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iR ICE—2ZICE L. £ 55 7 1)L O miEhiEE.
KiEHS 5 HE ETICEFERBITE L2, iR E ok
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TR 8 7l K BT R BB E 2560128 45 7 1 )L 10mg™" % B
EREO%G Lz &, BEFFEEELHE (Child-Pugh class A)
S ERREEEHE (Child-Pugh class B) DAUC,.iEfEERR A

TA—4
. AUCpo Cuax Toas Tip
(1tg-h/L) (1eg/L) (h) ™ (h)
) . . on 2. 00 21. 6
Rl | 12| 4881GLD [ 196269 | (" Zi o0 | 30000
P . 2.50 16. 9
FAEH | 12] 3896 (42.6) | 183(25.5) (1. 00~6. 00) 9. 1)

RAEEE (BHRED
W) Rl (GEpE)

16. 7 EYIHEEER

16.7.1 O b3V —Ib
EFER A6 3 —)L400mg (1 H 1 EREOEES, BN
KFEF) LT T TN 20mg BRI GLZEE. Y5 T
T A IV DAUCo - URCld TN N325 R O22%88 L 7= (4%
EATF—%),
f@RER N ENC A o —)L200mg (1 H 1 EO#E) &%
HZ 74 )0 10ng™ R G LicEE 557 14 )L DOA K
VO TZNTNN0TE I B%EINL 727 GHEAF—4). [10. 1
2]

16.7.2 U FEI
fRERR A 1661 U b E)L500mg Xix600mg (1 H 2 [@) &¥ 4
T 74 20mg™ B HAEG LizEE. Y5 T T 1 )LDl 30%
R U225 AUChI32%84 L 72 EAT—%),
R A 8 Bl R EIL200mg (1 H 2[E) &5 T 7 1)L
20mg™ EHAZ G LIEEE YT T4 I DOCIIFARETH >
J278, AUCholZ124% 88 L 72 UREIANT—%), [10. 1B]

16.7.3 REo >
TR ANLISHNCY 557 ¢ )bding (1 B 1E) RURE> 4 >
125mg (1 H2[E) ZI0HMMHEG L, &5 1 HEICBITS
55574 IWVDAICKROCndd Y 5T 7 1)) & B 5RO E &
FIfEETH o720 HEGI0HBIZBIT 255 57 1 )L OAICK T
CnldF ¥ 57 1 )V 2B GEROE & R TZENENAL 5% K
V26 65K F L7z [16.1.288] —F. ¥F 771 Ik BR
T 27 2 DOACK Ul T 2 BB s Naho 2" GLE
ANT—4), [10.2%H]

16.7.4 >3+> >
TR 20612 TF 0. 25mg % 1 H 1 [B] 58 R 035K D
EFIREET, 5T 7 1 )V40mgz 1 A 1 [B10H A RER %5
L7#S, #5574k B2 dF T > DAUC, Coud DCainll
KT D LMREEIRD NN GHEAT—2),

16.7.5 o BRI

() KEHUY
fRBERE N 18BN K 30T > > 8ng & M #% 1 % G-I D & FIRBE T
557 1)L20mg™ 2 HERE O E Lz & &, AL OIHE K&
YRR I E O e K FRRRIZZ 2419, S1mmHg K& 85, 33mmHg,
BAT O I 30 e OEBR S L E D Fe KR BRI 2 2 403, 64mmig
T 2. T8mmllig T > 72 FREATF—4),
TERERE ANASBNC RFT 2> (AngX THiH) &5 577 1)
smg™ & 1 H | mIRKEROKRSG L-EE, RFEHY T o OMmER
TERICHERN A 5Nz, ZORMBRICBNT, KHEOERZE
S IMEAICET 2 HEEESRALNEY FEAT—5),
[10. 2]

