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- £014Q 42 2Z0| A5 A= EUAIDL, saquinavir S2| EHE protease inhibitors, 12|11
erythromycin, clarithromycin, itraconazole &' grapefruit juice?} Z2 Ct=2 CYP3A4 inhibitorse= ECE2}
ol Y s E S7HAZ A= o422 FO[510 HE £0 £|0{0f 5t 1 2= M 480 E 745t O]
bSOl YR TF SIHE 4 Ut

- CYP3A4 K29 2|&I| Al (rifampicin), EfCt2tE SE=E0A|(10mg )2 AUC 240 B3, EfCt2t
ZIo| AUCE 88% ZAA|ZALE O|= EfCtEtHo| 252 ZAAIZ & UR|0F O A == R R LQULTE
4| - H} 2H|EH(phenobarbital), HL| EQl (phenytoin) & 72 BI0LA| 2 (carbamazepine) 2t 20| L&

7
CYP3A4 RE2200| EE F0| HA| EIC2HHO| €Y 555 Z2AZ £ USS olde + UL

Y
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- Eftt2t 2o 22X (disposition) oAl =&t (transporters)2| HE (0 E S p-glycoprotein)2 €44 UA|
O4Ct. WhetM, =& AH(transporters)2| A{30f 2|5t f= = A& Jtsd= ULt

- O] Qft AAKA| (A0 E /AL 2 0|E) 2] HEF0A| 0] 2| L=Z(AUQ)Ofl= tHSt 910 0| 2k9|
S420| Yulis| Z4AZAC
2) Ct2 A= 0] CHSt EfC2tE o] 2t8
- AMAI™HO|A, EFCI2FE (5mg, 10mg2t 20mg)2 &AM (nitrates)2| AASH 222 S7HA|7 | A2 2 Lt
EtGICEH [T2tA, o st "HEfS| 27| A AHH (organic nitrate) AlAH|2tE A 7| A U/E= 2t M0 2 E85H= &
AtOf| A= O] 2o £07F 27|0|CH 1. B & 2. CFS X0 F0{5HA| & Z4 3 2FR]. AAAE Zotof 2
™, 150H | 2x}7} EfC2HH S O 20mgX 7€ SOt E0{5t11 0.4mg nitroglycerin A5ty CHFSH A2t
CHO| £045HY 2 W, 0|21 HE 222 24A|2t O] A& &AL EfCHEFH S OFR|2te 2 E05H & 48A|71H0]
A'GHS W O Of4f LIEFLER| QEQUCH WEtA, O] 22 S04 (EIEt2HE 2.5mg-20mg) st SHA17t AHHO|| 23 2
= Aretol| 2{5t0] AMES| BV} ostM o2 BIEA| WS HAR0|= 0 k2 OpR|8te 2 E0Tt & 2|4
48A|Z2H0| ALt Z0f|0F ZAAHHO| £E0{E S 4 QUCtH 12{5 oM AMEZ E0S e AT FH A
o4 B L& (haemodynamic monitoring) 2t 74| S| AL M|&lSh ZH=0[ £~8Hx|0OF StCt

O|StA| A aflst
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- EICH2HFE (10mg, 20mg)2 OFMIE a2l At (acetyl salicylic acid)Ofl 2|8t 2& A|ZHS S7HAI7|A] QUL
- Y o2|st A0 A Bttt O] S QAo HAA St 2-ES S7HAIZ 7Hs-J0l| tisto] AL
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o
(met8D olol), 2|0 A| O] A (bendrofluazide), QFA| &L 1| 3| 2F A (Cfet AEf & S, =

cC
= 2|OF2IA Ol A|(thiazides), Z&SZEATHA, HIER-RHTAY, L/EE -2 A 90| E&)S Eefstt, =
Q 5t Zaf=a] ZHCEA| & amlodipined|

MHAA| 0| HAZ| AT, EfEt2tE (20mg E0| HEH 2| I 1| 84
A

- OHE afore| A|Eol|A EfCt2FE 20mge 1YY 2| 24| 4S5 F7HA| 2t & HE8E0{5t0 A+LotAUCt of
= SEZHO| A ambulatory blood pressure®| Hgh= &tz HEof 2#HO| =
Ao = LIEIGICE 0|t A5y, =AM 0| & £ X| = 2HA0f|M &, IS 0|2{gh €@ Z
3ot

c 2 CH
S 20| QA= LRUAR|2 O AT AT SYRHO0| H =1 U= SAL0AM
245
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- St & QF OFA| (antihypertensive medications)S HE&5H= BHAFS0||A], EICH2FR! 20mg0| 8 ZHAS Ao
Z & A20, O| A2 (YMAITHA = A2, Of2f 2Z) Yoz £Q2| ool YHHOo= RO|5IR| g5 A
2 TCHEICE A 34 AHAI At=0| &4 A, 1Y oA S 0] 2t HE ot Statn} St HQE oFF| Gl

