LI|1RH X=A|

H=H| M@ 20mg

Etctatz

HI Fo r
o

rE 0
Ho

[H= - §=F] 13 B EICRFZ(EP) -wovveeeeeee 20mg

[H4] 2tMo| 745 LEAEY

[&5 - 71 27|58 (erectile dysfunction)2| X2

ElC2tZAo| SaH0l2H | M&X2(sexual stimulation)2 LR SHCt, EICEFLAES 0fM0f 5t AR S 1 M2Z 0= 5IX| Y=L},
(8% - 8] 47 =048,

Aol oML Arg

0] o] HZEH L2 10mgO|H, oA =l= A 39| Foj| AlAtof Aeio] S8tct, EtctztE(tadalafi) 10mgol S&8t S1HE LIEHX] &
= EXE0 A= 20mgS AlI=SHE Lt 0] U2 M= o 39 30 & MEE FHE 4 L}, At} Y S8 == 1Y 135/0/ch, AR
E 0§ ok Zof| st &7[7t Qo] S EIX| U, ESHO| 4ol St BE BI2 0l XI&E7| H20 0] AXME XISHoZ oY
E0iots 242 Zotl HREIX QeCt, 1,30 3 2 11.1) AZSHH £ & &x]

1 oML AL

13 Stxjoi| M 22F ZX(dosage adjustments)S 2R 2 &HX| =Lk,

A71s Zol7} L= HHoML AL

AE WX 5= AF0N7t Q= SXtoM BRXEES LR SHX| =, AFHAIZO SXtofA] £/ HHEZE2 10mgolct, [11.2) *S
N £ & BX]

2t 715 Ho7t 2= HHollMel AR

EICt2tEi™ ol 28 822 10mgo|, OlAEl= A 39| Tofl AlAfof| Aglo] 288iCt, 55 747 [sEH #XHChild—Pugh Class C)oilA
EfCtt2iEel oMol st MR = M 0|22 HMilst= B, oAt AEsHA 71712 0|2/ & (benefit/risk)S &7 tot0{0F St
2t Holl(hepatic impairment) StXHSOHI7| 10mg 20t 182k F048t X127t QiCt, [3.C4S tXtoll= AEs| R 2 & % 11.2) USst
N EY § &x]

0| Y= HHoM2 AL

Y Sxjof M 8 ZHS UQ2 5X| ob=Ct,

A0t Y HAHMAML| AL

EtCt2HE™E 18A OI2He AtZHol|A| ASatiAl= ot Elct,

(A4l FolAr]

ots FO0{5tAt sl Btz d2|SHEQl @#g Tafsh| Mo, Y| 2AS Xtkstn Moz 2RI f0ls SHat|

st hysical examination)S & A|5t0{0F STt

2) & W2 tEl= Ol S ARQ0] U7 HE0H, 7| M0l St XZE AIRISE| Zofl, oAk= BXte] MEE MEfE 1

2{510{0F SITH MBS AIRISH & MSRA| Mata HHE SMS BES SRt O 0|42 NS A7t 01 AtoAl &

3) 0] AIZ2| AZ0Af 4AIZH O] RI&E 27| Y K& |S(6AIZF 0]&fo] EFS 445t &7))0| = 2 =IR{CH, 4412014
2717t XIS E F2 Bl 2Ate] =3 (medical assistance)2 o2t SIXtof| | L24ZF0{0F 5Ho | XI&LT|SS FAl XIZSHX|
US 4 2% RO &4 9 LT[ FrMAS ZalE 4 At

4) 0] &S E045}7| Zo|Lt Rofshs S0 Y RS E 2 E Q| Fit XX E= NO ZOoiK|(LEZZ2|MZ, oFLLIo|Er|o]
E ZM0|AAZHIE)E 280t 4 EULGH HE0| SZEI0] ok 0| WoE £ ASTZ 9JAl= 0] US x|
Hofl Exp7h ZAE MK X NO SOME Fo{stx| YU=X E23| 22151010k otH, 0] 24 T & Y F0 & HAH Hx| &
NO BOIXIE F0I5HK| Y= FOlA|ZICt,

5) A2 HM N MHX| 2orHsH 8 A5 (unstable angina pectoris), A4 2X Bt (ventricular arrhythmia), &5, 2 20ty
512 Yxl(transient ischemic attacks), 8%, AAEZ!, IS malst Srhst N2 RsAtzl(cardiovascular events)
7t 0] ofo| QUMGT Y/ AT ZAL S0i| LAUSIACt, ESH AAIRM DA HEARIIN M ZEhE SE2H Lt
EfSICH, 0218t REALISO| LIEH BIXFE 2| iR 22 0| MEH M| YI&IQIXIS(pre—existing cardiovascular risk fac—
tors)& ZHX| UACH, T2{Lt, 0|21t FEHARISO| AlEEA ARQIKIS L= 0 U = 4 #Q| £ 0218t QXIS 28 &
= CHE QIXF St FHQI o] Q=X 2Yd| HaiXIX| UL

6) EICt2tEs 6~1270 27 oY 25mg/kg/Y(20mgel 3| 8-S F0ie QIHoA BHEE &R 2AS 3HIE He LE[H
3.7~18.6] At x2f) & 1 0|MQ| 8L JHo| FOIHS 1, UL JHoll M HAFH M(spermatogenesis)2l ZAE THHE &
MlZHAt|(seminiferous tubular epithelium)2| E|&(regression)0| UALE.

0] 2ko] HXFd(spermatogenesis)oll St EIHXQI Hats Hotsty| Hlsl, 2 &= 10mgS 6708 2 iid £85t7Lt, 20mg
S 22 e7HE = N7 Y S8 S0 37HX| Y HTS0| HAIZIRICH 0 F 27H0] S0l A EfCtatZlo] K| 2ot
510 YA EIZAE 0] HOl= FXH 212t SE0| ZATL HEE|UCH, Xt 284, EEl, HEXES2E(ollicle stimu—

lating hormone) 2| CHE X{E=59| Hah= BEEIX| UUTH 11, 1) A2ASIH E4 & FE],
7) AYHUGEHMO] - S FAE % ELY HIRY tiSUT ol FAE)0| U= EHAt= PDES MaliHIS Lot Hretyn|Ql

xS0 B1ZE 4 et

2. L2 &xtoll= Eoishx] &
1) ofief 3t &Ef O] R7| ElitH(organic nitrate) XMK2te 7 |1& 2/E= 2o 2 2&5t= 2Xiol|7l= 0] 2o £0i7t Z7(0|ct, [1.
20 U6, JSEEE HX] ULAIRM EtCt2tEZ (tadalafil}2 ZetH(nitrate)2l ME Y XES S7HAI7 = 2492 LIEIKLCE, EfC
2HLE SN MG IIX|92, YAHoR Hetg A7 ZAAAF|H[11, 1) A=SHA E4 & &E] O Znt A o] HuxisH &
28 Z7IAIZICH 0|7 AAMSIZ(nitric oxide)/cGMP ZZ0i| et AAKH T} EfCtatElo| 25t §1to| Al MEtEIC)

