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1. BE
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. BREEET IV, WEBA VY VIER, Za5 TLE) EDf
RAICKYBREEAPEEUCBEICMEE TR EZZEPFHS
DT, FEREOHIC. HEFIE—EEERE (NO) #5HH»
BEINTOWEVW L& T9ER L . KFREFRUEBRSHICE
WTHHEAIE—BEEFR (NO) ftEF PFREShEVNED
THEBT DL, [2.2, 10.1 BEE]

2 RCHEECOHEESZOER A LDMEREDEFEERIR
EENhTVBDT. FEHRSORIIC, DMEREEOHES %+
DHERTDHE, [2.4-2.8. 8.1, 11.2 BH]
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ST T VY 75—+ (sGC) HIEFH (VAT T T )
PG oBE[10.1 2]

A DIMEREEER AT L5 SWATAPAREL EEZ 5N BE
[1.2. 8.1 ZH]

5 REERAED & B B AT RIS OE R SR L 722 &
DHLHEF.2, 8.1 ]

6 T Y PO VARREOAENR, AIME (MF<90/50 mmHg) X
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HHHEHK[1.2, 8.1 BH]
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3.1 #RK
Wi5e 44 % 45 7 4 )VEE 20mgCl [VTRS)
A 14 #4974 20000mg

FUEAHY, S rao—2Z, v FaFysulbru—2x, Oy
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BE)

5. $hEERIRHRICEIET 2R

5.1 5L T, SEAER O Z OREEREOZ MO0, BT
EOFARTHERAE T ATV, BRI RN D & IR LR L%
EENDEHIET LI L,

5.2 AFNI A I PRI AER] Tld 2o v

6. AERVHE

HEL, RAIZIZ1IHLIREIY ¥5 710k LT 10mg 2 MAT4 0% 1
SRIAT ISR %5 %0 10mg OG- THoRMERE ST, &
FEVEDY AT & CHI I S N7z BB SO GIR A TS EAN B E 12 LT
X, 20mg [CHR T A 2D TE L, BEXIITEEONEED D
LHEFTIZI0mMg 2B AWV o 2B, WTFhOBAL 1 Hok
Hagx1me L, &5HEIE 24U EET L E,
PEEEIIEEOBEEDH 5 EH TlE, dmg 2 HRIE L. #5H
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F 7 11— A4 P450 3A4 (CYP3A4) %5 < HE$ 534 2% 51 0
BHETIR A OMERIREDS LA T2 2 E0RBOLNTNRDLDT,
BHE (Gmg) 25 L. H5HBEET512H 7% (10mg %%
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B, %R I0mg B2 2wk, [10.2 B3]

8. ERLEXER
8.1 HEAT A LB DY) 27 248D Te 0RO mE = MG 51

WLMERDORBIEEZIES ) 2L, [1.2, 2.4-2.8 &H]
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PRHEEH ORERR 2 o

B
2



9.1.4 HINMERBER LHLEBEEDH 5 EE

mvitroBET= b7 )Ly K hY A (NO BESH]) o mviEe

EHREH 2 B0 2 2 ESRO 5N T Do WM E UL

BB OB 5 BH N T 5L EMIIFEL L Tz,
9.1.5 EEPETLEE

PR EO G Z FIGT AT
Lo LIMERANY POfEBET2ET 286075

%O

9.1.6 I FO—IHF+9THEVSIL
RF) O MAEPERENC & 0 ME T4 U2 TR S 2 O TiER

THZ L,
9.3 FHEEREEEE

NI

EEE

9.3.1 EEDHEEERHE

G LenwZ &,
[2.9 2]

b 0 BFITER

ORI

MEE TR STV D,

EERIESH
wekEzoh

B 45 BRI - R 7 B - fabfii T

VA TTT R FEGEVER M 2 2§ 52 | MK A cGMP i A% 4
B DB Wl LD | L. MEEHZERT 25
LfEBtEE T ICEB LW | Wb b,
BEER L 22 LTS
NI EILOHHT 52
to

. BER

&wﬂﬁmﬁ%%bhé LHBHOT, WEE
uaﬁ%m¢¢a¢a@w&mﬁ%ﬁ5:a

WRD NI A
1.1 EXLEEMER
1.1.1 BB GHEA

3895

)

