2024 4F 5 AT (58 4 WD

H AR YE R dh 0 3
87259

EFH LAV EZEa—T F—A

H AP AIf2 0 1 F 28 Z68 2018 (2019 FEH R IS YE#L L CERL

Eer e85
9957« LEE

5557 1)L5210mgCIIGO |
5557 1 )L5220mgCIGO |

Tadalafil Tablets Cl “GO”

#l fiZ

P RN= A

®qA o B H X S

WGEER S (EE—EMFEOLTZEIZLVENTLSZ L)

B

X HZ 7 4 VEE 10mgCIL (GO
18gd #4774/ 10.0mg

==
2 %277 4 VEE 20mgCI TGO
188 XX Z 7 4L 20.0mg
: & L
. i %, M4 ¥ %77 40 (JAN)

¥4 : Tadalafil (JAN)

W& e KRFEHH
E SIS
/]

BYEARGEAAGRAEA H : 20204 6 F 12 H
SRAGFEHEIEAE A B - S AR YR
Wk 5e B 4642 A H : 20204E 10 A 8 H

i 7c B 4h AR H
BE R e (i A)
& - ke = A

TEMBLSRRR U At

LERE T

= A o H Y B O A e

M w & b 8 0O

AWAIEE 3 S Ve i S

TEL 0748-72-7103 FAX 0748-72-7113
EIEBIRE 1A T A — L —
https://goshu-seiyaku.co.jp/#product

AKIF 1% 2024 4F 5 HSGETOE IR L OREHEHIC S S UET LT,
BATOMEHRIT, MIATEIEN  EIRNEEEIRR A OE RN RBR— U TR LT

S,



https://goshu-seiyaku.co.jp/#product

EERAVEIEL—T+—LVADFSIZDOHE —HARAFRERES —
(2020 4F 4 HkzT)

1. BEERA VA E1—T+—LEBOEE

I EIE S DSR2 BHIEHR & LT, ERAERLRAMGE UUT, iM3E) 2355, ER
Bl CIERm - 3EAIRMSE OERFRAEEE D B 5 B 7 R IR O EE A TE MR 2 1E 3 2 B2, IR
SRR S T AE A BT T 2 HICFE R AL ERIGE 0 H 0 | RO EIEE RS

(LT, MR) FE~DEHROBANGERCEREIZ LV EREMTE L TETND, ZOFRICLERE ]2 HE
HERWCATTHOOHBE U A R E LTERLA VH Ea—74—5 (LLFIF &7 M3HEE LTz,

1988 2 A AmbedAlfnie (LT, BIREE) SN 2 /N8 505 IF ONCERHT, IF siddkk=, IF
FLHCEHZ RAE L. T O 1998 4RIC RPN 3 /NERRDS, 2008 47, 2013 4F(C HIRHKEHKE
WEBRN IF ClEHEHOUG 217> TE T,

IF FC#EAE 2008 LA, IF X PDF F0OE 197 —& & LTt 2 2 e nFAlIE e o7-, TS
IV, W CEOTERUGT NG > 2GEICSGT ORIT — 4% 2B L7z IF Eenicigtfhsnsg
L Erole, BHRD IF 1%, EFEMERERRAHER (LUT, PMDA) OERHEIELIGEHRMERD
~—7 (https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) |Z CAB ST\ 5, HIFF T, 2009
LD HEERLO IF OFRE RS 2/MkE LT M ¥ Ba—T7 3 —2Rita) 3@ L, fHx o
IF 2R SCE 2T D EE R & U CREEINER - BRETL TW\D,

2019 F-ORMT LEFLHBEHDOE LI GO, IF GLdZEH 2018 NAKR I, 4k TEEHEISL O
IRGETE RSN T D A R 71 > ) ICBET 2 FHEH O, ZOEHMRERE LT,

2. IF &1%

IF i3 NRASCEHOEREMT L, B - BAMSEOEREFEICE > CHEERICLER, &
HEOMEEHOT-DOER, WHERFOTZOOER, A OO OEH, EIHEMLOWEIESEHO-
DOEHR, AN RBE T T O OFERENEN SNTRAEN R ER O EELFEHRES LT, H
RIS FLH R A R E L, SEAIANE O 72 012 Y 5k 3K 5 0 BUE IR 52 UGB I 10 2 B 3EITER KL
ORE A KIE L CTWO D FAITE R EALEAH T B D,

IF (ZFE#k 9 2 B AL BB RE L7z IF FEsERICHEIL L, — O fiI4h 2 b X 7&K FR O #ulH
WO S D, 72720, RIEAKOEEEICED L b OROFIHAE B &35 - I - &
T REFHEEILIF OFEFHL T2 D20, S0z 5 & AN ORIEI T TF X, F
B ORI - T - BREH T2 & & bilc, MERMTEETHHDE VI BIMEFFOZ & &0
e LTWb,

IF ORHUIE T — X ZHAR L U, BEIRAECORARIIMIE TR0,

3. IFOFAIZH=>T

HEFEAARD IF X, PMDA OER M EHK D IEBRIRK O~— D IGfili i E STV 5,

RS T TIRIES AV H B a— T 4 —LERROFF & | 1T > T IF Z24ERk - #2223, IF ©
JFER 2B E 2 EFBIGICAE L TO D EHRS IF MERURHICFEH LR B R I DWW I3 R ¥ o
MR E~DA Z Ea—Il LV FIHFB LBNRERESHE, IF OFAEZEHDLLERH D, F
7=, FERFGT SN A EOFESFICET 2 FHICE L CiE, IF BASET SN D £ TOMIT, MK
ENEMIT DUETRNREZ A SIS L7 XCES, H WIS ER G FRIgr— e 2 %o kv 3R
FIES 8 S 083545 & & bic, IF OERICH T - Tk, FFTORMNCEZ PMDA o= 3 5, R



HEETEMMR B D= TR T HILERD 5,

2B, WIEEASCLEEEOMAEDO SN LR IN TS V.5 BREE < [ XIT.53E5EE.,
X fi%& ] (ST H2HEBSIIAREZZIT TORVERNEEND ZENH Y, OB HANITIT
+oEETRETHD,

4. FACKLTOBER

IF Z BEEBICBNTRNT I ENTERWVERLERRE LTHEH L W& 2w, IF &
IR O ERE 2211 T, YEHE G OREIR I UIIRGEITHED D RENER - #4635 EHE
EEFAOTZDDOZEWERTH D & OALES T2, Fhdl - REUTIZIERBIE O IR SRS E R RS
s DIRFEIG RGBT 2 A KT 4 v, B a— 8 - 47 - 7777 4 2HOHIK % —E
FREZ T X5 25700, IRGEIERIRMTEIN 4 KT 4V Tld, RKRIRCEKRIN O HEZICET 5
TEHIRHZ oW T, RERBEREREFENLORDITIE U TITI 2 EFE LWV anTE
D, MRE~DA U A E2—HLO AT ZREICLY, FIAZEE LN IF ONEEZ EEIE DL
XHLOTHDH I ExRIHLTENRTNIT e b, BEEIE)N L5 LN D HFROBHFIIRILE
B, TOFRBME Ak, BRSO 2MEE4 A2 iET 5 2 SIxRAoAB TchH Y, IF
EIEHALCHEESZEIMEH D HDIZ L TN &0y,



