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D el o SuA shs A, B1RA R FY ABA Aol hF HEI o8 3
hsk 3 AAFel T 2RH Aol Y R AU AP FA% F1, 37 ¢ A

2) 4 A= FaEE Ao @ 9@l Ay WES, By R U@ Ans AF
a7 Mo, oA Exe] AEB AHE mEstcol Atk AT AR T AWU
493} Bdd 242 499 BAE O ol AAAE AT, ol AN Lo B
=

3) °l 7ﬂl°ﬂ«l ofEoll A ANZE oo A&E Y] gl A5

ZEATE ol B2 e Fub
@ @7)e]l =EA RuHUT AN o4 Bt AkE A9 ZA oAre Es(medical
assistance)& Tl BACA LeFolol &H, A&LrEe FA AnA B AS
oA zA &4 9 WrlHe NS 2T 5 A

) o] kL Eosy] Mo} Eofsit B 9 R F om
NO BAAMEZZAY, ofdrto]Ed ol o)

S g0l Zgsol el Beko] Wold 4 gom
A7k Ak A D NO FoIAE Fofahx WA

T5
T 9 5o & A44d AA D NO FHAE FASHA FEF FoA21
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5 ATAM, I AAA, EkHS PAZ(unstable angina pectoris), AA B
(ventricular arrhythmia), H&%, ¥ Y4343 ¥4 ZA(transient ischemic attacks), &%&,
AAGA, Nws 233 Foi AIBA F H/\}E%](cardlovascular events)7} ©] <Feo] <]
AT H/EE AR F 2AF Foll BASFATE =T QA FAA DG AEGA L A
gt 23hHE =“EA Ueth olgg faiAtElEe] vERd 3AEY dREEL o)X HH
A AA 9 FAAS(pre-existing cardiovascular risk factors)S 7}A 1L Ak 1y, o]
g fFaAtEl Sl AERA APAAE e o] of e A A9 e odd JAAEY =%
= O A 53 AHAQA Aol A=A &) B A A skt

ﬁL

6) Blthet2 S 67 1270 €7 WY 25mg/kg/Y(20mge] ©3] &S FEo3 QAo T
2RO HAS 3WE A =20HY 3.77186] 23 =) ¥ 1 °
EdPgS o, IR JjolA AP A(spermatogenesis)e] FAE 7HA
(seminiferous tubular epithelium)e] ¥ sl (regression)e] U ATt

o] <ke] A z}4 A (spermatogenesis)oll t& A Al S Hrislr] Y&, B oFE 10mge
6714 3t mid H83AY, 20mgS 72+ 671 Ee IE wY B85 @



AFEol AAFHUT o] F 2719 ATolA EtheE e X5} HAste 94 €
FAL Qo] Hole A At FEo fart BEHJG AA &5 =
ZE(follicle stimulating hormone) ¢ ThE A =59 WHle AFHA FATHIL D °FH3
s

D AYAREANC - BED FHF L S04 WEA
=3

A= PDES A8jA S 3
2. e o= A T A

D ojws Feje] #7] A4kd(organic nitrate) AAZt= H71A "H/Es pdH oz %%6}
= A AE= o] oY FA7E F7]olvHl. B H 6. “EZ}%‘SL z] A

g} (tadalafi)-& 24+ (nitrate)e] A&t LS =

gy A4S VHAEE, dAFoE kg ofzt Z-}i/\lﬂﬂ%[ll D ‘ZFE‘“E. EA 3 3

Z] O Ay dirde dAs ZAes FUHARIY o] AL A A4EsEE(nitric oxide)/cGMP

AEo g AL Boetd Y 53 a3 A3 dddn

2) o] oF& EF3 uy] B 4(erect11e dYSflll'lCUOH)a A z3khe FEES A W97 ARZEHA

= A4 A3 (cardiac disease)e] Yv FAANA AFLAE ¢ =Tl A= o] AEE A
A dFo] U= BAAA A YR A FAAQA A H(cardiac risk)S 18] 3}

3 ABBA ATl Ut theol BAFL Y Aol TFHA YROEET o] oo Ag
o] F7]eltt. :

- A 90Y ool A7 M(myocardial infarction)e] U™ E=f

o|\

- EA3 FAlS(unstable angina) Fi& A nl(sexual intercourse) Fol WA HA
(angina)e] URE =}

- HT 671¥ %<k New York Heart Association Class 2 = I o)A9 AR H(heart
failure)e] ARG =t

- 245 A ZE(uncontrolled) 7 (arrhythmias), A &< <90/50mmHg), =& ZH %A &
= 180 170/100mmHg) 2=}

- H 671 g ol ¥ EF(stroke)e] YA A}

w3atel ol deld FAAY HAY FRHABAE YF Aol £
oFo] Abgo] YHHA etk



5) o] ¢ke Eltialgolu} o] ofo] AEo) I hypersensitivity)o] A= SRl A] Fojshd < Ak

6) °] <k & BrIFA A

2 ool P8 UF du FEAC ATHA Ygon
2 0E wRd ARAse §E Rl

£

7) o]lxe PDES AsiAl EHE& ofFet #AGlel HlFHHS A A4 S (Non-arteritic
anterior ischemic optic neuropathy, NAION)©2. 2 <laf 3+Z& =9 A|Ho] £A4H A oA =
o] k& FoI3tH <k Hrh

8) o] °F& %33 PDESAISNAI$F GC A=A|(Guanylate Cyclase Stimulator)(efl: & @Al F3h)
2 H8EY 3= ¢, GC A=A|(Guanylate Cyclase Stimulator)®] dAstasE =714
2 eng T ofEo YyEEAE Fr|oth

D &70] siRstx oz 7]gl 3AH(Z¥ A(angulation), 3™ A -F(cavernosal fibrosis) =
+ Peyronies disease) == =74 4A T &%lo] 2 21S P,L B2HA A -7 H(sickle
cell anemia), th&A %—’F%ﬁ(multlple myeloma) =+ W) A= o] kg EFI HV| A

ABAE AF3| FAstAof 3ot

L

N
~
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=7He Eohebd =2AUC)H A
oF 1d 13 892 A% ARNE A
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X
=2
X
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o
)
A
8

4 % 715 %A #AKChild-Pugh Class Ol A o] ko] kiAol that YA E AT
Zolrw oAE AlFstAl M 2 d/9 A3 (benefit/risk)S B 7isteiof &b, A5 WA
T35 7T Bl FAANAE o] 9o &FE 10mgs A= ¢ Aok

2 gl Qi BAEelA E}u}a}% 19 18] Fof ol Bt ol § /bsd A8} flon
2 Ak A%, oaks AFA AN #4098 8 benefit/risk) & W7kl o Ak,

5 4u AdAl 2 FTYYAE T #xb ks o] ofnp YupAwAl ¥ Fu PG
okEo] Hehgs aRE AN F At sl dis) A =9fsjop vk PDE5 A
sﬁzﬂﬂ eAAA S 385 Fol7h @ FET o] kg ¥¥3 PDES M)A, 11

dotgel wHv) Qe @@ Aotk da SR} Y
S A%, Weel B A7 Bobh ARk ¥ BAelA, olF ok Adel W
BEHAA 248 AU BS0] Mo oo F gonz e



@ 7 FA

- BASL PDES AAE AZelr] Aol AT GahagA aWe wolok drh dvbaid
A BEey F Y5 BHe Uehd B4 PDESASIA WA S8 AW S1gel
Z71t,

- gohaiehAl 2ol HE BAbdl thsiAE, PDES AsiAls A A% §Foz ARl
oF gk,

- olm 3z &%Fe] PDE5S AsAS H&sEs dxtolA, dupidA &
Az olop gt} dopxivhAl g ©AH %S PDES AsAE 24T o) Frd g

- FH AEA g A5l et dopxidA ek ojeke] WEFojo] A3 FEALS HHA
3 ATEA ke, dtAstE FEste B9 AHEY] A dasd gz e, &
4 AP WS A=l 9lof o] oft vk ApekAle] WEL dAFHA =

- G AR vidSel dE daxdA aWe Be SAs 8 AP vids AERE
st 19 13 8o AL =E AlZsh7] ol &upaaa] AHeS SsloF It

78 3sk CYP3A4 A3l Al(ritonavir, saquinavir, ketoconazole, itraconazole, erythromycin)&
&3t St A o] & WEFAA BugtE Y =EAUOY F7ht #EEHGeEE F
6. Fo2rg & =] o] o3 A CYP3A4 A3AE WE&EFA & 7450
o] oo Eelg e Hu 10mge 2IEA YEE v, o] o Fol F 7247k Yol A
ot A= ¢ "k

o o g &
gg
Q
Tg

7) o] ¢ko] BAARA ZxAHAM A E<%(radical non-nerve-sparing prostatectomy)S S

Apoll A mA QA A RTE A A AR AT

4. ol ursg

DY A A

U APe IR AN AAHDE, & B YPAGNA BEHE oS By
&S TOE B U3 YFAPIA] WS HH MY F Q3L AA YFH BT
SE neg WYsA 2T = gk



Biretd e HAAZ o2 AT 4 Aol 9,000 o] el EANA FAHAT. 1L
13] 8ol it o] oFe] A FolA, F 1434, 905, 1159 o] z+2F HA 6704, 19, 2d%

A FoE MUY B2 A E&3t= Wl deiA =, 1300 5 10009 o) /dol 4z Ao
(] =

H
(op]
=
nA
g
—
L
ofr
¢
m
£

FEL UAD B T0 A O YW AVAA, o) & £ we Dol T o
e 5OMAT(22-88AD), o] oF 10 Ei 20mge Feid FAA oL o AT FUE
& 31%21 W, SiokZol A L%t

floF iz I3 Aol AR nlel wel e B&ds SR o] s FAdAe
o o
E L 2R i 2e Al HE&aWol the 839 Fa foF thx dZANFAAM(TR
A

B2t digk AlY 23 o] K10 T 20me) s Fo e 3xte] 2% o]
ofol mlel ofE FolTolA o WMsHA Hud f=AE #E o) dutE

o] AFak-g- ‘?:]QF E}ﬂ—ﬂ_—% omg ittt 10mg EtthebE 20mg

(N=476) (N=151) (N=394) (N=635)
FE 5% 11% 11% 15%
A ETF 1% 4% 8% 10%
8% 3% 3% 5% 6%
+HF 1% 1% 4% 3%
H|Z4d 1% 2% 3% 3%
T 1% 2% 3% 3%
e 5% 1% 1% 3% 3%
Fxo] BoT UUTE I TEE ¥

