*% 20244F 5 HeLaT (58 3 i)
* 2022475 AekE] (58 2 W)
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AREARE - 34

BIALARAEATE (C 1 S HEREE % ES
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2.5mg 5mg
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Tadalafil Tablets ZA "FUSO"

R ES R IVFE 458 Sl
) EERMEOMGTEIC I )AL

1. BE
1.1 FHE EWMAIE—BEER (NO) #5% (=rOJY
T, BERT IV, BRAVVIVER, 235200

%) LOBRICEYREMERIERL, BEICIESZ TR
BT ENFHBDT. FFIRSORIIC, HERAIL—BRELE
% (NO) #EHPHEEShTWEVWI L2 +9EREL. &K
B EHRRURERICEVTHHBAIR I —BR{LER (NO)
HERPRE TN BVEITREETHI L, [2.2, 10.1
ZHR]

2 REHEEC UHEESZOERL OCMEREOFTEERY
HWESNTWVAOT, FEREOFIIC, CIERBEEOHE
Lz +oHERTHE, [2.4.1-2.4.5, 8.1, 11.2, 15.1.1
2]

—_

2. B2 (ROBEICEBELEVI L)

2.1 REIORGZR L BBE O BEARE O B % B

2.2 GEEEHIOE R bER (NO) 54 (= b)) v,
HREET IV, REEA VYV VILE R, =35y IULE) 25
o [1.1. 10.1 2R]

2.3 WHkry 7= VliEY 7 59—+ (sGC) MKl (VAT 77
N G hofE [10.1 3]

2.4 RICIBITHOLMERBEEZETLEE (2N OBEILR
RRBE IRt s Tnb,]

2,410 NEEFEDO D L% [1.2, 8.1, 15.1.1 &]

2.4.2 0442 (NYHAGHEIEM L) obsbEE (1.2, 8.1,
15.1.1 2]

2.4.3 3y MO — )UREOAEIR, HiE (IM0E <90/50mmHg)
Nigay bu— VAROEINE (ZEHIE >170/100mmHg)
DHHEF [1.2, 8.1, 15.1.1 BI]]

2.4.4 LMD L3 BUNICH 5 % [1.2.
8.1, 15.1.1 ]

2.4.5 WA ZE - o BEAEEE SR 6 0 A LINIZH B
[1.2, 8.1, 15.1.1 ]

2.5 BEEOEEEDND LEE [9.2.1 ZH]

2.6 WEOHEEDH 2 EH [9.3.1 2]

W

3. #rk - IR
3.1 #%
WTEs | 45574 VE2.5mgZA [7V—1| % %5 7 4 WEEbmgZA [ 7 — |
18 1§Em
HRST 555740 555740
2.5mg Smg

RN

FURHKAT . fEdera— 2,
vrfoxyrso¥irtrno—
A, ZUAHNVAT—AF b
VA, o) VEEES R
UL, ATTY) U TR
YA, ETOAT—-RX, ¥
7. w2 uaI—)L6000. fEfl
Fy v, EE AL B
=gk

FUBE AR, fishtro— A,
b roFy oo —
A, Z7HEAANAA—AF b
VAL T ) IVEEEES M)
YA, ATT) VYT AT
A, BTOX0—Z, ¥ )L
7. <7 uad—)L6000. It
Fy

3.2 WAIOMIX

Wi5e% | 445574 )Vv$i2.5mgZA [ 7V —]
- FIE | EEEO 7 VAT —T 1 VT
FI E30] ()

® 0O =

[EXES B s
#96.1mm |#2.6mm| #83mg

Y5574 VEtbmgZA [ 7Y — |
P74 VAT —T 4 v 7§
FIi i i

®O|=

[EXES JE & N
#8.1mm |#J3. 1mm | #7165mg

I

Bits

4. FEERIIZHR
BISLRREERIE IS S BHRFEE

5. SHEEX IR ICEHET X8

5.1 RHIOWHIZH 72> Tld, BT KRAED ST -
LEINIDO T A K54 Y ESEORFIOERE B%12.
WL DB EET S Z L,

5.2 KHNZ X 2 HBRIIERBELETIEZR L, MHERETHL Z LI
BMEL, AAESICE YV BHET 20E0E s wgaE, T
M, oMY B4 LB 5 2 &,

6. AERVCHAE
HH L. MAZIZLIELEIY 5 7 14 Ve L Comg % fKIH%5-9 5,

7. REARVAEICEET 338

71 PEEOFREDDH L EETIE, AH OMEEPRRED LA
LBENDHHZENUBGREEFRONTHLZ 6, |
FOREZBEL A H1IALN2. bmgh &G 2 MY 5% &
bEETHZ Lo [9.2.2 2]

7.2 7+ 10— 5P450 3A4 (CYP3A4) %5 < MHES 2 HH] % 5
GHOBETIE, AROMPERRED EAT DI EPRBOLN
TWAHDT, 1HIM2 5meA S5 2 MG L. B OREZ B
S LD LEESmg YT A 2 ko [10.2 2]

8. EELREXWIEE

8.1 DK ARY T AT 5 —+ (PDE) 5MEH & FEEIZ, AHNE
MEIRIERAEZ A/ 2720 —BEOBREDIMITIT 25 5 b
LGENH Do KEPLG- ORI, OILE R EOF M % 145
MRS AT o [1.20 2.4.1-2.4.5, 15.1.1 ZH&]