2) 0] ek2 m a5t &7| 2 X (erectile dysfunction)2 X|Zsts ASES o W7 HEEIX| ¢t A% AeKcardiac disease)0| Y=
HMolIA ABaliAls O EICt, QJAHE O E ME A Zt0| QL BXtolM A HRZ It ZIHEQI ME 9|3 (cardiac risk)S
12{5Ho{of BiCt,

3) M ZEto] Qle Ch39l SRS Uk A& ZEHE|X| U B2 0] 24| AR Z7/0]Ct, :

- Z[Z 90 o|Loll M2 ZM(myocardial infarction)o| AAE BHX}

— E9HYst §AS(unstable angina) = Ai(sexual intercourse) S0i| ZAiSH §A15(angina)ol U
- X2 670 S New York Heart Association Class 2 f&= 11 01Af2] MEX(heart failure)0| Q!
— ZAg|X| ¢=(uncontrolled) B8 (arrhythmias), ME24(¢90/50mmHg), F& ZE|X| o= 18
- 22 670 O|LHO| IES(stroke)0| AU Stxt

4) MA Y LA ZEksHo] 0[0] L2 X RUAQI EA YarASKk= A4 AR =

=
5) 0| 22 Efctatzlo|Lt o] 2fe| L0 2215 (hypersensitivity)0| U= EtXtol|H F0{5HH QF ECt,
6) 0] 21} CH2 WY [HH X|2 Q| W0 St oPiM T RS 40| HPLX| pIteaR T2 U7 |2 X2 X2t HE Fois A
x| =Lt
10|26 geig s yons, 22
X

o

Xt
(»170/100mmHg) 2txt

a

X| A8 2 0] ofo| ALZ0| HYEIR| o

, 2
ciency) = ZEL-Z2EQA S4
ot o},

8) 0|%19| PDE5S X3 & 05
NAION)22 ©l5f 5% =9| Al

2tE QA 2Ll M(galactose intolerance), Lapp SEE2l&4A ZES(Lapp lactase defi-
Zol(glucose—galactose malabsorption) 2| X! X7t U= Btxtol| 7= FoisHH
of AI0| HISUHLSHELANZ
0] &ME StxlojAl= 0] &S Fo{otH o Elct,

9

3. I3 &xtol= MB35 Foig )
1) S40| shEso 2 71321 2xHZHg M(angulation), i AFS(cavernosal fibrosis) &= Peyronies disease) = SZ L=
39| A010] 2 =S 717 SxHHMETHIE(sickle cell anemia), CHEAZ4B(multiple myeloma) £ dE )0 Al= 0] o
S ZEsh 2 |RHRIBHE ABS5| £0{510{0F St
Z7te EfCteE =E(AUC)ZE MISHHQI AMKIE | EM0f st Z2|0{EA SHEFOZ 0] 4 1Y 13| 8-S A MTOIE R
SRt A= BEEX] Ye=rt.
£& 217|558 SXHChild—Pugh Class C)0lA 0] 22| ekFdof| st aiXt2 = M[EHE0|2 2 oJAt= MESH 7H7H9| R/
A& d(benefit/risk)S H7totoi0f 5tof, ZE LIX| E552| 71715 Holf ExloilM= 0] &2l 822 10mgS ZaksiA= ¢ Elct,
2E o7t Qi XISl EfctbE 1 18] =0 82of tht 018 7Hs St X2t gle B2 Xdsts B2, olAts MEH 1S
KoM/l M(benefit/risk)S Z7F5t040k BiTt,
S A=Al doxazosin)zt 22 LIK1) XttR(alpha(1) blockers)E S8at= 2HA07] 0] 2be HEF0{sIH UL SixtofM= ME
o EA0| LIEH 4~ QICHB. &2 A & &, wh2kA EfCt2t2iat QORI (alpha blockers)2te| &2 HAEE|X| eh=Ct,
2215t CYP3A4 XsliA(ritonavir, saquinavir, ketoconazole, itraconazole, erythromycin)S 2&3H= 2Hxjof| 7| 0] A4S HE
SO0{A| EFCI2E O] leE(AUC)S| B7P7t HEEY oD Fol5tofof SICHE. ASXHE & &HE]. 0] ot 225t CYP3A4 MaimIS
HEE0] & R0l 0| 42| NS 2|1 10mgS ZU5HK| U=2 5104, 0 o £0 5 72412+ Lol RHFEOI5t0IAE OF EICt,
) 7|2l Wots EMEOZ LIRS &2l (potential underlying cause) 21t ESH Q|2 H7of F 0|2 HASH X|2HO| &0l
Z551040F StCt, 0] 2f0| HAIZEH ZX|I M M ES(radical non—nerve—sparing prostatectomy)S &2 Etxtol|lAf a0l
X| o7 24X QUR| ULt
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4. 0|4us

) A Al B
Y A2 Chdet 20 HAISEZ, 3 20| YYAH0A 2R E= 0 ¢HHS WSS THE 20 et YAl &
MEn XY Hlwe 4~ g, AH| YoM HEEE HIES BEetK| R +E AT
EfC2tE2 TAMIAIM R MAISH 4 AIZ0IA 9,0008 0ol S0l Al SOE|ACH 12 13 SHofl ChSt 0f k0] YA,
& 1434, 905, 115%0| {2} 2|4 67HE, 11, 214 SO £0{E Wetrt 2Q A 58ct= 8ol tsiAl=, 13008 % 10008 0]
0| 212t Mo 6711E 113 S F0IS Bl
o U7|STof tiet 2RA| 582
125 SO HAIE 8219 £ 2fof tiE Y& AlR0lM, 0] of2 F0f W2 BHXo| HF HAH2 50M A1 (22-88A)), 0] 2f 10 E=
20mgS F0{3t 2tX0|M 0 HFS o= Qlet SEHE2 3.1%2! B, A0l A= 1.4%%C
PoF X Y Aol A HEE diof wet 2R =85k= 8oz 0] oS FOofois W, th32| 0ld 30| EuE|QACHE 1).
H A L7 [RH0] tholl 2R Al S-S0l thet 8242 F2 9{9f X AYAIA(S ! XLl T3t AR Z£&) 0] 2f(10 L= 20mg)

S RO EXIQ| 2% 0|0l A BT 9fofoll Hish 2= FOoIZ0M Of BItsiA B0 ofEX|z 2 0ldHrS

ol %’_—l‘lf EFEI'EE.%' 5mg EFEPE}:E' 10mg Efﬁlﬂt_é' 20mg
(N=476) (N=151) (N=394) (N=635)
5= 5% 1% 11% 15%
ESS == 1% 4% 8% 10%
25 3% 3% 5% 6%
o8 1% 1% 4% 3%
HIEE 1% 2% 3% 3%
sx* 1% 2% 3% 3%
B 1% 1% 3% 3%
*Ex0| 80j= UHEX Y EXE ZE
o 2L7|2xof chst 1 13 89