12 w243 Fo A 309 9 thE Y AP, o] e Folwe FAe B
o 58 HIQL-824), o k& Folwre o)A ol YuSoE 9 g
W, Sloke Fojuhe Bxjel A 28%Th

125 ¢ AAE I AREAM gFe ol dutsEe] HuHATHE 2 Fa1)

E 2 w/)RAe] hs) o] % 19 13 SWOE 12F B9k Fold 379 F& 9 =
A 3 D ABAA(Fm Bl B AP EPD) o] o 19 1825 EE Smg) Folwe
BAke] 2% olgel M BIH I, 9okl uls) B FelFolA o WMsA BuE FEAS

T ol ke



2l e I 2.5m g 5m

G (Nﬂzfs) E}E}(IE\ILI%)B s E}E(}I\?/l:so@5 ¢
= 5% 3% 6%
P 2% 1% 5%
A % 1% 3%
% 1% 3% 3%
e 1% 3% 3%
Tz 1% 1% 3%
5= 1% 2% 2%
713 0% 1% 2%
EpN 0% 1% 2%
N 0% 2% %%
@408 535 0% 1% 2%
= 49 0% 2% 0%
4% 4nd A9 0% 2% 1%
RE 0% 2% 1%

T o] dnke2 19 Aok thx I3 AdolA 247 24 Biud Zojt(s 3 i)

F 3 HI|REA i o] oFS 1Y 13] SO R 24F Bk T Y f¢F tix 9
AgeolA o] oF 1d 13 AR5 E& dme)e Fole &xteo] 2% ool HiHil, 2
ofo] mlal ofE FofTolA o WHsHA Hud SF=XE #H o] dutE

o e "Q 2.5m: Z 5m

g (o o RSe e RCE T
H| A F <A 5% 6% 6%
A4 2% 3% 5%
RS 3% 5% 2%
7= 24 0% 3% 4%
23} 1% 4% 1%
A=A FA DA 0% 3% 2%
+5% 2% 4% 1%
FA=ET 0% 1% 3%
H| 3 0% 0% 4%

G AEA RS FEAAEAN S B B RAS e @A tiE 1d 13 &4

Aol F 24 FHAYA fF B2, Ul
A 1Ae FARAJANNE B B RAL B B, o e F

=
e TEE 3.6%% W, 9k Fo g
o

4 A AR MhFAA 19 18 99 of okl 12F AR 13hel, 3719 k-t

9d NBeIM 19 18] §Hel 5 mg NE AL =1%)4 BIHT 9ok Bt B WE

2 UEd SFEAE #d olyurg @719 ¥ WA MUF 9w Ll ¥y Aga
L= 3L



ol o i
MicEing (N:]S—?FG) E}E(}Iisesnmg
= 2.3% 11%
A3} ETF 0.2% 2.4%
o= 14% 2.4%
Aol = o 16% 21%
oA 1.0% 1.40%
Ity 5= 0.0% 1.4%
o5% 0.3% 12%
o A & & 0.5% 1.0%

< 3 15E 744 A" RERE BRuEATh o] °ko] I ofg] A

S5 durFoE Fo F 12-24A3F Fof] SR A, IHEH O Z 484
AE T o] o Tt HHR &%/—“’%—0 gt FS o s,

g &5 BHe EA& UehdH, ﬁ@rﬂ("ﬂOi ol o8] oFEAT Y

5 v $5FoE RuHAL, oFH g glo] AAHJoY, FF

o] 85L& Y2 HEZE HIFHJPINEE B9 <K%). &8y X857 T u, ofH|Eo}y]

= At o g aRHo|AT, A8E Qste JFA o

o) JFAZF AHEEJT Ao, dg A gHO=E o

2E ﬂ%f‘ax}fﬂ QF 0.5%7} 25/3%5 AxE 545 Fdsidg. 19

ARolA, 853 28552 &4 77 55%9F 1.3%14 BRi= ot ,

A& Wik Brte 233 JAed AA A, st o R {3 71L el

J A HE, FA8 AP g S 2Rl g o] oF

, 3, 40l A&3tAet o] oF 1Y 138 Akgol thdk Aol

A, ﬁ%ﬂr F59 ot dtHe® AF e TTF o3, EE AHASIIAA F

—_

_
T
o

o Ho ol

o] oFZ Fof3t BE AFSoNA M7 Wste] Hxs =R <0.1%).

HAGEANA, o ke Fol W 65

olge] FASAAAN HATE BS WA}
e 19 18 $W B B A $HOE BEF o oo gz U¥ Ageld nud F
Q1 @ M o] <2%)S LR Zlolth o H @ oS ET of ofe AnA
WA FAUSA Gk o BRelA AE A s, oFE AW BY HsAol @l
ou BeEA Yol ulzt S ALl Folth

- A BRE, dEEE, 9=, B3, B2EE
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ARA- WEE, B g e A, AP

- Alof A&, wut AW H, Bt T H, d7H Y FAES 23 AE Ao
Aol HE vlEFHANs I A4274F (Non-arteritic anterior ischemic optic neuropathy
[NAIONDo] o] o< 333 PDES A A& AMEF A7|Z o2 st Ad & =584 B
IEJT olHg AAEL BEFE ofYA|FE tiREo] E Thes EFIHHEIEA] o]
A HA = ) NAIONS| wado] tigh s 73h4 9@ == 3 A dAE 7HAL
AT Fe FE3HE v]&(low cup/ disc ratio, crowded disc), 504 o], HxH, 1Y,

w1 Ag, 3AEE, FA. 6 I Fo & Fx)

R7— A% F o] & LT PDES AsiAle] AT AVIHoE dAuiol Yk Ao
BAzEe A7 4 w2 gl A RuHth A% S, 7 olauge] F
2% 4L T & YE o5t Fu 2 e AAEo] naHUY. B FeolA, o8t
2ARI ARE ADH|YT oAl BB o4l of ool A8 AHHo B
of A, B Fz FMol BhE 1E AY AAsh Vo] YA, oHT A4 B
A faol % AAA, BGE A T AAA iFE FAY & gk 6. A Fol
& #z)

H A2 7 A— A &EE7150. 42 & #Z=x)
HAgA - dFEF

3 o] ¢ 1¢ 13 FAA AHAE o433 I FAM(Primarily sinus bradycardia)e] <] <F
TR oRFE EA TAHAT HFEY AXE o Fe oS FasATh

H W AR F =R
O eehetd smg BAA) AR F zAAR

@ oA AUAE fste] 4d F¢ 613 L REH FAE o AAR AR &
AL A, o)At TAEL ofFe] AFpdA ol ARl 4.73%(2978 /6137, 377)= e}
Sow, of & o] okt AAAAE WiAD F fle F=olduts THELS 3.75%(23% /613
W, 31z) oA

- fE OGNS FF L14%(7TH/613)7], <55 0.82%(57/6138)571], &= 0.65%(4™
161378)[471], +H-e-= 0.49%@7/6137)[34], 7w, HIsd 2 0.33%(2%/613%8)[27], ]
22, NAFN, AAR, £8EF, FHEFF 4 0.16%18/613[1A]e 2 2AE A,

1
2
ox

ol
ol
B
i

ol
1
il
o
ox
z
oo
flo
>

M

o

Zrzkol 0.16%(19 /6139112 B 5o}



@ =uUolA AHAE fste] 4d FS 637H ] APV ST SAE ez AT AlF
T AR A, o] At TEES oFe AFAA C FH}le] 2

Eitom, o] F o] ofite] JIFAAE e
16377, 8%1) <A

T
o]o

- SkEo|HIe e T2 olHET 2 7} 0.31%(2%W/637H)27A], X, AR EH, QHARE AN
74, ZF 0.16%(198 /6375 1A]0 2 ZALE A Th

- AR X oFEoldNHES AR EH, A A ZF 0.16%(1/637THN1A]CE B Th
@ etohetZ 10mg, 20mg S A AlH & ARA I

@ —uodlA AAAE fI3td 61 F<F 10,500 2] FAE o m HAG AR T A
A}, ol g b TEE&2 oFe] ApAACl Addglol 3.94%(4147/10,500%, 5177)= e}
Sow, o] & o] e JIABAE WAL F A= FEoldits THEL 3.47% (3647
/10,500%, 46171) o]}t

[«

an%ol"“ﬂ T2 FE, HETx7E 24 1.30%(136%/10,5009, 13672 7 wkow, 43

& 0.33% (357/10,50078, 3571), <5% 0.19% (20%/10,500%, 2171), HIZE 0.12% (137
/10,5009, 137), o1AHAZF 0.11% (12%/10,500%, 1271), #i& 0.07% (7%8/10,500%, 771), A<
715 0.06%(67/10,50078, 671), @"“B_iéli%ﬂ 0.06%(6%/10,500%, 671), ®I= 0.05% (5
/10,5007, 571), AAZZ 0.04%(4%/10,5007, 571), w5 &€ H oA 2=A ¥ (SGPT) 571 &
0.04% (4%3/10,500%, 47), 7t&d4dd, 7%, 79, dggdiddiaxsrh 9= 2+ 0.03%
(3%/10,500%, 37), £33, 255%, T¥ES, TUAR, JtE2d, ARBES, S5 9
7357 @480 4F, B S, @A 4A 7 0.02% (278/10,5009, 27), =%

, QERE, %i, 011*1101:4 SGOT)%ﬂ, d=F7F 4 0.01% (1%

- Tl ofEOIYNEES bH &R 0.02%(2%/10,5007, 271) ©]ATH

- dFstA X3k FEodNkE &S 0.31%(337/10,5007, 37)oE, AL AHAFT}
0.06%(6“‘5/10 5009, 671), &Zedit Rl asF7E 0.03% (378/10,5007, 371), F742, Wg

g
ZENDS

T37E ¢, 2555, TESS, € 2, AR AaFol 24 0.02%127/10,50078, 2
74) s F, AHEE, wES, vEE, Ues, €54, AR ES, AR, €,
w7470, kg, ELffﬂoPE]” dF S7F @847 FRbo]l 7+ 0.01%((178/10,5007, 131)<