8.2 ABRRILL EoFE 0 EE X (6HER DL L3Rk 2
APl Ehite) APYMENC T FRCHE SN T b, Filedh
LT B ALE Z R 2 AT b 7 v b MR o5 L3 Ehik
PRBEZ AKBEMIICIRZ: 9 2 W% 2 DT, Fhleh e D ER 9
LIERDS A HN72Hh . EHICEMOZH % <) 5 & ) R4
Z): ko

8.3 ARAL G HICAHLEIET LIZAMARIIELDED S5 bh
HAE. RRORME IR L, # e  ICIREFEME OB
A L9, BEICIEET AL, [15.1.2 B3]

8.4 FiRRERIZBVT, O FVRHERENZO LN TWILDT,
EHTESE. BB E OIS G2 ) P A 503 2 B3
BEsHELZE,

8.5 AFIIE G IS AR EN T O 22 (e, o F
WEME) S DB D) DO bREEIIE. AFORME d
L, #ePICHFRBEMEOB ST XI5 L. BEITHEE
THZ e, [11.2, 15.1.4 BHE]

8.6 EWNIZB W T FIZIRAE K G S & O L 72RO R %)
BT SN TR,

TR
) 7 A



9.
9.
9.

1
1.
D& BHBE

BENHREFATHIBREICHTIE
AHHE - IEEFDH 5 8E
1 BREOBELRM (B, BEORKMIE. Peyroniem¥)

xr
=
>y

KA OB IZ L VHEABIY ., 2O REE WA %T]
EBITBENDED D,
9.1.2 HGPHRENKE L4V B HEE BFRFLKMEEND. %
HUEHE. RS DH3EBE
9.1.3 HMMREBIIHEEBEDH 2 8E
i vitroRBET= ha )Ly R+ b s (NOMGH]) ok
BB IR 2 8R4 5 2 L 25 b T w b, kg
AT RO B 5 BE IR A REVEIIMET L T v,
9.1.4 PEERETHERE
PDE D {n i 5E % F O REGI A HGEED S5 5.
9.1.5 PDESPEEXRI 2R EHDEE
BEHIE F ORRERA e

9.2 BERRERERE

9.2.1 EENERERE
B LawZ o RROMPETREN EAT 2, 72, Ihb
DB NIAF OBRGE BN B WD S B 72 O R FER Tl
BEhts v, [2.5, 16.6.1 ZH]

9.2.2 FEEDNEEERE

KA O MAETRED EAS 2 REMED S %o [7.1, 16.6.1

1)

9.2.3 BENERERE

[16.6.1 Z:i]
9.3 FFEEREERE

9.3.1 EEDHEERE
BH LW Lo INLOEFRHRFHBRTIERII SN TS,

(2.6 =]

9.3.2 BE - hEEONEERE
INHDOEHEEMRE LIAMER O LENZRIE L LR
ABRIZFER L TV

9.8 EmitE

7

~
=z

— A AEPEREAK T LT\ %, [16.6.3 ZHH]

TI Y L
[16.7.3 2]

JE B OV e 30 0f 2 1 e
KEZNZN9.8lmmHg
K O%5.33mmHg FF&E$
5L OMENDH H60, F
7oy a BN & o6
TRAMEDFEIR % £
MEBETEZRLEZED
WErd b, BETR
EELTHELOR
kA etk % R
LB o AREEICEKS
THZE,

R 1)
VN =R
A bToo—)v
T T
TN Y

TvIAT I
FARFEBUA (L %
ZH) EOBERIZLY .
1 H AT B U 9 1
T OSHE BRI I E 13 %ok
FNEN8mmHg K ¥
AmmHg F T % & Ot
E2H LD,

AN F R

PRI & D BEFEAE A 2
R A2 BLID D 5,

A5 B ARAEIR - $5 87 W - el T
a KR F &4 D 2k o fF AR A A SRR AR LS
R WX ALPGE N X A BEIEER T S

oo, PERIC L) BRIE
EMEHmy 2BTh
BdHbo

®|N)VA T T b

SE AR LE &k 25
BENWDH D, Gk L
DF I E B+
SICER L. RE LR
LEERVEHTS
AR T S
g

RSN cGMPiE EE H3HE
L. BEFEAER %2 855
LBLTNNDH b

11. BMER

ROBWER DS S bNDZ ENHDLDOT, BlgEE +512470v,
BARDFRD SN A3 G F Ik B A ) 2 AL & AT

yZ L,
1.1 EXLEEA

11.1.1 BEE CGHEARH)
5. EIRE. HINEIE. FIBMER S &, Stevens—JohnsoniEf#

10. HEfEA BEDH DML EDD D,
ARANTFIZCYPIA4IZ X W R &5, 1.2 ZOOEIER
10.1 BHHAZZE BFALEVWC L) I 538 1%L 1% HEFE R
S 445 BEAREIR - 518 BT - fabriE TEER % BE. 13T O ZEED | g
Al K ONOE G-/ (PRI & 0 . BEEAEH INOIZcGMP @ BE A % il #L S DZEERIBIED |
= = P A ) AR T L EOEENEM L. —H .. KA L S, AR
HiAgEE 7 3 v HoHY ~3), cGMP D %5 fift & #ifil3~ % Kok | EITRR IR, A, ApE