EP/Y

PN WA AE) -
L BB BIF B IE oo VB (R EOIEES) ST SAA .. 20
. 1. BENEEZ DI e, 20
1o BT IRIE oooeeeeeeeeeeeeeeeeeeeeeeeeeeeees 1 ot
2. LR O VAR o 1 2. BENREZOEM v 20
’ @&@@%?%%@ ......................... : o I B B I b 2 O E 20
.4 7 e e o RO B B 2 I £ 2 0B 920
4, WIEFERICE L TR &R 1 o
e s 5. EHEQRMARER L ZOBE 21
5. GRS ORI - M EoRIBRFEE ... 1 AR . NN,
6. RMP OBEE oo 1 6. FEEOTREAT HBAIHT SR ... 21
B T ABEAE oo 22
. AT DIEE oo, 2 =
L BRIE ooo 9 8 B s 23
S 9. BRARRAREEI RIETHE oo 25
. L ettt 2 10, SEER o5
3. AEERSUTFER oo 2 P T s
. 11 S EDVERE oo, 25
4. TG B, 2 S
M . - 12 Z DD TETE ceoeeeeeeeeeeeeeeeeeeeeeeeeeen. 25
5. AL (MATE) XUIARE e, 2 ST
o [ IX. FERGRABRICBE T DTHE e, 27
6. TEHA. B4, BEE. BT T i 2 L sEmate o
I[[' ﬁ;ﬁj)gﬁ%&:rﬁ‘j‘é:[ﬁa ..................................... 3 . - :Vn“ ----------------------------------------------------
1 IFEEEEIETD oo 3 Xzﬁgggggﬁ;%éé """""""""""""""" o
2' ﬁ;ﬁﬁﬁ%@%%ﬁ%f#?@i%ﬁ'éﬂﬁ?fﬁ ....... 3 1 B %aﬁ%”lz;;\_f‘ . e 28
3' ﬁ&ﬁﬁﬁ%@ﬁﬁ%ﬁ%ﬁﬁﬁ¥£\ E%?ﬁ ‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘ 3 . /J< 5
V. BRI B 1 20 ARIEARET e 28
1. A i ................................................. 4 3. IR TOIIE 28
R i b BECEDER s 2
3. IRAFVEIE O SR e R -5 n‘ M o
: ﬁ%@%w MR O j 6. [ —FRAY * N oo 28
.............................................................. e
A - T A e —— 28
1 £ - jny 8. ;@EE&TL%@%\EH H &Uﬁ(ﬁl}g\%ﬁ\ %'fﬂﬂ%
6. BHOEKFENE FICIIT DLEME oo 5 SR o
= 1] 3 SR AT S T n ) A A B, IR EFEAH 28
7. B R OVEIRAE DZETEME oo, 6 BRI ; AR
s S 9. VRESIEBDESEAN, R O S BT
8. Al L DEEZE (WEYLFERIE(L) ... 6 e g e
O HHE oo 6 FOET AROZDNE v 28
o, . . 10. FEAMRE, WA RAREA A ROT
B, T DI PIZR e e eaes 28
11. RIa$Rit R E e
9 E%ﬁ1é“5 e g 11, FEEEEIIT oo 28
- B SR Sty S 99
V. BEICET D2TE e 10 .
SR 18, BFE T R oo, 29
1. ZHEEXUTZNI oo 10 14, [RBRGH o 99
2. eI R B DT e, 10 e B e
: ity X T o SCHR oo 30
3. FIE OB e 10 L At 30
4. FAERURARICHET SRR e 0 ZOMOBE T e 31
ST 37 3% = SRS 10 X1, Bk s
AU 5B S hl  p R = 1 = 13 . ;&%E%éé;ﬁﬁ """""""""""""""" o
1 SEEREAA | B N N : 5 TRV o
Y e PEDBIERITCEDI IS 173507 B B 32
' L e D@ || R =TSRRI 33
VI 3K HEIZ BE . S o
BB 2R M A R L CERRIN T 5 1
1. IMFBEEDOHERE oo 14 -
s 12> TOBEEW oo 33
2. FMPEFEFRHI /ST A —H e, 17 9. 2 oMo B 49
3. % (7]_3 Fal—3i 3 :/) ﬁﬁz/]{ﬁ‘ '''''''''''' 17 . B G = O e
A WU e 18
B T T e 18
6. R e 18
T M et 18
8 FIUAR—Z =TT HHEHR e 18
9. BHTEEICEDBRER e, 19
10. FFEDEREB T HEE (e 19
110 Z DM oo 19



I. BZICETHIEH

1. BAFEOERE
B H T T 4 AT RIERAITH Y . R TILERK 19 R EliEsivTing,
X2 2Z 7 4 88 10mgClL TGO K OZ % T 7 4 08 20mgClL TGO J 1%, TTINBRIERMR S A 14 %
EIEME UTHFEAMEE L, % 1121 5 2 5 (Fpk 26 42 11 A 21 A) IS, B L U
BROTIE A RRE ., KEMRER, WS R E L, A 24 6 HICRB AT, Af 24
10 HIZHEICE T,

2. HEORERFHEHHE

(1) PERRIPEIC L0 —ERbZEHE (NO) DJRFTHIZRIERENE U DHBRIZ, # 4T 7 1V, cGMP 2Rk
FTH2 PDES #[HET D Z LI K VRIAD cGMP REA ERH X85, ZORE., Eigihim
L. BREMEA~OMmEAHE K L TR @k Sns I,

(2) ERZEWER & LT, @fUE 82, SRE, BEmEE, RINPEE 2%, Stevens-Johnson JEERE
) BREINTWS, (IVIL—8. (1) \ERZEWER & PR 0| (P.23) &)

3. HROWH|IFHEE
Y L0

4. BEFERICEALTEAMT NS
B EAE R4 2 A

BB HEE T A N T A 5%
RMP

BIMD Y A7 g/MEiEE) & LT
ERR S LTV D &R

B EE T A R T A >
PR F oo B8 I

| 24 b, B

2l o2 |2

5. FRRBEHRUREAE - EHLOHEEIE
(1) %BEH

R L7
(2) @ - FHLOHIREIE

R LR

6. RMPDME
RN




I. 2T SHIEHE

1. BR5E4
(1) 4
#5277 4 /L8 10mgCI GO
257 7 4 /V8E 20mgCl TGO
(2) *4
Tadalafil Tablets 10mgCI “GO”
Tadalafil Tablets 20mgCI “GO”
(3) ZFMDHAEXE
(B4 + TR + T + TR5 ) X vms L,

