—=2 T A S DR

FHIETE E | SRR R 2HTT 4V
77 uhE : - -
SmghE 10mghf | 20mghE
/N R 2.05 7.51 9.10 9. 38

LEFgfe | (EMERZE) | (0.71) | (0.72) | (0.71) | (0.71)

BerAqy | DEBIE] [86] [84] [86] [86]
bl (5772 AE) - <0.001 | <0.001 | <0.001
BN ZFTHE | 8.59 28. 50 35.97 36. 52
(HEvEEsE) | (2.99) | (3.02) (2.99) (2.99)
SEPRTR2 | [yemige] | [s6) [84] (867 [86]

bl (577 L AE) - <0.001 | <0.001 | <0.001

BUN_FHE | 12,29 34. 31 47. 26 50. 80
(FEyEgR) | (3.46) | (3.49) (3. 46) (3. 45)
SEPRLRIS | [iemige] | [s6] | [84] [86] [86]

bl (3772 AE) <0.001 | <0.001 | <0.001

H2) BN IREHME, EEUERAZE K OpfE I, Mgk, JRHE,
R—=RA T A MEEEGLIGEIITIZL VE N, 77 R
L E DL E L TldDunnet tiBE I L 0 #1157~
VR SHE R 257 B 7061 (27.2%) ICEITEANFRD b
77o EREIVEIZEDHE29%1 (11.3%) . #IAC13%1 (5.1%) . 1FTHI
B (3.5%) . HILRE6HI (2.3%) &Tho7212),
17.1.2 St EE M1ALER
SETHEME SN 7T 2R T HEERIATRER igstB (51
FEFRER) O113BR (226661) ZOFEMHT LTcRR. #4777 11
5~20mg# 512 X W TIEFOZHILFERE K A A > 227, SEPOER2
FOBIZ TFwv) ERZLZEEICBTZXN—=AT7 A4 b0 E
fLRIZ, 7T e REE L ORI EZEIRBO LR 19,
F17-4 SET 72 AR E S RGBT HIIEFOF)
EHERE R A A 2 a7 W ONCSEPOERI2 K TBIZ [y & |
BLTEEDR—AT A G DB
R—=2F A 6 DR
HHETT 4V
Smgh 10mghE 20mghf

BN REHME | 1.03 5. 02 6.79 8.94
IIEFShieRg | CEMERRZE) | (0.30) | (0.75) | (0.57) | (0.23)
BerALy | DEBE] [540] [149] [245] [1179]

bl (4177 RE) - <0.001 | <0.001 | <0.001

RANTIRTHME | 2.63 15. 37 25.57 31.32
(EnERE) | (1.19) | (2.94) (2.24) (0.92)
LiE I [547] [149] [247] [1192]

bl (377 HE) - <0.001 | <0.001 | <0.001

R FEHE | 9.08 26. 46 37.48 44. 26
- (Eass) | (1.34) | (3.29) | (2.51) | (1.03)
SEPTURIS | [iepie] | [547] | [149] | [247) | [1192]

bl (3177 RE) - <0.001 | <0.001 | <0.001

E3) e/ REEME, EEERAER OpE I, MR, 1RRIE,
N=2F A4 MEEFLHSBIWIZ IV BN, 7T BREE
LA HEDOSEE TldBonferroniikEi kL W ¥ 2475 7=,

18. FEXhFE

18.1 {EFAKRF

PERORIEIC L 0 —BR b2 (NO) D RETHY 2 IFREAS A4 U B BRI,
B HTT 4 VIE, cOMPHiREEFE CToH HPDESZRAEHETHZ LI1C kD
WERBIRDCOMPIREE A R W5, TOME, FIRmHAMmE L, &
SRR~ DM RSB R L TEIE DN ER S 519,

18. 2 PDESREEERA

B H T T 4 AL Z2PDESBRERITH 5, ¥ ¥ 7 7 Vit b
AR T-FHH 2 PDES Z K 1InMD ICsofE CIE L7z, #4777 4 LD
PDESIZ %9 2 BHERN F11%, PDE6 L UPDELL L hlg L T, £ Eh
700K MAfETH Y . T DOMDPDEY 7 & A 7 & O HEETIE, 9000
Ll E T o724 (in vitro),

18. 3 BEEBIRANCOMPRE LR /EA

X HZ7 40 (30nM) 1T, NOftERCTHDL=a T Ly KPR
7 2 (SNP) OAFETE F T, b b B 2R (R V8 0 P D cGMPR
BEAEEIC FH-EE71 (in vitro),

RHIEEF | iR

VAZA AN

SEPE 12




18.4
e

(EC
N70)

IEEBR R SERAEO LR IEA/ER

77 vk e SRR B IR R OV (ST 0 5 O St E: 2 35 %8
s0fE: ZNEH34LTN3nM) L, F7z, SNPE T BT LY
BhAEVE R A2 BEeh X 7= (30nM) 40 (in vitro).