EnHObONLIENDH S,
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9.8 EiE —
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10. HEfFA - WU ARIE | e
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10-1 1#%51?1@( (1#m l/ixb\(_ t) HEO)E?E@% N i N H‘.HA{E {HH%%
SH) 5 FRPRAEIR - s i Herg - fabal T SR O HJWJ 3F§N]JR
. 8RR, 1
AT OF NO (6531 BEFTNG X o BREEATIT & 43 | NO 1 cGMP o e % 3l S Wl .
—turyr) T2 LoMiENH LI, L. =75, BHiE cGMP 05 Al g%, R B n,@mrﬂ% 143
HAEER T IV 2 PIHIS 2 2 &S| i) TR S 57 P R e
fifie A vV VE R OFFHIZ LD cGMP OHk e
a5 YNV 9 5 NO D RETAEH D
[1.1. 2.2 ] HRd 5. HiLE HILRR g | fERL PRSI, | AR
B EESE e | R, HOE
sGC Hl | PEFIC &0 L MEART 2 S | RIS & 0 JHIFEA cGMP it LT, TN | R, TR
YA TT b (TFLN| TBEN DD, FEASRENN L\ 42 BT (AR W Hs. IE
2) W% RTTBENH Lo -£7 N ]
[2.3 2] EXP ) ALK
10.2 SRR (BHAICEBT 32 &) s B W R K| ALP LR
AST N
HH BRPRAEAR - S T I - kT ALT L. y-
CYP3A4 HiEA) B> CYP3A4 /R 547 | CYP3A4 LIS £ %2 ) 7 gp SR
yharv— FTahrhaFy—n (&O| 7Y ADED,
1 I:?ij“/\'—)‘b‘ #, EPIARSETE) t\:@@"“ﬁﬁl B AR R
VAR =i Ly, AHD AUC KU Cinax i 5
FI7LEN A3 312% % UF 22985005 % &
TVL—=TTN=rT 2— | OWENHHY, W EE A M. | BAETE. ARECE | B AR E
A el () « W | b, e I’J“
[7..16.7.1 ] s
HIV 715 7 — ER#E#H )R FEMEDOGEHIZE Y. R - e R BEA O F v BEIR | SR, BUR, | A K
DI 2 AH O AUC A% 124% 5§ Ea AL, REE | SR
1rVFEL % L OWEDH B, — . , .
Gty IR - Rl PRRIEE, $hie | FEiE. B
FIVF OV g, BRL7% | ROLER
[16.7.2 BIR] i
CYP3A4 F57 VT By Y LU | CYP3AL BHEIC LD 2 ) T PR S SO RISIED | FEURIRE, WL | Sl DA
PEESEDS £ KAID AUC T Coae | 7 ¥ 2 DHAIL -
71;|"f3/‘ DENZE I 88% K U 46% 1K ¥ KHE. S, N | 25 R
T )NV E Y — )L T4 2 LOMENDH LY, BiZ
o WA By 7y EORRL L | KRR 5 ot PR P
I: ;\:"f AN ) AL T & OMER | BEIEAE 2 A9 % 7280, BfH s TR, | I . RS R
FIVY WAL EE U Kk 2 A2 | 1Sk D RIEMRR & R B [P -
[16.7.3 ] 9.81lmmHg 0" 5.33mmHg | BZN2H 5.
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K% 12N 8mmHg K O
AmmHg T &$ % &L o
W b7,
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PR ES
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FIA L. BICIEZEfLE B 2 L CHREREIN 455 O T 7 G O0HE & BEFE
LHIENDD,

14.1.2 RFNIHE G514 36 B THEMMEDS RO LN TWL 2 EH»
59710 ZoHifid el o T HAEET 52,

14.1.3 AHTEFOEMEIZ PP b S THGTE S, [16.2.1 ]

14.1.4 AFNAIVEAT A IEGEE % B SRR 22

15. ZOMOEE

15.1 BRER{EA ICED 155k

15.1.1 35 & OB I S 2 TE e WA FHEIZ B W TARK & &

tr PDES MLEHIF G-d1c, FAUZ, $UUMK TR HEd o B & 7%
0 9 % IEBIRIVE RIS R I A ASE (NAION) OFsH A3t S
TWaW, TNnsnBEFHENDL L 1E. NAION OfakK T [l (50
ML) BEIRIE. L. SEEIIREE . mRIE, BUESE] 24 L
T 7212,
YHENZB W T, NAION # 53 L 72 45 L Lo B WA R & LT3
i S 72 B OAFBRIFZE TiE. PDES FLER O F%5-7> & 7 2 210
(T12) OS5BEOMEAN (5574 VOER 4 HEUANIZHY)
&, NAION 3l ) R 7 A 2 B2 5 2 L s S Tw a9,
[8.3, 11.2 =]