2. —k4
(1) #n4& (dadaik)
2257 4 (JAN)
(2) *& (88iK)
Tadalafil (JAN)
() AT L
MEVEER 2 >R AR Y= A7 7 —8 5 (PDE5) BHEH| : -afil

3. BEARTRER

4. HFRARUHDFE
532 1 CaaH19N3504
sy 389.40

5. ZE& (@&iE) XIFAXE
(6R,12aR)-6-(1,3-Benzodioxol-5-y1)-2-methyl-2,3,6,7,12,12a-hexahydropyrazino[1’,2’ : 1,6]
pyrido[3,4-blindole-1,4-dione

6. W&, B4, WS, B5ES
BB L



. B ICET HIER

1. PEEEMNEE
(1) 48 - K
HEDMKRTH D,
(2) ARk
VAT ANVRF Y RIZETRCTL, T b= MU AT /7 —/L (99.5) (212 <, KiZ
FEAETRT R,
(3) BBt
BRI L
4) R (R, . BER
MUERR L
(5) BRIGEMEHTEN
MU ER R L
(6) HELIRE
2.89 (1-A27 % /) —/KR)
(1) Z0MoExREE

(o) B 479.0~+83.5° (Mol o #aki L=t 0 0.25g, ¥ A F /L A/LKF L K, 25mL, 100mm)

2. AMBRSDEFREHMTICEITIREL
REERR L

3. A DOHERRRE TE]
R aRER L
(1) SRA AT B I E v
(2) ORI ART SARIEE (BAET Y 7 NBERIE)
ERE
Wikra~ 777 40—



IV. 2|89 H1EH

1. Hlf
(1) FRznX35l

T AN T—T 4 T EE
(2) HHIDHERR TR

Wgess | # %77 1 /VEE 10mgCI 1GOJ 2277 4 VEE 20mgClL TGO
DEH DT AN ba—T 47 .
@ - H i@ YN S ba—F 4 DT b g S
=31t} o (U] et} 414 18l
@ )| e G | () | =
o/ : \20/ N4 -
— [ERES JEx g [ERES 2 HE
! 7.1lmm 3.0mm 125mg 9.1mm 3.8mm 248mg
(3) #HAla—F
FOoRERNL ¢ BEFI, PTP > — b
FRNE XX T 7 4 V8 10mgCI GO  GT 10
2K Z 7 ¢ )VEE 20mgCI TGOJ  GT 20

4) HEOWME
R L

(5) Z0th
LR

2. HE|IDMERL
(1) A (BHERD) OEERVHMHA

ot | #4774 /VEE 10mgCl GO X H T 7 4 VEE 20mgCl (GO
GE% 5557 41 10.0mg 5557 1)1 20.0mg
(1§ ]
FEAFY, il e—2A B Refdv ol —2R JrAH L An—
WAL | AT PY DA TUYAEREES R ) T A AT T Y VBRI RV A, BT R AR
— A, BN7 . ~7ud—1 6000, BILFH, VRTTEY

(2) BREFORE
A ER R L

(3) &
BRI L

3. BRIBEMBEOHERRUVUBE
A=A

4. Aif
BRI



(1)

1)

2)

BAT BARMED 5 5564
R L

HENDEEEFHTIZCE T ELEN
AL & -7 INEEER (40°C, FEXHREE 75%., 6 » H) OfER. # %7 7 4 L EE 10mgCl
[GOJ KOF # T 7 4 8E 20mgCl [GOJ (3l O TiSE FIZHBWT 3ERLETHLZ &n

HER <7z,

AR 2 AW e RO AR (25°C, FAXHEEE 60%., 36 » H) ZATV. 43 » ARFRDLE

P PRIL 7R, ¥ 25 7 4 U682 10mgClL [GOJ O X T 7 ¢ VEE 20mgCL [GOJ (Xid % D

MGl FICBWT SFEMELETH D Ll s iz,

) PRI T ALY 6025%RH % Flal- 7= #iff23, % %7 7 ¢ VEE 10mgCI GO T 200
HiE (6 » H+18 H), # % T 7 4 L4E 20mgCI [GOJ <207 A (6 » A+25 H) o717
W, 43 » HeR (36 # H+T7 4 H) OfERS THIL. miiliz 0% e M 2 3 i L7,

IHERFRER 2

ABRSA:  40£1°C. 7515%RH

AEREA] A DT T AF v 7y 7 L= PTP ald
K557 4 )VEE 10mgCI TGO

AR IE H Hirk BA A RE 1% A 3% H 6 » H
HEDOEFEAD O
PR T4 aA—T SRy SRy SRy Ry
VIEETHD
& 7 (%)™ 95.0~105.0 98.8~101.2 | 99.7~101.7 | 97.0~99.7 | 95.1~97.8

E) 3 vy N 3 [EIIE D /M~ i KAE
ZOMORERIEE (Medilh, MARE, SRR (&R . BHRER) icon
THHEANTH - T,

2577 4 )VEE 20mgCI TGO
ABRIE H HiA& BRAGAIRE 1% H 3% H 6 % H
WD T 4 A
PEIR a—7 4 v ke ke A A
ThHD
& 7 (%)™ 95.0~105.0 | 97.8~101.6 | 96.4~102.2 | 98.5~100.0 | 98.5~99.6

) 31w M 3 [AHIE O/ IME~ i KAE
ZOMORBRIEE  (FERdatB, MR, A — MR (58X —MEREY) | IWHRE) (o0
THHEANTH- T,



(2) REIRTEFHER &
AR SAE - 25+1°C, 60E5%RH
ABRBE] - HBEAV DTS T RF v 73y 7 LT- PTP Al
) ARRERIT 43 v H OZEMEEZRGET 2 H D TIEeuy,
1) ¥ %57 (V8 10mgCIL GO

BRI H Bk ikl 36 7 J 43 7 J1
HEDEHRRAD O
PR T4 T—T 4 TS Ay A D
VITEETH D
JE (%) 95.0~105.0 98.8~101.2 98.5~99.6 98.3~98.9 *V

1) THIRR
H2) 31y % 3 [ENAE O &/ ME -~ KE
ZOMOFERTRE (MEREalir, MR, B4R (&5 M) . bR [2o0n
THEEANTH T,
2) #X7 7 ¢ /VEE 20mgCI TGO

BRI H Hikg BA hAIE 36 # H 43 » A
DT 4L A
PR a—5 4 T8 SR WA A D
ThD
(%)Y 95.0~105.0 97.8~101.6 97.0~100.3 96.3~98.6 "V

1) TR

1 2) 37y M 3 ERAIE O fie/ ME~ Fie KAE
ZOMORBRIER  (Fesdakin, MERER, AN MR (HFEH—-ERR) . EHRR) con
THHENTH T,

