ot 2|2KN=248) EtC}2te 2.5mg(N=196) EtCtabe 5mg(N=304)
X0 O = = 5% = 2
ESCl = 2% 4% 5%
...................................................... Hlol=s 4% 2% 3%
(EtCt2HE) o= 1% 3% 3%
A7\ 7Y 1% 3% 3%
[HESE R IEF 13 R 1% 1% 3%
1022117 e 1% 2% 2%
W SEAE: EIEEIENRD) < conrn Do i g - P e R e e s s R v o 10.00mg oS8
B 7|E} Y| : SIREUBMLIER, DIZAFMER A, AHOIEATITYE, 2ME2I0] 2 || 32K620005, MA|EES|IEEAIZHAER A, 713 0% 4% %
222 BULIEE, MSSHE, D-ULE > » o
- 2092|133 A 0% 1% 2%
WSS AR ¢ EFTREFRI(EP) « v v v v e st et 20.00mg e 0% 2% 2%
B 7|EF M| : EIRTUSAULIEE, DIAPMEZ A, AHOIEAMNITLE, 2WE20] L2 || 32K620005, MA|EES|IEEAI2HAEI A,
HRI2BHLEE, HSSHE, D-ULIE EECE= 0% 1% 2%
(54 22 7Y 0% 2% 0%
B 7 LB BN S 42E R0 BETEEN Al By met 0% 2% 1%
[ =5 0% 2% 1%

10wz2a | 20%:0a

12 E= 245 S¢t HAIE 3710] ok HE A AIZOlIA, O] 2F2 S0i2h2 BiXto| B (2 58MI % (21-8241), Of 22 S22 BRI A

OlYEIZOR QIS B2 4.1% 2l €I, 9{2f2 R0 BRI M= 2.8% ATt

125 S HAIE e NEE0IA T2 0|8EISE0] 2 amUCHE 2 A1)

H 2: L7)0] el 0f 242 19 18] SHOR 125 SO F0I3t 370| F2 {oF IR M| 34 A4 MBIk SR CHEE AR 23 0]
2412 18](2.5 = Smg) FO0{EE2 BHX12] 2% 0l40ilA E11E=|2, 91240 HIsH of= S0IZ0IM O BItislA| 208 AFEX|= #E 0lgHS

27|12 (erectile dysfunction)@] X2

2 550 SUH0(2T, YMXS(sexual stimulation)g 22 BICt 2 52 (g0 23t AtEE 1 MSB22 5HA| Yt
[84-8d]

37 £0i8.

2 HYolMS| AL

0] ofof ZF S22 10mgO|D], Ol 4=l= 4 A Tol| AAt] 50| SBICt

EtCI2HE (tadalafil) 10mg0| &8t E0tE LIELHX| Y= EAEA= 20 mgS AZ5I0E L1 0] 9f2 Hoj: o 3P 30 & HEEH F0iE
4+ ACk

A 2% 58 tes 19 150/

AFE (Y Fof S0l TSt &7|2H 40| SRIER] A1, £t 0] OS] E1t7h HE St 01 XI&E|7| Th20] 0] 4ME X&HO2 e £0f
oh= A2 HolH HHEX| p=Ct [1.32 8 & 11.1) 225 54 & AF]

0F HguMe| AL

il

& BIXI0|A 82F £F (dosage adjustments)S LR 5tX| F=Ch

7155 FH0P7t 9l Aokl Arg
Z5 LAl S550 HE07 Sl EXjolA SUEBE TR 51K SH=Ch, A3t A0} BRjol 2t BISHE 10maolTk [11.2) S S
?3[- AR

RIZE]

2 7l Foh7} QU= HA0IAIL| AIS
£ B2 Az} SL 10mo0|0i, S 4 B Ho| AN LU0l BITL 55 2HSHA HRHChild-Pugh Cass OOIA| 2 E=e]
SHRI0] St YARIEE RIBE0|02 XUSHE Z2, SN A1 Tl 0[o)Sf(benefitirisk) S BIF51010F BiCk 2+ Fof (hepatic
impairment) ERFS0I7] 10mg HCH RS S0{8t X271 BICk. [3.0KS BRlol= ME3| 01 2 & F 12) 4S8E 54 8 &)
E0| Q1= HE0IAI A

