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D o] & FoAstnA ate fake FEdAR] aWS aEsr] A, @] B JAdst
I QAo E A AJE FAHsr] sk o8t W H(medical history)d AlAI A
(physical examination)Z 2 A 3}ofof g},

2) 4 YNE FRkEE A tig A@ge] dr] W, &) e g A5E AR
71 Ao, YJAE B AdEH FEE aEstoof gt AAAE AL F AEHA A
I AHE TS AP FAE O ol FANE AU, olE oAtelAl dE{of Fot

3) o] AlFe] FEANA 4AIZE o]Fe] A &H W] 71

3k Wo))o] EEA BRuEdnt 4417 o) W A&E AS f’\l 9]49] %= -2-(medical
assistance)2 Tatelal Aol Al L FolofF 3, x|t & A AmSEA e AT
=7 &2 9] &4 4 BrgY FHEE 28T & Utk

yE
A
JP>
rL

4) o] k& FoA3tr] Moy FosiE w2 R & mE FEH ALY AA e
NO FAAMEZZYA Y, oldyo]EFoE, HAAo|AAENE)E EEsle A g7
8} Zhg-o] F7FE o JJrJ_OHl @%Ol gold  JO0BFE A= o] k5 AHHWEtr] ol
A7F A4 AA D NO FoAAE SHA| kA Fw8| &It of shH, o] o Fo
Z 9 Fo & Zk4d AlA Z NO 6—0421]:5 Fosta] Fes FoARI

5 AZAM, J4 AAA, EFAI FAF(unstable angina pectoris), Al FAFH
(ventricular arrhythmia), &%, ¥ 434 &4 d=H(transient ischemic attacks), ¥,
AAEZ, RiWs g S AEHBA el Abel(cardiovascular events)ZF o] ¢Fe]

AT B/EE AE T 24 Foll TASAT. =3 JGA-ANA nEAH ADUH A A
g9t 2= ==A dEtgth ol#e fajAtElEe]l vEhd 8459 tiEE2 ol FH

AEBA 9 AAE(pre-existing cardiovascular risk factors)g 7FAaL Atk 2=, o]
g FelAtEEe] AE8A AFAAE £ o] oF e A 9] Ee oy AAE] =F
Ee OE dA 53 AR dBo] A=sA= B8] HAAA &g

6) Etctetd-S 67 127097k oY 25mg/kg/d(20mge] T3] &S T AA oA BEH
EEERG HAS ME 9 =S 377186] A% =) # 1 o2 o

Eogs o), 98 oA  AHAFA(spermatogenesis)e] FAE  7HA
(seminiferous tubular epithelium)e] ¥ s (regression)e] ATt

o] ko] Hz}¥ A(spermatogenesis)ol]l g A A F&FS Hrstr] Y&, E GFE 10mgs
670 7+ Wi H&stAY, 20mge A7 671 E=e MLz WY H5&3 FAEdA 37t

A dEATE]l AAEUT o] T 27 AFelAM Beebd o] A5k d¥st] 444 B



TS }lol Hole= AR Aot wx9
Z EZ(follicle stimulating hormone) o] t& L&
A 54 & Fzxl
7 HALFEHA( - e gd2s 2 S48 HSA

o
A PDES AslAlE 3¢ dasgA 4gol N F 9
2. The el FejshA T A

D w3 Fefo §7] @4rd(organic nitrate) AATE A7) D/E= 713

= BAeAlE o] 9o Tyt Fr]oltHl. A1 ¥ 6. A8 F=x]l o
2} (tadalafiDe A4Fd(nitrate)e] A8 2&& S7HA7I= ASE Y. goagde
Y A 7HARE, AHSE Hbs ot ZAaA7IHL D ofHst s B4 3 3
z] 3 A3 Adde dgAst 8-S ST ojAe FAAAtstE(nitric oxide)/cGMP
2o gt AAdE erietd ] B3 a¥o A dddn

2) o] oF& x3l ur] RA(erectile dysfunction)e X Fdle= FEES A A7 AFEHA
X= A #As(cardiac disease)o] Y= GANA A= o HTl A= olAHAFRE A
g4A A3ho] U= FANA A FAZ QA FAAJ AF 9 F(cardiac risk)S 3183}
oF 3o},

3 AWRA Aol Yt The] BAFL Y Aol EFHA gtonz o o) ALg
o] 7otk .

- T 90 olull Al M(myocardial infarction)o] AARE 3=}

- E9hA3t FAlZ(unstable angina) X A nl(sexual intercourse) ol WAL FAZF
(angina)o] A= 2=}

- HZ 671¥Y ¢k New York Heart Association Class 2 & I o)Ae] AR H(heart
failure)o] AAE 3=}

- 24 == g+=(uncontrolled) ¥ #(arrhythmias), # &< <(90/50mmHg), =& ZA==A o
T E ¥ 170/100mmHg) #=}

rlr

- H 6712 ool HEF(stroke)o] JAUA FAt

5) o] ok EBltekdolu o] ¢fef Aol IIFhypersensitivity)o] = EEAtellAl Fofshd <k Hrtk



6) o] of3t ohE WA AR awel Weol fY P FEY] AFHA wgon
2 o wRd AnAste] B4 Fot AREA 2E