TERA VU VY R
—ag YL

e AN IR
12 & D cGMPOIR % A

Feiin,  HEREED AR
9E . A I IR P

SN

[1.1. 2.2 2] F B NOO I 454 2, [RGIERE,
WY . WFACHR. JEBHIR 2
GO PEAC L b, MIEMT|BEATIC X 0. M A PERT A M PERL A
VY TT b (7R RRITBENS DS, cCGMPIESEM L, 4 FRAEED) | J2 50k
LISR) S ML A2 A B 7 2 HENEED | POk
[2.3 BH] ZRIETBENDD Do BEWENRA HB L
10.2 BEAEE (BHACERTSIL) s LR R IS T3
FHEE BRI | BT - ERR T = oo Ib
CYP3AMIEH] W CYP3AANLEE I CYPSAAMIEIZ L 2 7 ) o 975 A
A NFaFV— EHETATNAT =TT ADW, ey K pE AL i
yonau=4Ty |V GROF. ENRRE @F%.,T = W TR | P —
FsT LU ) LML . FER - AR SEiE FEIED T )#;E oA
L= T 7= 7 | RKADOAUCK U Cmaxh _ _ il _
DET ¥ 312% % 1822% 345N % WK - gt f)gﬁiﬁﬁ‘:\ H 50 | FRfcphteie, Fhid
(7.2, 16.7.1 3] | L oW DH 20, ! =k DI
HIV7 057 —EHEA | U FF EL L ojEmIC PO 2 U N
RS Xy, EHOAUCH B2 Z it
LYV FEN 124% 85003 2 & O Lo CK 17
HEFEN BB, #1D [1.2 2

FIVF OV EE
[16.7.2 7]

CYP3A4:53554]
V77 rET Y
TJr= MV
T ) NVEY — )
P

V77 ¥Y Db
M2k, AHOAUC
K O CmaxD3Z N1
88% i M46% MK T3 5 &
DD B 55,

CYP3A4FHEICL B 7Y
T ADOHIMIZLDY
ARH) O ML P i AT
T L ARH 0w
3T A5BEND DD,

#2) [15.1.2 2]
£3) [8.5 ]

13. BERE
13.1 @&

EEE ISR e S ER/AAPR AP TN

HEIHIFFTE 2,

BEWICX D7) T T ADR



14. BRHLEDEE

14.1 FEEIZFEDEE
PTPEZEDHEFIPTPY — b S Y L TR A £ 9 g
FTAHZ Lo PTPY — MDA L) . FE S 5075 A kG I~
FIA L. I35l e B 2 L CHERRIR 254 o 15 2 & BHE & 3F
BTLIENDH D,

15. ZO/MDEE

15.1 ERER{ERICE D 154k

15.1.1 FRAEHREAE LT ENY 59 74 VOTTREZED
HEHMAIZB W T, LAZE, (LB, CEEAREIR, B
Iy — BV M S O T 2 LI REEA Y 75 7 1 )V
BEBICEBLTVDE, IRSDOELANERDY) 27 77
28— EHLTWLEEThH o720 £ DFEEH, MHITAH X
BHATAERICRO SN, PEAITIEH LD, WITAELLICY Y
T T ANEGRIZHEOONTLDbH o7, TOMIE, 555
T ANEHEG LT ABROBER > SEHERICHE SN TV,
INEHDIEFINZONWT, #5574, WATE., REEENE
LW/ RbEdE, S h s OBEROM A DE IO %E
RICHEHEBEEST 20 E) 25 ET A LI TE RV, B,
VAT B %2 D BN D L OMEREEEZETLEEICIE, ¥
¥ T4 NVERASHEERE LTHATL L 3ERE SN
TWwh, [1.2, 2.4.1-2.4.5, 8.1 ]

15.1.2 #5H & ORBEEIRIZI S 2 TlE VAL, FHENZ BV TH
FPEANEERER & L THHEN2Y 55 7 4 V% &L PDESE
FIFe G2, FICHEAET RHEIELORKE L 20 9 IS
IR & VLB BB B M AR E  (NAION) OZEHAHE S hTw
589, CNSDEFEDEL IF, NAIONDOGEHE T [Fis (50
ML) BERE. WILE. TEIREEE, EiRIE, BUEsE] %
*{ L/ TWw ﬁ:lO)o
FRENZ BT, NAIONZ 83 L 7245 Ml Lo B xt % & LT
FEE S N7 H O IRIFZE Tld. PDESFHEH QP57 5 1 221
H (T12) OSEOHIEWN (45574 VOBEF4H INIZH
L) 1E. NAIONZEBLY A 7 589265127 5 2 s EnTw
AW, [8.3, 11.2 ]

15.1.3 FH & O R EBRIZI S 2 TlE R was, FHENZ BV TARH
% & GPDESHERFE 512, s, B EO B S &
NTWna12 13

15.1.4 5] & O EBRITH S 2 Tld e wads, JHENZ BV TARH
% & GPDESHERR G #12, Thic, B ET 325
PEEERE AR STV h, SRODBRETIE, HEBED LD T W
P 2 DD D, [8.5 2]

15.1.5 7V 3 — VER TR IO ARH] % $ 5 L 7244 E o [ R 3 P R B
(A#I10mg. 20mg) ® I2BWVT, 7 I — VI sE, &)
DIMFEREEDO TN LI EZZ T Rd o 2h, TV
a—VEEHE (0.7g/kg) S LHBEIZBOT, ©®Fn
RN AR 23 s & 7210 19

15.2 FERERRERABRICE D C 155k
25mg/kg/day L FORETY 5 7 4 V& f 2123~12% B
WHEOES LB R BV, BREEOKT., Bl
RO, B RO T RO DR b & O
HhHo b MIBULAETMEEICH T 2 &2 MET L 22 E
PREER D — B TIEEIGRE T- I 1 O 3580 H 78, H5TE
B, KT AR R VE I T RoOREICB VLT
ZEALDTFRD BN Tp o 7216 1D

