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R, ML, — PR LSS AR SE o0 BB 70O LS SR B 40 SHHE | 15| 10300 (238) | 732 (19.3) 300 -
BY T T T4 MAEEBRIRIIL TV . TR5HD% A (200~400
MERDIV AT 7778 —2HFLTWwLEAETHS72. £ 10HH | 15 | 9630 (205) | 688 (16.1) (205@100) dgf)
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mg) | T || g ® | (g (h) (h) 12:2.?Ea§59ﬁe$
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7o & &, BRENFREGEF (Child-Pugh class A) & AR REFRESE B H (Child-
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16.7.1 O f3FJ -
fERERAL2B01Z 4 b 24— v400mg (1H 1O S EPRREE) &5
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i HE IR A16B112 Y b ¥ L500mg X 12600mg (1H2E) &% %5 7 1)1
20mg™ PG L8 X, #5574 L DCuaxld30%E T L7255 AUC-
«1332%8 N L7230 (SHEAT— %),
FEHEREASHINZ )~ F E200mg (1H2M]) &% %5 7 4 v20mg™ % P+
L7 & 55774 VOCoulZFAFETH > 7255, AUCo-13124%M L
720 BEAT— %), [10.15H]

16.7.3 AtE>%>
TERERALISBIC 7 55 7 4 Wd0mg (1H1E) KOHRE % »125mg (1H2[H)
ZIOHMOEHBES- Lize ZGIHBEICBT S5 55 7 4 VOAUCK P Cnasld A
# %2 WA G OME L ARETH - 7275 HGI0HHICBIT25 5T 710
D AUC K O Cunaxld AH & WA 5ROl & R TE N 2N41.5% K 126, 6% 1K
TL7 [16.1.28M1] —J, AKFNCLBKREL Y ¥ Y DAUCK PCraxlZX$ %
HEERO bN e h o729 BHEAT—5). [10.251K]

16.7.4 >dx> >
fERER A 206012 ¥ T 2 ~0.25mg % 1 H 1R AR G- RE 0 e #ikE T, ¥4
77 4 W40mg & 1H 110 H B BB I# G L 72k, AANC X2V TF 200
AUC, Conax O Coninl TR 3 2 W] & 227 BEBXRR0 BN p o 7230 (BHE AT =4 ),

16.7.5 ki

(1) FxHvys>
REHER N8BS 54 Y ¥ 8me#k RAERE I G- DB HIRIET, 55 74
W20mg™! & HIRE LIRS Lz & &, S oW % ORI I E o ek T
Rz 2 219.81mmHg M O°5.33mmHg.  BARE o Ik 1 KONk 3R 0 i o
KT B IEE 2 N3, 64mmHg J 072, 78mmHg TdHh - 727 (SHEAT— %) o
PR NASHIE K'Y > (dmgE THil) &4 45 74 Vomg™ #1H1
FIERORSG Lz & 33V Y oMmERE FIERICHRAAR SN,
ZORBRIIBWT, KAEORER % M) MIEZIICB T 2 HFERFEHEA LN
72 GHEAT—%). [10.250]

(2 aLnz2O0v>
TR AI8BIIC & A A1 Y 0. dmg % JUER %G ROEHIRET, 555
7 4 W10mg X 1E20mg™ % Hilnl$e G- L7z & & AL O f O PR i
DK T HERIZZFNZN12.3mmHg & 02, 2mmHg., B o WU K O353R