Yo EX0IA 8% FBS WA 5| pCh

40} 2 HAHOIAO| AIS

£ B22 185 TR AFOIA| AIshAlLE: oF Eick

[AMS42] F=olAbE]

r1.3

3

1) 0] 22 Fofiuxt ot EAb= A2|8E 2 KHE Da5l7| Hol, 7| $HE THeT MH22 ZTHHL HelE 5Ya}7| st 25t
Y= (medical history)2t M| ZAHphysical examination)& AA|810{0F Btrt.

2) g Y SHEE MY St 2AFH0| 7| HE0l, L7 FHo| cht X|2& AIZr517] Holl, 2Aks EXie| HEH YEjS 12i5}0{0F Bt
SYAS AIZEE £ HERA N UAHE SYS Y = O 0142 SYAS U7IL, 0I5 QA A| Lof St

3) 0] A1=e| 220l 4A|1ZE O &2 R|&E W7 | RIS UTIS(6A T 0|82 EFE £t L7))0| EEA HuFCE 4MZH 0| U771 K|
# 32 B QA E&(medical assistance) TH5t2ta EAHOIA Y2iS0{0k 5t, XI&LU7IEE FAl X|25IA] ¢fE B9 83 £ 9| &4
R U7(=e| gTHHE Xelig 4 UCL

4) 0] 2k E0{5}7] To|Lt F0jshe St W FOoi8h £ 2E YEI FMY M E= NO SHE(LIEZZSIAZ, OILLI0|E0[E, FMojAbE
HIE)E 583t 2 BUPSH 20| SZEH0 st f0| HOIE 5= U2 2JAk= 0] oF2 X'Ua}7| Hojl A7 MY KA % NO
BOHIE F0{5IX] YUEX| S=25] 22I510{0F 5i0, 0] of Fof F R £ £ MY HA| R NO Z0{ME F0{5IX] B=F FoATICt

5) MTZM, 24 HFX|, BorEst S (unstable angina pectoris), 214 E8W(ventricular arrhythmia), HES, W Yakd s{@Y U5
(transient ischemic attacks), &8, MAIET, WS ZEE SChet NEAA |FallAEl(cardiovascular events)7t 0] 22 YEHT EE
AT ZAL B0l WHSIICE EB AMARM DEUT N BRI K@Y ZE)= EEA LENAT 01218 [aiAlelS0] LIEf Ex}
B9 HEE2 0| HEE AFUA ¥ AXE(pre—existing cardiovascular risk factors)& 7EX| T UL J2{LL, 02| Bt FiAlIEO0| HE
A HEAXE T 0] O EE 4 Y EE 0|28t XSS £E E= CHE 2IA S2 2R HH0] AEXE 2H] HaXIA| YUCE

6) EICI2FEE 6~ 127087t 1Y 25morkg/(20mge] T3] S&2 S0I3 QIH0|A HEE LS} A4S 3HE HE LE[HY 3.7~186]
2o xeff) W 10142 R I FoifE m, 2L oM FxHEH(spermatogenesis)2| ZAE 71H 2= FMTAT(seminiferous
tubular epithelium)?| Ef#i(regression)0| ULACt
0] 2fe] HAH#M(spermatogenesis)oll T Bt ZxIF 01 A&k WIIs17| Hsf, 2 4= 10mg: 671 2t 1Y =25t7LL 20mg: 212} 6748
EE o787 Y 288 HEE0IA 37X| YyeiTE0] HAIEIUCE 0] 5 2709] ¢i70llA] EfCi2bE o] X|2et 22ato] YMF EIFH2 910]
HolE FA X8 50| Zt47h UEETIAUCL Xt 254, e, HEXZIEEE(follicle stimulating hormone) 2] CHE HEE9| Hak=
TEEIX] YACH11. 1) =N 89 ¢ JE]