RELER NBBREBEOREM
PARPAYA

fe#l e DRAEI (MELPOEL)
AR L

B
BHEHICHITHELNE W
(RIS DA FR GBI A R T4 U EO—H L EICOWT) CFEk 24 4 2 H 29 H
HARATE 0229 55 10 ) 1THO X Ef
(1) %77 ¢ /VEE 10mgCl TGO
RERGE . AAKRS  —ERRE WHERBE SRV
ARBR S
BRI R 900mL
B & 37.0£0.5C
X B % : pH1.2, pH4.0, pH6.8, /K, pH1.2™ pH4.0", pH6.8 ™
[ #i5 %% : 50rpm (pH1.2, pH4.0, pH6.8. /K, pH1.2™ pH4.0 ™, pH6.8™)
100rpm (pH1.2 ™)
E) 0.5% (wiv) ARV Y L~<—}k 80w

6



AR R - ETORMICBW CHIEREEIZES LTz,

<V H AR >
pH1.2, 50rpm pH4.0, 50rpm
100 100 -
o - s | e BN
- R o AH
# g0 # 60 |
H ]
= L
(96)%° (%Jm ———  ——o——¢
_20______5;—45_.—_7
» f';ﬁ: s — " erM—QL
[ s L L L y 0 o 1 L . s
0 30 60 90 120 150 0 60 120 180 240 300 360 420
B (min) B (min)
pH6.8, 50rpm 7K. 50rpm
100 100
—o— R ERH|
80 o RRER 80 —o- FEIF]
—o- HRHE A
B 60 i# 60
H H
# 49 n F 40 |
(%) (9) ———%
20 ¥ 20
0d 0
0 60 120 180 240 300 360 420 0 60 120 180 240 300 360 420
B5 M (min) B (min)

pH1.2, 50rpm(0.5%(wiv)HR U Y r~—1 80 Wi  pH4.0. 50rpm(0.5%w/v)7RY ¥V L~=—k 80 W)

120 100
=0
100 o0 80 /./.
80 |
& / B 60 |
Hj 60 E - Hi
=% [ o HBREH %4 |
(%)40 + | —o- {E B (%) —o RERIUH
20 0 - —o— iR HE
0 o ] L L L L s
0 10 20 30 40 50 60 70 30 40 50 60 70
BEP (min) BFAf (min)

pH6.8. 50rpm(0.5%(wiv)A D Y v~—k 80 %) pHI1.2, 100rpm(0.5%w/v)R YU > b~_— |k 80 FEAN)

100 ¢ 120 ¢
A a0
8
B0 100
80
B 60 B
/' Hos0
=3 | s : -4 .
(%)40 :f +ﬁ;§§ﬁﬂ (%)40 | —e HERHLA
20 | A o A
20 |
04 . . . . 0 d ‘ . 1 ‘ . . .
O 10 20 30 4 5 60 70 0O 10 20 30 40 5 60 70
E§ R (min) FERE (min)

CPEE1RAERE, n=12)



(2) %% 7 4 V8¢ 20mgCI GO
R  BARSER T —BEBRE EHERERE S Rvik
ARG
BRI 900mL
B :37.0%0.5C
A BR % : pH1.2, pH4.0, pH6.8, /K, pH1.2™ pH4.0™, pH6.8™
] %5 % : 50rpm (pH1.2, pH4.0. pH6.8, /K. pH1.2™ pH4.0™, pH6.8™)
100rpm (pH1.2 ™)
E) 0.5% (wiv) AU Y L~—h 80 s
REBRAER . 2 TORMICE O CHEREICEA LT,

<Pt >
pH1.2, 50rpm pH4.0, 50rpm
100 100 -
80 | g0 |
% 6o | ; I
w0 o R ol e
E, | e =4 | o EEREF
(%) (%) —o- R R
20 20 |t
co—o0—0—=0 o—9 o o o o
0 d ; ; : : ) 0 i : ‘ : : : ‘ ;
0 30 60 90 120 150 0 60 120 180 240 300 360 420
B (min) ¥R (min)
p6.8. 50rpm 7K. 50rpm
100 - 100 |
80 - 80
60 B 60 |
i “ —o— BRI i . R
| e I
(%) D (%) o
20 - 20 +
———O———O——O—O—— 0
0 ,2 . . ‘ . . ‘ . 0 i
0 60 120 180 240 300 360 420 0 60 120 180 240 300 360 420
E5 A (min) B (min)

pH1.2, 50rpm(0.5%(wv)ARY v r~—1h 80 i) pH4.0, 50rpm(0.5%wmHR Y Y ~<—1 80 &)

100 ¢ 100

e —— =8 P — 8
E,_./-"__’::/'Q__ =0 o | é’//%:;:-/k(
& //%/‘E/’ /

% g0 | é/ & 60 E‘{

g i o R i
40 || ; 240 |/

" | - AEA w | e RBEA
w0 L 20 | o
04 ‘ . . 0 & . ‘ ‘ . . ‘ ‘

0 0 20 30 40 50 60 70 0 10 20 3 40 50 60 70
AR (min) E5 R (min)




10.
(M

(2)

(3)

(4)

11.

12.

pH6.8. 50rpm(0.5%w)AR YV L~_— k 80 #S)

100 r
"
b o
80 | é -
/
B 60 %/
H ) —e— RERA|
® 40 1:! —o— FE
(%) / ERHF
20
0 & . X . : ‘ ‘
0 10 20 30 40 50 60 70
B (min)

CF8 AR R ZE, n=12)

B - AK
ABENBELRR - . NENEREESE -
PR

=2k

(25574 )L 10mgCl TGOJ»

20 & [10 & (PTP) x2]

(2 %7574 )LEE 20mgCl TGOJ)

20 & [10 2 (PTP) X2)]

Fliae=E

R L0

BEOME

PTP: RUE{E=1L TLI=7A
vo— R 7Ly, R)oFL o
EEERS @ A

BRI S0 3 EHE
AR L

ZDfts
A L7

pH1.2, 100rpm(0.5%(w/v)H YV > )L~—k 80 M)

1
” Y *_‘_:_T_]gi ———8
80 ;--7-0-"‘*
|

Z 60

H

(i)w I P
20 o A
0 ¢ . . . . .