7) olxe PDES AsA HE& oF #AGlel HlsHHALE dA 47 S (Non-arteritic
anterior ischemic optic neuropathy, NAION)2. 2 13| $+& F2] A|Ho] £AFH x| A =
o] of& Fojstd QF HTh

o] oFS x3 PDESAHBIAIS} GC A-=-#|(Guanylate Cyclase Stimulator)(al: 2] 2 A]5-Sk)
HeEo 3= 29, GC A=A|(Guanylate Cyclase Stimulator)e] d¢Astass =71 Al
T e, F e HEFAs g7t

D 7ol st ow 713l 3423 A(angulation), 3l A -Z(cavernosal fibrosis) =
+ Peyronies disease) =& 432 T2 &R0 2 271& 7R FAHH A E 7R (sickle
cell anemia), E‘r‘?t_}/‘é-i—?%(multlple myeloma) T+ WIW)oA= o] e EFS Ar|RA

ABAE AFs] Folstofof A

2 2718 BTl REAUOH ABH AR, TG ofF 2
of o 19 13 §HE AT AFNE AW BANAL AFHA g

7 32HChild-Pugh Class Ol A o] <Fe] tAA gk ddA== A
= 2= AMANY A3/ 8 A (benefit/risk)E 3713t oF slH, AZE= Y X
T ol FA A= o] o] &8-S 10mgs 2HsAE < Ao

AN

SolA ettt 19 18] Fof &) thidl o] & 715d A5V} glom
, Y AbE AlFstAl e /%13 A (benefit/risk) & B 7Fste]of ot

4) ZAlzAl(doxazosingdg #Z-& ¢uk(1) xtekAl(alpha(l) blockers)E E-&3t= dzjolAl o] oF
HE&FAstH dF s s AEY S0l vEbE F A6 EA4E & Fx] wat
Elttet g 7 & ubxtchAl(alpha blockers)ebe] WM& A=A ok=t)

tlo

2

N
_‘_.

42k CYP3A4 A3l A|(ritonavir, saquinavir, ketoconazole, itraconazole, erythromycin)&
st St Al Ol oFS WE&FAA EHEtE e =EAUOY F7PE #FEHens F
tofoF STH6. G528 & F=x] o] oI AHI CYP3AL AsfiAlE HE&EF & 45l
o] ¢fo] R gFE H1 10mgs ZHeHA FEF sk, o] of Fof T 7243 Yol A
ot A= ¢ AT

o

1 r{r o @
o

6) WA e] Hries FAAH oz YAIZ YU<l(potential underlying cause) A& 3} 23 2
S8 7t Fol2 AHI N5 AAs 2t ok Frt. o] ofo] HIAARH ZXHHA

2 Z& < (radical non-nerve-sparing prostatectomy)& ®H& Fajoll A EFZ QA o BRI} L

[‘U



A A @,
4. o gurg

DY Y A

U4 AFe T 2A AAHER, @ ofEel YYAYIN B
¢ OF oFEol U@ YAFAAL eI AW MY 5 Qa,
HE e VIS 2T FE Yok

gogge Ao A%

13] &l thak of ko] JFAIFANA, F 1434, 905, 1157 <] 2442 H 4 6704,
Sl thalA =,

9

E olabulg WAy
A Qe B2

AelA 9,000 o) del EAdoA FAHAT. 1d

14, 295

1300% = 10009 o)o] Z}z} #of

oo = T M = 21 ]
T oMeE 2 1d 5 FAHE BwyH
7| el g oA 5889
1275 AAE 839 F2 f9F tix 4 AFlA, o] S Fof v &2 HdF o
B2 594 R a1(22-88A]), o] ¢F 10 =& 20mgs Fo3 oA o) dHtgo =z A% THE
< 3.1%%0 WA, koAM= L4%A
ek gz A AdelA AR vbol wel oA 583 §HOR o] & FAIAS
o, o9 ol ¥hEo] RuEIJTGEE D.
® L 2715 dis 28 A 589 thdk 819 Fa #9F dx YA AA(T
ﬂx}"ﬂ g Alg £33 o] K10 E= 20me)S TS Fxpo] 2% o]AolA RHiEal, ¢
ofo] Hlal ofE FoTolA O WIHEA Bid EXE HH o]

o) AukS b elctebd 5mg | ElgkEbE 10mg Bttt 20mg

°ee (N=476) (N=151) (N=394) (N=635)

- 5% 11% 11% 15%
A3} 25 1% 4% 8% 10%
85 3% 3% 5% 6%
<55 1% 1% 4% 3%
H| 5 1% 2% 3% 3%
gx* 1% 2% 3% 3%
due 55 1% 1% 3% 3%
“EZo] GOl AUEE I TEE ET
7| R gk 1Y 13] &9
12 = 245 Bt AAE 3719 9% tix A AFA, o] ks Tk Ao Ht
A2 58AMHIL(21-82A4]), ©] F& FoJRbE FAloA o] FHE-g o R Qg FHEL 4.1%<
HHH, foks Fojube oA = 2.8%A .



