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VFF 7 4 V50mg, 400mg™, EF ¥ 70 FH ¥ »400mgf ¥
Tk XREEERI DA S = N—EIZE D BERS L.
12380 E X % & R P 55712 3 | (B2 5-30 H AP,  3043-#i &%
C15550 10 ) B O P 5412 5 [l (304 #%, 1 WER#%, 1.5WFR#,
25REMIEE L ON 4 BERIR) S Lz, VT F 7 4 VO R EER
JHETH 5 10mghk 5- 12 BT % QTcFOEERF1Z 3 8 msec,
8 R D80mg™ ¥ 5- T3 FI10msecDEERMTH - 72, =
NS DQTCFDZEALIZ Y IV FF 7 4 )V D50mg K UF400mg "™ #x 5-
e RELERITED SR -7

77 R L D7 (90%E X )

o IR N #1
A T | b
(msec) (msec)
2SIV FF 7 4 v80mg™ | -2(-4,0)| 6(5,7) | 10(8 11)
NIVTFFT7 4 v10mg -2(-4,00| 5(4,6) 8(6,9)
YNVFF T 4 V400mg™ | -1(-3,1)| 5(4,6) 9(8,11)
YIVFF T 4 V50mg -2(-4,0)| 4(3,5) 6(5,8)
EFy7uFH Y 400ng | 3(1,5) 2(1,3) 8(6,9)

%1 : FridericiafilEQT, %2 : 80mg, 400mglXEPRAHRE RS,
73 : 80mg, 400mglXENARH =R L R4k 5.

W ERIRRRAE
1.BRTF—4
(WERAERSRR (T v I > THER)

EPHRUS R (7Y v ¥ v 73R (2B 5 BRI HR 1
IIEF (International Index of Erectile Function : EE#hie
A 2 7)) EMZEASEW) oW, HAOREICHT2H
Ml Z 480, MRz RRNE, MEIFFAT LI ENTE
FL0? IRUFREOMFFICHET 2 M 488, ¥
R, FABMEEE LR T L ENTET LA, ? ]
ZUTOXa7 THL 7.

PEZEDFRIR—JE D Fp Lverrrrerrrrrreeenennennrntiniiiiniini, 0
’ﬁilbiéibfﬁ(lOWQ U\J:) ........................... 5
Bepyrdga 4
CESG &Y A7) L2 : 101 7 FFLEE)

H%f? (10@;:]:1 5 IE) ................................................... 3

Z2ECCED LY 2 ) T2 M : 10m 3 FFREE) - 2
LB LRIZEA LR L 0N 1 HEIT)

INNVTFF T 4 V5 nght RO 10mgl B W T T 72 RIZHL
HELZRENA LY. B, ARBRTIHERERY,
FREIRG IS X 23R A BE, BUARET A5 BRN o 1
FODHHBHINELLBEASH TS,

INIVTFFT 4V
77K
7 S5mg 10mg
EADEE N=71 N=67 N=75
e i 2.6 29 2.8
btk 32x0.1 41%0.1 45+0.1
p<<0.0001 p<0.0001
R DHEHF N=71 N=67 N=75
e i 15 1.6 15
5% 23+0.2 35%02 42+02
p<0.0001 p<0.0001

P50 OIS FE M (Mean), $%5-# O I 3% F 4
(LS mean) =SE.
BB XL & w7275 2R e oLk,

BIVEHIZ, 79 & KREETIZ21.1% (15/7141), 5 mghtT13353%
(24/68%51), 10mghtTi345.3% (34/7581), 20mghtT12545%
(36/66%1) 1278 N7z,
2HERREE T 2HREFTLEREICHT 3 BRILBHR
NEFZEMZEDN, ki x4 v 2a7 (G 1 ~E8M5
ROVEMISOMAN)IC X 0GRl L7285 28, "V FF 740
10mght R O 20mght & DICT TR ICH LABRUEDNA D

N7, 72, 20mgPe 5T & 10mgHk 5-5 & O BNHET =S
B (p<0.05) 5D S 72¥.
NVFFT 4NV
77K
7R 10mg 20mg
I EFZhEERRE _ _ _
KA1>Z2aP N=106 N=337 N=335
e i 137 136 139
e btk 16.3+0.7 2183+04 229+04
p<0.0001 p<0.0001

50 O FEMNFE M (Mean), 5% O3 H &K FIMH
(LS mean) =SE.

MG BAN Z 7275 2R E DMK

BIEHX, 752 RBETIZ66% (7/10681), 10mghtTix22.0%
(74/33781), 20mght T1324.2% (81/33581) 1238 B 7.

B EHEREEE T 2PERLBEICHT 5 KRR
PNVFFT 4 VI0mg THBEZMIAL, &5 4 BBOREN T
BIREHFEMESHEONT, ZAEMNRIFTH - 7RI L
T20mg B U722, et 0B 4 2 8 #EA%R0 Hh 2™,

by — o
10mg—10mg 10mg—20mg
IIEFEHERRE _ -
KA1 RA7 N=10 N=22
e i 122+73 10.3+57
o BkG4dEte | 26943 | ] 175%75
5 8 Mtk 273+23 223+81
5128 % 250+85 222%81
STt (Mean) = SD
K1 2NV FF 7 4 V10mg % BIGHIR L LT, #5454 HEICHE
DO HELT- T2,

RIMEAE, 10mg 7% #kfe L 724 T1340.0% (4/1061), 20mg
AR U729 TI13.6% (3/2260) 1ICRRD b7z,