0 0 20 30 4 50 60 70
A (min)
BEICHT H1EHR



3.
(1) RERUVRAEDHESR

aRICET5IEE

HEERITHR
HEFE BRGHTAZITICTILGHEL ZOHBNHRGVES)

PRERIEHRICEET HFE

5. MEXTHRICEHET HEE

5.1 |EITHRL Tid, BhEA K IE DIEMPREDBW D720 BAEEOFRASCHERA 21TV,
FRR R BWN T EE D IR BIRIRB LB L ShDBHIRET 52 &,

5. 2 ARFNIMEIER ST PERIEHEA] Tld 72,

RERUVAE

WH. RAZIZ 1 1EXZT 7 402 LT 10mg ZMH1T4 08 1 BB a0 54 %, 10mg
OG- THRRHENRE LT, AR BAF &N S - s B U TIR S B R e B 1okt
LTIE, 20mg ([ZHE &R T H 2 &N TE 5, BEIPEEOFEEFEDH 5 HBFH Tk 10mg 28 2 72
W2 b, BB, WTROEAEL 1 Bo®FGIX1RE L, BERRIZ 24 B EET 52 &,
thEs s T EEDOBEED H L HBFHE T, bmg OB L., HEMRIX 24 B EET25 2 &,
B, PEEOBEED D L BE CIIREHEX 10mg 2B 27202 L L L, 10mg 257 548
BT GHRE 48 L L2 2 L, EEOEEEDOH HHBE TIL bmg A RN &,

(2) RZERUVAEDHRERRE - RN

4.

5.

(1)

(2)

(3)

(4)
1)

<BEMWEAZIZ X 2 E - PIHHRE >
[VI.—5. EERFANERE EZ0HA] OEL) IVIL-8. BIEH] OEEMR

RERVAEICEEY 5FE

1. RERUVAZICEET 55
F K7 v —2Ah P450 3A4 (CYP3A4) %58 < PRFET 2 A &2 & 5o B Tk, AAIo fsEH
BRENEATHZENBEDOLNTHHOT, IKA&E Gmg) MO L, EEFMEEH2ICH
35 (10mg #H 59 H5A 13 5ME%Z 48 FFLL L) 2 EEE L THRETHZ L, B,
B EIT 10mg #2202 &, [10.2 2]

B PR RFE

BRRT—2/\yr—

ML

il PR SR IR A BR

EERR L

AERIGHEFRRER

MEE L

FRRERELER

AR

AR UVREMEICEAT R

Z T 7 4 NV ORRZNRIL, ENH RSB, S E 5 MBI 2 [F— O 2 H VO TR 24T

o772, E2FE1E X IIEF (International Index of Erectile Function:[EEEEiHERE A 2 7) B2
(15 B (\ZB T 2EEMEE KA1 > (6) (F 1), SEP (Sexual Encounter Profile: 55 H 52 H
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7z 1

e

i I

BIEERIE (5

I 4MM, MEMITAICBLAT
1 WD R, [ EIEhE AR L F LA
A

S 4 M., MEOORIE S K Sk
2 Dy e, MEE AT R $hiEg O
Bl E Lh,

CZ 4GEM, MERERa R,
FHEAT 5 2 EAVHERE Lzt

I 4GRM, e 1§ AR
4 TR AT S Z bR E L

SR R L HELED (0)
ARE IR ZTE R (10 [ 9 R
L) e (B)

s BBesER CRFE DR h ERS
[RIE:10 Jalsp 7 [a#2EE) - (1)

S (L0 EATS[E) e (3)

SFr LD (RS X D A ) FRLA 10
[ 3 EIFLEE) oo (2)
SECELLIREALEL (10FEF1
[EILLF) oo (1)

D EM 2 TETEARE—RE b L,

G B 3, ATl (R opas—E b ] |
DRI FE DL (0)
- BTy ()
Zc e, fgs, tge | RO LAY O
5 |RYFarcHRLERTION) L T A !
AL S WHEET LA, ” ' .
A ) e (2)
R E A EREEE - (D
CIEFICEE G (B)
IZ4EM. BREMEETLEE| - B (4)
15 |oBEERENC VY T LA Yoo 3)
PN Ay ()
SIEEITR e (1)
FhECRE A 1 X5 30 5
#2 SEP OHEM & %
ki T ES
2 e b —DBEAOADTEE L7
3 e Ao L, R L g L (M) i Tewn ]
: e

OEMNE IHEHER

DY 5EM) OERM 2 K OVERM 3 (% 2) IZxd5RIE L Lz B,

HIEF $hieikae N 4 1 > o B & [l

ENHERIGRERICBW T, ¥4 T 7 4L 5~20mg #5125 0 IIEF OFhEERE R A A A =

7. SEP OER 2 KO 312 NIV LEIZELEEGIZBIT 2 X—=ZA T4 b DE{LEIT,

7 BARES & ORI R A RN b B,

o

%

#3 ENERBRSRAEIZBITS EF OFpEER N2 4 » 2370
SEP OB 2 R 3IZ 13w ] ERELAREGON=-AF 4 > h bl
N=A T4 2o OE{LE
RRMSIH | #EbEE? ‘ Y rTT LB
75 AR
5mg B 10mg B 20mg B
ﬁfﬂi‘? 2.05 7.51 9.10 9.38
R (.*.j%t;‘,‘,‘?s) 0.71) (0.72) 0.71) (0.71)
P el 2] [86] [841] [36] [86]
P ﬁif;’; 7 - <0.001 <0.001 <0.001
ﬁ;;ﬁ 8.59 28.50 35.97 36.52
qﬁ_‘%’;g‘#) (2.99) (3.02) (2.99) (2.99)
SEP Hf 2 [:E ﬁ‘}’ﬁj 1861 [84] (361 [86]
b mL (:;:; 7 - <0.001 <0.001 <0.001
Hi]ﬂ]j 12.29 31.31 47.26 50.80
- 7,1%5?;) (3.46) (3.49) (3.46) (3.45)
SEP 9 3 [’;mma [86] [84] [86] [86]
! fi ﬁ;ﬁ <0.001 <0.001 <0.001

1 2) R/ TRCPIME, ARHERE R O p I, HER.

Mz LB\, 77 2R HEDOSELE Tl Dunnett £ X0
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2)

(5)

(6)

D)

2)

(N

VR RIER] 257 Bl 70 il (27.2%)

(11.3%) . #HC 13 61 (5.1%) .
@4 E 5 M+EEER

HETTHEME S L2 7T A IR T E S AT R FeGAER (58

IZEIWER RO bz, ERRIWEHRITEE R 29 6
IZTY 9B (3.5%). WMILRE 6%l (2.3%) %&Tdh-o7- 8-

MAHRER) @ 11 #RBr (2266 1)