1257 S AAE A AFEEANA T2 ol Eo] RuHJTHE 2 #a)
£ 2 wrlnol dal o] oke 19 13 SO 125 FU Rold 3de Fa A% =
A 3 A AP A(E e Ao Oish Alg E£3) o] ¢F 1Y 1325 E+= bmg) Foie
2] 2% o]dolA BRaEI, feFo] Hl3] FE FoToA ¥ HIHEA RiE SFEXR
A o] dnts
¢ e e}ttt g 2.5mg Elt}e2t 2 5mg
Futo

o133 (N=248) (N=196) (N=304)
== 5% 3% 6%
P 2% % 5%
et 1% % 3%
o= 1% 3% 3%
A e 1% 3% 3%
= 1% 1% 3%
a5 E 1% 2% 5%
E 0% % 2%
P 0% 1% 5%
e 0% %% 2%
A0y 5= 0% 1% 5%
PR 0% 2% 0%
Jq4% 47 A% 0% 2% 1%
ne 0% % 1%
O3 oS 1719 AF tx A AFAA 247 AdH RaH Aot (xE 3 F31)
£ 3w mad gl ol obg 19 18] MR UF F Feolw 1ol sl AlE U
Aol A o] oF 1¥ 18] AFE(25 = bme)S B 3xlo] 2% oo RuFT, 9
eFoll Hl&l oFE FoTFoA ¢ HWSHA R1d FEX5 #H o] guke

o] AFHFS 2] ok Bttt 2.5m elctElE 5mg

Rl (N=94) (N=96) (N=07)

REE 5% 6% 6%
D 2% 3% 5%
e 3% 5% 2%
= 7 0% 3% 1%
P 1% 4% 1%
AardgFAd A3 0% 3% 2%
o5 E 2% 4% 1%
FELT 0% 1% 3%
= 0% 0% 1%
G AP v S FAAGAE NS D AU EAS Fugk 3] oisk 19 15 89
127 71719, 37139 fek-tlx Al 33 A (] F 23 FAARBA g F A, Uy
A 1AL FAAPANYSE 2 AV RAS TS SxPo A, o] L FoJuke xzlo]
# A8 634 (4-93ADAT o] AL O AT FULL 36%2 uE, 9oF Sof Fhxjol
A 1.6%HT. Holz o] & Foquke 21 o] e o3 Hiud AEFTHS F23 o]
g o g = 5 ANJER E= g5 o|t) the-9o o] gdutrgo] RuFEHJYTHE 4 Fa).




4: FA APA vUFolA 1Y 13 §¥o o] <k 125 A#7 7|3k, 3719 9|k

dolA 19 13 &3¢ 5 mg Ax Ao =1%0A4 BuHa fjof B £& W
Uehd fExE BE ol dNkE 29 A8 HAYA Bidis I3 Uhe A AHY
H 5 2 7Rl gk o7 23D

ol o 3
1S (Nﬂ5$6) E}E(}Iifsnsmg

TE 2.3% 41%
A3l ET 0.2% 2.4%
% 14% 2.4%
R 1.6% 21%
A 1.0% 14%
g 0.0% 1.4%
BN 0.3% 12%
oA & 0.5% 1.0%
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¥
s
ol 8% ¥ = 7F 48w, ofA|Eo}n|
3 s Bl R0y A9ATE ditdor EaHo|AR, ARE EL%}—E agze] o
FollM, Axe] mpepd(dl. ZERD IFAZE AHEHAT. ARt or, Ha A §HoR o
S FAT BE IAJAY o 0.5%7F 25/25EY AHAE FAE FEIAG 19N &
N A7 APedA, 253 2552 Sk 42 55%% 1.3%04 Eusdt. 45, <%
&% e AEC Y BUHE 297 A AA A3, s or 7ok 7E Wl
FAS /I DR, A ™A vdS, A AEAA vidS/ LR g o] oF
o] 1 13 Wl BAES £ 2, 3, 4o A&ttt o] oF 19 13] ARgol that A&l
/‘i, ﬁ%ﬂr F59 olitEe dtAeR AF e T5F oL, EE AHASTAA T

o] %2 T wE AWSoIA Az Wale] MEE SEITHEBA 0.1%).

rr

W7o da A Egare] e Aotz YFAFENA, o ke Fo] T2 654
ool gAEANAAN HAZE B WA R AT. (2.5%)

19 18] &9 =& "o A WO 283 of oo Uz A4 AFA RuH
L& NAE o ANES(2%) S B Zolth o] d@ oSS} of o] <lud
sk etk o BEolA AH AL AvEy, B AT A sFsAol
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ARA- BEEF, BA G w4, AP AA G

b3 AoF A, wet A ), ger Bu A, GTH AY FNe T A ol
=

ol
|

delo] HE nFAA LS HA 7S (Non-arteritic anterior ischemic optic neuropathy
Ay A

[NAIOND®] o] oF& =33 PDE5 Aaf|Al2] A& Al7|H o= Tlrf':"c'?}oﬂl AN F ZEA B
IEAJT olgg FAAEL BEFEE ofYA|RE tiREEo] E Thes XFIHEIEA] o]
&7851115 %‘%) NAIONS] 2o tigh sfFas A == @4 A¥ JAAE A
»l‘i’i‘:} %"':r%% H]-&(low cup/ disc ratio, crowded disc), 504 o4, WxH, 1Y,