1) AR EIZSmgTH b,

16. EYENRE
16.1 IMERE
16.1.1 BHERS
(FILF 1 TE22.5mgRUHILT 1 7 §E5mg)
HAR N A366112% 75 7 14 V5, 10, 20, 40mg% H.[al#E
[HRGED L2 &0y 55 7 4 VoliiEdiEiEix, %50.5~4
B (T DS, SRR ORIICY — 2123 L2t WL
720 (HEFFIIEH 14~ 15K TH - 7218,

1) EFERAIZY 5T 7 4 V5, 10, 20, 40mg% HIaHz5-#0 L
oL EOMEEN Y 5T 7 4 VIR X ) B L B EEE T

A=
i | n |AUCo (ug-h/L) |Cmax (ug/L)| Tmax (h) #2 | T2 (h)
3.00 14.2
5Smg | 24 | 1784 (35.3) |95.6 (30.0) (0.500~4.00) | (19.9)
10mg| 23 3319 (32.5) 174 (26.5) © 50%3(11 00) ég&
20mg| 24 5825 (23.2) 292 (26.1) 1 ngg 03) &?%
40mg| 23 10371 (32.3) 446 (20.2) © 50%3(11 00) ég&

RATFIGE CLEMRE%)
2) YL (FEEH)

(8557 1 ILEE5mgzZA [7V—])

TR NBYE23BIC % 5 7 1 VEESmgZA [ 7V —] &
T4 TS mgENENIEE (¥ ¥ T 74 0VE L Thmg) %, 77U
AA = N—= I X D HERRICHEEREORS L. #5570, 0.25.
0.5. 1. 2. 3. 4. 5. 6, 10, 24, 48, 72812 CHlE A % R
WMLz EDY T T T 4 VOSEYEIRE/ ST A — & J OIS P
JEHER LT O LB TH Y . WRANIEYFRYICHSE L 2k
SN,

£2) WHEWRAIZY 75 7 4 VEESmEZA [ 7V — 1 KUYV T 1
7 HEbmgx HAPR G- L7k E oMY 45 7 4 VIERE LY
B LS EIRE NS A — %

AUCo-72
| (g - /L) Cmax (ug/L) | Tmax (h) | Tz (h)
55T 7 4 VEE 2031.91
SmgZA [7Y—] 23 +63] .64 94.85+18.92|2.6+1.0(16.0£4.5
P54 755me | 23 | 210860 1103 94494 06] 2.6+1.4 |15.8%5.1
feal. 75 . . 6=1. 8%5.
Mean=S.D.
120
100 |
ol -2 X5 7 4 VEEbngIA [7 Y —|

- /LT ¢ 7 iEbmg
Mean=S.D.,

n=23
60

40

20 1

Mifef 2 55 7 ¢ AP (ue/L)

=

72

60

3 8
PR (h)
1) #EHREBRAICY ¥ 7 1 Vv mgZA [ 7V —] ROH VT«

7 Ebmg & A G- Lz & EoMiiEdh 5 575 7 1 VIEEHER

ME AR NIZAUC, CoaxEDIXT A — #1%, WERE O3IR,
PR OFRIANEL - WS OFRBRGM & » TRL 2 TREMEA D 5,
16.1.2 RIE#HRE

B SZBR AR AE L ) HEIRBEE I AR NBE 1260128 5 7 1 v
Smg# 1H1E10H M KA S Lz, EWIRETHY &5
7 4 WD AUCHK U Comaxl T AP G- & bR CTHRI2E 2T I L 7220,
223) WV R SAE AL ) HEREER AR ANBEICY 575 7 4 )Vbmg

Z1H1EN0H BAEHER G- Lz & EoliEh s 5 7 1 VigkE
LD HEI L EEE 8T X — 5

0 12 24

H# | n |AUCo2 (ug-h/L) |Cmax (ng/L)|Tmax (h) #3| T2 (h)
4.00

1HH | 12 1410 (31) 10227 | (4 0~4.00) -
3.00

10HH | 12 2710 (27) 173 (24 | (5 004 00) |29 (29

RATFIGME (LEIRE%)
E3) R (ERH)

BB AEAE LB ) BEREEE A AR A B 2R L2 T
EEREBERRBEICBNWT, 595714012 5mgid5mgD
WENE L LA AR S L7z Smeg% kG- L7z L S ol
eh s 575 7 4 VIEFEIZ2 SmgDRI2fs & 72 - 7220,
16.2 TR
16.2.1 BEORE

TR N8B % 45 7 4 V20mgk £ (ElRE) XI3Zem
BRI LR 1% 50D L7z & & AUCo-e0 2 U Crnax 12 B FHIEHL
X BHBIRO LN o722 HEANT—%).