HE DK TR Z 213, 2mmHg X 0°3.0mmHgTH ) . W5 22 i E
ANDOHBIRD LN ho72" BHEATF—5),
HEHEB 3B & A AT Y »0.4mgk ¥ 55 7 4 V5mg™V %1 H 1nl 5K AT
G L2 WS RIMENDEEIIBD SN h o722 JEATF—%),
16.7.6 #RCIBHTEE
REHER A 26BI BRI TRATSE (ZF VTR b5 V4 —10.03mghk L& b
ALV 15meE A A & ¥ 5T 7 4 VA0mgZ 21 H M GEH 35 L 7245
By TFZNVIANT V= VOAUCK O Cnastd, FEITHIEIR E 75 LR %
PP L7z & &0l L l_TENRZN26% KL T0%EIN L7z 557 4V
PG 2 77 LRI GHETLR 2 VA 2 b LoV o i s B i
PN E R EEIED LNA o 72 BHEAT—%).
16.7.7 Z DhOZH]
b (=FF P>, HIRESEHD) 7 v a—VaA#R (1021320mg™) 12
FATTRBOW TG L7, = F Y v, BIBRAHIUE T va -
£ AR DI EEI T 2 W S 0 g B b e o 7 720 KA (10
iF20mg™) AMuH (I FVIFTA, FAETA) Y, TVT 7Y Y ROT AT
TE V) RET NI = VIR TRHBIZOWTHRE LS, ARk s34
VIGh TATAN Y TNT )y TARBIE Y LET VI — )V OIEYE)
TEVZHS 20 5 DR ENERD SN hr o 728 710 1018 305D (MR A\ 57— %),

17. BRPREHE

171 BHMERUVRLMEICE T 558

17.1.1 EFEHREZE MERER
il B R G S O R R (40560, H AR NEBE260) % &) & dFRAISAH
2 5mg. 10mg. 20mg™. 40mg¥id7 J £ RKOVFNAE]H1EREST 518
R (16 OG5 HI) O% ikt BIELIL T T 1 A I R R
B A G L7z 2 ORR, BB 7 RE 2 SIS 2 653 W4T HEAE o4 5B AG
T2 516 HOZEALIRITB VT, ARA40mght i3 7 T & RIS AR THREHE
WA EICHE L (p=0.0004), EEARIEROEAL GEL, WAL, L5 bE
LA, Gl AR G s i AT & 2 A B B R S O S L S %
Hr 7z A O BIE I WHORERE /3 O AL % B RAEIR D BAL & gk L72) %
RO L N7WFERNE T T L ARBETL3H (15.9%) 1Th L. AAI40mght T4%1
(5.1%) THotzo F/zw AAMAOMgHE L. — OB THIE S N2zl gT
BHRE/ ST A — 5 OFIHREIIRIE, W6 SRPUR L OAREL OV RSB
WO, B G- BGHT & LR b,
B, AREETIXQOLE MY 2 720, SHEHH O e (SRR, HE&
HIBRE (A1), RO A, SRR, 1§07, AETERRE. RS
BeRe Ot . DOMEHE] 725 % 2 SF-36v2f BEF A S, R OS> 0N (B
BIOREE, GOl ) O, 5K7ZAOWHE), FiAh/APRE, R/ 5 ERAA)
LRHERBEOQOLEHIET 27200 Y27 VT F a7 A=) (VAS) 7
5 7% 5 EuroQol E M5 & H L7z, A#40mghtid, SF-36v2MdHE i A 5 616
H [&ighE. HEsesbkie (3. Bhofa, SERNERE, . 4
SAENHEGE] 2BV T, F2EuroQol M Z 0% i [Index Score (US) M
UIndex Score (UK)] MUVASIZBWT, 77 L REEHAREH20ICH S
B EN D Sz (p<0.05) ®),
1) AKEHEIZ40mgTH %o

#1) B5-RIATA 5 1638 D2 LE:

- " - Yy 574N
ST H Featie 75 kAR o
U P 921 41.14
65}%3(?;%% (95%ZHIXM) | (-422~2265) (2085~5242)
EHIE [79] [76]

N Ty 221 427
ﬁ%ﬁ%mf’i (5K | (-724~282) | (-753~-10D)
mmie D) [14] [15]

W L S AR B T 413 11705
(dyne-sec/cm®/ | (95%f5 X 1)) (-101.22~10948) | (-244.79~10.68)
) LRI [12] [14]
LR ¥t -0.01 0.36
w /mi,r‘l Jm?) (95% 1= HEIX ) (-044~041) (0.09~0.63)

Ui B0 [12] [14]

. T -5.00 -2.00
fﬂ@f"f (O5U%IEMERM) | (-1374~374) (-9.64~564)

mmes D) [14] [15]