92— A% F o] k& =P PDES ANA AHg Amﬂ o5 dA#igel 9t Aow
FHzEe 47 44 EE dad Fdv BuHAT 4¥ FAAA, 37 olpngel F
8% 9L T F AE A%F o 2 JE AREo| aw%q ge ool o
2172 Aue ABHOIUT o€ WP o] urgo] of okl Ag HyPHoz B
o] YA, B %4 Aol U@ AE 1Y AAsh Beo] e, odF ASe B
G2 axcl % AUAA, GE Aol g7 AAA o RE HAT £ Yok 6. YA Fo
g #z)

H A2 7 A— A&7 Fa & 3F=x)

3) o] oF 19 13] B AAL o]Ae} x4 F A W(Primarily sinus bradycardia)e] ] oF
TR FE =A TAHAT HFEY AAE oL o] dg FHs AT

4 =W A & 2AAR
@© Etthebd Smg ©LAY] AR & ZAE

® oA AAAE st 49 Bt 6139e) AR BAE hAom AT AR F
A A, folAEl WEEE ohahel QshaAd BBl ATHEIAGLR, ST el
som, o] F of obvbel ANWAE MAY & gl FRRANG AL 375%(231/613
W, 3170) olgink.

& FF L14%TE/613)74], <5% 0.82%(5/6138)571], ¥-= 0.65%((48
161378)[473], ¢+H-e-= 0.49%@™/6137)34], 7=, WIsd 2 0.33%(2%/613%8)[27], )%
a2, NN, AAGR, £3EF, dUFFE 4 0.16%178 /61381102 AH AT



- oAdskA E7E kel

=
olo

2 Aol 0.16%(178 /61311102 B = AT,
@ Ebthebd 10mg, 20mg ©LA e Al & ZAA

@ A AMAE A3t 69 F<F 10500W ] FHAE tiFoE AAG AT T FA}
Az, et TEE2 ofde] A Fuylol 3.94%(4147/10,500%, 5177HE e}
w%ow, o] & o] e JAABAE WAL F A= F=EfFlNS THEL 3.47% (3647
/10,5007, 46171) <]t

- FERFIPNSE F5, hHZT 27} ZF 1.30%(1369/10,5009, 1367)2 7 wkorm, 43
2 0.33% (35%/10,500, 3571), &% 0.19% (207/10,500%, 217), ¥1=& 0.12% (134
/10,5009, 137), I1x &= 0.11% (127/10,500™, 1271), wi% 0.07% (79/10,500%, 77), A<
17]1% 0.06%(67/10,5008, 671), P 2HAZ7F 0.06%(6%/10,500%, 67), = 0.05% (5
/10,500, 571), AAFZ 0.04%(47/10,500%, 571), =58 L oA F¥ (SGPT) 571 2z
0.04% (49/10,500%, 471), 7F&dE, 7E, 79, g¢Zgittsdias3rt, 92 7 0.03%
(38/10,5009, 37), HA42, 85%5%F, TBES, TUWAZE, 7t&E2d, A434AE, &5, 9

BT5E7L AR LF, B FE, FNaT

= ) )
, EERF, 4, AZ=ALEGCODE7E dMAF7E 2 0.01% (178

- o etA Ed FEFARS FHEL 0.31%33%/10,500%, 377)02, AN AALFTT
e a4%7F 0.03% (3%/10,500%, 33), Z742, Hd
274, aAAFol ZF 0.02%(27/10,5009, 2

5) S A Rabg R A%, Fago]l HuE T oekEelq WA HA4E3 wa
st EAACR folal BAT felAld B AgEA B falAEE e 2ol U
skoh ohl, o) efsbe] Q@A FAE A egrrh

ol

7412 (medicine ineffective)
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e
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N
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2l g
et AWl vl A A4 S (Non-arteritic  anterior  ischemic  optic
neuropathy, NAION)¢] # Rew, ol AT F FAA EEA BAEHIL
PDE5 Aa|A|2] Fofo} ARl Fado] Jde AR eyt wxd o] a2, H
SN AZT Az TAELS 504 o] FEAelA 100,000 2.5-11.871 9]
o}

ret

Fol-mak FF Ao A NAION & 2 7o) (6 ¥zH7] o)) PEDS A3l AlQ-& A&
3t 7 $-2] NAION 9go] xRt ¢4 7|7k PDES A A E AFE3 74 $-9F vluste] H7}
HAoh A7 23 NAION #1&o] oF 28 F7iste Aoz AAHASH, AP FAHAA=
2.15 (95% CI 1.06, 4.30Ath. FAE A AR d3d A7rF LasEdon, 918 3
7} 2.27 (95% CI 0.99, 5.20)0]it}. ol AFoA= “"AHAHA” AAA 759 A9 2
NAION®] 7]E}F 913 &<lo] NAION #A o 7 & = Aok Al $o &f B E=
Z AFtollA PDES A3l A&7} NAIONS] #H# o] PDE5 A& Al A8 NAION Apo]e
AHATAAE SEHS A= FETH4. o] FRES F=).