O| 0| oFS =85t StA|=t 7H0f| O|4fBFZ0l= 2{0|7t GIACE 2L, S} OfAE HEot= 42 g &
2 7Hs/40f 2shA BRSO 2 ATH A Q1 # D (appropriate clinical advice)E 5+0{Of BT}
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EtCt2E 2 cyclic guanosine monophosphate(cGMP)-£0]|& Q! phosphodiesterase type 5(PDES5)0]| CH

Of MERA, T+ A S A|O|C. /424 At=(sexual stimulation)0] =& 22 AAttek=(nitric oxide)2| &

=) i}, EfCt2tZof o|st PDES2| AA|7t s A (corpus cavernosum)OlA cGMPR| £2|& Z7t1A|Z]
0|2t(smooth muscle relaxation)2} 24 X200 29| HH QOIS JIHSOZM Et7|

ZIC}H EfCtebEE 44 21=0] g2 m{ol= 20| it

In vitro Al Z2f, EtCt2tE 2 PDESS| MEfX Q1 XSHA|O|Ct PDES+ Sl THA| FHat, et 2 L2

(vascular and visceral smooth muscle), 222, AT A2 T 2 Ak|(cerebellum) Of|A EtAL

O|C}. EfCt2tH o] 2uh= CF2 phosphodiesterases2Ct PDESO]| Ci3t0d G 2 250| QICt E

&, @k 740} CF2 7| =oj| M YHE= 401 PDET, PDE2, PDE4 2 CH= PDESO]| CH5HO4 10,0008

5t= O 2 250| QUCH PDE37t A &4 (cardiac contractility) 0] 20{5t= §40|22, PDE3EC

of CHst of2{st MEt 2 S ofCt ot EfCteHE, Y8k (retina)Of|M AL = 240(Z}

phototransduction2 &% sot= PDE6ECt PDESO| CHSHO] ©F 7008 & =&0] QJUCEH EfCteH S £

PDE7 ~PDE10EC} PDE5SO| CH310] 10,0008 Z2tst= o 2 50| QUL

tod
ot
ol Y

g
ur.
H
urlor|r
>

mell
W)
m

> Jtob
> ol
ol
N

X
Ny
i\
X

Al (at-home setting)OflAM 1,054
AHH2=2 RFO|5HAH 7H A2,
| & otL|2} £0ist = 32HS0| 36

=
0lo
=N
>re

0 patujo
oRnjoog
U

ool

J

o2
g
e
_O'h

s

[¢]
ol

- E ua
W= rior.
o NE
FN
N
30

0

0)
rk ol
o0
Sl
R
njo
tn OfM

o N
Mo
ol
i
m
X

onro
°

A|

Il

I_—v—
2
jy
_\'J_
U
4>
£0
=
ON [
n
£Q
0

gt

supine) &&= 7|(systolic) L O|&+7|(diastolic) &2 (2!
1 CH ! | 2 0|2tV HH (22 0.2/4.6 mmHge| "+t 2|
La)e| SHOAM [ B W5to 72|t 20|77t A2 M Aeka=0f QUOIAMZ R[St 2}0|7} SIRAUCE,

o

CiSt EfCtatRol 228 TII517| |8t A0 A, Farnsworth-Munsell 100-hue testS AF23HS o,
(MM /=A) O ZONTF HEE|A| §IRUACE O|2{5t Zk= PDESR H| W i PDEGO] CHEH EfCtabHo| U
2 Aol 24, color vision2| #2tofl Cigt 2 0= ESUCHC0.1 %).

A
tol
T
i)
ne
Wi
__QE
a
A
rn
°

oF Al Yoks Hotsty| flol, & o= 10mg=S 6702 2F O

[{L}, 20maS 22t 674 £ 974 2 OjY 225 LN S0|M 3 7(2] QAATE0] AT O]

o o
Of ALO|A EfCtePEe| 2|2t 50 U EfFHE Q0 20|
A 234, "deff, HE (2SS Z 2 (follicle stimulating hormone)
1