AREETIE, TV PR Y ZERBEIATH LR LY & L L O X 28
FHIIT 2720, Rt v 8 ViR OABENNC655 AT HEE D ZE bR O 5 4 317
MadEhiL7: (Rer sy o PRgdRE53.3%) T OKE, ARH40mghE TldR &
5 IPEBIRH DA T T R I ASHET I A R UGG 05580 bz,

#:2) BG-BIATTA 51638k D2 LE:

e I Y5574
S At R 75 L REE -

R b ¥ -2.89 4218
(Ef'jffg‘iﬁ f;;% (95%fFMILM) | (-2284~1706) | (2667~57.60)

Ui ) [35] (377

e T 1884 4015
GETJ;’FJTJ%; ,%?) (95%ZHEIXR) | (050~37.19) | (23.11~57.19)

’ Ui U] [44] (39]




AHI20mg™ B IZA0mgBEL I D A S N RIEFI6151Th98E] (60.9%) 12
FIVE 580 b N7z ERIERILEER (33.5%). @KL (8.7%). AW
(7.5%). 15&biE (6.8%) %ETdHh -7z
17.1.2 EREREFENERE (EHMERER)

AT 2 77 1 R I M LRGBS 20 U 7 il 8l AR e s 25 X o R
(35761, HARNEF2281% &) 2R RICARAI20mg™) X1d40mg 1 H1H%
55 p52EM ORI AEZ E L 720 TOME. 77 RABoHmER
T RER TRED & N2 ARAA0m g% 512 £ %645 [IAAT B O S 1, 52 1%

ICBWTHHEHFINTWDE Z LRSI,
#3) 65 AT (m)
% %5 7 4 V40mght
At
ERacail] 16384 283 4038 523 1%
i 40331 404.24 404.32 404.90 410.01
(95% 1%ﬁﬁﬁ) (38308~ | (38295~ | (38193~ | (38285~ | (389.74~
[;IE??U ) 42354) 42552) 426.71) 426.95) 430.28)
[69] "2 [66] [61] [60] [59]

H:2) FeATRBCARA0mg & 1638 [ #5- L. ARERCT40mghEIZH# ) 17 51
TR R

ARFNTENE] Y AT S N REBISSTH (H AR N B #2206 % &) 1764
(49.3%) \CEITEH 230 Hbtz. F2EIERIZEER (15.1%). #FL (5.6%)
FHED F WV (5.0%) HFThHholz,

18. ZExpZEIR

18.1 1ERHERF
i LS4 A 0 B 0 B £ % 2 cGMP 43 fi# i3 C db 5 PDES & U IZ B 3 %
XY LT O cGMP 2 A1 A BN S 8 A Rl SIS % FE Y %5
(ex vivo) o

18.2 PDESRE=1EA
Y557 4 VIGERIYPDESHEH TH %, & M EIZT-HIAME X PDESZ #1nM
DICEi T4 L. PDE6J UPDELL & i § % & 2 NZNT700 K 1415, 20
fbOPDEY 7 % 4 7 & Helkd % & 900045 Bh Lo #IRMEZ R L2 (n vitro) o

18.3 FimMEEE7ILICH T 2 1EH
Bl i I HIERE 2 20 5 ) VEEEMIRIE S v M EFIVIZBWT,
55574 MIEGMIEICHEREEY S22 2, MBRE, H0%
JE % A S L7223 (o ovivo) o
HEGAEN:Y %574 VIEE 20y ) YHRMEIE S v s OEERE A4
1ZeE L 722% (n vivo)o

19, BRIHHICRIT B I LIRS

— M Hs ¥ 57 4V (Tadalafil) (JAN)

124 0 (61, 12aR) -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

55§31 Co2HioNsO4

G fi 1 389.40

(%= 25

PR - AtoBEkTH %,
VAFNVANFF Y FITHETRT L, TR P VIIRREBEITIZCL, =
F 7= (99.5) IZIHFIZL <L KIZIFE A EHEIT ARV,

SRR 0 2.89 (1-F 2 & J =V /7KR)

22, B
605% (105 (PTP) x6]
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