N

°o W rlo

T AE dATF Ae FAEo] PDES Asfa] Fofol
J=A oARE I of A} ojm] HlEHALSHILANUAE T
745, HEHAGSHIYNLAET A Aol ¥ wo. wet
Al, o]¥ AEolA o] ¢k& 233 PDES AfAE FAste A-¢ F4E &k 3H,
7l == el 98-S A3sts Aot Fosof 4. o) dwtg & F=x).

Zjﬂ??} Xl °4X}°ﬂ7ﬂ/‘1 GAZEE ARANINA S
5

A Feid APl
Aoz VekAw, F¥od wE B
B4 ASAAG BAAL FONATHE DA T 159

249 & Aok dAE B 2
AAHZ, FF 5 184 FF % F9o] Ve £ Uee Bl eiFolo} st

H PRz FYPE wE GRCEH Br1F0] B F Aol WAFE B9, oAe
o] o} EFF PDES ANAY A8 FAT AL BANA AusL FA g3He Fo
B Jeofol BT ColyuEET W AW F 2A FE),

5 EtthehZ Smg 1€ 13 ¥ 2@ 670 o] de 3 84 d 2 fltElaat2 Smg &
LAl 2eh.



6. FEA&

obefel A mi wish gol, Bitketd 10mg WES 20mgel thatel Be HEAE AT A
AE T Ehebd 10mg ST ALEd HEAE ATSe] DML WEF Eojx o
AH o2 Foldt AEZ8o] UEIE VS5 ALS ddE uiAE 4 gl

D gzt e & des9 &

- BgEtde 2 CYP3A49)] 9]ste] tiAbdE . CYP3A49] A& Al AsAId AEIUEA
Y 200mg)e Elttetd @& FEoj Aol AUC, Cmax Zroll Hl&l, eltigt=E(10mgel AUCS 24,
CmaxZ 15 % =7MNA L, AEZYE0Y 400mg)-S ElthetE(20mg)e] AUCE 4v), CmaxE
22 % F7FA F T

- CYP3A4, CYP2C9, CYP2C19, CYP2D6S A 3l&l= protease inhibitorQl ritonavir(le 23]
200mg Fod)= Cmaxe] W3tgle]l Bthetd(@20mee] AUCE 29 F7HA#H o

- Eo]AQl Az 2go] ATHA = YA, saquinavir 52 thE protease inhibitors, L&
3 erythromycin, clarithromycin, itraconazole % grapefruit juice®} Z2 ©E CYP3A4
inhibitors+= BlttetZ o] @ w55 S7HANZE AoR PAHERE Fostd HE Fof Ho
ofF 3t} 1 AF=A 47| AT o)k o WANETE FUHE & Jdth

- CYP3A4 F=EZ1 a9 (rifampicin), Elttebd @55 A|(10mg &%) AUC kel
Hls), Eltketg o] AUCE 88% HAAIFTH ol BopetZ e a5 ZaAZ & JAR, 1
A AR e AA g #n= v Y(phenobarbital), #Y El(phenytoin) ¥ 7}=Zn}
vlA A (carbamazepine)s o] thE CYP3A4 =& W& Fo 94 gvetde €%
TEE AAANZ F USE d8E Utk

- gohgb= o] Bz (disposition)oll A =4 2Htransporters)e] & gH o] = % p-glycoprotein)2
A YA &h wekA], 4R transporters)e] A dfol ¢F FEAT AL EAHAE U
o},

- o] ok AA (FAstu v g /FAEd T E)e] BEFAA o] ke =E(AUCN =
W3} glo] o] ofo] Fo&o] W] AU

2) & =Sl U gt 2§

- AAAIE A, BtohebE(Gmg, 10mg# 20mg) d4Fd(nitrates)e] A st 2H&S F7HA
o2 bt weba, olwdk Feje] 4] A4k (organic nitrate) AAZE A7) A
BEdHo g Bt SAAE o] oo Tyt FrloltHl. A 2. v &3
o] 3}
20mgd 74 =

PR
rr l“\r?‘ rr oo

) | Mo
ol

2

} Fx] 9AAE Ao wrzd, 15089 At euggs mY
oJ3tal 0.4mg nitroglycerin A3t & thFd AlZIthe] T3t o,

(A=}
RS
[



N d FEALL UAZ o ALHUTL BriEL Ao FoF F 4847k]
e w § ol UeiA @glth webd, o e Fel(Btietd 25mg-20md v}
ARlol $13e Wi Age] At Aol Koz} ostHom wEA Wad Fol ol
g viAHtoR Fel@ F HaT BN Ay Folok A FAE LAY & ATk
dQes Ageld Adde Fol@ Wi A4 @9 o9stx  =uE = (haemodynamic

monitoring)# A 2 ALe] A4l THEo] fHbE ofok g},

- Btpebd 2 CYP450 isoformsell oj&te] thAtE= of2 o AHi&(clearance)e Y/GH o=
FolstAl AsfstAY =2 Aoz qFHA Fev. A lfﬂ 23 gtrpebdo] CYP3A4,
CYP1A2, CYP2D6, CYP2E1l, CYP2C9 % CYP2C19€ 2=33t= CYP450 isoforms< A 3l 5lA
U frEdtA gete Aol FAsdn