2
1o
o
2
ot
0x
«
©
(0]
=
3
Q
—
(@)
Q
(0]
>
D
%)
¥
=2
2

I
3

NHonre
;‘_‘QNOI:OJ

i
S

@]
o
fl

n
09
S
>
N
m
oY
ol
N
oin
H1
N
\Iﬂ
o
0%
ro
1o
(0e]
ul
w
ol
10
ne
N
[
>
ror
B
f =

oM
o
QHI
re
oY
O0EnE
10
o
0
No
=
fUI[IJ
)
0z
|0

ob
X0}
RAlE
ojo
|0
tu
I}
N
mn
£Q
a
°
mn
ofN
ne

>
0>

XN
lorotg
>_
Rl
a»
ro
fol
or
njo
oy
\I —
rol
XY
mE
Tox
" E]
>
H
%

r

~

|’9.£_|.9|-
< o
g
e
njo
e
o
L2190
0z (1
|03
Q
o
ul
-~

10
T

0al

—
)
>0
218
N
(0e]
X
fo

oy
2
bl
pnd
o
X
[
4
Bl
rlo
it
N
2
e

| 2.5mgS 46%2 LIEfLr Zi0 2 B nE[oiCt. O] 3749] ol
| TH= PDES Al

FO & ol W riE Hu
rx

0|, PDES X3HA|E
= Ol 22| BHY5H0] Al
52% 2 LIEGHCE,

A SogE YR 2 186FO|AH| 125278 HAsH A0 M (EITH2FE £ 1429, 9[9F £0 44%F) EtCt
2H 10mg E£= 20mg2 2|2 & 2HA0j| M (flexible dose, on demand), Y222 QIS 17% 2t H| w3
0| 2k=2 E0i5H 2H210] 48% 7t 2+ 7HQ19] EtY| 7| 50| Mo = MES| SFAE|QICE



M 0853 =T
) ) Tl s o F
S - m 33 R0 or & 5,88 T
T 1| e << ‘O oK X Bl
o =il ot = Uy LT B U — o =)
s <ot = o 2o ~ 1) & o ool T8
N O e = U %o A
Nto g 7 il LN by o s Sy <
o =T T EX ) 5 - = o) e
5 oy =] 5ot 3T ou W R SBIT
o ar 30 B s e or ol i
N F g X, o1 2 RO S ol H A ﬁﬁ@
S ot = SiE) N2 M s o~ i) Wao
LM o "o S of v 3 T SO
& gy o o0 B3 Ll o 2 N|o &3 L od . J
/(\n_H- O_|L| I_I__I@.O —_ m DO_ _/._O_ = b W — m__O._HT_
o 2 = 52 R o <o = & 2 -0l S ooyl
W s Tz B 0[O = Rl K B0 e
._.oﬂ W= -l o = ool o WE me [} I+ o 84 mo_aavm_u
KOG 0| o X eI ~N < D ~ D o) ~
il 0-=<} S c = H S o nio S <O S =
~ = lo[D 0 2 T — oMy = B .- = KU
g 2 sl o oy i = U U H & ol
0 040 00 Ot wﬂﬂ = ory =) %.m_l, o0 m_._%e or qw._w*_l mr__MI%_OI_V_M_
—_— J— (] - —_ e -~ J— - o
B i REE S o g Su o NI T £
MR & =0 or coY o X" o 2s R meo -
%0 o ol O &I ol O'cl e R T o|_m_.eo__m = O
= Olmr |E.—I_._ X o O 0= ~J o S =U = H B =X J|J
mlr_ mr ] Ry} m.._”_ A b KUK — - L O _._._._ <5 ~ _|__OI.||L.__o
= T n_ = = o o > < S5 N = = nJ S 03
H QX oxU A 4M _.._|41 = 0n © o < <C!lo N T U =
Jor XTF =z o I3 To Rl s o) 8= 8 ) - ol = UK
o xr2 wa i m O< ok S = 2c 2 — Uy WY KR
il o i Ro ol By S o 88 28 T 5% = WD
[FEERe) == & T 558 HO T X ms = ~ 8 ST
A._ﬁl_l_.l = ll_d_n ey @ /F.W KLI Ol_m___.l—_._ o Olﬂ LE: m c o_g D.o_E H__-.__.__E _._.__lm._._.__
W %K mﬁ 2 B Omﬁ %t £ 0 o O X2 UN%@
Sl B NnYo M- 3 B xE 2 0= € B0
L S E Y0 <y 2 & Xa 2 i & O
aT D oY s EES Yim 5 ¥ 28 3 ofe  BAsT
g 8z x 7 wmed gom £ F Hg 8 Rop.2 n B
Ol = orX” o i 0F = o Q =3 Lo =
IR 2 g S wiuloy Ty X wE T ___%_i___w =5
Rorl, = e B o TL > o g LU=
oy o RE o = o TP R U A KRS ROD 8T oy
HUBY Uil oo B UL Xae T 9 X T NCI Gt
G X H N I TN pAlen T m AR W ST TR oljAr Mo
op 2D m_.ﬂo WM o = nam__”unuu s » B 22 LI 4&/___5 mn TINGE &
oo oy M — TS, W oD — B 5 £ we 9o BEa Sloog T
© wWH wH &5 Q mwm__: & 0 Fme F __mmam_ L ST Itk RIS Moo Jo ﬂo_EAm__L_ L_w
—_ - — I — _— ~—
~ o mwor WP ~oojm < olkHyp N
v © ®’o0] @ —y—
ToghoTad ©