1 =

12 [E= 245 SO HAIE 3712 919 T et AIRI0IN, 0] A4S FOU2 BRI W HH2 58M UL (21-824), 0] A4S F0

22 EX0IM O|4EISO 2 QIS BTE2 4.1%Q B, A2 S0 StXjofAl= 2.8%Ct.

125 St AAIE o AlEiS0| O 4EIES0| BuE|ACHR 2 E ).

H 2: LI|ST0] thall 0] 2fS 1Y 13| BHCR 125 SO L0453t 3742| 2 2/f thZ H| 34 oS ARl A(S k= BHxtof| Thpt Al
B 328 0] oF 1 13](2.5 E= 5mg) F 02 EXIO| 2% Ol Y0l M B &|1, 9|ofof Hsl of2 SHZ0A Cf HItSHA 2
TE USK|Z B 0|4

o >

ol 2k (N=248) EICI2FE 2.5mg (N=196) EICt2HE 5mg (N=304)
& 5% 3% 6%
25 2% 4% 5%
el 4% 4% 3%
s 1% 3% 3%
Y= g 1% 3% 3%
== 1% 1% 3%
48s 1% 2% 2%
71 0% 4% 2%
A 0% 1% 2%
HIEE 0% 2% 2%
e 55 0% 1% 2%
LA 0% 2% 0%
Al HEY Fat 0% 2% 1%
=5 0% 2% 1%

LS OS2 1712] QIof CHE U4t AIB0IM 247 0f Z4X 210 Z{0|CHE 3 &),
13| ot

3 7S Mol sl 0] 2642 1Y 13 BHR 24%F S £0{5t 1712 210 hx UMAIF0A 0] 2 12 13| AFR(2.5 = 5mg)
S FOHR2 BHXtO| 2% 0|0l M EE1 otof s 2E FOIZ0IM Of BIfHsHA 20 E A4EX|2 2 o[4S
oAt 22f (N=94) ElCl2t2 2.5mg (N=96) EC2F! 5mg (N=97)
HIQI=H 5% 6% 6%
A 2% 3% 5%
25 3% 5% 2%
A= 2 0% 3% 4%
AsiE2t 1% 4% 1%
A=Y Eist 0% 3% 2%
o088 2% 4% 1%
Jnk=hl) 0% 1% 3%
HIEE 0% 0% 4%
& 2N MM BB T FYTBMH|E L Ly RS SEFSt Stxtof i1 13 88
123 71249], 3749 YU-ChZE H| 3t UMAIR(0] & 2712 LW MEM HIHS 2HA}, LHHX| 1712 SHMZMH|S 2 27|82
2 SHISH SXR0A], 0] A4S EOL2 BIXtO| Wit 2 63M (44-93M)H 1 O|AHIS O 2 QIS BTS2 3.6%C1 HHH At E
0f EXtof M= 1.6%%CH MO{E 0] &g SRS 2ol &iXlof| sl I E X|RETHS RLUSHO|MEISCRE F8 MR &
&, 2]E0|ct, £t32] 0|4HHES0| I E|QUCHE 4 FD).
B4 B MM H|CHB0MA 12 15] 8719 0] 2o 125 x|= 7|7te], 3749

SIO-THE QU ABIOIA 12
SIx{O] >1%0 A H /T Siof HT} 52 VIR Liekt ol Rl 2B 0lARIS(27Ho] 2
HEYM BItiE L 2790l ot Uy 28

oftts 22f (N=576) EiCl2tE 5mg (N=581)
=5 2.3% 4.1%
Ast=E 0.2% 2.4%
& 1.4% 2.4%
el 1.6% 2.1%
At 1.0% 1.4%
2R S5 0.0% 1.4%
288 0.3% 1.2%
Oix2tg 0.5% 1.0%

FrIHoR oy MM HIthSaH 2|2 8l oY MM HITHS TR AR 2 BIHEH O[4BIS(1%)22E SAE AR

Y= 53, 24, 7, BES, 28UF(muscle spasm)0] Rlct.

28 EE 282 E 186 47| 72t B2 2u|Qict. o] ofof ey of2| Ao, 28 EE= 2SE2 Loz £of
o EOo 5 Q

2, HE| £= Sai2| 25 ST EAS LIEHH, ZA(F 22 =)0l sl ASt=|ACH, Yoz SE52 FS
O HIEUT oSt X|2 glo| AME|OLt BFO QES W2 HIr2 HIEUCHEE 2 19| (5%). 2J5Hd X
[, OFM|EOID| -l = HIAE|20|=d AFH7F Lo 2 SPH0|X|2, X2 E Qo= HIEIAte| UL0lM, ZEo| ofor(of.
Q) TISH7E MBEIRUCE Moz Le Al 8HOZ 0| S F05t ZE HIEXIQ| 2 0.5%7t RE/2852 2z
SCBIUCH 182 S0 G AN, 280 2RE2 SXte| 2121 5.5%2t 1.3%0IM B0EQlCt BF, 2] &4 E=
off Tt WotS et ZICHS AL At oStMo 2 Q0|5 7| #elo| B7i= giict, YW |R M, &4 MM HlthE, 24 T
M HICHS/L7 |2 0] thst o] ofe 1 15| S-0IA UAER F 2, 3, 401 MBI, 0 24 1Y 13] ALS0fl THSH AIROIN, 25
I 2SE0| O|MEIE2 YEIMOR AZ = FEF 0101, BE HMSB0MM ZLHE2 (1%2Ct.

0] oS FO0i5t ZE AIFSOfAf Mzt Hsto| Bl = ESACHEXI| €0.1%).

e 1913 8Y £= 2R A 802 5&5H 0] 22| tiZ U Ao EE F7PHQI o Bt 0| 4EHS((2%)S LIEHH
Z30]c}, 0245t O|MEHS St 0] 2k0 QInp NS SHASIX| it 0] SE0IM MIQE 22 Zolst, US A8 2 75
0] gloH Fatstx| eiotA 2jn|7t ei= ARflSolct.