7 ﬁ%%%ﬂl‘-‘ﬂ(ﬂl (5T HAS S S HIEY (ST 515 HAS)0| 9l EXhe PDES MEA|E st B2 X0 Tizka
2 it

N

w

-

CHe #xtolle Sofatx] 2 2

1) olm3t FEfQ ]7] Mt organic nitrate) AMKH|2t: F7|5 R/EE 7HERINOE S85h= #XI0]H= 0] 2fe] £0{7t ZF7[0|CH1. T R 6.
HSEEE HZ] YYAFUN ElCt2FH(tadalafil)2 EitE(nitrate)2] MBY A8 B7IA7|= 222 LIEKHTH EIC2IE2 SYEE
HAS 7IXEE, YAZCZ HYS 7t HAAT|D[11. 1) 23R B4 8 A=) 2 A MO FUX 6 A2 B7IAIZICE 0|A2 Had
AMBHE(nitric oxide)/cGMP ZZ0| Ci3t FAtein} ElCt2tHo] 5§ sute| AupZ HEHECH

2) 0] o2 ZLEBH W7| B (erectile dysfunction)S X|25Hs A2E2 o A7t BHEX| pi= U HH(cardiac disease)0| U= HoIAl
ALSBllA = OF EICE QJAK= O|FRE AlEEA HEO| U= HXIA 4 /A2 15 HTHE Q! HF & (cardiac risk)S 112{5t0{0f ST

3) YA FEO| U= ClSQ) BRE2 A AIFH0| ZEEX| PACSZ 0] 22 ARO[ S7]0]Ct
- Z2 902 O|LH0| AZZA(myocardial infarction)0| UH{H BHXt
- 2015 @AM E(unstable angina) L= A (sexual intercourse) S0 245t #ME(angina)o| RUUH Bt
- Z|2 67112 S°F New York Heart Association Class 2 = T 0]40] A8 X (heart failure)0| YU BHX}
- ZH|X| 9f=(uncontrolled) 28 Y(arrhythmias), AE2( {(90/50mmHg), == ZHE|X| g DEYA) 170/100mmHg) EX}
- 2|2 6748 O|Lfiofl =ES(stroke)0] UUE EXt

4) MAY YOHHS Z1510] 0/0] LT RTEQI ERYY UUHSA = et AF0] ZEEX| PUSEZ 0] 22| A0 HHEX| gi=LCt

5) 0] 9f2 EICl2pHo|Lt 0] ofe] HR0f ufTiB(hypersensitivity)0| A= BXI0|H| F0i512 Of FICh

6) O] 2t CHE 47|27 X2 2ol a0l Tt QX 5 40] HTX| YU CHE U7|EH X =ZX|2te] ] Foi= AR YP=rt

7) O] U2 RHS &FslE Yoo, UHERA Slli4(galactose intolerance), Lapp SEEEA ZES(Lapp lactase deficiency) E=
TCH-AREQA E4H0(glucose-galactose malabsorption) 59 REHQI 22X 7t U X1 AH = S5 oF ECk

8) 0|M9| PDES KoK S8 C1E9F 2AH §l0] HISYMUSH B HAI M AS(Non-arteritic anterior ischemic optic neuropathy, NAION)22
Qlal 312 =2 Al2{0] ME #XI0|H= 0] of2 Fo{51H F FHIt

9) 0 2f2 E&B PDESABHAIR GC A= H|(Guanylate Cyclase Stimulator)(0]: 2|2A|2SHE HE £0f 5h= R, GC A=H (Guanylate
Cyclase Stimulator)9] 2SS Z71 AL 4 Y2, E 29| HEE0E= 27(0|Ct

. i BiRtol= NS0 RO A

1) 20| a8 o2 7|&0l BXHZIE M (angulation), siH 485 (cavernosal fibrosis) = Peyronies disease) B= SHUEZQ| A0l
0| € =72 711 BRHBYXB P sickle cell anemia), LFEMESF(multiple myeloma) £ WHHE)0|Al= 0] of2 XEBH €788
RZHE LIEs] RO5H0{0F BTk