2 A Y.
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5) Sl AW HAE B A, FAgo] Hi® TE olekEed BT ¥4 E
ol BAHCR folaA BAD oA F oAelA BB oA Test 2ol i
sheh. Thak, o) ool Qlm@Als SHelHA| gt

ol

¢

- 83¢l8 (medicine ineffective)

o
(e,
)
o
N
o

Elu= @Hl ulE s YA Al 417 S(Non-arteritic anterior ischemic optic neuropathy,

|3 3 2AA =84 RuEAq3 PDE5 A &) A <]
=N 2 Jeytth dad B o mEd, vsidgs d Al
NAZFo A3 BAEL 504 o]/de] g4 100,000 2.5-11.8%1 o]},

& SeEl-wak FF Aol A NAION Zd 2o (6 ¥h7] o]ui) PEDS AsiAl ALS A&
3k 7d-9-2] NAION #19do] 2xTh &k 7]3kell PDES AjAlE A3 7Z-5-9F wlwsto] 7}
A A7 23 NAION #do] oF 2wf F7iste A= AAHNCH, A FAHA=
2.15 (95% CI 1.06, 4.3D)A . FASE A= d3d A3yt HauElon, 9d F4X
7F 2.27 (95% CI 0.99, 520010t} o] & A oAM= “HHE” ANAIAE fF7Y A &
NAION®] 71} €13 8.<1¢] NAION A e 7o & F ATk Al o =F ®Hi &
Zk Aol 4 PDE5 A&jAl A8 NAIONe| ##HAdo] PDE5S A&l A8 NAION Afo]e]
JAAAA S SV A = =4, o] dRtS F=x).

=

JApE F1EY MSAATHBHYANEEF AP A7k 9= FAEo] PDES AHshA Folol
sl FeAT FYS We F dEA 4RE nslor Bk oln] MBHAFHAYANEF
2 A3 Hol Yt ATe) A5, NEARAIABAANEZE A AFol o Eoh we

= AE FoAstes A FoAE 71eooF s,
ZIHE = fFreldol A@S A3t AFolt Fosjof hok4. o] dehE & =),

2) o] &2 oY e TEA 2FHAYG BANA FAT Aol itk ®IE o] <]
A7 AdAANAME 2DANTE AFAIIA Ee AR UERAN, S8l £ &
4 2SAAY dAAAE TP/ B F AFs FAdT



AAYZF, FF 5 7194 FF L FHl UBhd £ e BRolA L Folof Ak

H FHAY FAPE EE GHEIPI @/1F0) FuE 5 Aol WASE B9, AE
o] b X PDES AdAIS &S FAT AL BAA Ansm FA oJstHel Fol
2 J1golc BT ol ¥ AW F 2 FD),

5 EtthehZ Smg 1< 13 W2 2@ 671 o] de A e4dd2 flvEideE Smg &
Aol F3h.

94 Wtz A2E Ader] A nHdc & o v
HltiZol te) o) ekom AmE AFar] W, FAT TAL =
Aejel is) ol AT R, WYL F4 AL vtEol

™

6. AEag
obefol 4 mi vhsh o], Blelm 10mg P/EE 20mgol thatel we AsHe ATs) A
NHQY. BriehE 10mg SFRe 8T 454E AT BAAE 18T FAA

<
AR O folR FEA Gl Uehd bsde 4As WAT + Yok
D etttebgel @ e oFEsel ag

- BioEtd2 2 CYP3A4e)] 9]ste] diAbd . CYP3A49] A=Al A A AEIUYE(1
Y 200mg)e ElttEtE @& Eo A9l AUC, Cmax el B8, elttetZ(10mg)e] AUCE 24,
CmaxZ 15 % =7MNA 1, AEZYE21Y 400mg)-S ElthetE(20mg)e] AUCE 4H), CmaxS
22 % Z=7FANZH T

- CYP3A4, CYP2C9, CYP2C19, CYP2D6-& A sllsl= protease inhibitor?l ritonavir(l¥ 23]
200mg FoP)= Cmax®] W3gle] kel (20mge] AUCE 24 F7FA A

- Eo]AQl Az 2go] AFEHA = YA, saquinavir 52 thE protease inhibitors, L&
3l erythromycin, clarithromycin, itraconazole % grapefruit juice®} #& t©& CYP3A4
inhibitors= Elthetd el 4 55 F7HAZE AR qAHEE Fo5te] HE Fo Ho
ofF 3t} 1 AFHZA 43o] AT o] dwkg Y TR T FUHE 4 Ao

- CYP3A4 F=EZ< g3 (rifampicin), Etttebd @55 A(10mg &%) AUC kel
Hl3)], elctgtg o] AUCE 88% HAAIZTH ol Boetde E5S ZaAd & JAR, 1
e ARE dEAA &okt}. ¥ :-ul= 8] E(phenobarbital), Y E<2l(phenytoin) 2 7}=n}k
ulA| A(carbamazepine) ¥ Zo] & CYP3A4 F=EA ] B¥E Fo AA goetde %

TEE A2 F es A3 ¢ AT

—a

- Btttz o] B x(disposition)o| Al =& AHtransporters)e] S S W p-glycoprotein) S &



HA YA &) wekA, 5 AHtransporters)e] Asjol o3 EAT 2L JSAE ATk
- o] oF AA (Fakstut v /TSGR ) o] B8 F A o] oFe] =ZHAUOH =
W3} glo] o] ofe] Fgo] WMs] HAHITH

2) & S==ol g Eretde] A&

- AN AN A, eokebE(Gmg, 10mgd 20mg)S AAFd(nitrates)o] A s &S F7HA
Aoz Vel wabA, o3t deje #7] ZA4kd(organic nitrate) A A 2t= A 7] 3
© H8HoE BEgste FAoAlE o] Y Tt g7]olvHl. Aa % 2. & X
P 2zl AAAE A m=d, 15030 A gt E S oY
20mg® 7¥ F¢F EoJ3ta 0.4mg nitroglycerin A3t4-S thkdt Alzttio] FostaS o,
ol gt T LS 24ATE o] ALEHIIL BHohetE S viA Lo R Fog & 48AI%t0] A
S o O ol vUeuA &Ftth wEkA, o] ks FA(EHERE 2.5mg-20mg)dk $HAkvt
Aol HE e A Azt FiH Fort gA o g wteA Qg Afoe o
oS mpAH o R Fog & HAZ 48AZFe] A Foof AAHe FAE 1HT F UTh
83 oA AAde B wE A-dE 9 o93x =y E ™ (haemodynamic
monitoring) ¥ Al oA AMAIG ZH=o] FubEojof gt

=2
rr
£
QL
R
i)
N
ot

- Btohegbd & CYP450 isoformsell o]t thAtE = oF=9] HA&(clearance)s YFH =2
FostAl AstAY A2 AR odEHA deth dAAE A eriebdo] CYP3A4,
CYP1A2, CYP2D6, CYP2E1l, CYP2C9 % CYP2C19E = gs}+= CYP450 isoformse #|3ls}A
U frEstA gethe o] FEd

- Bttt 2 (10mg, 20mg)2 S-¢+atdl =& R-9FaA(CYP2CI 712)o g =Z(AUC)H 1o
A Qo z Fo3 ZHee YeEhA fokow, it g- e oyl d(warfarin)ol ol&) =
H ZZEEW AZHprothrombin time)e] W3lo| = F&FS v XA &t}

- 8522 (10mg, 20mg)S ofAl " Ake] A AHacetyl salicylic acid)ell 23+ 238 A7+S F71A
712 ettt

- 9 ofgst AdolA Ertketdo] FaudstAle] dskA st Er%% S7HNZE 7ol thst
of AT Z4 % Zx1ehA|(amlodipine), 9FA L ElA M $ & A(ACE) A &l Al (enalapril), M
El-olzgl g 484 xehAl(metoprolod, X o3l A OLLJﬂ(bendrofluamde), A &A1
TE&A AEA(GFT Fe R &F, G5 B XopslAl o] Al(thiazides), L5 T ZATA,
H -2 A, B/ du-ztdA o] W8S EFsY, Fo FauddATe] ATHA
Bt (0mg £ HEH R oEal [ 84 xvA L amlodipined] td AFSL
A £k 10mg)- Ol AL ouz FeEAe YFHoR o7 Fz Aol AT

er

- OE dAy AdolA eltietd 20mge Fud Y X FA| 4FF7MA 9 A B e 55
AT Ay FudY A EAE FAS A A ambulatory blood pressuree] w3}
dohxd AEe #Ho] e ASE UeETh o8 #Hste, dofxdol & HA o

M 2



B, NS o FYHaTt BREe BN PG F4 B A
ASEAT 1 gavt o Hoh FgEgel B M3 Y BANAE FUWaI AQw A%
3}

el A UERE AT e,

rﬁ

831389} okA(antihypertensive medications)E ¥ 43l xS0l A, Elteld 20mgo] &
25 dod F Jon, ojAAXLAATA = A9, ot Fx) dWrFow FAA &
AGHoE FostA S AR AT A 3 Y3AE A5 4 A, Fda
FAE o] o WL SATH FuHY oA flo] o] ks EEI AT
HJ%OHE— zZtol7b flith 2y, FadEyt ofAE W&ste A Ede A ThsAel
A FREANA HA$ U< A a(appropriate clinical advice)E 3Fefof k.

