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@ etohetZ 10mg, 20mg S A AlH & ARA I
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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).
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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€}
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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
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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
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el
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ol
ofy
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ofy
oly
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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
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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,