15.1.2 35 & OREBER I S 2 TE e W FHENZ B W TARK % &
tr PDES [HERHZ G %12, TS, BEBEORBEIHME SN T
bxéM).lS)Q

15.1.3 5] & OREBEIR I S A Tld e WA FHENZ B W TARK % &
ts PDES FLEHIPE G- #2102, S, S8R BT S22 58 Mk
PRESNTND, SNHEOBETIE, HEVROT WAL Z L
WH5bo

15.1.4 7V 3 — VIR AR IS ARH] & 325 L 7240 E o B R 3R B2 b5
W, 7OV — VIR, RFOIMSETREO VTG HE IS
BEZT holzd, Tha—VEEHE (0.7g/ke) A L7228
BRI BT, O F W S AR AT S S 41721007

15.2 FEERPREABRICE D C 1R
25mg/kg/day LEDOMHETY 57 4 V& 4 X2 3~12 » F R
HARLHES L 2B BT, BIEE O T, HME Lo
W, B BB T RO bz OWENH b, v b
2B 2R TIBRE L 0§ 2 2 A Wit L 724 E IR iR o> — 3¢
L FIGHRGT- IR DI A ASER S Tz 78, AETERER, T RER O
ROV E EIE T IO RERIZ BT H LD D S e o
7‘:18),19)0

16. EYBHRE

16.1 MARE

16.1.1 BEKE
HA NG 36 #1124 45 7 4 v 5, 10, 20, 40mg™ D % B[RS L
7oL EDY YT T A VOMBERIRE L, %5 0.5~4 B (Tnax OHF9AH, 3
FE) ORNCYE =21 L2t HR L7z RN 14~15 K T
572200,

1) AR KHEE 20mg ThH b,

#1) #HEBAIZY ¥ 7 1)V 5mg. 10mg. 20mg. 40mg % H[E#%5 L7 & =
DIIER S 55 7 4 VIERE X ) Sl L 7238 s o 2 — 5

JiE n (uA;C}f:/“L) Cans (ug/L) | Tuae (hr) #2 Tuz (hr)
Smg 24| 1784 (35.3) | 95.6 (30.0) | 3.00 (0.500~4.00) | 14.2 (19.9)
10mg 23 | 3319 (32.5) | 174 (26.5) | 3.00 (0.500~4.00) | 14.6 (20.9)
20mg 24| 5825 (23.2) | 292 (26.1) | 3.00 (1.00~4.03) | 13.6 (17.1)
40mg 23 | 10371 (32.3) | 446 (20.2) | 3.00 (0.500~4.00) | 14.9 (20.0)

HATPIgf (B HRE%)

TE2) ki (HEPH)

16.1.2 RiEHS
HARNERBN 18 BII2% 57 7 4 v 20mg % 1 H 1[0 10 H M RAERE %5
L7zt a0y 577 4 VoiSEhiREid, #5408 FTICERREBISEL
720 EHIRETDSY 577 4 0D AUC KU Crax 1 3HI B G-F & Fei L CHY
40%HIm L 7220

F22) EHERRAICY 477 4V 20mg % 1 H 1010 HEEHS L7z L 2ol
ey 577 7 A VIR X DB L2 I EE T X -5

¥ AUC 4 ,
H# n (ug-ho/L) E9 Cumax (ug/L) Tmax (hr) Tz (hr)
1HH 18 4478 (14.9) 339 (16.3) |3.00(1.00~4.00) -
10 HH 17 64305 (18.7) | 46176 (18.4) | 3.00(2.00~4.00) | 14.5 (17.9)

AT (ZERE6)

T 3) B HBEH (24 WEH) T OIMSE Y R T iR

E4) o (FER)

1 5) SERIREIZB BTG RIBEHE (24 BFH) T oSE b8 i
TE6) EHIRIEI B i AL b3 i

16.1.3 &Y ZFHIRIFHHER
% 557 4 )V§E 20mgCL [VTRS] & 27 A$E 20mg &, 7 W AF —/3—ik
I EhEN1EE (§5T 74 0E LT 20mg) BEERAY F I L HL AR
45 LCisEh ¥ 9 7 4 VIREEZIE L, 155N/ WEHE/ ST X1 —%
(AUC, Cumax) 122\ >C 90% (5 MK B A2 CRERHIENT % 1T o 7245 . log (0.80)
~log (1.25) O#HEANTHD V. WHIOEYFHFFEEI MR SN2,