A
S
o

Moox met [0 o
L
(o]

- &3yK(1)-adrenergic receptor blockerq! HAFZAI(1Y 4mg == 8me)3} ElthebZ(mg 1Y
1389 =& 20mg 93 Fo)S W§E&e AdA FARAY YA AHV Fo A=
2 F7FeTh o] ade o F 12 AR ARE] vbEytew 7ESs 23 S0l
Ueld & Ak whebA, E}E}E}%ﬂr EAZAI T Y] W8S AREA e

- SAE dHY AAT ALAE HFeE FF FSAE AFA, BhetE(0mg, 20mg)
&F A (alfuzosin) -+ & Melziel  ¢uk(1A)-adrenergic  receptor Al ®FAEA
(tamsulosin)e] WL EAA Ao g Fo3 dgwislrl Rudx &gt a8y, &3 2}
GAE A5 Ba Qe A W 53] uH A A= BHoed AMEA] FOE 7ok 3
o AegE HALEFoRE AFelA MR o2 xHE o o T,

- 43& FEEA HU 85 F= 0.08%)7F E}E}E‘rﬂ(lomg EE 20mg)e] HE& Fojo 9
af FF oA AAUTh E=Z EIEES HE FATS F XA EoetE %EPJ W37}

I L I FFEHAE HUS )9S THEIHETEG FAstn ¢I3E Fo F 2A%
7HA S4E FA 9o E FAHAT BadE@imgd ¢3e&S I FoAste A B
g e 183 438(0.7g/kg == 80kg HA A 40% LHZL[H 7] oF 180mDel <
st FEEE v AL E SVHAINA KA, dF SR AE A8 dV1EH 7]
HA Aol HFHAT. Bt E S A& Fe] &7 E0.6g/kgd FoAstAS W, AEEe
HEEHA B AVFL IS GFO0E FASPES W FAG NERE YEET 14
7%l tig ¢z Lo Fge E‘rqa}-ﬂ(mmg)ﬂl oJate] F7hE A skt

- Bltbeb2 e ethinylestradiol®] 74 A3 Ao] &-E(bioavailability) S Z7HA17]1= A2 eyt
gAQ FaAe BUFAT terbutalined] AT FoAA FAR F77F g FE ek

- g 9gEt Aol BoEk® 10mgS | 2P #(theophylline(a  non-selective
phosphodiesterase inhibitor)@} 34 TS o <F&shs Jsztgo] gIdch Fds oFgst
7(4 21-49__0_ Q‘}=7]—g A]Hl-_/}:(35 bpm) zﬂ.gi;]_ = o:]:rLoﬂ/d o] 21-_9_0 %OS}X] ok ?:][/})]-;519_

FIHE QAT ol FEES WE FAT A5l 0T 4§ Leistolo} Bk



- FPu AR EolHel $EAE AT FYHA Witk

D o] ok o4, Ao} ¥ zofelz A4 F girk

2 AEE WO F FEAPIA BTE WEE I AAE B SRSUn ¥
FAFEE W) O 24 W) ¥ FERZ FFOE BuHUth YA JHolA Brigae)
Agol thstel ATE wh glck

3)  1,000mg/kg/¥7tA T HEY  mhg-oA  FH7] ¥ A(teratogenicity), wHAFEA
(embryotoxicity) == B o}5A (fetotoxicity)e] SA47F QAT

8. = g A Agsol W3 IF

o] ofo] ¢ F Ee VA AHEFO WA e FFL A gAY FAHME & HOR 4
Ao o8 @ AL dFE HUkskr] A7 5ol AT AAHA . o

4 23 9ok EPU}E} ATl A o] A | F(dizziness)e] L@ RIE7F FARSHAIRE SAb=
ol 1A =& Aol Blo] o] ¢fo] oA wrgstEA A4k glofof Tt

Y

o
012
>

9. FFRoIA e A

D A7%@ A4S A1 s00mgrhA el £%e 13 Fof
100mg7iA o] 19 Folske ofe W %ol o] gtk o4
FAbst s

2) FFEA A= FQA FF HEQW(standard supportive measures)S A A gt}
A FEAM LS girietd v do] A9 FFS WAA F=Th

H

o

o
X

o % G TP
D of@lole] ol HA g, £o] BA i Fol BAT A

D) te 8719 He] Y AL Amde] 970 F4 fARAAN ngAsA gonz
A =& AH=ZE A A

11. 71€}

=
10
Y
o
i)
J[m

2

Elttet8 2 cyclic guanosine monophosphate(cGMP)-5-¢] <l  phosphodiesterase type



S5(PDES)e wisted A9 &, 71493
A A48 E(nitric oxide)?] W&
(corpus cavernosum)ol| A cGMP2]
relaxation)® &7 Z2 o Zo Yo
& AA AFo] gls doll= &

sjAlolty. A2 A=(sexual stimulation)o] =4 o F
oz o, otk 9§ PDE59] A7} 3| AA

7N o] AL H&EE o]gK(smooth muscle
7k g0 24 ) (erection)E Yot et

Z
=1

KN
=

—4:{o-hﬁi9—>‘i
m

o
=
Ho

=

=7 sHA e} #H-sHAA S cGMPE=0 thd PDES Asj&art Ay, w3 2 oS4
FEHE Fuo PUIIAE BFHUTG. P AJY NiFe] 34 AssE 2§
He

B3 A okt

In vitro A1g A3, eltyetZ-& PDES] A2 A A olt). PDES+= sflwa] HEE, A
Ao wksg 2 w3 2 )y g E(vascular and visceral smooth muscle), =4+, 4%
A%, #H 2 AM(cerebellum) oA LHEEHE Aot EoEEe s HE
phosphodiesterases 2.t} PDE5o| thate] ©f & &0 . ggadtZ e A%, o, g3, 3
O 7|#olA wAEE= G492 PDE], PDE2, PDE4 Eth+= PDE5e] thste] 10,0008 & =
3= o & E%°] 9tk PDE37F A F=Al(cardiac contractility)ol] #sl= Gho0|BZF,
PDE3® t} PDES] thgh olejg Melde Fasith =S elttebde, Bekretina)oll Al ¢4
T+ &40]A phototransductions H©@3sh= PDE6X. T} PDE5SY] thale] oF 7008 © & %5°]
it} Bltpgl=E & =3k PDE7 " PDE10RXR.t} PDESe| thste] 10,00081E z33l= ©f & &5

o] At

i)

=]
27}

o] KWL Tl W7Ihe W a7] 9she] M %A A H(at-home
setting)ol 4 1,054e] @AE tlgo 3749 AABL | ore wrRAe
EAHOR G AANACH, Aokn nmstel Fol 168 FHE 43 BAE 9
3 W YETE fAE B ool Ml JBAE A

T M Hel dSH A

Q
e
o
riet
N
il
o
w
(@)
>
oY
_}1
by
ox,
ol

A7 AqJ@AEANA o S FAYES wl, debfl(supine) A= 7](ystolic) 2 o] €+7]
(diastolic) &+(ZH2t 1.6/0.8 mmHge] B+ Hl &), AUS o AGFF7] 2 ol d
(Z+7+ 0.2/4.6 mmHge] H+ Hoi )] SHANA eFx vl frolg zpol7h e
H ARkl oM E {93 Aozt sl

Azte] tigk ettt el 8-S Jristr] f1d Aol A, Farnsworth-Munsell 100-hue test
< ARESLE o, A AHAAEA) S o7t AEE A &tk oleldk A= PDESS} HlW
& w PDE6S] tigh eftietde] e x3gy dA gt mE dd Al AA, color
visione] #H3le] thd Ry =EJTH 0.1 %).

o] efe] A% Y(spermatogenesis)ol THE HAA FFE BrE] SSl, ¥ kR 1omge
6719 2+ WY HgSAY, 0mge 47 674 m 9D 7 Y HEH FHSNA 3 7
A gadTEe] AAHU o] F 2 7l AFelA BketBel Aush BAst YA B
FHe glo} molt A4 £4% Eo gavt BBAAL A4 £54, 9



E(follicle stimulating hormone) o] T2 HZ=E9| Wste= #EEH A UL AT & F=x]

§ 219] 85379 MY RA BAAH AT, AW -
21-824)8 THHo= UAF 31 AAPelA, Brkerd 25, 5, lomgel 19 18] 4ol
Ao BAHUL o F F, U YBE WHOE I 2he YPAFAA 14 E%
& WG A% WA AFENA 9k 31% 7% Mag W, o] o Smge 57%,
67%, 2.5mge: 50%2 e A0E HuHYth E¥ YuE TN B0 BAE O
o® @ UuA 119 QAAReIAE fiokel 28%9 WAL ®, o oF Smge 41%, 25mg
2 6% et o2 Busth o) e 4 APel FIAD BA BhREL A
Yool me PDES AsA Fol A wed Aol ATk

i}
o2
ot
el
&N
b
ol
ol
ofy

i

o 1
ofy
oly
jg
o

o

o|%, PDE5 As|AE FoId Ado] fle 7 2178
5 olzsh SIokzol FA9l MG A Y A, %
chebB#a} SlokEol A Zh7h 69%s 52% Lhebsich.

2 3o E}E}E‘r% 5mg 191

Jo =
G W7 ARAE HTES B

l:l

g 49 Br|Rd @24 1869l Al 12573 AAIRE Ao A(En 2t Fof 1429, #9F
Fo 44%) EohetE 10mg =& 20mgE X 5% At A (flexible dose, on demand), ¢¢FS
2 A% 17%F Hlwgs o o] ofg T3 ghao) 48%7F 2 7]l 7] 7wl BHOo=
&3 FEEAH

2) kA B4

2d Ha Al €4 #=Cmavs F
Elttetgd o] Ao Aol §ELS AAHA

Elolr
RN
4 i
£ g
Job o
&2 o

Aabol olstel YT WA ROBE o ke AAbst IA
o

= 2
EE AAE A @ 28T & ATk B8 A O AYe Fren FEsd )
A} Z [e] %}\—]

@ 2=

Hod BEXEZo] o 63 LolH, ol Eltpetdo] Ao ExES Yehit A7 FoA
ol = ehheb= ol 94%7F @A Agsd. dud Age A 7S Aol 9ty
G WA g

Fol &9 0.0005% wwto] AZF3E a@Ate] g A(semen)oll A A = A

® A A A 3 Biotransformation)



E}E]-E}-‘ﬂi Ato]EFE P450(CYP) 3A4 isoformell <Jsle] 2 diAl ®Eoh 8 % OiAME
Eo WEsHE ZFFFE o] E(methylcatechol glucuronide)o]th. o] thALAFE-& PDE5So) T
sto] Biobetd R H4 13,0000 O A& &%l Utk wEbA, BT AMHE R A]
A o7 Aol ttal o AEA =

173 s @asels evet 2 Hi B L S(clearance)S 2.5 L/AIZEola Bt whEE
£ 175 Attt BibetE & B33} AMIER feEsiA i e, 2 du(EAF
o] ¢F 61 %) ol © AF(FAF] oF 36 %)o] wldH T

® A& A /n]-A & A(inearity/non-linearity)

A% @AM BrRe) obEse A Folgel st 4% H(linear)ol T,

2.5-20mge] Tl & WMol A, =Z(exposure ; AUC)o] Fof ez} nlgsle] Z713th 1Y 13
Eo3 H9 59 ool steady-state plasma concentrationsol =€t}