- A 2R oHEE N2 EF

- MR HME, 88, MY, A2 M VIRE MY, AART, A el

- 23707 27|15 HAL A HIEY, FUAR, et A=, ¢

o2 888, YNEY
-2 BuE 253

MEA  oR21E, B2Ast 2HE, olyEd, &3
— MF S H=T|A Aol

-3571/ - 352, HEY, 2
- LS, 9T, wet

- Qtmbr AoF S, MZIojY, Zof(Ze 59 2), = 85, =2 28 57, =2 RS
- URARR P UL E
— I AT - &7 5T AhE
Sl AT = AS EE

ChS 0| tt32 0] 22l £¢!
B2 gy oz LEn
23Uy, BEutle
YA A LA - 0] U4 MBI YAHOR B0| Q= Ao = 2 EM, N SEM, HES, 88, dAYT, MU R
LS Set YA O|4EIZ0| Al 2 BUEQICH 0] SXS2 25 = OfLIX|2E tiRE 71Z0f| dgat
2 QXL AURACE, 0213 0| YEIS & HEE2 A & E£= A0l Wyet o= BusQiy dR= o #9 §lo], 0] o A2
f. CHE O|YEISS2 0] of AFS & A = $AIZHUR| £ 20| 2ypt 4oz Bug]ict, of
[, EIxtol 7|Z dge et 2iFHo 2 HA0| Ql=X|, of2f3 QXS S8 2450 ¢

Wiz

T
n
-
4n

rJ

Yl

el
=)
[

gl
ol

n

& 712t S I, o[2f3t HES2 254 37|90 RHUHCRRH XMooz EuLfle
Qlntx pEES 2fstyiL, 0159 IS Moz Hote 4 QL= 242 OfLCt, 0[2{3f O|YRE S
FCHE E010] Gi3 = 015 XISl Z8A 242 Qs ZaA%|ICt,

ox
12
ne
re
12
1o
f

Il

218t 0SS0 0] of, &9

0| QU=A| EE T2 QxS 2210] YIX| O S0l 2 gick 1. 2m 8 &%)
A - S| AEE-Z2 SE2, B 4218 IRHS T3 3 0
NZ7| - BES, wat 3l whaol i LubTx 7[NS

Ot — AloF Zg, 2ot Mot may, ojat o 4, FPA AY A TES A B4 §010| Ele HISUHUSHMAINAS
(Non-arteritic anterior ischemic optic neuropathy [NAION])0| 0] 2f2 = &tet phosphodiesterase type 5 (PDES5) XsHK|2|
ALETHAI7| Mo 2 HAGHH Al & EEH| HIE(ICH 0[2{8t &t PLX|2E CHE 0] 7|E0] CHS S ZEBHEEA|
olofl SFYEIXl= 24S) NAIONS| aiofl ht siRsHA &QIRF = St QI8 QIXFE JhX| 1 QUL : H2 FFEE HIS(ow
cup/ disc ratio, crowded disc), 504 0|, P, TR 2hel SU HE TX|FF, . 0|2(5t 0|4HHS LA0| PDE5 X
Ml AL = RO 7|E St I QIXt = SR SIA A = 02(5t QXIS S8 @4 = J|EL QIXtet Aoz H
0| A=X| G E 0I5t A2 E7Fsoltt, [5. LU 9| & FX]

HZh - AlE 0] 25 ZESHPDES KoMl ARt Al7|MO 2 0| Qs Ao Z URARR HZ MM = Ao J27t
EDNE|AC U2 SaoflA, 2ol A4S0 ZR26t HAES & 4 U= QSHH AEf Y 7|EH QIXIE0| EDEIAC B S0fA, 2

a7 AEpa et FE0IUCt 012 g 0[HS0] 0] ool Mg HiFAIOR Bi0] Q=K

>
njn
rlo
o
-n
rr
o

ofn 17
2

QAT Xo| 3 ]

i MA7 (7] - XI&271501. 82
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3) 0] 2412 13| E{A| M ofAfat AR S A (Primarily sinus bradycardia)o| YL 247 =7 WHZ|ACH LR A
T 0|42 O 4HHS 3t SRR
4) U AR & ZARE T
@ Efctabd smg HUM|Q ARt S ZAZ D
TLHOIA HAIALE l5Ho] 48 SOt 613F Q| 7|8 &iXtS thato 2 MAISH AT S ZAL A1t RefiAl Use2 Anto| ol

THAOfl Q10| 4.73%(298/613F, 3772 LIEHECD], 0] & 0] ofmte] QInpaA|S b 4~ gli= A2RAHES a2

3.75%(23%/613%, 3174) 0|2{Ct.

- ASRHEUSS F& 1.14%(7H/613)[72], 2S5 0.82%(5F/613F)51], EX 0.65%(4H/613)[471], AHEE
0.49%(38/613F)(32], 7134, HISE 2} 0.33%(2F/613)[22], o1&z, AlzEol Z
0.16%(18/613E)[1 A2 ZAL=R{CH

- Btifet AE RS2 AUACE

- Ol 45| 23t A= RS2 AIZFE0H 0.16%(18/613)[ 1] 2 B EQfct.

@EtTt2tE 10mg, 20mg THUA|Q| AT 2 RARZR}

SLHOIA] THAALS /5104 61 St 10,5008 2| BRI Ty AR AT = ZAF 20}, RofAl| LSS ko] Qlups|
Ol J24810] 3.94%(4148/10,5008, 517Z4)2 LIEHGCD, 0| & 0] ofmtel QI mEAS HiME +~ Bl= A= RS Loig2

3.47%(364/10,500Y, 46121) O|ACt.

- ASRHS2 F5, AHSZTF2H1.30%(1368/10,500F, 13621)2 7+ B, 28122 0.33%(35F/10,5009, 35
), 255 0.19%(20%/10,500E, 2124), HIEE 0.12%(13/10,500%, 1374), 0{X|ZZ 0.11%(128/10,500F, 1274),
HiE 0.07%(7%/10,500, 724), XI&L7|5 0.06%(6F/10,500F, 671), HAQAXAZIH0.06%(6%/10,500, 624),

198 0.05%(5%/10,500%, 574), AAIEZE! 0.04%(4/10,500Y, 57), =58 X O AX|IIE|(SGPT) 57t 2 0.04%(4%

/10,5009, 474), 7k&e=d, &, 79, La|QMREASt T2 2+0.03%(3E/10,500F, 32), =4%, REEE,

SEES, TUHUZ JIEMY AYETE, 25, WEH4STt EAUUAS, SO, SEHY0H, FAMAAA 240.02%02F

/10,5008, 274), =535 0.01%(18/10,5008, 271), 85, &S, Wtlzg, =58, =/ 27|, 2UEE, =055, =

Y, WRRYIST}, AP, HRZMAY | S5, 8 712, ST, X, TS5, A2dME, HSF HIEE, 2

0K, J2OIEIl 25 7t, GuY, R 2R3 55, L227|UE, =273, €, HAXIQE|SCGOTE7t, YMAS
7171 20.01%(1/10,5008, 124)2] 02 ZAL=|ICt,

- Set AE RS2 AHEZ 0.02%(2F/10,500%, 22) O|ACt.