19. B3R5 2T 2 BIEENAMR
—f4  Z X5 7 ()L (Tadalafil)

1t

AN
73
LN

wt
PR

&

24 (6R, 12aR)—6-(1, 3-Benzodioxol-5-y1) —2-methyl-
2,3,6, 7,12, 12a-hexahydropyrazino—
[1,2 :1,6]pyrido[3, 4-b ]indole-1, 4-dione
F2 1 CooHioN304
= : 389. 40
BT TT 4 MIABROMETH D,
VX?WXNT%/k TR <, YﬁbﬂFUw
IZRREITITS K, =7 7 —/1(99.5) 1T <<,
Kiziz e /y&(ﬁ T,
BESERE (o) : +78~+84° (Wil Liz b D
0.25g, Y AFILAJLKRFT R, 26mL, 100mm),
AR

22. |

(%

5574 JLE10mgCI T&HHI)

208 [108E (PTP) X2]
(B55 71 L510meCl THHD
208€ [1088 (PTP) X2]
73. EEXH
1) Kloner RA, et al.: Am J Cardiol. 2003; 92 (Suppl) :
3TM-46M
2) Patterson D, et al.: Br J Clin Pharmacol. 2005; 60
(5) : 459-468
3) Kloner RA, et al.: J Am Coll Cardiol. 2003; 42 (10) :
1855-1860
4) J rFENLKROT baF =t OEYREAEH (7 U A

5)

6)
7)
8)
9)
10)
11)
12)
13)
14)
15)

16)
17)

18)

19)
20)
21)
22)

23)

24)

$E : 200747 A 31 H/KGR, WAEEEHMEEE 2.7.2.2.2.3.2)

977V57V&@7b3+7~w£®ﬁwﬁﬁﬁm(/7
U X GE 200747 H31IH AR, HEGTREE
2.7.2.2.2.3.1)

Kloner RA, et al.:J Urol. 2004; 172 (5 Pt 1) : 1935-
1940

Kloner RA, et al.:Am J Cardiol. 2003; 92 (Suppl) :
4TM-57M

Carson CC, et al.:BJU Int. 2004; 93 (9) : 1276-1281
Young JM, et al.:J Androl. 2005; 26 (3) : 310-318

Porst H, et al.:Urology. 2003; 62 (1) : 121-125
Pomeranz HD, et al.:] Neuroophthalmol. 2005; 25 (1) :
9-13

McGwin G, et al.:Br J Ophthalmol. 2006; 90 (2) : 154-
157

Lee AG, et al.:Am J Ophthalmol. 2005; 140 (4) : 707—
708

Campbell UB, et al.:J Sex Med. 2015; 12 (1) : 139-151
Gilad R, et al.:BMJ. 2002; 325 (7369) : 869

Striano P, et al.:BMJ. 2006; 333 (7572) : 785
TNa— L OEYHEER (2477 4410mg) (7Y

AGE 20077 AL HIKRR, HEHERMERE 2.7.2.2.2.3.9,
2.7.2.2.2.4.7)

Toa—) e OIEMFEANER (X577 120mg) (7Y
AE 0 200747 A 31 HIKGR, WEERMEEEE 2.7.2.2.2.3.9,
2.7.2.2.2.4.7)

Hellstrom WJG, et al.:J Urol. 2003; 170 (3) : 887-891
BRI T2 (7 U A8E : 20074E7 A 31 A KR
FAEE MY 2.7.4.4.3)

@)%EEM:?SH&?@E%@?E (HEBE) (7 U 25 : 2007
ETH 31E|7¥<‘ SEERMMEL 2.7.2.2.2.1. 1)

[:3537 PN Téﬁe%@ﬁf (fa#H5E) (7 U 2§ : 2007
FETHITHAR., P EEHE 2.7.2.2.2.1.2)
%a—UVU%?4%%ﬁ£&&W§ﬂ:

HH T T 4 VEE10mgCT T 4K

P RS BRIC B 2 B R
BHEOYE (L7 VU AFE : 20074E7 7 31 H KGR,
B02.7.1.1.3, 2.7.1.2.2)

- 20mgCl T#54k) DAY

HE 5 ML

25)
26)
27)
28)
29)
30)
31)
32)
33)
34)
35)

36)

37)

38)
39)
40)
41)
42)

43)

44)

45)
46)

47)

EAMEA (in vitro; 7 v b, 4 X KOt i)
BE : 200747 A 31 H/KGR, WA RMYE 2.6.4.4.3)
EHME (in vitros B MMIEEH) (7 U AEE : 20074R7
ABLHKGE., HEERMEE 2.7.2.2.1. 1)

B VAR B 5 D S B RE (7 U ASE - 200747 H 31

(7 A

HAGR, HEEERMIEEL 2.7.2.2.2. 1. 3)
EASREREE R ISR D RWERE (27 U A$E : 20074ETH
STHARE, HEEEMIE 2.7.2.2.2.2, 2.7.2.3. 542)
Forgue ST, et al.:Br J Clin Pharmacol. 2007; 63 (1) :
24-35

EEE T T A ERE (7 U ZEE : 2007457 H 31 H &R

MEEEBMIEEE 2.7.2.2)

U bFentodHEERER (7 VU A8 : 20074E7TA31H
AR, HFHEEHRE 2.7.2.2.2.3.3)

RV v & OEMMALER (7 U A5E : 200747 A 31
H&ARE, HGEERHMEE 2.7.2.2)

IR e 232 RARFE BRI & OB EAER (7 ) A58 :
2007$7ﬂ SLHIKRE, HGEERMIEE 2.7.2.2.2.3.8)
REVTNEOEMMENER (7Y A8 : 20074ETH31H
8. FEARMEE 2.7.2.2.2.3.5)

TAT 4V L OB (7Y REE : 200747 A 31
F7&GR, HEEEMIE 2.7.2.2.2.3.7)

N7yl /&@%%Wﬁﬂ?ﬂﬂ (#2557 ¢010mg) (V7
U A$E : 2007T4ETH3IA AR, HHEEHHE
2.7.2.2.2.3.6)

UNT 7 U OEMEAER (¥ %77 4120mg) (7
U A$E : 2007T4ETHS3IA AR, PHEEHHE
2.7.2.2.2.3.6)

ThAuTErEOERYHEEIER (7 U RAEE 2007474 31
HAGR, HEEEEHESE 2.7.2.2.2.3.10)

BERADMEDOREE GRERT 1 o O, A 2WEDFEmIE

H) (7 U A6E: 200747 H 31 BAGE, Wi &R
2.7.3.1)
Nagao K, et al.:Urology. 2006; 68 (4) : 845-851

ENT T2 RGR T ESREEERR (7)) v 2 7,

LVDIZKER) (37 VU AEE : 20074E7 H 31 HKFR, HEH&E BHgsE

2.7.3.2)

EANT 7R EE R (7 ) 28 :

HABTHAKRE, HIEERHMEE 2.7.4.2)

SET T AR EERERER (07 ) A8 200747

H31AKR, HFEEEHEE 2.7.3.2)

SRE R OREN 7 T & R RS R B T o i it
(7 U AgE : 20074-7 A 31 H7KFR, HGEERMSEZE 2.7.3.3,

2.7.3.6)

#E (U7 U ABE 200747 H 31 H AR, HEEE RS
6.1)

aenz de Tejada I,

(Suppl 4) : S20
= MQ%WR&U{E%%I{H ok kR ER (7 U A

BE : 20074E7 H 31 H 7GR HEEHEE 2.6.2.2)

200747

2.
S et al. :Int J Impot Res. 2002; 14

24. XXikEE *i&UﬁUAbﬁﬁ
X a—U U AT ¢ ARSI

T920-0017

AR TATREIINT T 12875 il

TEL 0120-960189
FAX 0120-189099

25. RERHGHT LODER
AANTIRBAGH O3t B & 72 70y CRATHSHERIN) .

26. BlERFGEEESE
26. 1 BLEHR5ET
Fa—U U AT ¢ RS
& 1L S A T 5 885 % Hi
26.2 BR5ET
FAY NS & vt
BRI XA BRI 50U T H 65

&R T

FI-UIJUAFIABASH
BURBHEHH LSS5 &b

iR 58 7T
5t JC

BMERERART

%E%FH’CBHE@BHEQJ:.IZITE6§%

22 22058