#£3) MEEH Y 55 7 4 VOEMFE ST X =5

HE 8T =5 BHENTG A=Y
AUCo-72 Chnax Trmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
55574V
+14 25+ 26+1. 17.3+5.
20mgCI VTRS 7690 35 325+59 3.26 33 7.3+5.5
5 )z 4
T A% 7929+1745 342+61 2.68+1.53 17.2+4.9
20mg
CPIgfiti = BLHER 2. n=19)
400

350 F

—@— 2 X5 7 4 L§E20mgCITVTRS |
—O— v 7 ) Z§E20mg
FEE ARRER RS, n=19

300

Migdh % %5 7 4 L (ng/mL)

0 8 16 24 32 40 48 56 64 72
IRgfis] (hr)

MAETHHEREAE O AUC, Comax D35 X — ¥ 13, #BE OEIR, RO
% - BRSO RBREM I X > TRZ 2 TREEA D 5

16.2 BRI

16.2.1 REOFE
TR 18 B % 5 7 4 )V 20mg % £t% (EIRIFE) UL ZBAEIE (2 HiaRE
M5 L7k &, AUCo-o L U Crnax 3HICEFHIUZ L 2 HEUIBD SN
5728 (BENT— %), [14.1.3 BIH]

16.3 9%

16.3.1 MIFFHEEE
5557 4 VOMBEEARKEGEIE 94% (in vitro « “FENTE) TH Y2, =
W7V T I VRO a1 BRYEREEE L AT 59,

16.4 X3
TR 6 FIICHC-% 75 7 4 L 100mg™ D & MR I#% S L 72 & &, g
WZWEFEIZY 7T 7 4 VRBAMER A F VA Fa— V77 a v BHEEH
HLND) , MR DAF VA FI—VEIEATFVATFI—= VTV ray
A AR D 10%Ai T - 7220 (BHEANT— %)

16.5 HEittt
TR 6 FIIC1C-% 45 7 4 b 100mg D & MRS L 72 & &0, &5
% 312 BE F O RS IZIEME D 60.5%. IR 36.1% TH - 720 FEE
T ATF VAT I =R, BT a— Uk, RPICIEEICAF VA T3
— VTN a Y BAAERRO Fa— Vv vy a RS b
HEANT— %)

16.6 BFENEREEHT 8L

16.6.1 BEERE

(1) BERUPZEEEEEES
TEEERLA 12 6, BRPEERERE (CLer=51~80mL/min) 8 . &
H# (CLer=31~50mL/min) 8 #I12% 45 7 1 )V 5mg K U 10mg % Hi[al#E 1



5 U728 & AUCoo0 JL U Conax (ZMEEE LA D Z 1121059 100% 1% OY 20~30%
BN L 722950 (SHEANT— %),
(2) MEENZZ T TVIREERLEE
MBS T 2 KEIBALEE 16 61125 45 7 4V 5mg. 10mg K O°
20mg & BRI OHG- L7z & & AUCo-e0 2 U Conax 1 ZEHELA D Z LE N
109% % U 419%3¥4H0 L 7229 (SAEANT— % ).
16.6.2 frEEEE
fERERL N 8 B 5 OSHT B s B 25 BIED I 4 475 7 1 )V 10mg % H Al 1% 5
L7k &, SREEIFFE 4 8% (Child-Pugh class A) & Hfv &5 B i [ 5 %
(Child-Pugh class B) @ AUCo-eo L fERER A & ZIZFFETdH - 722 (JHEIAT
—%)s
7)) BMTEEE RS20 57z B%E) . n = 8 BEE® (Child-Pugh class A) .
n = 8: PEEEE (Child-Pugh class B). n = 8 : EE &2 (Child-Pugh class
Cn=1
16.6.3 S
HeREE IR 1200 (65~78 i) M OVHEHES M 1240 (19~453%) 128557
1)V 10mg % 3G L7z & & Coax (EEEE & £5FH & TIRIZFEEET
& o 72h% EiE O AUCo ol TAFEH AR 25% =l TdH - 7229 (GHEA T
—%),[9.8 ]

F4) BRHRLOHFEHIY 5T 7 4V 10mg & HEHES L L ZolffEh s &
77 A VIREE L Y S L - ERE s 2 —

AUCp-e 8 p
n (pg - he/L) Cmax (ug/L) Tmax (hr) Tuz (hr)
ol =4 12 4881 (31.7) 196 (26.9) 2.00 (1.00~4.00) | 21.6 (39.0)
FiAEH 12 3896 (42.6) | 183 (25.5) | 2.50 (1.00~6.00) | 16.9 (29.1)

BT (EBIRE%)