) #AROD
f@EERE A LS & A T3 0. Amg % AR % 132 55 0D 78 H R B
T, #5574 )V10mg X3 20mg™ Z Hi[m % 5. L /= & &, YLD
IS f S0 R M BR WL JE O /& KR FREBEIZZ 202, 3nmlig & Of
2. 2mmlg,  FARL D ULHE BT K OHEBRIA I E D e K TR EIZE 2
3. 2mmlg K TR3. Ommllg Tdr V. B S N IENDEZEIZRD 51
Binolz" GFEAT—%),
fRFERLASIBNC Y LA TS 0. Ang &5 ¥ 57 1 )Lomg™ % 1 H
| MEROKGLEZEE, HENRMENDEZEILIED 51
Bho =" GHEATF—4),

16. 7. 6 #BORHTEE
R RR A 261 R RS (ZF =)V A 5 2 —)L0. 03ng
KOV R VT Z NIV, ImgE HEEFD) &4 T 7 1 )L40mg



22 ARG LR, TF 2T ATV —)LOAUCK
VCuld. BEOBHER E TSR 2HHES LIZ S0l E A
TENTN26% L OTOEIM L 7z ¥ 5 T 7 1 PRI GH & T
FU RO G TL R VT A b LIV O i i s 2t
HNCHE B RZZRD s NBMho 72 NEAT—%),
16.7.7 ZDfthDEH|

thF (ZTFFo 2. HBRESH) XE7)Na—=IVny 5571
Jb (10303 20mg™") ICKIFTHEICOVWTHRF L TR, =
FP . HBESGHIETINI=IICXEY YT 7 1)L DY)
BREICH T ZH O N EEIIRD 6NNz, £/ 5T
74V (1030320mg™") 2l (54T L, AT 14U 2
IINT 7RO LAPEY) I 7V RIET e
WCOWTHMHALUZRBER, Y9574 NVICEDIFIIT AL TF
T4 UNTrU, TLAOPE S XETIVI—)L DY
FREIZ R DB & MR ENTFRD S N inip o 2 i e s (4
EATF—%),

17. BRERAGEE

17.1 AHHERVOLLMICET 555

17.1.1 EREERISE N5
I h AR A s S R (40581, HAS KR 266122 8) &%t
RIZH Y57 112 5mg. 10mg, 20mg™, 40mgXix 7 I RO
TNz 1B 15T 5I8EM (16EK 0% GHR) O2hE
BRILFAEEAL T T R EER LR Z2EEL 2. =
DFER, EBMMZRE 2 FEM S 5 6 2 RIS IERE D % 5 Bt EG
516 % OEEICBNWT, ¥4 77 1 )LA0mghid 7 7 & R it
ICHARTHEHEMICEBICSEE L2 (0=0.0004), FEERIERDE
b BB, BiREHE, O R 2B, il B AR i o ofi 2 A b
W& B AR IR I e I E V2 56k S B i 72 7R 5 0 D B AR
WEWHORERE 7 HE D BAL Z ERRIEIR DB EEFE L 72) D BN
THEHERIT T e REETI3H (15.9%) THL., #5571
A0mg#ET A (5.1%) Tholz. Fizw ¥5 T 7 1 )L40mgHEIZ.
— OB THIE S N2 TEIRE/N T A — & O fig) ik
. WS URE. OREK DA EICB W T, 850G
filf & R E DR 517z,
2B, AlBETIIQLZFM T 5720, S HHE OEEME [HK
HEHE.
thRATEREE. HEEEIERE 05, DO/ 572 5SF-
6V2MREEAAZE, K5 DOEM (BEORE., FOED OE
B O SIZADIEE), A/ AP, AR/ ST EAS) SRR
BEOWLEHET 22002 a7V 7 Fa7 A7 —)b (VAS)
N5 5EuroQol EMEEMA Lz, ¥4 77 1 )L40nghEld.
SF-36V2MREEFAEZED 6 THE (AR, HEREIBE (&5,
RO A, EMRERRL 160, thaEmEE] T30 T,
F/~EuroQol EMZ oMM [Index Score (US) K& UfIndex
Score (UK)] M OWVASIZBWT, 7 I REHCHFEFEMICH
BhdEnEw sz (0<0.05 7,
1) ABEHRIZA0me TH 5,