12{0

S
—

Ao

—

(exposure)

=
=

QARZI 2
SHCF

of (Child-Pugh Clas

b

o
o
—

2t

F
tO{OF

{f
IS0 AMQ| =
| CH

(<]

f

2
of

isk)

—_ —

oFo
M (benefit/r

[}
[=]

l

(exposure ; AUC)O|

ZH(Child-Pugh Class C)0flA{ O]

=
Al 20202l S /2]

b

=l
—

10mg 2220| E
=S o | —ro:l Elﬁ% IIH 70—1%
o

EfCtetaof &=

il
==



2F o7} Q= 2HAS0fA EfEt2HE 10moE2Lt o &3] £0{0] tisto] 0|8 7tset Ak=7} §itt.
0

= SIS0l EfcteE 1Y 18] £of 0] Chst
|25 7H71e] A /23 M (benefit/risk) S Bt
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2
2
r—v—
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Y SAS0IM | EILt2EC| =& (exposure ; AUC)O]
UCH =Z(exposure)Oi| 42| 0|21t 2}0|= & 2H S HY3totA| °—*=Ef.

3) MY oI A=
oI Of2|st M S, SO} Jhs A, U A S40 CfSt DA ATSS |22 B MUK AZE 91
o S2at 2132 LIEHHA Yt

1,000mg/kg/L7tA| E045t SHEL} O A0 A i|7|54/H (te ratogenicity), Bi A= (embryotoxicity) £

EfOt=d (fetotoxicity)2] {7t QURUCt SHEQ| At Gl A5 Hix Oq—TL(pre and postnatal developmental
study)OllA, no observed effect doseZt 30mg/kg/°'0 Ct. SHEO|M O] EF0|A 2] calculated free
drugOf| Eigt AUCZt 20mg E 0l M QA AUCS| 2F 188 RACH.
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~12 70e 2+ O 25mg/kg/ 2 11 0] A
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| %%*_E 7H01| Eoﬁﬁ% [EH, il 7t = AAM|2A| (semlnlferous tubular
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1. Ol EESHAY Yu |
7t Algdor EtCtatB g 20 2| 1= (RO S Al o) 2 T2 9 A|2re| 2 g202e| A (st=3e| (7)) & 2x2 WAt
SO ZH 1YY ULS AN S5 A| e F1E0{st0] 3732 YF EfCfetdS SYot 2o, 6Bt
22| (AUCE, Cmax) S 21HEISHH SAX2|5IRAS O, 2| 2t2] 90% L12|712t0] log 0.80f1A log
1.250|Y2M 425422 S58=S USRI
Bl EIretE ADIWILEE
T AUCo~72hr Cmax Trmax(hr) t1/2(hr)
(ng-hr/ml) (ng/mL) max /
AlZe|AY202 2| D (B 200
CH=zSF |CletE) 6429+2197 | 283.2+75.1 - 21.1346.67
st=el (0.75~6.00)
(Et=22[(R)
siop |EfCI2IEE2022( 07 2.50
&1 OF = = =]
A8 | epezyoh 6933+2666 | 293.3%85.5 | j,cl4qq) |21:63%7.10
90% 12|72k log1.0010~ | 10g0.9690~ _ )
(71# :log 0.8 ~ log 1.25) 1.1341 0.9984

(AUCt, Cmax, t1/2 a2 tHESHRE, Tmax s 924(89), n=37)

AUCt : EAZHRE 2|SUS ST AU 7R 2] dSsE-Al2t=HstHA

Cmax : 2

Tmax : 2| 0SS sE EZAI1ZH
7

« BN TJISIS RIS 2 0618kt TR a| 20| 00% 12|77t

H 1|0k01| A “ |.OdL rerEg202e| 120 SUS M2 S AFESI0 SL AZYE2E HSYE H
Che 2 FIE Al ZoIRS.