7] B 3kxEo A population approach® ZAAH <fFsto] wry] K Ao

o A9 SFETFI} ARSI

—_

B

rlr
)
n U
_>|i
et

EF J

O #E Ak

A7 18 DA FAE65H o) 194 T 45419 AAFe s @Al viste], elthEide] A
Jago] o Ygkon ol= 25% U =& wE(exposure ; AUC)S 7FA sk} o] &3 3 9]
Y= dFFHoZ FotA %o &% Z4(dose adjustment)S FF3}stA] k=)

@ 275 FHF

As(@dotEd H4E 51-80mL/®) v FeE(E#EotEd HAE 31-50mL/E)] 417 el
€ 712 A3dA Fd BAS st 2] ARA J@AEdA Bt 13 87 6-20mg)S At

G4 Qaokel AToln cobehmel LHAUOE o Tt BOEA BAEeIA, Cmay
AT AYASRY 41% A BRHUT AR L griehy wjde] Aol Jg )

d

rr

10mg %%%o] Fol FHole W FF £ F552 2 Zol(Child-Pugh Class A 51 B)7F 9l
=Z(exposure ; AUC)o] A7}t I PAEN A 2] =Z(exposure)

e



t. % 755 &AH(Child-Pugh Class Ol o] <] brde] g U4
Holmg AWsts 45, dabs ASsA A F A9 A (benefit/risk) &

B A7 e FASNA BuetE 10mgEuy ¥ 18&3Fe] Fofo thste o] 7hed A

Ao A BtobetE 19 13] Fo % o Hh3t ol & J1F AEI}t glom
T+ r “d(benefit/risk) & H7}stooF g},

o
2
~
do
1:&

=W Aol A e Blaetd e k=E(exposure ; AUC)Ol A3k d@darsol4el AUC #
BT} oF 19 9% gkt = Z(exposure)ol A ] o]gldt zlol= £ =ML AIEER L=

B

= 3

tlo

54,8 A4 B4 td 2AHA AFEL )
o)
=

= YERA &9kt

1,000mg/kg/@ 72 T3 HEY  wmkexolA FH7)& A(teratogenicity),  HIAFEA
(embryotoxicity) E=x= Ejol=A(fetotoxicity)e] Z77F Ilth HEQ 2bd 2L Y5 1§ A
T(pre- and postnatal developmental study)ell 4], no observed effect dose”} 30mg/kg/<d o] A
ot Al AEA o] oAl calculated free drugell it AUCZF 20mg 8ol Al Q1A
AUC®] o 18uj it

A4 HPEAA FASG(fertility)e] Holrl k. EBoeEEe 6712 MY 7 ulY
25mg/kg/d E I o]e o =R s FAYES uf, 2 A BAFAH] TAE 7HA
2= AAM 4T (seminiferous tubular epithelium)e] E o] JYATHL. A 2 11.1) <fFHsH

4 54 g 3zl
HFH APY HUF 2 ARE 96 AuaHse 270 PE A uzHIs @
3 Fof thul W§ T2 FrhE ARA ool Bg AX F 4F AHRE gasty] A
Aatgich, 2658 2ot WEsAL Mol oo e LA AA @k,



g Fo AT

1. A3

D o] oF& stz e gk ofE ARl e RS aHEr] o, ¥ BAe gt
ar ﬂf“ﬂﬂoi TUA] AJAS FAHSY] HAsted ot ¥ ¥ (medical history)# AlA A
(physical examination)& A Alsle]oF g,

2) 4 FE FtE = Al g Aol Y] i, ] B did A5E AF
st7] Aoll, YAite= Ao AdEH HHE ot AyLE AT & AEHA

493} Bdd 242 499 BAE O ol AAAE AT, ol AN Lo B
=

3 ol 74]“«] ofEoll A 442t o) o] A&HE o] Bl ASAT| SO o] T
& L7Dol Al BAFAT 4AZE o] BT7F A&E A FA Ak Ea(medical
assistance)S Fateta A oA L Folol ), ALELIES ZHA ABI}A ¥ AL
w74 A9 &4 5 Wr¥e I dEe 29+

) o] kL Eosy] Mo} Eofsit B 9 R F om
NO BAAMEZZAY, ofdrto]Ed ol o)

S g0l Zgsol el Beko] Wold 4 gom
A7k Ak A D NO FoIAE Fofahx WA

T5
T 9 5o & A44d AA D NO FHAE FASHA FEF FoA21

_l

5) AZAM, FA AAA, B P S(unstable angina pectoris), A4 Fg
(ventricular arrhythmia), &%, 2 €34 A P2H(transient ischemic attacks), &%,
AAGR, viws gk Fust AEBA H/\}E%](cardlovascular events)7} ©] <Feo] <]
AT Q/EE AT T AR Fo] BT T3 AR olA nEYH AAHAE A
gt 2= =EA UEET o3 fajAE el UEhd A= tREELS oldFH
A AA 9 FAAS(pre-existing cardiovascular risk factors)S 7}A 1L Ak 1y, o]

FrafjAtel S0l AEHA AFJAS Ev= o] of e A 9 == ol JIAEY =
e OE A T3 AR Aol A=A w83 HIHAA FuTh

ﬁL

6) Blthet2 S 67 1270 €7 WY 25mg/kg/Y(20mge] ©3] &S FEo3 QAo T
LE2RT HAS ME 9= =E2(HY 3771861 A7 =) €L 1 o
Fo3S W, dFE oA HAFA(spermatogenesis)e] HAE 7HA

(seminiferous tubular epithelium)e] ¥ sl (regression)e] U ATt

o] <Fe] A x=}d A(spermatogenesis)ell t& A2l GEFS Hrbelr] Y8, B FE 10mge
671 3t wlY EB&3AY, 20mge 747 671E = Lt uid B85 @



AFEol AAFHUT o] F 2719 ATolA EtheE e X5} HAste 94 €
FAL Qo] Hole A At FEo fart BEHJG AA &5 =
ZE(follicle stimulating hormone) ¢ ThE A =59 WHle AFHA FATHIL D °FH3
s

D AYAREANC - BED FHF L S04 WEA
=3

A= PDES A8jA S 3
2. e o= A T A

D ojws Feje] #7] A4kd(organic nitrate) AAZt= H71A "H/Es pdH oz %%6}
= A AE= o] oY FA7E F7]olvHl. B H 6. “EZ}%‘SL z] A

g} (tadalafi)-& 24+ (nitrate)e] A&t LS =

gy A4S VHAEE, dAFoE kg ofzt Z-}i/\lﬂﬂ%[ll D ‘ZFE‘“E. EA 3 3

Z] O Ay dirde dAs ZAes FUHARIY o] AL A A4EsEE(nitric oxide)/cGMP

AEo g AL Boetd Y 53 a3 A3 dddn

2) o] oF& EF3 uy] B 4(erect11e dYSflll'lCUOH)a A z3khe FEES A W97 ARZEHA

= A4 A3 (cardiac disease)e] Yv FAANA AFLAE ¢ =Tl A= o] AEE A
A dFo] U= BAAA A YR A FAAQA A H(cardiac risk)S 18] 3}

3 ABBA ATl Ut theol BAFL Y Aol TFHA YROEET o] oo Ag
o] F7]eltt. :

- A 90Y ool A7 M(myocardial infarction)e] U™ E=f

o|\

- EA3 FAlS(unstable angina) Fi& A nl(sexual intercourse) Fol WA HA
(angina)e] URE =}

- HT 671¥ %<k New York Heart Association Class 2 = I o)A9 AR H(heart
failure)e] ARG =t

- 245 A ZE(uncontrolled) 7 (arrhythmias), A &< <90/50mmHg), =& ZH %A &
= 180 170/100mmHg) 2=}

- H 671 g ol ¥ EF(stroke)e] YA A}

w3atel ol deld FAAY HAY FRHABAE YF Aol £
oFo] Abgo] YHHA etk



5) o] ¢ke Eltialgolu} o] ofo] AEo) I hypersensitivity)o] A= SRl A] Fojshd < Ak

6) °] <k & BrIFA A

2 ool P8 UF du FEAC ATHA Ygon
2 0E wRd ARAse §E Rl

ol

7) o]lxe PDES AsiAl EHE& ofFet #AGlel HlFHHS A A4 S (Non-arteritic
anterior ischemic optic neuropathy, NAION)©2. 2 <laf 3+Z& =9 A|Ho] £A4H A oA =
o] k& FoI3tH <k Hrh

8) o] ¢S x3+3+ PDESA & A9 GC A=+A|(Guanylate Cyclase Stimulator)(ell: 2] @Al F3h)
HeEo 3= 29, GC A=A|(Guanylate Cyclase Stimulator)e] d¢Astasls 71 Al
4 Ao BE T GE HEFAE Frlolth

D &70] siRstx oz 7]gl 3AH(Z¥ A(angulation), 3™ A -F(cavernosal fibrosis) =
+ Peyronies disease) == =74 4A T &%lo] 2 21S P,L B2HA A -7 H(sickle
cell anemia), th&A %—’F%ﬁ(multlple myeloma) =+ W) A= o] kg EFI HV| A

ABAE AF3| FAstAof 3ot

2) 7 BtebE =AU A3l JdAtE, T4 o3
of oF 1<d 13] &2 A% ARNE Ad SAdA= AFHA &

3) FF 17153 A $AHChild-Pugh Class C)ollA] o] <kl orAAlo) T3t J4AFEE A
Aol g oAl= AlEFHA MY 9 A/ A (benefit/risk)S Hrlstelof &, AZF YA
FTTTY 7% Hol FAolA e o] 9 &FS 10mge 2HfAAE QF "k

b o7t e SAEA goetE 19 13 Fo & g ol & 7ted A5V flex
2 Aste A5, oAbe AsEA AN 419138 A (benefit/risk) & H7FstodoF ghot
4) FHALZ4(doxazosin)d 22 &3H1) ZeAl(alpha(l) blockers)E 283l & }01]71] o] ¢f
< HEFASH dF A= AQY Sl HERE ATH6.F 528 3} F=x] wet