W 8) yLfiE (HipH)

16.7 EWIHEER

16.7.1 A7 h3aFV -
RN 12 61127 b 29— )b 400mg (1 H 1 [REEH#ES. EHNRZEE) &
%5574V 20mg # PG Lzl & #5574 VD AUCowo M O Crax
&, FIZFN312% K 08 220%8E 0 L 724 (HEI T — %),
flERER A 11 B2 b 25 =)L 200mg (1 H 1 BECH%ES) &4 5571401
10mg ZPEH%EG L7z &, #4574 VD AUCow L U Cmax 1ZZFNEN
107% % O 15%540n L 729 (AHEAN7— %) [10.2 &)

16.7.2 U hFEWL
fEERERE N 16 B2 Y b F €L 500mg X 1x 600mg (1 H 2[H) &% %57 4 )
20mg # PG L2 &, 755 7 4 VD Cuax (& 0% T L 7225, AUCo-o
13 320%3 I L 7230 (SAEAT— %) o
fERERL A 8 B bV 200mg (1 H 2[0) &% 55 7 1)V 20mg % i fl$%
L7z &, 45T 7 4NVD Cnax (ZFFEEETH o 7255, AUCo-w (& 124%5 01
L7z WEAT— %), [10.2 B]

16.7.3 a ERIH

1) FxHvI>
fERER A 18 BIIZ K ¥4 V'Y 8mg % AEREIIR GO ERFIRET. ¥ 45 7
1)V 20mg % HIAHRIHES: L7z & & S o G & OJERRI U O KT
FiZZN2N9.81lmmHg % U8 5.33mmHg. FAR O YL K OHLIEI LT O %
KRR IEZ 21 3.64mmHg 2 0 2.78mmHg T&H - 726 (FFEAT— 4 ),
[10.2 ]

2 #6202
fERER A 18 BIZ & 2 A0 > 0.4mg % AR 5RO EFIRET. ¥ 75
7 4V 10mg X i3 20mg & B 5- L72 & & | SEAZO DU I OHERR I INE 0
AR TR IZZ 121 2.3mmHg & 08 2. 2mmHg. B o U K ONHERR 7 10
JEDIA T B (22 3. 2mmHg & 08 3.0mmHg TH ) . #5207 M
ANDEBIFRO SN LD o720 WHEATF—5),

16.7.4 Z DO
Ml (=FF T, GIBEEH) IETNVa—Vay 557 4 VIZKIET
BIZOWTHET L72#ER. =¥ F Y v, HIRREAHI I T VI -tk s s
57T 4 IVOIEYEREI T AP BT O N ol T2 8
FITANPMH (35T 0, 745740, IVT77) Y ROTLEY
Yy) IET7T NI — VIS RIITEEICOWTHRE LS. 5574V
B350, ATV, UV T )y, TAuYEYLET V-
WV OSEYEYRE K % W 6 90 EBUEFRD & N e o 72101032030 (4LE A 7
—%)o

17. BRPRBLHE

17.1 FERVORLMICEET 555k
Y 557 4 VORKRMEIE, ENEROGR. HE S TR I F—o
R A H W CERii 2 17 o 720 £ %2 484 (X HEF (International Index of
Erectile Function : EIFEFhEiEE A 2 7) B (15 M) 1281 2 EhErhE
KA4 > (6f) (£1). SEP (Sexual Encounter Profile : % Hith oM
RIS B OER 2 ROVER 3 (£2) ISHTAREE L7z,

# 1) IIEF ZhEEHERE N X 1 > OB & [l%

P
ﬁrf | a1 (1)
Fin
1 Z 2 4B ERAT I B AT | - MR A E L BELED (0)
LW, A RER L F Lz, | - WU EIEERE (10 [ 9 a2l

) e (5)

Z 4 AR ENTTIC X 3RO | | BB CES LY 274 ) FE S E
2 i AT EE AT RE % Fh OB S 12 o 10 D 7 [AREE) - (4)

%0 E L7 CWEa (10 5 [E]) e (3)

T ————— O e R L VRN E TR
3 ATz Ltk L fafp 3 D) - @
- A CELIIEE A CEL (10 [ 1

FLLF) oo ¥

U | mr s I k) w2 s e b L,
A ELE BRI 3, 4 Tl [HROHA—IED

L

DR BL e (0)

S ammT, f, kg | ECEE T (©)

5 T 5 ETHREMERT L2013 E

T B REET 724 B (3

A B (2)
CEE AL (1)

B = A VATERER (5)

Cc A sEE R s ERe | B @
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