T FERENT LT RS, X 2T 7 4L 5~20mg #5112 L 0 TIEF OEhEMERE R A A A a7  SEP
BIFDIRX—=2T7 A4 b OELEIL, 7T R E

OEM 2 KO3z Ny EREZELEEIC
Lﬁ‘ L @'f/hn+é/jf£ﬁjf%§ﬁ)mu H BT [9

F4 HHET

1 2 H o2 b

"7 R T E R ILEGARRIZ 51 5 TIEF OZhidbiag F oA o

YAITIIZSEP DER 2 312 T3] EEL RGO R—ATF

R=ATA 2 Hp b OELE
AHIEE HRHETS ) 55T 7 A
7T AR - - - —
Smg FF 10mg & 20mg #
1.03 5.02 6.79 8.94
N (0.30) (0.75) (0.57) (0.23)
LIEF Zhist [540] [149] [245] [1179]
B AT Y
pfl (7= _ . . )
b 0.00L 20,001 0.001
”}’Jﬁ—'j& 2.63 15.37 25.57 31.32
Tﬂiwlg';) (1.19) (2.94) (2.2 (0.92)
PR o -
P R ¢ : 54 149 247 1192
SEPEM2 | s [547] [149] [ [1192]
plE 75 . P
e 0.001 0.001 0.001
9.08 26.46 37.418 11.26
(1.34) (3.29) (2.51) (1.03)
SEP 71 3 [547] [149] [247] [1192]
pfE (k75 B
: <0.001 0.001 20.001
+AEE)
A =R £ Y2
1 3) /D IEE, IRHERRZE KON p fE)

TR ER

R L
BE - REAHE
U RH R L

AENER

fia% . EHE, N—RA T A ME & G TS T
WICE BN, I EREEESH %@%Eﬂﬁxf I Bonferroni {EIZ X VW HE AT 7=,

FRARERE (—REARGERAE. SEEARERE. FARBLEERE). MERFTRT —4N
—RFE. WERGEREBRABROAR
M EE e L

REHELTERPEDARIIIERE L-HE - ABROME

BARSAYA
D

PR L
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VI. EMEECEIHEE

1. EEZMNICEAEHIILEYMXILILEMEE
SIIVTFT 4 VT BRI SOVT T VR ERYE K R
EE . BEOH b EMORNEE « R, BRI OBEBFRLEZRTHZ L,

2. EBEM
(1) TEREML - 1ERERF
PERSRNRIC L0 —ER(bEEHR (NO) DJRFTHIZRIEREN A U DB, XX T 7 4 /Wid, cGMP 43
#ThH5 PDES ZLET S Z LIC L VIERAD cGMP JBE % FH- S5, TORG., g
L. Rk~ MR L TN ERk s bl
(2) ENEEMITHREBERE
1) PDE5 BRE/ER
BT 7 4 TSI PDES IAERITH S, 4 ¥ 7 7 4 /Vid b MEE L2 PDES 24 1nM
D ICs fECTIHE L=, # & F 7 4 /v® PDE5S (2% 5 HE%h 1%, PDE6 & (* PDE11 & Hik L
T, ZNEN 700 KO 14 f5TH Y., 2D PDE 7 % A 7 L Ol T, 9000 200 ETH
- 7= 1ol (jn vitro).,
2) FEEEMRIAR GNP BE LT/
2 XF7 40 (30nM) 1%, NO 5k THL=Fra7 Ly K- hU A (SNP) OFEFT, b
I i HH R AR AR B i R O cGMP IREEZ A EIC B S W72 (dn vitro) 1Y,
3) REEERE O BHRADIMIRIE®REH
B X T T 4 0id e MR IR K OV ARS8 75 O ik 4 3% 76 (ECsofl: 2 4124 34 X TN 13nM)
L. F£72, SNP KO 7 EF /2 rOfEERA Z R S 72 (30nM) (in vitro) 1,
(3) YEFARIRRER - HiurFha
M EE e L
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VI. Y EhRe 89 51EH

1.

(1

mepRE DTS
) AREE MR
B L

(2) BRRRAEBRTHR SN mPRE

1

) HERS
HA ANFERERE A 36 Blic X % F 7 415, 10, 20, 40mg *V ZHEREOKBKE LIt xDa2 X T 7
A NOIMIEF R, #5 0.5~4 FFH (Tmax O RAE, 3 FEH) ORJICE— 271 L%, HE
U7o TSN 14~15 BEfECTd - 7= [l
H 1) ARRKHAEIT 20mg TH D,

F1 fEHERRANIZY 77 14 )V bmg. 10mg. 20mg. 40mg % HiA[4Z5 L 7=
EEXOMAENSY YT 74 VgL YRR LEYERE 7 A%

g n AUCo Conax T imax Tiz
- (ug-he/L) | (ug/L) (hr) #2 (hr)
3.00 (0.5
Smg 24 1784 (35.3) | 95.6 (30.0) 9-00 10500 14.2 (19.9)
~4.00)
3.00 (0.500 .
4 2 3319 (32.5 74 (26.5 .6 (20.9)
10mg 23 319 (32.5) | 174 (26.5) 4 00) 14.6 (20.9)
20mg 24 5825 (23.2) | 292 (26.1) 3'004 (Ol,)'.)OO\ 13.6 (17.1)
: (0.5
40mg 23 10371 (32.3) | 446 (20.2) 3'0\04'8(');00 14.9 (20.0)

R (ZREERE %)
£ 2) hfE (#EFR)

2) REHRSE

3)

HARNEREMAN 18I X X T 7 40 20mg 2 1 H 110110 HMKEROKGE LI &2 5T 7
4 NVOIMBEFRE L, 5 4 HE S CTICEFIREBIZZE L, EFIRETOZ X Z 7 41D AUC &
U“ Cmax 61%}]@&5‘%{: & Hﬁﬁ‘i LT%@ 40%1[:%'7][] l/ff_ [1210

F2 EHRANIZY YT 7 o 20megm 1 H 110 AR S Lk &
DINHER > 75 7 1 VgL D HH L7238 ERe /s 2 — %

AUC Cmax Tmax Tl 2
H3 t (pug-hr/L) #3 (neg/L) (hr) 49 (hr)
4478 339 3.00
8 _
LHE L (14.9) (16.3) (1.00~4.00)
_ 643075 46116) 3.00 14.5
W0FE 17 (18.7) (18.4) (2.00~4.00) (17.9)

KM ERIE (EBERE%)

1 3) BGMIRREE (24 RefH) T oo i i 3Ea i B Ak

W 4) HgeiE (FEPH)

T 5) EEIREEICRT 2 &5 MEM (24 KFHE) Co i Sy R T i

T 6) EHIRERIC R T 2 i A o Sk i

EMZERIEF R

(1% 38 BRSO AW AR MR T A BT A VOB >\ T (CFk 24 4 2 H 29 H
AT 0229 5 10 ) ([THS X T

14



D% 557 1 L& 10mgCl TGO
BT 7 4 EE 10mgCITGO) Lo 7 Y R8¢ 10mg %, 7 B AL — _"—IklIZ kv ZhnFih 18 (¥
X577 4L LT 10mg) MEEMAR FICHBERERAO#KE L CEh 2 22 7 4 VIR 2 JIE
L., G on7ciEpmEiie 7 A —4% (AUC, Cmax) (22T 90%EHX A CHgH#EIT 21T > 72
FEE, log (0.80) ~log (1.25) OHPHNTH V|, WAIOAEYF R ZME D R S 7z el
#3 BERACBITALY YT 7 1L 10mg B 5B a)hE 5