- Ol 45| Rt A2 ReHES LS 0.31%(33E/10,500F, 37H)22, HMQLATAZTH).06%(6E/10,5008, 674),

=
Z2|Qt 2ol EAS7H0.03%(38/10,5008, 32), S, ME+S7t, 201, 2SS, SESS, SAAUA, AT

£50]250.02%(2E/10,5008, 27), Witts g, ZUSE, =088, =5, (125, UBH, HIZMAVIRES, AFgEo
1

E, S4Zol, A0t F2olE| BE S7t, FAMASTH SEI0| 21 0.01%(15/10,5008, 12422 ZALE|ACH
5) U XILH 0| ikg 21 Zat, 0|4EHS0| 21H CHE QIF0f M Uyst o utgHt H|wote] SAXCE ROlslA| LS Rl

A2l & o AatR| 25t RatiAtzl= Chaat 20| LIERGCE, Ciet, o] 2kato] QIatekA|= ol X| 4Lt
- 211¢lS(medicine ineffective)

- HAl: @5t

- 228437 8488

5. Uutx Zo
1) BIXtQ| (515 e U )0 LKA A2 AA0| LMSHE B2, 2JAks 0] 22 ZLESH phosphodiesterase type 5(PDES) X
RIS AR S SIS HS SRt0)A| HEtT OJSIHOl ROIZ 7|S040k SiCt, 028t SAS F7XQI A2 AAlg Zalsh Al 2
Elo| #0lo] E 4+ =, EE7 LItz 2Ol viSUMESE MAIMZAS(Non—arteritic anterior ischemic optic neuropathy,
NAION)2| &7t & 4= UCH, 0= AlEF = ZAJO|A E27 B0 =|2{0 PDES XaiK|2| £0i2F EEXl 40| Q= A2 Lt
EFRICH 2HE 2000 M2, HSUHUSHIGALEE | HZH UMS2 50M| 0]42] H40A 100,000H 2.5-11.8210]CH,
PDES Xl AIE k29| &2 AE 1t HISUTLSIHHANAS S Ydinte| 2 6RE Hotol= 2H& A7 Zat, PDES X
iR £ = gH2k7| 2| 5 O|LHOllA] B SHHES S MAIMZAC| $[3i0] 2 28] Z7I5H= Ho2 LIEHITE, 0l2fst 2 2EE 0]2fst
A7 PDE5 Matirlol £01 Ei= CHE QIXIS T ZIH MOl Ho| QX SSIRIX| QUUCEH SJAHs 71Z2| HIS UGS Y
AAZHZ Q3 QIXPL U= BIXHS0| PDES Mat| £ 010l 2lsh Faist Faks grS 4+ Qx| 62 T2{sHoF Sttt ofn| HISHH
USIHLANASS AESH H0| Qs AR AR, HISUHUSSEMAIMAS THLro| S0 Of =L, [math], 0|2 BXtS0fA 0f
org M5 PDES MaiKIS F0ists B2 F2UE 712010k 5tH, 7|l RAUXN0| 2IES Aslsie 2Tt SoisHoF St [4.

= BS54 ASIAS ERI0I S0f3t ZEO| BTt BIE 0] o] S XIUIAKE BHAIZIS A7)
K| S 102 LIERIAISH SEOY EE BEN ASHAR BRI RUY/SISINS Ttet & M55 Soisict.
0| %7} ATS2 DI Zojat B2 HFAS0| Yoo WSSOI Het ABEIR0| 5HE 4 9Uct. OIS B2 ol ¢S of

3

SoOE T M o =
| RS0 M4 571, Bot 2th, ORIE, £5 S VIR 5% 2 B40] LEK 4 U2 B0l 2aiFolor sict
4) YRAE Heiate] w01} 87]30] S8 4 I210] WM Z2, dAfE 0] o2 E31st PDES M A2S 57
& 743 BAjol7) Hustn FA| ojatsel FOIE 7|Zciot sic, [0S o AlEtE ZAF HZ)

6. 45xE

oo M 2= HieE 240], EtCt2tE 10mg X/E= 20mgoll Choto] B2 A5 EHE A7t AAIZIUCt, ECt2tE 10mg 8FTHE AL

HSEE ALS0| Hshhs D8 FOA| YUHOZ F0/5t HSEIE0| LIEHE 7HsAS 25| A 4 glct,

1) EfC2HZo) tHSt CH2 A= S0 &8

- EfC2tE2 F2 CYP3A40 2J5to] CHAFEICH CYP3A4S| MEXQI XaHAIQ! A EZLIE(1Y 200mg) EtCt2tE HE £0iAlQ)
AUC, Crax 240ll H|3H, EFCH2FZ(10mg)2] AUCE 28K, CreE 15 % S7HAIZ T, AEZLIE(1 Y 400mg)2 EtCt2tE(20mg)2
AUCE 48l CrexS 22 % S7FAIZACE

- CYP3A4, CYP2C9, CYP2C19, CYP2D62 Xalist= protease inhibitor?! ritonavir(1 23| 200mg £ 0= Crax2| #131310]
EtCt2HEl(20mg)2] AUCE 2t Z7tAIZCt

- £0[XQl 4S5 280| AREX|= UUXIT, saquinavir &2 CHE protease inhibitors, 12|11 erythromycin, clarithromycin,
itraconazole ¥ grapefruit juice@t Z2 Ct2 CYP3A4 inhibitorsi= ECI2HEC| S8 5= & S7IAZ Z2 2 oi=zaz Fol6t
O HE 0§ |00 StCh, T Ht2Af 4301 S5t 0| MRS o WAMBIZ I} I 4 UL},

- CYP3A4 REE%0! 2|7 M(rifampicin}, EFCt2HE HH=S=0AI(10mg 8&)2] AUC 240l HIsH, EfCt2HEe] AUCE 88% 24
AlZiCH, Ol EtCl2tEo] 58 ZAAIZ £ UK 1 24 HEs AKX LUTH HicHt2H|E(phenobarbital), HLIEQ!
(phenytoin) & 7t2H}0tA|El(carbamazepine)at 20| L2 CYP3A4 RESHIIO| HE £0{ JA| ECt2tHo| 8X 522 24
AlZ 4= QUSS oflabet 4 Qlct,

- Efctatz ol 22 (disposition)tl Al & XHtransporters)2| HEH0IE ™ p—glycoprotein}2 Y2{X UX| Q. Wt 5Kt
(transporters)2| XMaHoll 2[5t A2 X2 75 E Lt

— O] 2kt RAMK| (ALt E/SASI U2 0]E) 2] HEF0IA| 0] 22| E(AUC)M= Hist glo] 0] 2o E20| Huls| LA
Act,