- 22 (10mg, 20mg)2 S-¢43tyl E= R-$43-(CYP2CY 71&)el tigk =2(AUC)l o
A dEAE Fodk 28-S YERA Fted, guetd & sutd(warfarin)ell ofsf
H =g EE249 AlZKprothrombin time)o] W3l = F&FE w XA Fgir),

- Eltb2=(10mg, 20mg)S oA EAke] A 2kacetyl salicylic acid)oll &3 38 AZHE Z71A]
713 skt

- 9 Tt AFelA EtthetZo] FaudtAle] dohAE 8-S S JhsAded st
o A Y. L% 23 Al(amlodipine), A €Al M3 &F A(ACE) A 3l Al(enalapril),
El-ol=glddAd $84 2Al(metoprolol), X|oFAlAl o] Al (bendrofluazide), A L€l 1
84 AFA (IS Fef 2 & 5 = X oA A o] A(thiazides), ZEE =22 HA,
W ER-2 A, D/E= da-AaA ete] HE)E TS, o FaAdA Tl AFEHAH
ettt} (20mg & o] A8 A LEAl I +8A Al E amlodipined] tig ATFES
A 2% 10mg)e o] AL ouyd FEHE JFH o R Fo3 FEztgo] gt

|

- 02 Jgeke] AlgelA BletE 20mge Fa ¥} A 5A 4F /7R A B 855
ATF3IATE A FuIEY} A F5AE FHg Ao A ambulatory blood pressureo] %3}
dotzd A= #do] e ASE UeETh o8 #Hste, detxdo] & HA ¢
g A e, HIE olye dUTart tiFiEe SAeA AESt S #Hol A
(AR 1 A7 H AT Egxd Ha e FAAE it Hda A

boAbgrol A UERtE AT W ss g,

52 r1r 2
rlr &Af

w2

o]
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(

¢

- &8 <Al (antihypertensive medications)E W &3tE SAEol A, Eltt2tE 20mgo] &
& FAE doF F don, oAA(LTFATA = AL, ot FH) YWrHoE FQaF

Aoz FoslA &S Aoz AgdATh A 3 Y ABe B4 Ay, du
A E o] oF7 W&g SATH FuFS oA glo] o] ke H&3 AT It o
Fabgoll= zbol7 fllth. a8y, Fu St kAE WEsteE A Y A vl

T3 A FAE0A FAS A& A (appropriate clinical advice)E 3t ofF gt
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- &3}(1)-adrenergic receptor blockerql ZAFZEAI(1Y 4mg =+ A
138 =& 20mg 93 F o) Bﬂ%d gl A FAEZA Y] gAE a3 A=

2 Z718gY o] &= Eo 3 12 AR s YERGor 7™ xEst 2240
UehE & A mebA, E}E‘r?/}éﬂr SAZRA A B8 ARAEHA &G

- A9 e AAE ALAE YRR I H5Fg AFoA, kgt 2(10mg, 20mg)#
Ayl zAl(alfuzosin) 3  Aelziel  dul(1A)-adrenergic receptor zGHA|Cl  ®rAEA
(tamsulosin)®] M &FAA Ao g Fofgt detwisiyl RusA gty 18y, &9 2
GAE A5 W3 e A g 53] 18 A= Bt ARSAl FoE V] ok 3
o ARs HALEFoE ANFsA HRFow 2HE o ok ji.

$% 0.08%)7) B2 R0mg EE 0mgel WE T
9 $ues WE Foid T 34l tea Fel Wbl

dREL I FFEFHE AU A PHEHERT TS dYstL EaE Fo F 243
A A4S FA FHoE TO#QOiE} g2t 20met E2E&S A FoAsts B¢ B
b2 187 ¢350.7g/kg == 80kg FAANA 40% dIZE[HE=7H oF 180mDe] ¢
st FEHE B dYHLE 57}/\17111 FHAT, dF FARAA= AE VS 7]
H4 Adste] #2EAY. HusE S A8F %‘i%@ﬁg/kg)ﬂr Folatas o, Adeh
HBEEA FUA T2 dFE GFoR TS Wb AR HIEE YEET <14
7l dgk da&e] 282 E}t}ﬂ‘r%(mmg)ﬂl ojste] F7FE A U

- ElthebE & ethinylestradiole] 747 A A o] &E&(bioavailability) & F7HA71& A2 YEH
o AR T84S ESASHAIN terbutaline®] AT FAA FASE S AdE S

fi 3T

- 9 ggst AFoA gukE  10mge H 22 (theophylline(a  non-selective
phosphodiesterase inhibitor)3# 37 TS off ok5stad Faa8o] AT FLT oY
3hA 282 of7he] AlRF(3.5 bpm) F7HATH & AFolA o] FE2 FLIA @i I
A FYAE ARAAT, o] FEES HE FAT Aede ol 28-S aesteiof

@},
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Z2Hg AT FHEHA FUT

1) o] ofe o4, Aol D dololA AEE 5 itk



Agl st A7 gk

3) 1,000mg/kg/¥7tA  Fod BMEY  whe-oA H 7] ¥ A(teratogenicity), HiAEA
(embryotoxicity) =+ e o} = A (fetotoxicity)e] A7 AT}

8. = B 7A AHgeol td IF

o] ofo] &4 W EE I gl MAE G A3 g
4 AT olH @ AAH FFe Frer] AT SolHal

@ A Skt grhebm AgEolA o AW F(dizziness)o)
ol 717l 22 Aol Belo] of ool oA WHgaEA A4 ofok Feh.