2) B71E EfCERE LE(AUQDE MBI A4RLE, SA40] 25t 22|0{BA SHEEOR 0] 9f 12 13| U2 A5t MFE X ExlolA =
BEER| Y

3) 3 7171557 #AHChild-Pugh Class QollA 0] 2fe] PRX0]| CHEt &ALEE= HMIEHE(0|SE A= MBS 71712 S 4/913 & (benefit/risk)
2 H7Iol0{0F 6, 23 LXK 5559 7175 Foll EXIA= 0] ofe 82 10mgS ZalolA= of it
ZF HoH7t U= EXASOA EHC2EE 12 18] Fof 0]l tiEt 018 7HsEt AR 7t §eEE Xt E2, QA AEsHA el [d/
2I&H (benefit/risk) & H7I510{0} BiTh.

4) SAZEN(doxazosin)zt Z2 LTH1) AR (alpha(1) blockers)E S85h= &ALl 0] 2f2 BEF05tH UL SR 0lM= HEL F40|
LEHS 4= UCHE ASAE 8 FZ]. WztA EfCefEnt ATA A (alpha blockers)2te] W82 AFE|X| YH=Ch

5) &&8t CYP3A4 KoliK|(ritonavir, saquinavir, ketoconazole, itraconazole, erythromycin)E S85H= EAI0)A| 0 &2 HEEHA| EICt
2HEO| LE(AUC)Q] B717F HEE|H DR £0|5t0{0f BHTH6. AISALS 2 AIE]. 0] 2fnt Z2{5t CYP3A4 ASliAIE HEEN & HR0l= 0
Of0| ROI8FE &1 10mgS ZI5IA| R oHH, 0| of £0 & 72A17H Liofl RFECISH0IN = 2F EICL

6) Y720 k= MAEOE LHRYEH A2l(potential underlying cause) ZHE 1 HEE o2 H7I0| Fo|2 MHE X2 &0l Zt6t
0{0F BITt. O] f0] HMZEHM ZX|MRM%EE(radical non-nerve-sparing prostatectomy)& 22 BX0IA WX QIX| 6F 7} LK
QU] STt

E- sl

1) Y& NE &8
AUY MBI CHUD 0N MAEDE, B S0 YYAFIIAN BEE = 0|4HS LUSS THE A4S0l e YYNFUAM LS Z|F
HlmE 4 g, ANl AMoIA BEE= HISS HEHK| RE = UL
EICIZHEE MAAIESE A 4 AIF0IA 9,000 0149 HHoA SH=RACE 12 13| Yo tEt of 2] AXAIZIN, & 1434,
905, 115H0| 212 &[4 6748, 1d, 252 R0 WAL BR Al S8si= Yol thaliAls, 1300 & 10009 0140] 22f Foi= 671E
1 SoF RS WA
27| 570] it oAl 282
12350 HAE 8710 =R YoF LI E Y4 A0, 0] of2 F0f B2 BX2] B HF2 59| 11(22-88Al), 0] 2 10 Ei= 20mgS &
Bt SXI0llA O|MHISO 2 OISt ZHES 3.1%0 HHH, 0= 1.4% ALk
A HiE Y& AN BEE Hiof Izt ERA| 588h= 82 0] 2fS Fo{5I%E W, Th32] 0] H+S0| EuE|ACKE 1).

H 1 L7188 tioh 2o Al S8R0l theh 8719 F2 ¢of TR A/TAIRAM(F X0l Ciet AF X 0] 210 Ei= 20mg)S F0i
HH2 EiRte| 2% OlaollM B =1, 9{of0l Hish ofF FOIZ0IA O BItEIH 2uE AEX|E T 0|4

O AHFS 2|2kN=476) EtCt2rg 5mg(N=151) | EfCt2RE 10mg(N=394) | ElCtabZ 20mg(N=635)
5= 5% 1% 1% 15%
AsE 1% 4% 8% 10%
25 3% 3% 5% 6%
o285 1% 1% 4% 3%
HIEd 1% 2% 3% 3%
B3+ 1% 2% 3% 3%
goie| 85 1% 1% 3% 3%