2) CH2 A= 50f thet Etct2tzol 2t

— QAAIOI M, EfCH2EZ(5mg, 10mgt 20mg)2 ElAtS (nitrates)2| SIS 28S S7tAI7 lE A2 LIEFRCE, w2ty o
&t &efjo] 271 ZAtH(organic nitrate) XMM2te 7|5 W/E= ZHIRO 2 S 85k= AtofAl= 0] 24| £0i7t 27(0|CH1. &
122, ChS EtAtolis FOIEHR] Y 2 & EE] AMAIE Zutof mE2H, 150 9] Xt ECl2HES 0fY 20mgH 7 Sot &
045t1 0.4mg nitroglycerin Aot S CHASH AZHHO FOIGIAS I, 0218 &S EHE2 24417t 0|4 XA EUT EfCt2tES
Opx|ato 2 £0i5t 5 48A17H0| XIS ff Of O 4 LIEFLEX| QIUCE, matA], O] 2FS FO{(EFCh2tE 2,.5mg—-20mg)st &txtrt A
Holl YIS 2= ME0f Xt FAtHO F0{7} ofstAo 2 oA LS ZR0)= 0] AUS DX R T0i5t & A|ATHA8A|
10| X|h SofoF O] FOE TafE 4 Tk, J2ith AEA BMES FoiE s MES Hl Astd DL EZ(haemo-
dynamic monitoring)t EA| 2JALS| MIAISH ZH=0| HHE|0{0F SHCE,

- EfCt2tE2 CYP450 isoformsoil 25t ChAtEl= 2E2| MAE(clearance)e YAE R RoI5H XMalistALt REE A2
Ol A=l X| 2=Ct, UMAIE Znt ElCt2tZo] CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 ¥ CYP2C195 E&tst=

CYP450 isoformsS MaliatHLE REaHK| h=Che 20| Eolz|Uct,

EtCI2HE(10mg, 20mg)2 S—-2tui2l = R-2HIFZICYP2CI 7| &0l thst .&(AUC)H UM LMKOZ Fo|5t X2S LiEt

LHX| eiton, EfctatE2 ol (warfarin)oll 2fsh F=E Z2EZEH! AlZHprothrombin time)2| Hat0ll= FEFS 0|XIX| 24,

Efct2FZ(10mg, 20mg)2 OtMIE Al2| A acetyl salicylic acid)oll oI5t &8 AlZ+S S7HAIF|X| LULY.

— e ot2|st AIRolA EtCt2tEo] S UKo XSt 28-S SIHAZ THs 4ol thotod ZASIRCH, &S 2 A (am-
lodipine), QHX|IQEIL MetE A(ACE) XMshxl(enalapril), HIEI-Ot=2IERIA & AHctA|(metoprolol), E[OFXIEA] Ol K|
(bendrofluazide), OtXIQEIAL || x| RITHH|(CIYSH SEf L 22F THE = E|OIK|=A| 0| H(thiazides), ZEE2XICHA|,
HIEF-XIEHA|, Y/E= LT-XICHH|Rte| B E)S 5101, £ SN T0| AP, EfCtatE(20mg 20| M E Ot
QEIA || 28X R Y amlodipineoi| thet HAES M 2USH 10mg)2 0] AIZ2| Ast ASE UMHMOR QO[5 S XHE
O] ALk,

— CH2 Aoral A|&ollAf EtCt2HE 20mgS S &Y X2 X 45T VK|t &1 HEF0{5t0] S5, of2] ST X|ZHE
043t 2txtoll A ambulatory blood pressure®| Hst= EUXHE Frot T20| U= AR LIEIGICH, 0[QF 2510, FUXH
0| & E|X| o4 SRt M, HIZ 0[2{5 HYUZAT LHRE2| SRt A MEY Z4tat 20| QUK UUXITH T LA 2
Ch EUXHO| & 2|1 U= SR SULATE HAUD AL AFZIOA] LIEHLF= 240t HI R

D& o K|(antihypertensive medications)E H85t= BAIS0IA], EICHZHE 20mgo| 8 Z#AS doZ 4= lon, 0|A

(YTRIEHI= M2, Of2f &X) YeHHO 2 ZQX| ¢loH ULKOR RO5HX| ¢S AR HEHEICt M| 3¢ UMAE X129

A Aot S8 NS 0] ot HEE Bttt S Y AX| 60| 0] AS S5 BXtL ZHof| 0|4EES 0= X017} QU

Z Q19| A TS Mo oM SXFSOIA| MAESH UMEQ! A (appropriate clinical

ror

I
T r]o ook

M ot

Ch. J2iLt, S8y A H8st=s 82 &
advice)E 51040 BiCf,

1H(1)-adrenergic receptor blocker®l SAIEA(1Y dmg E= 8mg)at EICHFE(Smg 1Y 1818 E&= 20mg HHEF0)S
HESH St M SAELIL EUK ot a7t RIS WEE BII6INUCE 0] Sit= F0 & 12A1Z7tK] (5] LIEfGen 7|13
ISt S0 LIEFE 4= QUCH, WatAl, EfCt2tEint SARRA o] HE2 HAL|X| =Ct,

HE QI9lo] 7125t X HXIE MO R St S X HTL0| A, EFCE2FE(10mg, 20mg)2t YTbEA(alfuzosin) 52 MEHH
(1A)-adrenergic receptor XIHAIQ! EAZAM(tamsulosin)2] HEFHA| YMXHOZ Q0|5 #tH7t B E|X| §UTH

2iLt, Yot XCHR|2 X2 20 Qs 8t Y E5] DRI AR B ABA| F9E 7|2040F Sict, X2 248
oM MEIHo 2 ZHE|0{0F BiCt,

T2 S=(BT 2 E3 55 0.08%)7t ELC2FH(10mg EE 20mg)2 HE S040f 2Iah FEF BHX| iUCt, E5H YASS Y
£0i5t 5 3AI1ZHof| EfCHtE SE0| HShrE LIEHLIX| §IUCH YTS2 1 E+S0HE Althat 617 |9 (GRS Ot Al
1 LTS £0 3 2MZHX| SAlS FX| ¢h8)22 Foi=/QICt, EfCt2HE(20mg)t YT ES B F0i5ts AR EfCt2tEE
22F0| UTL(0,7g/kg E= 80kg HA0IM 40% YTS[E =7 2 180mI)0l| 2J510 SEEl= T HUUAES ZIIAF|X| 2
QUR|TH, UL SR M= A 87150t 712N MBS0 HAUCH ElCt2tEE ME&O| YR 2(0.6g/kg)t FHSIRS 1,
MEAS HAHX| YUD 7|52 YRS HEO2 FO{OIUS M FAFSH BIZ2 LIEFGICH QIA7|S0l st RS0 R22
EFCF2FE(10mg)ol 2I5t01 S7HEIX| UL,

EfCH2HE2 ethinylestradiol2] T M0 E(bioavailability)S S7HAI7|= ZH42Z LIEHGTE AAEQI Q.
terbutaline®| A+ F0{A| RAHSH B717t oM E & QT