16.3 970
16.3.1 MFF[HEEE
5557 4 IVOIEEAKEH1394% (n vitro. “FHENTE)
THND, FIZT VT IV R a BEUHEED L AT 52,
16.4 (X3
EHEA6BIIZUC-% 45 7 1 v 100mg % H g 1% 54D L 72
EEL MAEFICIEEICY T 7 4 VREAER T X F VT
=V I 8 Y BIA RS IS RO X F v
T I=WAKIZ AF VA T =7V 1 v AR D 10% A
Tho72® HEAT—%),
16.5 Bkttt
TERERL NGB UC-% 475 7 1 )V 100mg % BRI T 55D |72
L &0, 5431285 F TORGSRERIGER I IEAE 160.5%. TR
H136.1%CTdH > 720 FEPFIZIZEIZATF VAT A=K, 7T
I— R, BRI FEICAF VA Fa— V7V s o y BRIAk
KOATa—=N7 NV rayBIREERNRD 50722 (FEEA
F—=%)
16.6 FENER2FJ28E
16.6.1 BEZTHE
(1) BERUCHEEBEETEE
TERER 12060, R EEEE (CLer=51~80mL/min) 8f.
SRR ERE (Cler=31~50mL/min) 8#Il2% %5 7 1 v
5mg M N 10mg#x B [ARE 55D L7z & & AUCo-o0 M UCraxtd
FERE R A D ZF 2 #9100% K U820~ 30%38H0 L 72200 20 (4 E A
F—%). [9.2.2, 9.2.3 ZM4]

(2) MEEFEZTTVIREBLRLEE
MEENT % 2 T 2 KIBEAEBEL66IZ S T 7 4 )Vbmg,
10mgl O20mg % H.AE #5550 L72 & &%, AUCo-o M UCrax
VR ERE N D LB A 109% Sz DN41 %340 L 7227 (WREIL 7 —
%) [9.2.1 2]

16.6.2 FFEERE
T B R A\ 8B I OS2 BB 25119 (2% 45 7 4 )L 10mg % Eiln]
PG Lz b &, BEFREESRE (Child-Pugh class A)
LSRR 9 B3 (Child-Pugh class B) @ AUCo-o 13 HERL,
NEFIZFABETH - 7220 JHEAT— %),

H4) BEMITEE (FRIGIF 2SO SN2 %) . n=8 BTk
(Child-Pugh class A). n=8 : FEE TR % (Child-Pugh
class B). n=8 : EE TR (Child-Pugh class C). n=lo

16.6.3 =

T 1200 (65~785%) K OMEHEAFEE 1261 (19~455%)
124 457 4 V10mgk HIAEE O G L7z d & Chadd S
H L L TIRIEFABETDH - 728, SlE DAUC) 3 EE
IZHHI25%EETdH - 7220 (JHEANT— %), [9.8 ZIE]

F4) BREROEFEEICY ¥ 7 4 V10mgk HIEHG Lz L
EOMEET Y 57 7 14 VIREE X ) HH L 723 B ¥ T £ — 5
AUCo-

n (ng . h/L) Cmax (ng/L) Tmax (h) 15) T2 (h)
o 4881 196 2.00 21.6
mpE | 12 (31.7) (26.9) (1.00~4.00) | (39.0)
e 3896 183 2.50 16.9
HEE |12 ) 25.5) | (1.00~6.000 | (29.1)

RATFIHME CLERE%)
15) iyl (FEH)

HIAZBRIEAE |2 D HERBE & o S 1260 (70~765%) KU
T E1206] (42~59i%) 124 4T 7 4 V20mg% 1H 110 H [ X
BRI GED Lok & @ilnE OAUCo-21& CrnaxlZIERHRE 12
b2 (1913%) K- 725,

#5) SEE R OIEEEREICY 5 7 1 )V20mg7 10 H AR 5-ED
L2 XoIMsEd s 45 7 4 VIR X b B L -3 EEe <
G A=
AUCo-24 Cmax 16 §
n (ug - L) | (ug/L) Tmax (h) #6) | T2 (h)
e 3900 273 4.00 B
g | FEE 120 ag) | (@) | (2.00~8.00)
DayD) | gy |11 4500 328 4.00 B
FE 1020 o) (23) | (3.00~8.00)
s 7360 472 3.52 25.7
g | FWE 12 o) 33 | @2.00~4.09| (1)
(Dayl0) [ | 8280 536 3.50 23.6
EWE 1000 ) (35) | (2.00~4.00) | (20)

AT (ZBRE%)
E6) Ryl (FF)

7)) JEminE ORI METHE IR EE R E 2 A5 2 e L O
B2 TVICMEE S 5T 7 4 VIREEDRIL S 7o iR &
B <1081 (42~587%) 755

16.7 EMHEEIER

16.7.1 O haFJ—Jb

FERES L2601 4 b 29— )L400mg (1 H 1AE 1% 5. EXN
KIE5E) L5 5T T 4V 20mgxk PHFEGEY Lz &, 5455
7 4 IWDAUC)o0 M U Crmaxtd s ZIEI312% 2 UN22%38 1 L 729
(EINT—% )0

R ALLBIC 7 2+ —)1200mg (1H1EHE1#H%E) &%
7774 V10mgx RS ED Lzt &, #5857 4000
AUCo-o M O CmaxlZ Z N ZI107% N F15%HE N L 725 (HFE A
F—4%), [10.2 ]

16.7.2 U R FENL

FEEERL L6612 Y N F € r500mg X 13600mg (1H2E) & % %
5 7 4 V20mgH PEHIEGED Lz &, 457 4 )VDCmaxld
0% L7245, AUCo-1d32%8 L 7220 JEAT—% )0
TR ASHIIZY) b EL200mg (1H2E) &% 557 14
20mg & PERHIRGED L2k &, 45 7 4 VOCraxlXFFRET
Ho72h, AUCo-lF124%3IM L 720 (MFEIANT—% ). [10.2
Z ]