E T, BERM R OB 2 A5 2 BE DS OB E ML
RIEGMIPEALSBZ IS LT, NVFF 7 4 0 20ng D
BICLDV A7 - XA 74y PRBREIEh TR0

SEF -4

MECTER S N B MHRBICBWTIX, [IEFFEERE N2
A VA7 BCICEFEHE THAORD ], BEHE T3
OB & 0l LR, SV F T 40V 5 nghE & O10mg
BBV TT IR LA B LREENALNDD,

(1HAe7 X U A5 M AHEBR

NVFF T 4
754K WTTTA
5mg 10mg
Bk
Q'E?{Ef:ﬁ; N=170 N=188 N=195
e i 136 125 134
Peb-1% 150+07 18406 206+0.6
p<0.0001 p<0.0001
BEAE
1 )\%Ezr;ﬁ% ) N=171 N=189 N=194
e 551 46.0 42.8 454
btk 51.7+25 655+24 755+24
p<0.0001 p<0.0001
BEAE
ﬁm%géﬁ% ) N=171 N=188 N=194
e 5 14.9 14.0 146
Peh-t% 322+27 50.6 +2.6 645+26
p<0.0001 p<0.0001

P50 O FEF M (LS mean), %58 O THEF oM
(LS mean) =SE.

B 35 a 2 w275 R E Dbk,

RIVERNE, 79 & RBETIZ7.1% (13/18261), 5 mght T1319.2%
(37/19361), 10mght T1233.2% (66/199%1), 20mght Ti342.0%
(79/188%1) 1232 b7z,



(2)3—0O v/ ETHERR

NVFF T 4
75K
7 S5mg 10mg
,\"EF?’/Ef:?; N=158 N=150 N=155
P2 55 130 132 130
P2 515 132%06 19806 209+06
p<00001 | p<0.0001
rﬁ?f‘;gﬁgﬁ% ) N=152 N=152 N=151
P57 417 478 439
P2 5.4% 453+26 717+26 764+26
p<00001 | p<0.0001
ri@ﬁg;ﬂ%ﬁ% ) N=151 N=152 N=151
Be L 159 146 159
P45 249+29 549+29 61.6+29
p<00001 | p<0.0001

P55 D12 BT P39 (LS mean), 5.1 O IR FIMH
(LS mean) =SE.

Ll E L G i S ARV R e A OY i

BIERIZ, 779 2 REETIX10.0% (16/160%1), 5 mghtTi%19.1%
(30/157%1), 10mght TI1X27.7% (44/159%1), 20mght T i
40.5% (66/163%1) 1272 H 7z,

W EEE

1. /EAF
s 3 3 A A3 A5 B N B BN IR % bR X R TR R iR &
%%5cGMPIX, 7= V#EY 7 5 —¥IZ&L 585K EPDESIC &
LMAKGIREEDNG YA DIARABHEN TS, NVFFT 4
JVIZPDESZ HE 2 2 LIk Y eGMPRZWIMS &, BXEE
LY.

2.PDESFHE{ERA
PNVFF T 4 VIZEICPDESZ BHES 5. & MM, & b
Ra 3 AR B OB 2 T4l v N O PDESIZ T $ A IC.fiti 1
ZFnEN0.7, 34K T08InMTH - 7= (in vitro)™™.

3.PDES&IRM
2NV T 7 4 VISPDES & BIRMICHE L, ZofEHIdio
PDEsIZH 3 2 1EH & Y 10~1000f%5\ > (in vitro) ™. (ICsfH ;
PDE5:0.89nM, PDE1:121nM, PDE6:11~157nM,
PDE11:308nM, PDE2, PDE3, PDE4, PDE7, PDES,
PDE9 K O'PDE10IZH3" ZICxfiE : =1000nM).

4. BB BRIARcGMPEMIER
3nMBLEOBEET, NOfSARTHLE=ra7Vy FF Y
7 A (SNP) 1 u MIZ & % & b B ZE iR A il cGMP i BE B4
% i BEARAE RV BE5R L 72 (in vitro) ™.

5. iR AR AR
b MEREEBRAOSNPIC L 28 I L, 3nMPL LT
VEARAF Y TH 35 e BBRAE R % 7R L 72 (in vitro)™.

6. EEhEER
uHFIZ1, 3, 10, 30mg/kgZz R G5552LI2L ) R
1&1?30&5“%%@1’%7)*’%67}17:. F 72, PERRIECR D
%5 H? L LTOHOSNPO2ng/ kgEfIRNFL S X D NV FF 7 4V
OREEFHEMEMIZFHICBR SN, 0.1ng/kglh b THEARIER
T, POHEEMRERIA SR,

W B3R ICRIT 18 B—?—E’J%ﬂﬁ.
M CH,
o\\,/o ) /,N - HCI -+ 3H,0
HGCVN\) 0" cH, CH,

— %4 NV T T 4 VIEEREE K
(Vardenafil Hydrochloride Hydrate) JAN
(Vardenafil INN)

1b%:44 : 1-1[3-(3, 4-Dihydro-5-methyl-4-oxo-7-propylimidazo
[5,1-f1[1, 2,4]triazin-2-yl)-4-ethoxyphenyl]sulfonyl |
-4-ethylpiperazine monohydrochloride trihydrate

5}?‘3‘«‘ : C23H32N604S * HC] * 3H20

78 579.11

PR ARIT A~ IR O REOR KR TH 5.
AT & 7 — 0 (995) LT KIZRRE TR T V.

mzE =

e Al

5mg PTPW3E 105E (105 1)

10mg PTPAEE 20%¢ (105¢ x2), 405% (105¢ % 4)
20mg PTPA%E 205 (105E x2), 405% (105 x4)
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