A ettketd 3 dapabdhAl(alpha blockers)$Fe] ¥ &2 ;q%ﬂxl BT

253 CYP3A4 A &) A (ritonavir, saquinavir, ketoconazole, itraconazole, erythromycin)E
&3le SAA o] s WEFAA Eogtd e =2AUCOY F7Pt #FEHGeERE F
stofoF 6. FE A& ?E} #ZHzx] o] o3 7FH3gE CYP3A4 ASAE HEFA & 5o
o] ofe] RG-S HA 10mgs ZHstA| FEFE dtH, o] oF Fo F 72A7F Yol A

N )

&
e
N
e
ey
1o
)
N
>
rr
UN

A o2 WAE del(potential underlying cause) A3 A3 9



BTt Hol2 -3 A5l #Ale ETgstofof o

2=

2 & <% (radical non-nerve-sparing prostatectomy)S ®HS Fxjoll Al F7}Z QX

A QA ek,

=5 Z71 0| A
Eof that YdAlS
13 |

5L =
g 5

k 1:14‘ rub

3

AHEE, 3 ko] YPAHAA ¥
Aol wAET Ay WA 5
o,

o

—

A A@elA 9,000 o) /de]
of thdk o] <fo] YFAIFAA, F 1434, 905, 115% ] Z+2 4 6714,
A FoE MUY B2 A E&st= B deiA =,

ANE 8Ae Fa 9ok iz I AGelA,

25t A
§& 59AM R a1(22-88A1)), ©] °F 10 ==
< 31%%) W, STl 14%A

o] ool mAAR

HANA Fo = AT,

HEH = o) duts 24

laL, AA el aF

19

14, 2¥9%

1300% 2 10009 o] 4bo] 7k7k ol

o] ofg Eof we B P o
A

20mge Foigk FAoA o] Futg oz QT

Ak thx 9 AFeA A-E vio] we} oA H&3te 8HORE o] oS T3S
uf, T2 o]/ Wkgo] RIEFJTHE D).
F 1 d|EA s B8 A EgaWe] g 879 F8 99 tx YEARAAM(T =
Ak i AF 23D o] K10 e 20mg)S Folwre #Ae] 2% o] elA BiEi, 9
ofe] Hl3| oFE FojToA o WIWEA B FEXE FA o) ukE

o] AbuFS e etittebd Smg | EbthEkE 10mg | EboRERE 20mg

°© (N=476) (N=151) (N=394) (N=635)

T 5% 11% 11% 15%
ASHETF 1% 4% 8% 10%
8% 3% 3% 5% 6%
<55 1% 1% 4% 3%
H| &8 1% 2% 3% 3%
Tx* 1% 2% 3% 3%
a4y 55 1% 1% 3% 3%
X goj dHEIxE H IXE X3
L) B g 1Y 135 &9
12 =& 247 < AAR 3709 9ok tx A AFAA, o] oS T o] Hit



Aede 58MQTQL-82AD, ©f e Fowe TAA oMo AW FULE 41%
H 9ors Edute o ME 2.8%A T}
125 B AN P ABESeNA Thee] ol guteEol BIHATHE 2 Fa)

® 2 @y Yal o ofg 1Y 18] SO 1257 B¢ Fol@ 379 Fa o h=
A 34 g ARl (G Babol @AY ) ol o 19 1325 =& Smp Felwe

-

Ape] 2% o) el BaEa, flefol] HlE) of&E FojTolAd © WHsHA Ri" SFEAE
B o uks

o] Auk-g 1 oF E}t}2}22.5mg E}t}2}=5mg

(N=248) (N=196) (N=304)

TE 5% 3% 6%
i 2% 4% 5%
RS 4% 4% 3%
L5 1% 3% 3%
A= e 1% 3% 3%
Tz 1% 1% 3%
485 1% 2% 2%
E 0% 4% 2%
A A} 0% 1% 2%
H =g 0% 2% 2%
ATy 5= 0% 1% 2%
L7 4 0% 2% 0%
A= o5y A9 0% % 1%
2E 0% 2% 1%
Thg ol gurs-e 1419] Slof tlx A4 AFolA UFel AA mue Aotk 3 F1)

E 3 "R g o] k& 1¢ 1§] SHo=R 24F T FAS 149 Ak iz I
Bxpe] 2% o) gollA HiwEa, ¢

Aol A o] oF 1¥ 13] AFE(25 T+ tmg)S Tk
efo]] Bl FE Tl O ‘ﬂ‘?ﬂo}ﬂ] BydE FEXE #AHA o] dikg
o =) -éZ -‘QSm

ikl A B e e
R 5% 6% 6%
2% 2% 3% 5%
9 3% 5% 2%
FNE 2+ 0% 3% 4%
PRCETEE 1% 4% 1%
QA FA A 0% 3% 2%
Z8E 2% 4% 1%
T3t 0% 1% 3%
b %3 0% 0% 4%

G AEA RS FEAEAN S B B RAS e Sl tig 1d 13 &

125 7]1zke], 379] fjef-t=x Al 34 < “\]fé.(ol T 238 FEAAEA vds A, yH
A 13 FEAAHAANA S 2 W RAS S fAholA, o] ks Fowre $xto) H
 AE2 634 (44-93ADHR L o] REg o= "Jﬁi THES 3.6%% ®HH, fJoF Fof At

4mr
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2.1%
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1.0%

e
(N=576)
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0.0%
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b3 AoF A, wet A ), ger Bu A, GTH AY FNe T A ol
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|

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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ol
e
r]I.
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N
o

2l ar,
et A vl HAws 4 A4 S(Non-arteritic  anterior  ischemic  optic
neuropathy, NAION)¢|] # Rom, olg AR FT FAA EEA BRIuHJL
PDE5S A 3[|A|9] Foje} ZAAQl Fido] e ASE YetEth I Fdo =49, o
THAYSHGZA A ZT AF AL 504 o] FAdolA 100,000 T 2.5-11.871 0]
o},

ret

Zo-mxt #Z AT A NAION && 2 A (5 wzk7] o]u)) PEDS A&l ALE A&
g 799 NAION 9/ go] T1xt} ebad 7]zko| PDE5S Aal|A & AM&3k 7 -9 vlaste] H7}
HAh A7 A NAION fdo] ¢ 2] F7ietes 2o AAHUSH, 97 FHA+=
2.15 (95% CI 1.06, 4.3D)Ath. A AgoAME dad A7yt Ra=Eged, 98 F
7} 2.27 (95% CI 0.99, 5.20001Ut}. o] & A FoAE “DPP” ANAA F59 A9 ¢
NAION?] 7]g} 9]¢ 9<clo] NAION ZA o] 7|4 & = Utk A# Fo =F By T 3
Z AFollA PDES AsjAl A& NAIONS| #H# Aol PDE5 AajA] A& NAION Ato]o

=

ATRAAE SPHASAL YETHA, o) it F=),

U o

T AE dATF Ae FAEo] PDES Asfa] Fofol
UEA AR5 L3 of Tt} oln v FHAYSIYANNAEF
3%, BlsHAYS AGANANA T AT Aol 8 = wet
A, olF &AECA o] ofE XSG PDES AdAlE Fosts B FAE 712k s,
71 E = fFefde]l Ade A3ste A-5olrt Fosof drid. o] gu-s I

4

= z)

A Fag Agol
Ao dehgAw, 2dold wE @
% 41%3

5 BtohetE Smg 1¢ 13] &W2 2 670 ol AR TS
LA &eh.
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olgfoll 4 B uie}l o], Blthet® 10mg Z/EE 20mgoll thete] 2o AT Fg
A=At ElotEbE 10mg &3S AMESE JE g ATEdd #eAe 1E&F
FHRoE otk Jagol el rheAde &3] wiAE & gith

D) elebgel oie e s 4§

- o2 e F2 CYP3A4el 9)ate] tiAbE T CYP3A49e] gzl AaAQl AEIYEA
Y 200mg)e ElttetE ©&E FEoj Ao AUC, Cmax ol wlsl, elce}=(10mg)e] AUCE 24),
CmaxE 15 % 7R3, AEZUE1Y 400mg)e Elctet=(20mg)e] AUCE 4ul, CmaxE
22 % Z7WAZ o

- CYP3A4, CYP2C9, CYP2C19, CYP2D62 A 33t protease inhibitor¢! ritonavirl¥ 23]
200mg Fo)+= Cmaxel W3lgle] Elrhetd(20me)e] AUCE 28] F7HAH o

- Eo]AQl Az 2go] AFEHA = YA, saquinavir 52 thE protease inhibitors, L&
. erythromycin, clarithromycin, itraconazole % grapefruit juice?} #Z& t©hE CYP3A4
inhibitors&= ElthetZ o] @ ¥ 55 F7HANZE ZOE A HERE Foste W& Fo Ho
ofF 3t} 1 AFEA 47 o] AT ol FHkgo WANIETL Sk Tk

- CYP3A4 F=EZ< g3 (rifampicin), Etttebd @55 A|(10mg €%)e] AUC kel
Hlsl], eftietd el AUCE 88% ZAaAIZATH ol& BltetEe %S #AAZ & AT, 1
e ARE dEAA okt ¥ :-ul= 8 E(phenobarbital), Y E<2l(phenytoin) & 7}=n}k
ulA| A (carbamazepine)# Zo] & CYP3A4 F=EHH B¥E Fo dA goepde %

PN o o =
FEE TA&AZ F UASS AT 4 Tk

- gtgebde] R (disposition)ol| Al G=<4AHtransporters)e] HeH( S £ p-glycoprotein)S
AdH A YA eth webA, FEAHtransporters)e] Asfol g GFEAHET Zg JPeAE ATh

- o] of3 AAA (FASIIIUE/FATL R EI WEEA o oo =HAUCE
W3k glo] o] oke] Fogol B3 PrEU

2) & f==ol U Eretde] A&

- AN A A, etkebE(Gmg, 10mgd 20mg)S A4 (nitrates)o] A s &S F7HA
o= yetwth wabA, ojwd Feje] 7] F4Fd(organic nitrate) A At s A 7] A
Ao 7 BEte SFAoA= o] ofo] Fort FrloltHl. A H 2. o5

| & A G F=x] dAAE Ao w=d, 15039 A7 gt s iy
7Y B¢ F43tal 0.4mg nitroglycerin At S thkgk Azt Fostd S i,
ol gt T AE-E 24ATE o) ALEHIIIL BHohetE S viA o g Fo3 & 48AI%t0] A
S W O ol yEuA &ttt wEkA, o] ks FA(EHERE 2.5mg-20mg)dk $HAkvt