16.7.3 aEHTH

(1) FxHvUs>

TR A L8BINC N W' o 8mg % AERR 4% 5-H5 o) 58 i IR g
T ¥ 5T 74 V20mgx HIAFE O G Lz& &, Aol
MEEA K ORI O K P s 2219, 81lmmHg K& U
5.33mmHg. BAREO NI K OEIRIME O F KT FeE i3 2
Z13.64mmHg %z 2. 78mmHg TdH - 729 (FEANT— %),
TEHERNASBIC K3y v (dmgE CHitl) £ 44574 )L
Smgx1HIMMEROHRG Lz &, F¥ ST Vv ollEFET
TERNZHESR AT A B 720 ZORERIZB VT, KMEEOIER % 1
IMEZALICE T 2HEERERPALNT WHEAT— %),
[10.2 1]

(2) #aLzO> >

TR ALRBIIC # 5 A 1 3 0. dmg % AR # 5 H  E Ik
HET, # %57 4 )V10mgi320mg % HRAFREHE) L& X, 37
RED NI K OTEHIN M O e KT Bt i3 2 212 3mmHg
U2 2mmHg. BN WG K OPERREA T O ok T Bt 132
Z13.2mmHg M 083.0mmHg TH 0 . 35 22 ENDBEIX
BOSNTE o720 HEATF—%),

fERERA3IBIIZ A AT Y 0. dmge ¥ %5 7 4 Wbmgx1H1
BISAEREII G- L& &, e PR MENOREIIFEO 5Lk
107239 (MAEAT— %) o

16.7.4 Z Db DZEH|

fuFl (=952 v, HIEREAH) X370V 3 — )V HARHF (103
1220mg) ) 12 BT IO WTHRE LR, S FF U,
HFIMEIC A HI AL 7 )V 3 — V2 X B KK DS BIRE 155 5 1 &
MR EIRD SN Lotz T2 AH (10X1220mg) #V
PFl (35T L, FAETAV Y, INVT 7)Y RT AT
VYY) IET N3 — I BT REIC O W THES LR,
AN EBIFITA, T T4, ULTF) >y, TArO
DY VLTIV TV OEY BRI T 5 5 g IR
SN o7z 15 3D =360 (LEINT— % ),

16.8 ZMfth

54557 4 VEE2.5mgZA [ 7V — ] ZBEMBEIcESE, ¥4
5 7 4 VEESMEZA [ 7V — ] LW EEE & A SN2,

E1) wAAKFEHEII5mg TH 5,

17. ERPRERIE
171 B RORLM(CET 3 KR
17.1.1 BANSE [ H-_ESR SRR
HARNOHIIRAERAE LD PRIRBEEEE (4226]) 2RI
TR, 557402 5mgXidsmgH 1 H1EI2BEE %S L 72
WEEL IPSSh—F VA AT OR—AT A4 hbOEE (R,
THREIE) 1377 RHET-3.8, ¥5 57 4 )L2. 5mglET
-4.5, 5mglT-4.9CTH o7z, ZILED T T L REE L DT,
Smglt (-1.1) 2%2.5mghf (-0.7) 1CH_TE7%RE L., HE
ARAF 09 72 BB ASFR D H 7239, (BRERQD)
BEWFRSBMERE L, ¥4 7 4 V2. 5mghET4.9% (7/14241)
MO% %57 14 VbmghtT6.4% (9/14061) Toh - 720 F7%H)
fERIZ. 2.5mglE Tl 12 TYH2.1% (3/14261) K O @iFEDS
1.4% (2/14261). 5SmghtCid. HILAREA2.1% (3/14061) K
NETY H%1.4% (2/14061) T - 720



17.1.2 EEEFRE IHA-S5REBEKRAR
AR, #E T OB B O[S RE (28 ) HE R = 25 (309
Bl) ZRI. TTRRNIEY ¥ T 7 4 Vbmgw 1 H 11258 [
P L 72ER, IPSSh—F VAT T DOXR—AF A4 ¥ h b DAL
B (RN FPE) 1375 2R BET-3.0. #4571 )V5mg
HET-4.7CHY ., bmglid 77 v REE L LI L TREFFICAE
EatrEE R L7z, bmght ClIk G2 B O 5% 5IPSS b — %
VA AT OUEDFRD SN2, T2, HAANBRE 17361) 12
BUIBIPSSh—F VAT TON—Z5 {4 v b DEbE (B
THEEIE) 1375 v RKEET-3.1. ¥4 T 7 1 L5mghET-4.8
THY ., bmghtid 77 b REE L i L CHEETAIICE = s
R (FeRBEL D 1.7, p=0.036). (FER®D)
BIVEFRSSBUEIE X, ¥ %5 7 4 V2. 5mghET9.9% (15/15141)
K O5mgRET13.5% (21/15561) THh - 72 EREIMEHIZ.
2.5mglEClE. M. AR OB A25451.3% (2/15161) .
SmgETlE, REA3.2% (5/15561) MALALE, Ml I
7 VT F VAR ARF = BN O RS %1.3% (2/15541)
THo720