Q4 ofalst AT A EfCt2tE 10mgS Bl 2 Z2l(theophylline(a non—selective phosphodiesterase inhibitor))zt 8t £04
S 1 A5 HSEZ0| YUUCH FUSH USIA 222 A7to| MEI(3.5 bpm) 7L & HT0A 0] 282 F25t
K| %10 UM FOIME UKD, 0[2{5t HESS HE FOHY AR0l= 0[2{8t 2{&S n2{sto{of Bict

- YR AXSnto] S0|XQl HSAE ARTF SHE|X| YUCH
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7. 4R - 2/5F U A0t gt £
1) 0] 22 04y, Aot I AOtol|A| ArEE 4~ Tt
2) HEES tiyoz of SESUH0|M EfCf2bE 8l/EE 1 tAK= Efits SHoiiy S5 HESE0l Hsh 24 2.4t 52 552 RE

O 2H|EIAC YA o HoflA EfC2HEo| ALl TSt ST El B GiCt,
3) 1,000mg/kg/L7HX| E0{5t HELL OFR AN A Z|7|8 Hteratogenicity), BIAFEA(embryotoxicity) = EfOFEA(fetotoxicity)
o 77t YLt

8. 2 U 7|A| MBS0l gt F5F

0] 2f0] 271 2l £ 7|7 ALRS0| DIXIS P2 H5| ALt PAIBLE B2 HO 04 EICh 0f2fE ETYKIQ! HEHS BoIs| It
Solxol ei7k ANE|x] 1otct, AAAIE Zat 9iofat elctabe AIZZ0IM OfX[2iB(dizziness)2) el YIEIt RASHRISH xts 2

oLt 71 =2 Hofl 2210] 0f 2foi| oA EHSTH=X] 214Gt U0{0F BTt

9. ZHF0AI2] K|
) A8t TIRXIS 0l 7 Z|11 500mg7x|e] 8&S 18] F043t X0| 1, BRSO 21 100mg7iX|e] 1Y FHZS of2f H F0i3t
=

0| lct, O|APHES2 MERIM LHE Wt FASIACH, o

[ZHE 02| ZA0lE LAl B HX Q™ (standard supportive measures)S AAISICE, SHEM Efctata i Mof 79
2 0JR|X| =L}

= [E-y .

2)

[

10, B2 U HZ 4o Tl
1) Ofzlolo] i=of x| 41, £0] 2X| 4= Rof B2
2) Cf2 8710l 170} ' X2 A Rlolo] Lt B

4o

X|HOl A HIZIZISHR| foa 2 Pef 2 HE2 Bk A

11. 7|Et
1) UEH EY

EtCt2HE2 cyclic guanosine monophosphate(cGMP)-£01%{21 phosphodiesterase type 5(PDE5)0Il Chstof MEHE] | 74X
Xahlolct, A% X (sexual stimulation)0] A2 EALMSIS(nitric oxide)2| WES Lo Z uf, EtctztZol| 2/t PDE5S)
|7 siiHA|(corpus cavernosum)dilAl cGMPL| £=X|E S7tAIZICE, 0|42 HEZ 0[2Hsmooth muscle relaxation)zt 2 &
X|o20| HoH RAUS JIMBORM &7 |(erection)2 YO 7ICt, EICt2IES MK X1=0| g2 woll= £20] giCt.
Invitro A8} Z1, EfCt2bE2 PDE5SS| MEfXOI X{aHX|0|Ct, PDESE sHHA HE=, a2 L& W2 (vascular and visceral
smooth muscle), 222, SAT M 1 2 Akl(cerebellum)oiM &ZE|= §A0|CH EfCH2RQ| E1h= CHE phosphodi—
esterases®Ct PDE5O] CHoH0] Cf 2 £50| QUCH EfCR2HEE A, | &, 7t T2 7| 2ol M Y2isl= 2491 PDE1, PDE2,
PDE4 ECh= PDE5SO tHstod 10,00084E =1tstk= o 2 &50| QICt. PDE37} A £&M(cardiac contractility)ofl 20iets 24
0|22, PDE3ELCt PDESO CHEH 0|2{5t MEHMES ZQatct, L5t EfCtatEe | al(retina)i A Y7iEl= S 40|t phototrans—
ductionS Est= PDE6ELCH PDESO Chstod 2 7008 Cf 250| QICt, EfCt2tEe £t PDE7~PDE1OLCH PDESO] CHatod
10,00081E Z1tsh= & 2 50| QUCt,
0 A E08F)2| BtS7(7ke &S| 67| 9I5t0d HeksHA| ZEEEl AlM(at—home setting)ollAf 1,054H2] BIXIE ez
30O UAIRS HAISIZCH 0] U2 U7 |RHS EAXCR ROt HMAIZA2H, 22t Hlwsto] £0f 168 SHE| HZXQI
EAS U5t L7 |MER7H RXIE & OtL|2t F0{5H F BIXFS0| 36AIZIVEX| HBHQI HEAS 7HE & UA Ho| LB =Lt
125 LRSI 0] 242 F0i34S 1, L2Al(supine) l&+Z7|(systolic) X 0|27 |(diastolic) E24(2+2t 1.6/0.8 mmHg2l
I A ZA), MUS o MESET| L 0|247(2RH (2424 0.2/4.6 mmHg2l T Z|0f ZA) ZHo||A 2/ofn} H| St [lF
RO[7t SRS H Mkl AN ME RSt Rt0[7H SUKACE,

AlZtofl chSt EfCtatEl ol 2t8S Htsty| Y5t AT0M, Farnsworth—Munsell 100-hue testS AL S [, A Al (F A /= At)
9| FHoli7t AEEIX| LA, 0|2{3 k= PDESS H|w e of PDEGON Chet EChatEol W2 ZIst=int ARSI, 2E Y4 Aol

ZX, color vision?| #Hatofl st E1= ESAUCHCO.1 %).
0] 2ko| Hxt3iM(spermatogenesis)oil LHSH ZXHXQI Haks W57 | sl 2 242 10mgS 6742 2t ihY B85 L, 20mgS
21z 670 = N 7 I S5t HHES0HM 3 7HX| YMATSO0| MAIZIACE, 0] & 2 742 S0l M EfCtatE el X |22t 2
5101 YA EtM2 90| 20l= HAH A1t 529 AT 2EE QML At 284, Y, HEXE S22 (olicle stimulating
hormone) 2| T2 MES9| #st= BEE|X| UUTHT ZD & HE].
CIYSt MZIZ(FS, S85, £3)2 Hlo| 8532l 27|27 SIRH02 015, HYHSY : 21-82M)2 A2 MAISH 3742 Uy
AEoflA, EtCt2HE 2.5, 5, 10mgel 12 13| 20| M52 HIE|QICt, 0|5 &, Ut TS thAo= §t27H9] AAIRIA 1
RO F5S WISt ATt HWA|IZ HZS0|M 0] 31%, 37%2 HmHS 1, 0 & 5mg 57%, 67%, 2.5mg 50%2 Lt
Efct 2402 EnEQirt, E5H Y SHHet 27|22 SXIE Ao 5t LIHX| 1719 AMAIEME 22| 28%2t HlmZHS
f, 0] 2k 5mg2 41%, 2.5mg 46%2 LIEHt 2402 EE|Q{Ct 0] 3742 QA AIZ0l| ZHOIHE SR} ChRES 10 ZRof| ot
2 PDE5 XMaliH| S0 A| BESst A&0| QURCt
0|%, PDE5 MaliXIE F0i5t Z&0| ele 8Kt 217F S thAOR 50 EfCtatE 5mg 1Y 18] S0zt =0 RAH9| i H5Ho
Alist Znt, TSRt S Bt HuAlE MZES EIC2HE TR YI0l|A 242 69%2t 52%2 LIEHLC
A SAE 9|2 SIXE186F 0 A 1257 AAISH AU M(EICI2HE 04 142, /2 £04 44%) EFCI2HE 10mg £ 20mg
2 X|2E #txtof M(flexible dose, on demand), HLO2 Q15 17%2} HImEHS 1 0] A4S F045t BHXIO| 48%7t 2t 7HQI| 7|
7150l BHo 2 | =AU