E 13 F Utk

S nx o g B3 T H A3 484)7F0] A Fojjof Hikg ol B
| 2 U e & (haemodynamic

a3k AReA Adde FAE wWe A%

monitoring) ¥} A 2 ALe] M AlE ZHEo] SrulEojof d)
- B}tk 2 CYP450 isoformsel] &Jste] thAlE] = oFE9] HAE(clearance)s YAFZH o=

KA ANHAY FEG o2 A e
CYP1A2, CYP2D6, CYP2E1, CYP2C9 % CYP2C19&
g fESA et Aol SRt

o YA E A BiokebZo] CYP3A4,
Z33l= CYP450 isoformsS A &l 3}A

- El0E}=(10mg, 20mg)-< s sbubel mE= R-9b9I(CYP2CY 7))ol tid =Z(AUC)H 3lo]
Al PEAR R oS A&S YEWA Fskow, Birtetd e ofutd(warfarin)ol] o3l
H ZzrEEY A]Zl(prothrombin time)e] WMslo| = FEFS wXA] LU}

- Bt} 2(10mg, 20mg)S oA g Ake] A AHacetyl salicylic acid)oll &3 38 A7HS Z71A
712 Skt

- A okElst AldolA Elttetdo] gt e dbAst &8s ST JHeAdl dish
o zAEY Y. 25 24l (amlodipine), A Qe A A S E A (ACE) A3 Al(enalapril), H
El-ol= @l dddAd 84 AAl(metoproloD), *|oFAlAl o] = Al (bendrofluazide), A €Al 1T
F&A AAA (TGS Fef D 8, d5 == XopA A o] A (thiazides), Z-H S Z3HA,
W ER-2ehA], B/ dup-apaA ete] WE)E XS, & Fa AT “?510“3}
Bt et 8 (20mg &Fo] HEH A 11 84 kAl 2 amlodipineo] o g s
A &g 10me)& o] AlEe oud =23 E YFHCE Fo3 Fa 280l g}g}u}_

|

- OE ek AlgolA Bohetd 20mge S Y A 5A 4T /IMA S} A WL TS5
APt o4y FudY X 8AE Fo3 Ao A ambulatory blood pressuree] w3}
dyzd =9k Bl e Ao UeEt. o8 #Hste, defxdoe] & HA ¥
A e, HE o)ye AT tiFEEe FxfolA APt FA4Y #FHo] A=
XA 1 AT O Zith @ xEo] Z Ha e A= kA A A%

Aol A GERE AT W2k

o s fr &
mN

- Zu¥qt ¢kA(antihypertensive medications)E W &3l= SAE0 A, eltkeb 20mge] &
o ZAE dod F don, oAALTFADA = AL, off FF) YWrHoRE FA &

AR FostA] @S o= AgHAT A 3 A A5 B4 A9, g3
dof FAE o] o WL FAATH FuIY ofA flo] o] oS EHEg AT 3ol o]
Febgol= ztol7h gldeh. ey, FuEst ofAE WEste A d9Y A THsAdel
B A SRSl A A-E YA el A a(appropriate clinical advice)E 3fof of Fht}.

- ¢3K(1)-adrenergic receptor blockerql =AzAI(1Y 4mg E=+ 8mg¥ Ethebd(Gmg 1Y
13189 = 20mg B P4 BN SAzAY BAAS T FoF A=
2 S7Fett o] a3 Fol F 12 ARAA o4 vegon ZEs 299 Yl



el 4 itk mebd, BoeEs Sz Wee dAEa g

- A AL ART ALAE WFOE 3 HF5AE AFolA, Erte2(10mg, 20mg)
gt z2llfuzosing &2 AgAH<]  &uk(1A)-adrenergic  receptor ATAIR] HEAZE A
(tamsulosin)®] & FAA A2 Folgt syl HuHA et T2, &at A
9Alz A5 T e S 5 58 ay@Ae] Fee E‘rE‘rF/PJ AREA T E T]eolok T
o A5s HEEFoE AFEA

5 0.08%)7F BFeE(10mg == 20mg)e] g Fofd] o
g dIES HE FAS £ XA EoeE X9 WSt

ot

FaRAE AU 9 PHGHEREE @
2oz E4qHd. gt 2omgat &
o] A=:e(0.7g/kg == 80kg WA 40% LI-e[R=7H < 180mDel 2
HPAAE F7HAIIA FAA T AF A= A8 @715 7]
CBEE e Ag#Fe] 478068k TGRS W, AR
d3e GRo® FAGYS wel FARR IR YERTTh 04
2 E}E}E‘r%(lomg)ﬂl oJate] F7h= A kot

1>
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e
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- Blt}e} 8 & ethinylestradiole] 77 Ay o] &E(bioavailability) & F71A171&= Ao 2 YERT.
A T2 B3R T terbutaline?] AT FAA AR F77) ddE = Qo

- A g AFelA  EEE 10mge  HL
phosphodiesterase inhibitor))3} 374 Fo3& o k534
A 2o oFgte] Aluk4(35 bpm) F7FATE & ATl A
TARE UAJARE o]8d 2 HE FAY A S

I d(theophylline(a non-selective
FE 8ol AT ‘?T‘%’_]—S]‘ oFe &}
o] 82 FQ3A P YFHQI
o= olglgt 28-S & stodof gt

lﬂ

- Gguy ofAEIY Soldel 45AE AT FYHA Bk

=
-

ol

T YR SR R 2oje] U

D o] ok o4, Ao} 8 Zofelz] A4 F glrk

2 QEE PPOE & FEAFNM Boiebd WEE I A e SAsg @
FAEEEA M8l o 24 W) B FER FFEOR BUHUG. YA JAelA Eriztal
Mgl st A7 ik glok

3  1,000mg/kg/L7kA Tl AEY  whe-zoA  H7] ¥ A(teratogenicity), WA=
(embryotoxicity) T+ B o} 5= (fetotoxicity)e] SA7F ATt



8. = B A AHgeol tR IdF

of ofo] & Bl EE= JA AHESel PRl 92 A gAY FANME F& ALE
& o olBd FAAA dFE FUkskr] A% FolAd A7 AAHA ST dEA
4 23 9k Baetd AdTolA A" S(dizziness)o] FE W=7 FASEAIRE, A=
oy ZIAl 22 Aol &<l o] ool ARA WEst=A A4Sk flofoF

9. FFFeiA o] HA

D 373 sdasoA Ha 500mg7kA el &&& 13 Tt Aol i, A=A Ha
100mg7bA 8] 19 FoFS o2 W T3 Hol Uit o] Fwkeg2 ATl THd A

FAsH T,

2) FFEA A= BQA FF HEQW(standard supportive measures)S A A gt}
YA FA LS glriepd v dol] A FFS vAA e

10. B 9 e oAy

A

D ojdole] woll HA| i, £o] B4 e bl 2ad A

2) g g7]o ulo] Y= AL Afadele] HAY F FAHA ntgH A gfomg
4 =4 ez 13 A

11. 7)€}

1) ofelstz]

J[m
2

Eltt2l= 2 cyclic guanosine monophosphate(cGMP)-E-©2]Z <l  phosphodiesterase  type
5(PDES)ell thate] Aelz], 7192 AsfAolty. A2 A=(sexual stimulation)o] =iz o=
A 24bsE(nitric oxide)e] WEE 4oz w, Eoebdo] o3 PDESS A7} siHA
(corpus cavernosum)oll A cGMP2] X2 Z7lA71th o4& HEZ o]g(smooth muscle
relaxation) @ &7 Ao 2o Yo 7t L0 2 B7)(erection)S ¥ oot Erhek

)i} KN
| H=
e A Ao ge Mol Teol gtk

In vitro Al 23, etvhe}22 PDES| e}zl AsfA|eoltt. PDESE siwdAl HE<, W
2 g HEZ(vascular and visceral smooth muscle), A, 423, A%, ¥ 2 4y
(cerebellum) oA TAEE= FAholth eugtde @3E= ©E phosphodiesterases 2 th
PDESe thste] ©f & &%l Uth BobetZe A4, o, 3, 13 & 7HolA LA
© ®4< PDEl, PDE2, PDE4 Bt PDE5| thste] 10,0008 & =3t o & &5 A
o}. PDE37} A == A(cardiac contractility)ol] #o{sl= &i4o|=2=E, PDE3R T PDES| thdh
olggt AYAde F8sith E=Z Eoegtde,  WEretinolA EAEE o)A



phototransduction& %3l PDE6X.t} PDESC] thsle] oF 700v] ©f &%5°] At elgetd
< @3 PDE7 " PDE10XE T} PDESC] thsted 10,0000 5 Z#3st= o & &5 UTh

o] B aA T wr37|ZtS &S| str] 9t H<reA zZHZ A A(at-home
Settlng)oﬂfﬂ 1054111_0/] 3?;].1].;3'_ EH)\]—OE_ 37H_04 O])\]—/\]‘FS—]_Q_ /\1}\]?‘5]_%%5]. o] Q_}:Q_ 131-7]1:131_%
FAACE FolstA NN H o, H‘?—bjr Hlaste] Fof 168 $5E 4340 dAE 9
g )BT A B oollg R & SAE0] 6AIMA AEAd ARAE 7HE

% QA ol dzHA

[e5

k)

173 AFAEAA o] FS FAYS o, IeFl(supine) AAFF7](systolic) H o] 7]
(diastolic) &<H(Z+zh 1.6/0.8 mmHge] 34 ﬂ‘“ﬂ ), Ade W AFTFST] 9 ol Est
(Z+7F 0.2/4.6 mmHge] H+ Hol FA)el SHA o= Hlﬂﬁ} g zkol7h glle
o Ak QM E Fod Aot %i‘ZiE}.