17.1.3 EEERSE IH-—E5REBEERFAR
H A K O E O RS2 R IE A VAR D FER S (61061) %%t
R, TILELIEY ¥ T 7 1 Vomgk 1 HIEI28HFS L7
R IPSSh—F VAT T ONR—ZA T4 95O LE (/b
T EIE) 13T RBET-4.5. ¥4 T 7 1 VbmghET-6.0
THY ., bmglld 7 7 L REE L B L CHEHAIICE = i
ZR L7z SmelETIdd 548 %4 5IPSS b — # )L A 2 7 Dl
REDENZ0, Fhoo HARNEE (44961) 123515 HIPSS b —
ZNVAITDN=AF A hb0% bR (R EHME) &
TS5 REET-4.8, ¥ 5T 7 4 VomghfT-6.0CTdH V. Smahf
X7 5 bR L CREISFICEE RS2 R L (75
AR LD -1.2, p=0.017). GER®)
BIVE R B HME X, ¥ 4T 7 4 MbmglT15.0% (46/306%1)
THholzo EREWERIZ. HALABRH3.3% (10/30661) . HEE
H32.6% (8/306f1) K UIMLH 27 L 7 F > & AKFF — BHNH
2.0% (6/30661) TdH -7z,

#1) IPSS F — % VA 2 7 OF5HIHZICBIT 22 1{LE

5 Er 2 Zikw | 7Tk
WEHE | n ()wa{ﬁ) 128t | (/b3 | R#EL | pff
CrgfE) | FigfE) | o
mIANED | 770K | 140] 16.5 12.8 -3.8 - -
fifERab% | 2.5mg |142| 16.3 12.0 -4.5 -0.7 | 0.201
ED) | 5mg |140| 16.4 11.7 -4.9 -1.1 | 0.062
FEIMARED | 75 kK| 154| 16.8 13.6 -3.0 - -
fifi AR SR
(52) 5mg 155 | 17.2 12.2 -4.7 -1.7 | 0.004
HIMARED | 75 AR [304| 18.7 13.9 -4.5 - -
fifi A S
(RER®) 5mg [306| 18.7 12.1 6.0 -1.5 |<0.001
#1) BT T OVEENT (LOCF %)
H2) REREME 77— & ORENFE T VIR
i
0 2 4 8 12
0Q ‘ ‘
o ~-0-4 4T 7 4 )Lbmg % 3k 1 P<0. 01
S - 7Ttk s % % 1 P<0. 001
Jg
N -2
n
X -3
=
T 4
§ -5 * K
-6 (/N T+ )

1) TPSS b — ¥ V2 3 7 OFGHIRIZ BT 5 LR OHHER (5
AR H LR R R (UBRQ))

bl
0 4 8 12
0Q . .
i O -O-H K457 1 )\bng %% 1 PO, 01
RS -7 TR s sk %k : P<O. 001
W ol
S
N
oS
N
R4t
x
]
z 5
90}
£
= 6 o,
-7t (/N = TR+ AR R 58)

[X2) IPSS b —% )V 2 2 7 OHEGHIHBICB T A ELEDOHRE (45
M EE IR GUERG))

17.1.4 EARRSFHFERHR

5 TARBUSR Z 58 T L 723940 DB 7034258 o S e - I 5 1k
BRICSIM L 720 BISZRIERIE IS HE D BEREEBHICS 57 7 4
N5mg#x 1H1M548MH (“HEERNIMI2EE &) Rk
G L7248, IPSS b — & )V A 3 7 DRk 7 B O MEFRF DS 720
St REIOR AR O B 745 DR S N 7z®,
RITERZEBUHEE X, 4 4T 7 4 WbmghtT10.7% (42/394%1)
Tholo TREWERIE, HLRRROE Sl iR B0 %
1.3% (5/394f1) Td o720

18. EERpEIR

18.1 EHHF
%5574 VIFZPDES#BHES 2 Z &2 X 0| BILME K OV
W A6 NS PR B S OIS NcGMPIgE % A S8 %,
55T 7 4 I X B IENRRVER % A L 72 i 38 0 A% w3z i e
FAELZARE D BEREEEDERBANCF G L TwbHEEZ LN L,
F 720 BB OGS BT B S AR A I 12k A 1R
EHiE L TV AL D 5,

18.2 PDE5FAEEA
5557 4 WILEIRIWPDESIEHRTH 5, b biltfnTHlAMRZ
PDE5 % #1nM®DICsofli THL% L. PDE6J2 O'PDE11 & I#§ %
EEFENEFNTO0NK 1445, FDOMOPDEY 74 4 T L d 5 L
900015 LL_E > FARYEZ 7R L 724V (in vitro) o

19. FIERAICEET 2 BEFZREERE
—f%% : ¥ %57 1)V (Tadalafil)

{E%¥4 : (6R,12aR)-6-(1,3-Benzodioxol-5-yl)-2-methyl-
2,3,6,7,12,12a-hexahydropyrazino[l’ ,2" : 1,6]
pyrido[3,4-blindole-1,4-dione

BFR ¢ CoHioN3Oy

SFE © 389.40

BER

M R HBOBETH S,

TAFNVANEF Y FIEFRT L TP MUV
gz s 7= (99.5) IZHEIFIZ L KIZIFEAL
[EIB R/

22. ‘A

(B557 1 IJV8E2.5mgzZA [7—1)
10082 [10§E (PTP) x10]

(8557 1 EE5megZA [7Y —])
10088 [1088 (PTP) x10]
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4) ) P FEVREOT haF =)V EOEWHEER (V7)) A5
Smg. ¥ 7 YU AEI0mgKk T 7 ) A§E20mg. 20074E7H31H
KB, HFEERHMNE 2.7.2.2.2.3.2)