2) U4SEH EY

£4 - ETIRER 37 501 3 A145| S4ui0] BRE BT A0 B8 SE(Cmls £01 3 52202 24l Lol 2
2 el 9 E4HEE AAo] ofsfof 3t wix| ooz

£0{ 3 Efrt2tEo] Mo MA0|8E b

0] 22 ARt 817 EE= AIALE OFX| 211 S8E 4= QlCt, & AZHOFE of M4)2 481 40 tisto] Y4Ho= ¢

2y A= Z20| iict,

Q2% - B 2EEX0| 24 63L0|0, Ol= EfCt2tEo| 20| 22 ES LIEHHCH X2 S0l 2ol U= EtCHEEo] 94%7t
CHEIof ZStSCt, CHNE ZE2 A 7]s Zolofl 2sto] Fg WX eb=Ct, F0i 822 0.0005% 0|2Ho| 7425 m&Rte| 2ot
(semen)Oi| A LA ACE,

Q) M| 2HBiotransformation) — EFC2FE2 AIO|EIE P450(CYP) 3A4 isoform0i| 2/5t04 &2 CHA EICt, £ &3t thAtME
2 HE7tEIE 2RF2U0|=(methylcatechol glucuronide)OlCt, O] CHAME2 PDESO tHoto] EFCl2bE R Ot |4 13,0008
O M2 550 QI mhath], 2HESHAKE SZ0AM PARo 2 SM0] UCtD oM=K eh=Ct.

@ BHA — 7145 D SXES Ol M EfCH2tE o] Bt AT HAE(clearance) 2.5 L/AIZI0| T T B1Z47[= 17,5 AlZto|ct, EfCt2t
2 SYMs IAMER F6H| AN, F2 (R0 o 61 %)at ofMe o AZ(F0{EEC] o 36 %)0| HiAECH

©® M M/H|-M&H(linearity/non-linearity) — 712t TIFXFSOIM EtCtatE o] okE st AlZtnt E0i2foll Chsted A& X (linear)
oict, 2.5-20mg2l £0{z HL0llA, =&(exposure ; AUC)0| E0{=at H|2j|stof Z7kstct, 1 18] £0{5H B2 5 O|LHof|
steady—state plasma concentrations0fl =it 27| £ SXE0A population approachZ AHE ofssto| Y7 £
0| Si= WEXS0AM L] AtS st [AFSICE,

(EZEH

@ DXt - A4St 0 DRRES(65M 01&)2 19M|~45AI2] 7125 TI&XI0f| HISte, EfCtatZel A+ FAR0| O HU2H Ol=
25% o =2 &(exposure ; AUC)E 7HM ICt, 0|2{§t Aol sit= MO R RolstX| LYoH 8 ZH(dose adjust—

gl

ment)S YY3toIX| ph=Ch
@75 BHE - ZB(=20tEIH Y48 51-80mL/=) E= SSE(T0IEIH YA 31-50mL/=2)2] MFOHES 7H! T/t
U EMZS oh= 87| MR DIRRFS0A| EICt2tE 135] 82(5-20mg)S Ak 4feral oflM Efctataol L S(AUC)KS

o
SFHACH SHBEA SRISOIM, Cras 1L DIRXSECE 41% S| 2EEQACH SUEM2 Bttt HiAof 72| Fets 0|
X|X| e4=Ct.

Q27|15 BHE - 10mg SEZ0| £0f HAS 1 ZF E£= S22 FHol(Child—Pugh Class A ¥ B)7t U= TIEAISIAM EF
Ctatzo| L &E(exposure ; AUC)O| ALt LIEXISH A2 e &E(exposure)tt BHGICH, 53 ZH7ISEM 2tXHChild-Pugh
Class C)OflAf O] 2fo] otXAof st YMAIE= MEHH0|22 XWst= A2, AAls UEaH 7ih9 fA4/H-Y
(benefit/risk) & Z7Fsto{0F StCt, 7H N7} U= SRISOIA EFCHFE 10mgECh O T&29| F0{0] Cisto] 0|8 7HsE Xz
7 Qict, 2t o7t U= SRS EfctatE 12 15| £0§ &0l St 018 7HsEt X127t gRER Xdsl= E2, QA= AF
SHA| H7H2] Rl M/ e M(benefit/risk)S F7t5H0{0F Strt,

@ Y BX} - i SIXS0|AQ| EtCH2FEO| LeE(exposure ; AUC)0| 21245t TIERS0AS] AUC 2t 2t 2F 19 % HUCH
&(exposure)oilAe] 0|2{5t Xt0|= 8 X HS HYsteIX| =Lt

3) M4 OFMM KR

OFFY olz|st, R E4 W 7tsd, I MA S0 thet TAXQIATRSS 7|x2 §t MM X2 = Q1o St YIES LiEt

LHX| 244CH. 1,000mg/kg/ 27K FO15 SHELE DL AN £[7| & M(teratogenicity), BiXF=-(embryotoxicity) Ei= EfOF=4

(fetotoxicity)2] ZH7t HUULCH. HEO| MM I M5 28 A (pre— and postnatal developmental study)0il A, no observed

effect dose?} 30mg/kg/L0IQACt, A HEO|M 0] 20 M2 calculated free drugOil thet AUC7} 20mg £2F0llA 21| AUC

9| oF 18U{ACE. < SHEO|M TS H(fertility)2] ZON7F SARUACH, EIC2HES 6~12 70 & 2H OHY 25mg/kg/ X 1 0|9] 8

O JHofl FOI3S mf, B IO FRIE Y LUAE 7HH 2= FAMEAT(seminiferous tubular epithelium)| E[240] QAL

[1. 30 2 11.1) Y=Hstx E4 & EX]

MW 71287, #2(1~30C) 2

BB 1 43
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