x 1) BGHGED S 16RO L(LE

HEEIAE (1K), BROR A, RRMREFR. 1577,

A E i 7ot R i
J FE 9.21 1114
6 M"n(’f)”ﬁ% O5NEFIRMED | (-4.22~92.65) | (29, 85~52. 42)
[fiE Bl %] [79] [76]
I P 2,91 127
Iig(i”ﬁgmm O5IEMIERED | (-T.24~2.82) | (-7.53~-L 0
8 e 512 [14] [15]
o T 113 117,05
JEMTIE | @safaaimn | C10122~109.49) | (244.79~10.69
vness D il ] [12] [14]
. T ~0. 01 0.36
(L‘/Lﬁ%) O5%(EHXRED | (0. 44~0. 41) (0. 09~0. 63)
[fiE Bl %] [12] [14]
I T E -5.00 2,00
‘ ﬁf’z”@i OFYEMRAD | 13.74~3.70) | (9. 64~5. 60)
8 BiE %] [14] [15]

AR T, T2 Rt 2B ETR TRy D
I K B BE T D720, Rt > AREOH EHIZ 6
SHAITIHEEO Z RO EHFM 2 EM L = (R 5 >
DRI 53 3%) . TORER. 5T 7« )LA0ngHE TldAt >
& 2 IEOFRBERE DB T T AR BIC AR EHAICE B
RO BN Tz,

% 2) BGMmET» S 160 O LE

- e = a8 Y5574
FEAME H HatE 7S5 REE A0ne e
[, SEIE -2.89 42.18
TSI, | ORI | 22 81~17.06) | (26, 67~517. 69
[HiE Bl %] [35] [37]
J S 18. 84 40.15
(E? Ef ;TE}%‘? OS%ERIKED | (0.50~37. 19) (23. 11~57. 19)
[fiE Bl %] [44] [39]

5557 1 )L 20mg™" B AT A0mg BT EN O 1T 5 7= KRE B 16141
9841 (60.9%) ICEIMEANED SNz, FE/mlfEH I 5HERE
(33.5%) . ML (8. 7% . WitAE (7.5%) . ¥ (6.8%) %
HoT=.
17.1.2 EHRE NBRER (REHEER)

ST B T TR R EE R EGR RIS U 7= i B R il
EIEE RS G5TH. HANERELHZED) MRS S
7 4 )L20mg™ " i 40mg 2 1 B 1 [E#% 59 % 5258 4 o W ket i
BRERERML . TOME. 7R B EERERRTHE
DHENTZY YT T 1 ) Ak G512 K % 6 /AT IEEED ST,
S2ABICBVNTHHEFFIN TN Z ENRE N,

£ 3) 6 fATHERE (n)

p—_— K557 14 )V A0ngkE
e maE | IGEE | oSEE | 40EE | suEE
FaafE (318(];0(;& <31'18qzq'9{4~ (?‘)18011AEJ51’>Z~ <34sq?4 A8950 ~ (348190A7041~
(5% {Z X ) i o ; e e
U9 (3 423. 54) 425.52) 426.71) 426. 95) 430. 28)
i (6977 [66] [61] [60] [59]

2) STty Y57 1 )L40mg 2 161EMIZ S5 L, KT
A0mgBEIZEI O (1) 5 - B E

5557 4 VEETEID T S N RIEFSSTE (H A N\ B 224

ZET) PLT661 (49.3%) ICEIEANED SNz, ERFEIER

W35 (15, 1%) . #IFL 6. 6%). FEED FW (G.0%) HFTHho

7o

18. EEXhEIE
18.1 fERF

Jiti 118 S 5 12 330 D FE B ecGMP 4y iR 35 T d S PDES 2 3B IR )
WCHET D &I D, fiflikT O cOMPZ A EITHE NS B iniE
BEE RN E FEB T 5 (ex vivo).
18. 2 PDESREHE/ERA

557 1 )NTERRMPDESIHERTH S, b Ml FHABA
PDE5S & K9 1nMOD 15t T2 L. PDE6Z U'PDELL & FLilsd™ % & #h
FNT00 K K14, Z DM DPDEY 74 1 7 & Ll d % &90006%
Pl Eo@EREZER U™ (in vitro).
18.3 fiEMEEET IVICH T B/EH

fifi s MEE B IEUER £/ 7 0% ) UERmESIES v M ET
WIZBWT, 5T 74 VI3 eBMEICEEREEZ525Z
Er <. HERE. AOEEZEZITHHE LY G vivo).
SEMER Y 574 )VZE /705 CEREIES Y ~O
EEREFREICYELEY (in vivo),