9. hFE iAol A=
D A%% SBAEAA A 500mgrA el §3L 18] FAR Ho| ¢lm, FAE B
100mg7hA o) 19 AL o4 @ Feld o] Yo} o4k AgFolx BB A

FAbstsh.

2) FFEAY ALole= HAA FF B QW(standard supportive measures)S A A goh
A EAM 2 girietd o] ALY FFES WA A FeTh

N

10. 29 2 AFA FolAHY

D ojdole] ol HA @i, &o] B4 &

rr
"

of Zagd A

2) O §719 wrel Wi e Amdddel HAY B AARNM PR gonw
Ao = uE 2B 2

11. 71€}

D) eFg st

A
2

EltetZ & cyclic guanosine monophosphate(cGMP)-E-©]Z <l phosphodiesterase type
5(PDES)l sl Aedz, 7192 AsjAolty. A& A=(sexual stimulation)o] =AH o=
A 243 E(nitric oxide)®] WES doz uwl, eltietZo] 93 PDE5Se A7} WA
(corpus cavernosum)©l A cGMP/] TAE FS7IAIY. o]AL HET o]%(smooth muscle
relaxation)?} &7 20 &9 K 7V &0 24 7| (erection)S ¥ zith ket

‘l'] (o))
2 AA AFe] jlE des 290

o
HE=
Aot
In vitro A1g 23}, EltbetZ S PDESS] ezl A3 Alolth. PDESE WA H&,
2 Y& s &Z(vascular and visceral smooth muscle), &2, i3, A% ¥ 9

B g
o



(cerebellum) oA A== Biolth ©eogtde] &3+ ©E phosphodiesterases 2 ok
PDESe| tiste © & &%o] Utk B3 A4, M, €%, 13 & 7oA SAas
= &49 PDEI, PDE2, PDE4 Rt} PDESO| thaled 10,0008 2 Z2¥sts o & &%°] o
t}. PDE37} 4 4=A(cardiac contractility)o] #ojsl= &4 o= =2, PDE3RT PDESC] o g+
olgd AYAde F8sith E=J o, W retin)olA BAEE &holA
phototransduction& %3l PDE6X.t} PDESC] thsle] oF 700v] ©f &%5°] At elgetd
< T3 PDE7 " PDE10X.th PDESO] thate] 10,000815 Z#ste= o & &%l AUt

o] H(HQA FoLEHe wg7|zt
setting)ell A 1,064 &] A& o= 3719 LAA3
BAASE F3tA MAAAF L

g WIS EI7E fAE B oY
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A7 AFZAEelA o] s FAYES W, Y29l(supine) AT 7](ystolic) H o] 2]
(diastolic) d<HZ+Z: 1.6/0.8 mmHge] H+ AW TA), AU Al %
(Z+7F 0.2/4.6 mmHge] H+ Hol 7)ol A 9o Hliﬂf?}
w Ak QoM E o7 Zpol7t YA
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Zhell tigt efhetg el 8-S Hristr] gk ATl A, Farnsworth-Munsell 100-hue test
S AFESS o, A APHHA A0 Aoyt AZEE A &tth ol#ld A= PDESS} Ml
St wj PDE6el wh3h siopebd ol v g3 dA3tk. me 44 Aol ZA, color
visione] W3}ol the HuE =ETH 0.1 %).

l

O

o] ko] A 2}¥ A(spermatogenesis)ol]l thd A2 F &k
6719 2+ mid E&3AY, 20mge 2t 61 = Y T oY H%f& A %Oﬂfﬂ 3
7HA ddATFEe]l AAHAT o] F 2 Mo ATdA EltketE el X5t #Hste] YA
B2 glol Bole A a9 w29 avt #FHAT B &84, F°, dExEAS
% 2 E(follicle stimulating hormone) ¢ & HAx=E9 Wi AZHA FUHl.Fdw & #
=]

ttlo
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off
ok
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e
Jg
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o
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oQ
tlo

O AAdEHES, 55, )9 B 8538 A Ay JIF, A¥H
21-824DE thdo= AARE 3709 AR, Btrkekd 25, 5, 10mgel 1 13 2
Ao 2 FUHEAY. o5 F, it Jds o E 3 279 dEAFAA 1AH] &
< Brtek A3, AuAE AFEAA A 31%, 37%<t Plugs @, o] ¢F Smge 57%,
67%, 2.5mge 50%% UEbd o= HuFHAT. =3 dus W D7|RA xS oA
o2 3 ymA N YA DAME foke] 28%t RluS W, o] °F Smge 41%, 2.5mg
< 46%= UEld Zlo® HAFT. o] 37je] A APl Fdd FA tiRE2 A
dgol wWE PDES AsiAl Fof A wh&3 Hdo] A

—_ ..

o

fof 1B Lo

o

o] %, PDE5 AalAlE T3 Aol fle &4 217TH< g2 o] Brtetd dmg 19 1



3] Rolzw} Slefzol TAg Wigsel AW Ak AW F FF HAAE 4FEL ©
et YepEel A k7 69%st 52%2 Vrebvkeh