— %
HISEINT A—F BFEINT A—4
n x‘"\I]CO’TZ Cmax Tmux T] 2
(ng * hr/mL) (ng/mL) (hr) (hr)
5557 4 VEE . . _
18 3936 + 1222 192 +40 2.06+1.1€ 15.5+5.1
10mgCl [GO ’ ’ o
SoP) AR
v 7Y AG 18| 3959+ 1366 193+48 2.67+1.37 14.8+3.7
10mg
TR
(ng/mL)
250
%2% —— 5557 4 L§iE10mgCI GO
i —o— ¥ 7 1) A§E10mg

P = BT A (n=18)

0 8 16 24 32 40 48 56 64 72
g (hr)
B 1 BEEEACBITLY %57 1)V 10mg Bnlf 5o lmiEdh ¥ 45
7 A4 ViREEHERE
MAE PR EENT N AUC, Crmax FD /3T A — 213, #ERE OFIR, (R OERERIEL - R DR
BRI Lo TR D FREMEDR H B,
@% %5 7 1 )L 20mgCl TGO
B 7T 7 4 VEE 20mgCI GO & o7 U A8E 20mg %, 7 B AA— "—IkIZ XV ZhEih 1 8E (¥
277 40E LT 20mg) BEEMRAS FICHRRERAOKE LR % 27 7 ¢ VRE 2 JE
L. o EEWENRE T A —% (AUC, Cmax) (22T 90%EHH X HIEIC THEHENT 21T > 72
ftide. log (0.80) ~log (1.25) DOHIFANTH U | WHIOAEY FHIFEI M HERE S duz 8l

15



F4 EERACBITLY %57 1)L 20mg BN 5O EIEE 5 2

-5
HEINT A BENTG A Y
n 3&[ ]CO*TH Cmax Tmax Tl 2
(ng - hr/mL) (ng/mL) (hr) (hr)
5557 4 VAR ]
" l19| 7600=1435 325 £5¢ 3.261.33 | 17.3£5.5
20mgCl GO | 19 7690 £ 1435 32559 6+1.33 17.3x5.5
R |) 7\‘_:‘:
ZTUAR 9| 709941745 342+61 | 2.68+1.53 | 17.2%4.9
20mg
TS + R
(ng/mL)
400
350 |
—— ¥ 55 7 1 V$E20mgCI[ GO
I 30()

e 3 —o— 71 Xﬁﬁzomg
Tt + BE (7% (n=19)

0 8 16 24 32 40 48 5 64 72
RER (hr)
M2 BEEBRAIBITLY YT 74 0mg BRSO MmMED s 5
7 A ViR EEER
MAEHR N ONZ AUC, Cmax HD/3T7 A — X%, PRF OB (R OBEUREL - R % O 3R
FHC L > TR DARBERH D,
(3) thiEtE
LB E e L
4) BS - HtAEDZE
1) BBEDOEE
fEFERC N 18 BllCZ ZZ 7 1)L 20mg 8% (GIEE) SUIZEERHCHEBR ARG Lz & &,
AUCo-oo & O Crnax B FEIUC L 2 BITRD Do T BMIGNEANT —#), [14.1.3 B[]
2) GHREEDODZE
EWMHEEERA
OOy raFV—IL
e A 12 Bl s 2 —)L 400mg (1 H 1 [RFEO#& S ENARREE) L ¥ 4T 7 1V 20mg
EOFRBEG Lice &, 2X 77 40D AUCoo KD Cmax 1L, FHEI 312% KLY 22%H30 L 7=
sl (SAEANT— ),
fERERC N 11 Bl h 2> —1 200mg (1 A 1 [EREO#KE) & XX T 7 4L 10mg ZOFHKES
Lk x, #X 77 40D AUCoo L Cmax (FZLFF 107% KT 15% 80 L 7= el (SAE AT
—%), [10.2 2]

16



@Y rFENL

fatRERk A 16 iz Y RtV 500mg X% 600mg (1 H 2[R]) &% %57 (/L 20mg % (&5
L7 & HETT 4D CrmaxlE 30%IE T L7223, AUCo-ool 32%H5900 L7 BT (FAE AT — %),
Rk AN 8 iz Y R E/L 200mg (1 H 2[\) &X X T 7 4L 20mg Z0ffEE L&, ¥4
T 7 4 VD Crax VEFFEE TH - 727, AUCo-lE 124% 8N L7= sl (AEAT—4), [10.2 &
]

@ o BT

®—1 FFxHYyT Y

Rk N 18 BIlIZ R 2 8mg Z KER N GREOEFIRAET, ¥ X T 7 /L 20mg % Hilr]
BOEL Lz L &, AL OWHE &K OREM M T oKk K FEEIZTZNE 9.81mmHg & O
5.33mmHg, FAM O IHE ] M ORI i+ D K TR &ITZ £ 3.64mmHg & T 2.78mmHg
Th o7z b8l FEAT—#), [10.2 58]

®@—2 2 LRETY

fERERL N 18 Bl & L A1 3 0.4mg % SAERE N BEG-REDEFIREET, ¥ X T 7 4L 10mg i
20mg ZHi[a[# 5. Uiz & & S OYUHE I M OEEI M)+ O i K P& IXZ 24 2.3mmHg &
O 2.2mmHg, EAZOUHE ] KX OEE ML D e K PR EIZZE 24 3.2mmHg & O 3.0mmHg
THY ., HONRME~OEBIIRD biviehoiz b8l EAT—4),

@F D DZEFH|

thF (=FF o, FIREEH) XUXT NV a—ANEE T T 4 M RIETEBICONTHRE LT
R, =UF Y, BIBE AR XTI T IV a— LB 22T 7 4 VO EIREIZ 6T 5 B & 2
RIS O oTe, T, ZET T4 NNBE] (XY TA TAHET 4V, UNLT 7Y
VEORT AuTEY) XIIT AT — M RIETEEIIOWTRF LR, 24T 7 4 LB
SEVTA, TE T4V, ULT Y T AT XNIT L a— )L oIEhieIZ x4 A B
gﬁ)fg%ﬁﬂﬁ 16D 5 L7 o 7= [201 [21] [22] (23] [24] [25] [26] [27] (57*.]\7 g)

2. EWEEHRN/SA—S

OF Livzp
LB L

(2) IR
BB L

(3) HEXEREEH
2257 4 )VEE 10mgCl TGO : 0.0483+0.0127 (hr!) (EH#+IEHE(FZE, n=18)
2257 4 )VEE 20mgCl TGO : 0.0440+0.0139 (hr!) (FEH#+IEHEFRZE, n=19)
@4 PIFTI3VR
MR L
(5) NHBE
BRI L
(6) Ttk
BRI L

3. BEE GKEal—vay) @i
(1) BBAF73A
R L

17



(2)

(M

(2)

(3)

(4)

(9)