19. AR ICAT SEBLZHIME

—t 557 1)L (Tadalafil)

{b2$4 0 (6R, 12aR)-6-(1, 3-Benzodioxol-5-y1)-2-methyl-
2,3, 6,7, 12, 12a-hexahydropyrazino[1”, 2" : 1, 6] pyrido
[3,4-b1indole-1, 4-dione

%%ﬁ : CZZHIHNH()I

e 389. 40

% R HBEOMETH S,

N N-PAFIVFIVLT 2 R, PAFIVAIVEF TR
WKEFI<, 7= bUJL, T4 =)L (99.5),
DrOORXAY AT <L KIZIEE L ERT RN,

Mg

O

Al R0 303~306°C
SIECERE : 2.89 (=AU % ) —)V/KR)



22. Ax
208 [PTP (108X 2)]

23. EEX#K

1 )Kloner RA, et al. :Am J Cardiol. 2003;92 (Suppl) : 37TM-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

DU RFENKROT saF =)L EDEYFEER (71U X
FE:20074E T A3 HRRE, HEEERHEE2.7.2.2.2.3.2)

U7y ES RO baF =)V EOEYMAER (7
U Z$E: 20074 7 A3 HARRE., HGEARMEE2.7.2.2.2.3. 1)

6) Rty EOEMMANER (7 RV AHE:20094£10H 16
HA&GE, HiE AR E2.7.2.2.2.3, 2.7.6.2.3)

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

8)Kloner RA, et al. :Am J Cardiol. 2003;92 (suppl) :47TM-57M

DT T 7 ) > EQOEYMAEER (577 1)V10mg) (7
U Z§E: 200745 7 A3 HAKGR, HGEERMEE2.7.2.2.2.3.6)

)TN 770 > EDEYMENRER (#4557 1)20mg) (7
U ZEE: 20074 T A3 HAGE. HHGEERMEE2. 7.2.2.2.3.6)

11)Pomeranz HD, et al. :J Neuroophthalmol. 2005;25(1) :9-13

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

13) Campbell UB, et al. :J Sex Med. 2015;12(1) :139-151

14)Gilad R, et al. :BMJ. 2002;325(7369) :869

15)Striano P, et al. :BMJ. 2006;333(7572) : 785

1) 7I)Va—=)L EOEMAENER (¥¥F 7 1)V10mg) (71
AEE: 20074 7T A3 HAKGE, HWEEERMIEEE2. 7.2.2. 2. 3.9,
2.7.2.2.2.4.1)

ID7INaA=)VEOEMIANER (¥ F 7 1)L20mg) (71
AEE:20074E 7T A3 HKGE, HWEEERMIEEE2. 7.2.2. 2. 3.9,
2.7.2.2.2.4.7)

18)Hellstrom WIG, et al. :J Urol. 2003;170(3) :887-891

L) RSV R IFTE (27 ) Z8E: 20074 7 A31H KA,
HGEEORHIEEE2. 7. 4. 4. 3)

20) fFERR N IC BV 2 KT GREEMBIRE (¥4 5 7 1 )L20mg)
(70 Z§:20074 7 A31LHAKE., HEE MR
2.7.2.2.2.1.2)

2D R N IC BT 2 K G REEMBIEE (¥4 5 7 1 )L 40mg)
(7 RV HE:20094FE10H 16 HRGE, H G5 &R E
2.7.2.2.2.1)

22) I BN AR & 1 E B 1T BT B RHEERIE g EMNT (7 R
JVA18E: 2009410 A 16 HARGE, HaEERMEE2. 7.2.2. 2.5,
2.7.2.3.1.2)

23) EHRBE I o S H R, 202158 (2) :81-89

20) BEORE (7 RIIVAEE: 20094108 16 H &R,
BEBE2.7.6. 2. 1)