5 V77 EL YR bad =) EEYESER (7Y
A$Ebmg. ¥ 7 ) AFE10mg K Y 7 U AHE20mg. 20074E7 H
SIHAGE, HiF&ERE 2.7.2.2.2.3.1)
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14) 7Iva— ) oEyHEER (44771 )V10mg) (¥ 71 A
$tdmg. ¥ 7V A$E10mgk O 7 ) A§E20mg. 200747 H 31
HAGE, HigBERM22.7.2.2.2.3.9, HEERME
2.7.2.2.2.4.7)

15) 73—k OFEYHENEN (4557 1 v20mg) (V7 1) A
$¥5mg. ¥ 7 1) AFE10mgh VY 7 1) Z$E20mg. 200747 A 31

HAGE, W@ #2.7.2.2.2.3.9, W& FHE
2.7.2.2.2.4.7)

16) Hellstrom WJG, et al. : J Urol. 2003 : 170 (3) : 887-891

17) B RT3 (7Y A4Eimg. ¥ 7 U A§E10mglk
WY 7)) A$E20mg. 200747 A 31 H KRR, W5 & BHE %
2.7.4.4.3)

18) MR IS BT 2y ERE (LEHS) (27 AfEdbmg. ¥

7 ) AFE10mg Kk v 7 ) A%E20mg. 20074E7 H 31 HAGE, H

THERMEEE2.7.2.2.2.1.1)

NEER  EFNREERARR (55T 7 4 VEEbmgZA [ 7

v —1. 20204£2H17H &R, CTD 2.7.1.2.2)

HARN O/ VE BB 2B 28 EhaE (KERS) (P

T4 T $E2.5mg K IV T 4 T $E5mg. 2014451 A 17 H KR

HREE RN E2.7.2.2.2)

21) WISZBRIERAE NP ) BEREE L A9 2 HARNEZICBIT 581
MREE (FIVT 1 7HE2.5mgk NV 7 1 7HE5mg. 20144E1
HI17THAGE, HRSERZ2.7.2.2.1)

22) HEOEE (7)) Agbmg, ¥ 7 ) A§10mgk > 7 ) A
#£20mg. 200747 H 31 H KRR, HFEERHEE 2.7.1.1.3)

23) |EHEA Un vitro s 9 by A XK ME) (0 7) A
Smg. ¥ 7 ) A§10mghk ' 7 1) A§E20mg. 20074E7H31H
ARFE. R ZE2.6.4.4.3)

24) BAREA (n vitro ;s & MILHEEE) (27 AfEbmg, 7
ZFE10mg K VY 7 ) A§E20mg. 2007457 B 31 H &R, HiEE
FHEE2.7.2.2.1.1)

25) WA A SR O EIRE (27 ) AfEdmg. ¥ TV AfE
10mgh O° Y 7 1) Z$E20mg. 2007457 H 31 HA&RGE., H a5 &R
%2.7.2.2.2.1.3)

26) BEAERERE B IS B 2 EWEE (27 ) A§Edmg. T A
$E10mg K VY 7V A$E20mg. 20074E7 A 31 H AR, HEEE
W5E2.7.2.3.5.2)

27) Forgue ST, et al. : Br J Clin Pharmacol. 2007 ; 63 (1) : 24—

35

R OIEE R E 2B LY EIRE (EERS) (FvT 4

7§82 .5mg NV 7 4 7 $Ebmg. 20144E1H17H KGR, Hih

BRTE2.7.2.2.3)

U NFELNEDEYHEER (V7 ) A8Ebmg. ¥ 7 ) A8

10mgh O° Y 7 1) Z§E20mg. 20074E7 A 31 H AR, HiEERME

72.7.2.2.2.3.3)

30) ¥ aAnuy yEDIEYMESER (7 F2 V7 $20mg. 20094F
10H 16 H &G, W Eri%2.7.2.1.1.2.5.3)

19

=

20

=

28

N

29

=

31) HIERF M O Ho e AR HH] & O EAER (27 1) A$Edmg.

7)) Z5E10mg K Sy 7 U A$E20mg. 200747 H 31 H K ER.
BRI TE2.7.2.2.2.3.8)

32) 35T AL OEYMENER (V7 ) A$E5mg.
10mgk U8y 7V Z$820mg. 200747 A 31 H &,
52.7.2.2.2.3.5)

33) 74T 4y EOFEYWHENEM (Y7 ) AEbmg.
10mglk 08y 7V Z$E20mg. 20074E7 A 31 H &
52.7.2.2.2.3.7)

T A
FH 5 B R

o7 AdE
F G R

34) U7 7)) v EOEYWHEER (44774 V10mg) (7Y
2$E5mg. ¥ 7V AFE10mg K Y 7 ) A5E20mg. 20074E7 7
SIHARR. HEERIEEE2.7.2.2.2.3.6)

35) TNT )y EORYMERR (54557 4 020mg) (7Y
AgEdmg. ¥ 7V AFE10mg L Y 7 ) AFE20mg. 20074E7 H
SIHARR., HiEERIEE2.7.2.2.2.3.6)

36) 7 AauY Yy LOSYMEER (27 ) Afdmg, ¥ T ) A
10mgK O° Y 7 ) A§E20mg. 20074E7 B 31 H &G, HF5E £
%2.7.2.2.2.3.10)

37) HPEE AR (¥ 59 7 14 VEE2.5mgZA) (#5574
VEE2 . 5mgZA [ 7V — ], 20204£2H17H %L, CTD
2.7.1.2.1.2)
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(3) 1 110-119
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25. {RERAGHT LR
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25.2 REGRHY THISPRIEISE B ) FRREE | DA omm HrT
W5 Enzaicid, BRI O RE L2 E &5 b,
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