A Zrel dig etthebd el 28-S Hrhshr] f1g ATellA], Farnsworth-Munsell 100-hue test
< SRS o, A AEEAA/FA) Fort HEHA Futh. o3 A= PDESS vl
< w PDE6o] thsh Elthehdel wre HsleEa x|t BE 94 Agd 24, color
vision®] ®3le] gt BieE =EJTH 0.1 %).
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6714 3t “H°‘ iﬁo}ﬂ”r 20mgs 77t 6/le E=e e 2 wiY H5&%

7HA QA TEC] AAEHAT o F 2 79 AFolA BuerE e A 59 wrHste]
B} glol Bols Az e£xet wxo At dEFHAY FA 54, FH, dExEAF
S 2 Z(follicle stimulating hormone) 2] ©& &9 W= #FFHA FUHLAD & F
=]
g4 AAdEHSE, 55 T Héod-‘ﬂ 853 o] Wy HA fxHAe QAF, AHHS -
2 o FHol A, ettt 25, 5, 10mgel 1¥ 13 K{%ol
Atk olE F, @%% oz g 2719 UAAFNA 12H A "%
S Hrket A, AuAE AFEAA k9] 31%, 3%t vindS w, o] °F 5mge 57%,
67%, 2.5mge 50%% UEtd A= BRuFHAT. =3 duE e BV|EA SxE o
o2 g yuA Y YEANZAAE foke] 28%F BlwglS W, o] °F Smge 41%, 2.5mg
< 46%% YEtd Ao ® HuHAT o] 7he A Aol FAAE s hFES FHA
d Qo w& PDES AefAl Fof Al wk-g-3F Aol AR

]%, PDE5S AsAE T3 Hgo] e &4 2179 S o2 3t elrtld dmg 19 1
3] R 9okl F2e] wiAstd AP A3, JdA & HE AuAE AEES B
gt Skl 2z 69%9F 52% 2 UERS T

2

[

&4 WA g 186" Al 1273 ‘/\la A @ (Etttetd Fof 1429, 919
o) ElthEld 10mg =+ 20mgz X 5% kAol A(flexible dose, on demand), $]<Fo
17%<F Mg w o] °of2 T 9] 48%71 7+ 7i1 Y 7] 7|so] BHow
= Sl

T
o £
=

o

rulo

0%
oft
ol



28 Hd HY 8% s=ZCmaves F
ettt o] Ao QAo &EL AAHHA

11‘.]0\'
RN
4
£ 7
T
&

Brtete] Fred FRAEE Aol oste] 9% WA ROBE of o Aish B
EE AAE A @3 28T F Atk B§ ABCH o AYe FRed FEEEd o
AL Z o

@ 2=

P BEZLAo] oF 63 Lojn, o]= Eltigtdo] A ZIFS et X8 XA
ol = ehhetE ol 94%7F @l Aggd. dud Age A Y Aol oy
G WA geg

Fof 879 0.0005% mRto] A7 sl @2ke] A H(semen)oll A A = A

3 Ay A A 3 (Biotransformation)

E}E]-ﬂ--‘ﬂg Aol E & P450(CYP) 3A4 isoformel 93l F=Z thAl Aot F8 <=3+ AL
5o WEsEHE FFF 20| E(methylcatechol glucuronide)o]th. o] thAb4FE-S PDE5So) T

s}oq E}E}E}—”HE} 4 13,0008) ©] A& &%o] vk mEHA, FES HAMEE FEOAA
A2 Aol Akl dFHA B

@ v

17 @asedA evhet g Wi B A S(clearance) 2.5 L/AIZEolal Wt whzh

1= 17.5 Alztelt). BitetE e 5843} thAhtE= fEsi Wid ey, 32 H(FEAF
o] oF 61 %) o= ¥ 2T (FoFe] oF 36 %ol #AEdE

N

& A /] -4 & A (linearity/non-linearity)

4% APdASNA BaetE e ofFshe ARt Tl thske] AdF A (linear)ol .

ri@
oy,

2.5-20mge] Foiz WLl A, =Z(exposure ; AUC)o] Fof&Fa} nlgsle] F713th 1Y 139
Eo3t 49 59 o]y steady-state plasma concentrationsell =23+c},

7] B 3kxEo A population approach® ZAAH <fFsto] Hbry] Ao
oA o] oFF S AT

—_

[e3]
BHA

rr
1)
n (
X
il



A73 a® S JASO5H o) 194 T 45419 ARk s Aol sk, Biriebd el AT
| woron o= 25% U & wZ(exposure ; AUC)S 714 gkt o33k <& 9
A2 FootA ¥om &F ZH(dose adjustment) s HE3etA F=

F(ZYotEd H4E 51-80mL/i) v TF=(E#EH Y H4AE 31-50mL/)e] Al ol
7R 9 @A g B4e sk 2] AR AdAEedA Buekd 13 §36-20mg)S A

1998 7o B =2GUOE o TG YATH BN, Cnax
A YRS 41% B BEHUG. G FA L Btk Ao Ao FS v

Noorlr oo ot oxt
o

10mg 8o o HAS o] A == 559 7+ Aof(Child-Pugh Class A 2 B)7} 9
= APAEA EthEtd e =Z(exposure ; AUC)®] 17st d@AEA 9] =Z(exposure)
o A 5 7 7 #xKChild-Pugh Class C)oll A o] <F2] b Aol g A4
A5 E AdHolnz Aqste A5, JAbe AFEA AN #<943/9 @3 (benefit/risk) &
H7tstedofF gt

J
-p::

AN e FAEClAM BtoebE 10mgE Y o 83| Fojo] thetef o] § rhedt A
=27 flth

BB Hrhebd 19 13 Fo] §%) U@ ol & /Hsd AR glom
= Ak A9, dAbs AFeA AN 94/ 8 8 (benefithisk) & Bkl oF Gk,

=W Aol Blaebd o] kE(exposure ; AUC)Ol 73 dgdarsol4el AUC 4
B} oF 19 % otth =Z(exposure)ol A Q] o]Ha ol £ 2AS HDaElx o)

ok

¥ o, %Z‘i =4, I s, B A A tid 1AHYI ATES V2R

i = 2 5483 AdS JdEhA Furh

1,000mg/kg/%_‘77}7<l Fog  HEY whexoA FH7|¥ A(teratogenicity),  HiAE
g o} = (fetotoxicity)o] S77F Itk HES] b 3l A& o5

re 031

(embryotoxicity) ==



T(pre- and postnatal developmental study)ell 4], no observed effect dose”} 30mg/kg/<d o] A
ok Al BME A o] &9 calculated free drugoll T3+ AUCZ} 20mg & oA <14
AUCe] ¢F 18w it

e AMEA  FASH(fertility)o] Aoyt e BHHES 6712 MY 3 wd
2omg/kg/d B 1 o]%e &FOE o FAFPES wf, 22 oA BAFAHY TZAE 7HA
2= AA B (seminiferous tubular epithelium)e] o] UATHL. HAx 2 11.1) <F=5s}
2 B4 7

& =]



g Fo AT

1. 43
D o] & FoAstnA ate ke FEEAR] aWS aEEr] A, @] FAEs JAdst
I AR A U W ¥ (medical history)®} A1) 4 A

< SAsH7] st 9T
(physical examination)Z A A3}ojof g},
2) 4 YNE FRkEE A gk A@go] r] W, Er] Fxel g A
71 Aell, YA Ao A ZHE 34;}04"? ok A9 E /\l’%‘ g 5 A
I #AEE S-S AP A= o

3) o] Ao oFEolA 4AITF o]} A&HE Wy P AHRT])F

3 7))ol EEA BuEHQh 4A7F ol W7 A&E"E AL f’\l 9]/‘}9] %= -2-(medical
assistance)= Tstetal A A G Folof stH, AHWIFS A ARSA XS AF
=7 &2 o] &4 4 AU FHEE 29T & Utk

4) o] °f& FHdtr] oy Foste w H FAZ F BE FEHO A4E AA E=e
NO FAAUHEZZ A, otdUe|EolE, Aio]AAhERE)E Bgetes A 44
8} Zhg-o] F7FE o JJrJ_o}ﬂ] dofo]l Wojd o Jorm g oAk o] ofg AWEtr] M &
ZA7F A4 AA D NO FAAE FoAstA] GFeA F&3] Gt of stH, o] ¢of Fo
Z 9 Fo & ZE AA L NO FAAE FASIA F=F FoA7

5 AZAM, g4 AAA, EHAHT FAF(unstable angina pectoris), A4 FA
(ventricular arrhythmia), &%, ¥ 434 &4 D2H(transient ischemic attacks), ¥,
AAEEZ, s 3 S AEHA 3l Abel(cardiovascular events)ZF o] ¢Fe]

AT H/EE AR F 2A Foll AT T3 AGAFAA nEdH AEGA AL A
gt ZHE =EA vEET olE3k fIjAE el UEhd SAE9 tREES o|dFH
AdAA 9 AR-E(pre-existing cardiovascular risk factors)2 7FA|al QAT 124, o] E%
g %ﬁﬂ/‘}i‘ﬂeo] AEHA AFJAAE T o] F e A P9 e olHT IAAEY =
EE OE A T3 AHA] Aol deAe &85 HEAA gt

D;?t_,

Oll

< 67 1271€3 wlY 25mg/kg/E(20mge] T3 &FS T QUA
=ERT Ha ME dE =29 3771861 A7 =¥) H 1
Eoge o), 98 oA  AHAFA(spermatogenesis)e] FAE  7HA
(seminiferous tubular epithelium)2] ¥ dj(regression)e] U ATt

o] ko] Hz}¥Ad(spermatogenesis)ol]l g A A F&FS Hrstr] &, E GFE 10mgs
6701 7+ Wi H&stAY, 20mgs A7 6/1Y E=e MLz WY H5&3 FAEdA 37t

A dEATE]l AAEUT o] T 27 ATl Beebd e A5k #¥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%

1
o
f
offt

N

lo
o,
o\

£
A
ds
¥
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
=
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|

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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ol
e
r]I.
)
N
o

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]

0!

(

¢

- &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

&3

o)

J

2



- &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

@},

1
o2
ofl
kr
ol
10
2

[r
i)
o
i
o
)
o
0%
fol

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

T A "ol dTHU

_

mlo
o
dot
o
ol
oL
N
do
of
L
Q
5+
2
ot
ok
X
>
AN
™
>
(i
o
&
II'
o
=
D

53
_&
et
o
rigt
N
i
o
w
(@]
>
P
S
A
oX,
o4
X
o
ox 3
i ©
N
mlru
N
N
mﬁ

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

N
;%
oz
o

5
I
COAS

)

S
e

X
et

rl

>

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
o
N
%
off
ok
N,
f
o
e
Jg
—
o
=]
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.

N



® 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
LXJ
v}
L
Au
rC
o
P
o
3
—
S
=
8
oy
N

icU|

%)

£ 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}
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1. ~ 3. U138 7FAF
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