20) EAKEE (in vitro; 7w b, A X KOk Mg (7 U
AFE: 20074 7T A3 HA., HFEERMEZEL. 6. 4. 4. 3)

200 EHAES (in vitro; b MISEER) (7 1) ZHE: 20074 7
ASIHAR, WEEMEEE2. 7.2.2. 1. 1)

D BE DA (7 1) A€ 20074 7 A 31 HAKRE.
HEBE2.7.2.2.2.1.3)

28) TG PERE R R 4% G- Rg O Sk Eh e (FRE) (77U A $E: 20074
T H3IHK, HEEERMYE2.7.2.3. 1.3)

29) B R R I B R D BhEE HE) (7 U 4§ 20074
TH3IHKGE, HiEERMETE2. 7.2.3. 1. 4)

30)Forgue ST, et al.:Br J Clin Pharmacol. 2007;63 (1) :24-35

SDBE R OhEEOERERE (271 X§:20074 7 A31H
R, HEEERMEEE2.7.2.2.2.2.2. 1)

) EEE (7Y A 20074 T H31HIKRE.
2.7.2.2.2.2.1)

DU MFENEDOEMMBEEMR (71U X§E: 200747 H31H
R, HEEERHE2.7.2.2.2.3.3)

NP IAF > EOEMMAENER (7 RV H8E:20094E10H 16
HAR, WM. 7.2.2. 2. 4)

30) RFH 2 EDQEYHMEIERDO (71U X§E:20074E 7 H
SIHARY, HFEERHEEE2.7.2.2.2.4.2.2)

36) RFH > > EQHEMMEIERD (7 R IVAEE: 20094510
HI16H &G, HEEEREE2.7.2.1.1.2.5.3, 2.7.6.2.9)
DY LAOY > EQEMMENER (7 RV A$E:2009410 A

16 HARGE, HEEERMEE2.7.2.1.1.2.5. 3, 2.7.6.2.8)

H R Bk

HiRE Bk

HRE OB 2

38) M LM ALSE & DY AMER (7 R )V §¢: 20094104 16
HAGE, HGEERMEEE2. 7.2.2.2.2, 2.7.2.2.2.4)

39) il K1 M A2 BAKFEY TR & QMM AEENR (7 U A8E:
20074 7 31 HARGE. WIFEERMEE2.7.2.2.2.3.8)

10025 T L EOEYHEIER (7 U Z82:20074 7 A31H
RS, HGEEEMEE2. 7. 2. 2.2.3.5)

ADTFHT 1) > EOEMMAENER (27U X5 20074 7 A31
HKFE, HREERMEEE2.7.2.2.2.3.7)

12) 7 202> EOFEMMEIER (71U ZA§E: 20074 7 A31
HKRE, HWREERMZE2. 7. 2. 2. 2. 3. 10)

43) il Bl IRl L E B AF I BT BB AR (7 R IVA
$E:20094E 10 H 16 H&GR, g ERMEE2. 7.3, 2, 2.7.3.6.
2.7.6.3.1)

A4) ifi Bl IR i 1 E R I BT B S AR R (& kGt
Br) (7 RIIVASE20094E10H 16 H RS, H G5 & R 5
2.7.6.3.3)

45)Sawamura F, et al. :Bur Heart J.2008;29 (Supp!l 1) :561

A6) TEHIRERF (7 RV A1 8E: 20094510 A 16 H KGR, H &5 B RHE
32.6. 1)

47)Saenz de Tejada I, et al.:Int J Impot Res.2002;14 (Suppl
1) :S20

24. NEERAERVEOWEDEE
=7 T1 Ia—HAat <TOMEHRED
T104-0032  SEATERHIE /T 43106
Mk 0120-387-999

25. RER#EMH EDEE
25.1 ABHA QML I, TBINRMENG & TR Td 5 =
&

25.2 ARHFN T#hEREe) OBBEEHWTLS S N8I3, #
At O HRELIZNWI EET S,

26. BERFTEREF

26.1 BEARSEIT

- I{ 3-#1 =

BEEESMRIRESE FHA 1 &

TDLO6001-202610-1