A E44E AR &2 1869l A 125771 A 15 A @oAEtttetd Fof 1427, 99
Fo 44%) et 10mg =+ 20mgE X 5% Ak A (flexible dose, on demand), «l%“’
2 QA3 17%F v s W o] ok Tt $hAbo] 48%7F 7+ Al ] YFe] WHoE
s EEHAT

gostE 2 A7 Fo & A& FEm #Ed 39 A 2% s=Cmave F
o = Fol 5 gostEe] Al Al &ES 2AHA

8§ Aot

Brtege) FRev FRAEE Aol ostel 9% WA QOBE of ok st B
SE AN SA I HET ek B AV B ADE $EE A
3 AL Z (o]

@ =

P BEEEZo] oF 63 LojH, ol grgtZo] 2o ExES et X8 FXZoA
7ol = elgetdel 94%7) e Aty dwd Age Al 7% Folo] osty
FF oA deo

Fof &7Fe] 0.0005% mko]l A7Hdk @A) A d(semen)oll A EH = Ao

@ A A A 3H(Biotransformation)

E}E}E}gg Aol E 5 P450(CYP) 3A4 isoformel 93l F2Z thAl Aot 8 <=3+ AL

5o EsHE ZFFFZ1 o] E(methylcatechol glucuronide)o]th. o] thAL4FE-& PDE5So) T
tol Biohefd Rt X4 13,0000 O A2 &%l Ui webA, #EI YALHE TR A
WGH o2 o] ot 3= A et

o o

@ wA

Ry

A7 AFJAEA Erhet g H AT A A E(clearance) 2.5 L/AIZtela H+F whzt
I= 175 Aztelth. BetEd 2 EZ43 tiAbE= FHetA wjdEr, F2 (T F
o] ¢F 61 %) =ollAe o 2F(FAZF] oF 36 %ol ujAddn.
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® A& A /n]-A & A(inearity/non-linearity)

AZE SPAENN ErkehBe) oFEete Ak Fojgrel thskel 419 A (inear)o]tt.

fo

2.5-20mge] Fod#F WA, =E(exposure ; AUC)O] T &3} nlgste] F7isith 1Y 13]
23 ¢ 59 o]l steady-state plasma concentrationsoll =23c},

o
n U
N
il

7] B4 3xSo A population approach® ZAAE <FFsto] wr] HAo] gle
oA 2] ofF&8t frAlstt.

2A73% 13 I FAEG5A o]/ 194 T 45A19] AT J Al HlEte, ElgietEe] AT
o @gkor o]= 25% ¥ =& Z(exposure ; AUC)S 714 gt} o]# 3 ¥ 2
A o7 Folshr] om &7 ZHd(dose adjustment)-S HI3}eA] F=

S (ZFoteld P& 31-50mL/H)e] 217l
A I PAEelA erkebd 18] §F6-20mg)< A

o
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£ 71z A3@A 9 BAS dte 2] Al

23 gy AFolA ElgetE el =2AUC)S oF FHidT dHFEA LS|4, Cmax
= A% AJAERT 41% =4 FRHAYG. SAEL L goehd wjde A FFE m
24 gt

@ 715 FAZF

10mg B-&%o] T HAL u AF == 559 2+ Aol(Child-Pugh Class A 2 B)7}
= g3AEA gt Z e =Z(exposure ; AUC)] AZE A @RS A9 =Z(exposure)
I FAsAY. FF 17155 BAHChild-Pugh Class Ol A o] <F2] ek Ael tha J4+
2= AolHolmz qulst= AL, A= AEsHA AN &9 A/9 E A (benefit/risk) S

B7ysteiof gt

B A7 e BAS0NA BoetE 10mgEuy ¥ 18&%Fe] Foo thet o] 7hsd A

= oAl Bttheb2 19 18] Fof &&Fol thed ol & 73 A=7F gles
Asts A9, abs AFskAl i A/ A (benefit/risk) & H7hsko]oF Fhot.



Tl FAEoA e ElgtelZ o] :ZE(exposure ; AUC)ol 73 I FAENA] AUC
B} oF 19 % 23t =ZF(exposure)ol A 2] o] g zlole &8 2HS HI35A 2=

A S, A B, WY s, L A SH BT AAHY AFEL NEE
A AR Ao ST A9 JehlA ek

1,000mg/kg/d 744 T3k HEY  wmhexolA FH7|E A(teratogenicity),  HRAFEA
(embryotoxicity) =+ ejol=A(fetotoxicity)e] 747} It HAES 24 @ AHFE g A
“(pre- and postnatal developmental study)ell 4], no observed effect dose”} 30mg/kg/< ]}
ok YAl MEA o] feFo| Aol calculated free drugol] T3 AUCZF 20mg & oA <14
AUCY] <F 18 At}

G AEAM FHFH(ertlity)el Foirt ¢tk BoEEe 6712 MY 3 WY
2omg/kg/¥d H 1 o]} &FOoE I TS wf, 22 Mol HAFAZY] FAE 7HA
2= AA 4T (seminiferous tubular epithelium)e] 3ol AATHL. HAx 2 11.1) <Fxs}