(6)

6.
(1)

(2)

()

(4)

INT A —AEEHER
AR L

AR
R L

kil

1fn 7% — A B P& @ 1
AR L

1% — Ra A2 R @A i
BEERR L
FHit~DBITH
EER e L

RN DIBATIHE
BEERR L

Z DD BA~DFBITHE
EER e L
MmiFEEHFEE

Z BT 7 4 VOMIREARERIL 94% (Un vitro, FHENTE) THY B8, FiTT7 L7 I kD
ol BRPERER R L REET 5 B9,

K

REBEB L R U R R

fERERA 6 BiliC 14C-% ZF 7 4L 100mg "V ZHERR DL Lz & &, mighiciEicsy 477
A NKRERE RRA TN AT a— )7y a U BRE RN bz B, miEho 2 F1rh7 a
—RIZATF AT a— TN a CBEEEERD 10% A0 Th o7z Bl GMEAT —4),

W 1) AGERKHEIX 20mg TH D,

REAET HER CYPZ%) OHFE. 5=

AFNTEIC CYP3A4 2 L v Rt asns, (IVIL—7. MEEH OESHR)
VELEASNROBEERUVZDEE

AR L
REMOFLOERREILLL, FELE
PR L

it

fEEERR A 6 Bl 14C-# 4 7 4L 100mg D ZHERR OGS Lz & &0, #5% 312 Rl £ T
T RERIN R MM T 60.5%., JRT 36.1% CTh -7, FEETIIZTICAF VAT a—/UK, BT =2
— VR, JRIPICIZFEICA TN T a— VT N7 a U BEEERE O 7 a— v 7V y a AN
oo Bl UNEAT—4)

H 1) KRR 20mg TH D,

S U RKR—2—IZE8T B 1B
mMER L

18



9. BMFICLDBRER

[VI.—10. @& 5] OIESMH

10. REDEREHIHEE
(1) BEEEE

) BERUTEHFERREEEE

faFER A 12 ], REREERE (CLer=51~80mL/min) 8 ffil, W45fFEERE (CLer=31~
IHHTT7 40 bmg KON 10mg ZHER AL L7z & &, AUCo« KT Cmax (T
R A D Z UK 100% K& T 20~30% 5N L7z B3l B4 (AAE AT — %),
FTTWAKREBEFEESE
MAEENT %% 1 TV D KR AR EE 16
H1L72E &, AUCo« M TN Cmax [ FBERERLA D ZILZ 1K 109% K TY 41% 30 L 7= (83l

50mL/min) 8 i

2) MmEBEH %=

— %),

(2) HFIEEEE
BEFERLA 8 1]l OF

b A 25 Bl
EHEE (Child-Pugh class A) & HPEEEEAT

\ZH X T 7 40 10mg & HElfE O # G Lo & & Bk
fEsE 8 (Child-Pugh class B) @ AUCo-l IR A

IFFEECTH 72 B GEANT—2),

7)) BT REE

(3) =EAE
e = 12 1

(REWI I 2358
%}Eﬂﬂ‘ﬁ% (Child-Pugh class B) .

SRRV (Wit E- DN

n= 8T
n=_8: HEHT

(65~78 i) M OMEFEAFHE 12 1 (19~45 %) |
fﬁxm&“frbf:k% Cmax IXEHE & HHEE & TIRIERBETH o 7223,
\ZE~K) 25% i ECTdh o 7= B31Bs] (MhE AT —#),

X HT 7 4V bmg, 10mg K& 20mg % HiL[AlRE O #

fE5 (Child-Pugh class A) |
f&# (Child-Pugh class C). n

[9.8 Z ]

F5 Tk R CEERIZ ¢37fwMMg$WMﬁ5Lt£§@mﬁ
Ry 577 4 Vg L) S L7 EhaE o 2 — %
AT LO*&: Lmax Tmax Tl 2
n
(g -hr/L) (ug/L) (hr) #*8 (hr)
- i 2.00 (1.00~
i 12 4881 (31.7) | 196 (26.9) ( 21.6 (39.0)
4.00)
2.50 .00~
AR # 12 3896 (42.6) | 183 (25.5 2 )J, (,1 o0 16.9 (29.1)
6.00)
MM (BRI %)

7E8) hokfE (EPH)

1. £t
AR L
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VI &M (ERLDIESF) ICEAILER

o=

REEZDEH

-=3
=
1.
1.

1.

==
=

1 AF| EHBEAIRE—BIEER (NO) #E5XK (Zt0J U+ y, BEEET S, EEBAYY
IWEER, Za5 0% LofRICIYREFRMNERL. BEICIEZTRSIESHL
AHBHDT., FFTREOHTIC, HEFIXIT—FHEER (NO) #EHARESATVGENI EZ
ToHERE L., FRREPRUVBRERICEVTHLHEEAIXII—BERILER (N0) #E5HH/RES
NGEWESITRFEETH &, [2.2, 10.1 B8]

2 REHZECLHBEEZFNEELDLDMNERFOHEEERNIRESNTLHDT, FHIKRE
DEI, DMEREEFEOERFLZ+OHRIT S &, [2.4-2.8, 8.1, 11.2 B8]

[

9 m=E
. b SR

NEEZEDEB

2.
2.
2.

N N NN

NN NN

BE ROBEFIZERELAENIE)

1 AHN D B35k W uiE DREERE D & 2 B

2 WA ST —bESR (NO) eG4l (= hme V&Y o HEMEET IV, i1 Y YL e
R, =37 VL% zkGHhofE (1.1, 10.1 ZH#]

SRS T =gy 77— (sGC) HIEHAI (VAT 7T M) EbGh ol [10.1 B3R
A LMAEREEEZGT L2 EMATANREY B2 O EE [1.2, 8.1 5]

B RETERMED & B BE IR FICHIEER B L= Z Lo b HEE [1.2, 8.1 5]
6 = e — LV ARROAENR, (KiE (IM/E<90/560mmHg) Xix=> hr— /L ARNREO&EIME

(Z2¥pHE M E>170/100mmHg) Db 5 HE (1.2, 8.1 ]

T DR IEDBEERE N RGIE 3 » AUNIZH 584 [1.2, 8.1 &)

8 A ZE - M M OBEEE SR 6 v A LLNICH B3 (1.2, 8.1 ]

D EEOHEEDOH LHBHE [9.3.1 2]

N0 MR A EAMEE RS RAEEMIEDBFIITHRAR Y= AT 77— (PDE) O#EsH

P 2 R OREBI N D BERD b D, ]

3. Mhee
Y

4. R
Y

XIFHRICEET HER LT DER
2. ZHHESUIZH RAC B S TR DS

RURZEICEET 5FELETDER
4, AEROHEICEET HFE] OESR

20




5.

6.

(M

(2)

()

(4)

(%)

(6)

EELGERMIE ETDER

8 EELEXRMIE
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