LIS OIYEIE2 1249 A THE et AROIA 24501 2K EuE Z0|CHE 3 &)

H 3 97|20l Chs 0] 2kS 12 13] SHOE 243 SO L 0I5 1710] 9{2F Lz JMAIZHOA 0] OF 1€ 18] AbB(2.5 EE= Smg) & RHE2
BIXL2| 29 OlY0IA H1&| 11, 1of0] Hish 2fE SO0 O HIHGH BuE A=kl 3 0ldHE

of&arg 12k(N=94) EIC}2PE2.5mg(N=96) EtCt2FE5mg(N=97)
HIRI=H 5% 6% 6%
Y 2% 3% 5%
25 3% 5% 2%
A= 2 0% 3% 4%
A8l 1% 4% 1%
ARy HF 0% 3% 2%
=88 2% 4% 1%
TEer 0% 1% 3%
H5E 0% 0% 4%

2y HEd HiST FYTRMH[UE 2 L7 |2HS SHE SRt tiE 12 15| 8¢

125 7|7t0], 3719] YIf-CHE &| 34 YYAIR(0l T 272 SYTEM HIiZ Bxl, LIOX| 1712 YT MBIUS & W [BHE Seket

EZNOIA, O] 242 F0jEk2 BiXjo| Bt HFS 63M| (44-93MNHUT OISO Qg FLER 3.6% 2l B, Y RO BX0ME 1.6%

Tk HOi= 0] 2f2 F0{g2 2Fo| &l Qs 2nHE XISBTE FYUB OIYRISORE £8, 455 §F, 2]S0ICh Ch32l 0l4Er80

SUEHCHE 4 FD).

H 4 Y TEM HIUS0IM 12 18] 82| 0] 29| 123 X2 7[7H9|, 3712] {of-THE A AIR0IA 12 18] H2| 5 mg X2 A
21%0l Bl 9fof Bit 52 HIER LB ASX2 2 0|4EHS (2719 &y TR HIHE M2 1719 2y Hed HiUS
37|20 et e 23

I

W HSS H42H(N=576) EFC}2HE Smg(N=581)
=) 23% 4.1%
Aslga 0.2% 2.4%
=] 1.4% 2.4%
I 1.6% 21%
At 1.0% 1.4%
mrie| £ 0.0% 1.4%
=88 0.3% 1.2%
[UNE 0.5% 1.0%

F7IHOR, Ay FEM HITIED L7 W &H T HILS X LAZ0IM B BIHE 0]4ES(<1%)22 = A 95, 458
&5 28, 71E, #HE, ZSUF(muscle spasm)O| ALk
8E E= 2SE2 X 126 471K 7|ME BI= 2 BUEICk 0] of9) Y4 ofz] AN, 28 E= 2SS YHXOE £ £ 12-240|2t
20| 2SI, LEHOZ 48A|7F O[LHO| AME|UCE 0] Of Roiet HEE QF/DSE2 i YF 617 52|, ER, HE E= Soi2| 25
ST EFS LIEIUD, 2AH(FOZ =)0l 2ot ASHEUCE YEIEOZ, EB2 S L= SEB2Z HIEUD, OJ3H% |2 §lo| A4
HAOL}, 559 Q&2 Y2 Yz E HUEJUCKDEE E19| <5%). 25 X|2 7t HRE uf, Ot EOI| Bl E= HIAHIZ0|EY AHK7t
Yt o2 FUEO[R| L X2 E Rot= MFARL] YL0j|M, H=2| OFeFM(oll. Z|el) TSH 7 AFBEIUCEL TEFOZ, W A| 8HOZ 0
ofg F0i8t ZE HFAIS| 9 0.5% 7t R&/2]EC| FUE F0IE FHGINCL 187 37 6F AF0A, 25N 2882 &R0 47 5.5%
9 1.3%01M HOEQICH HE, 28 &4 E= MY ChE BWIHE LEFHRITE HAF Hol, ASEFO R Q0|5 7|E Helo| EAH= URICh
L7187, ¥ T HIE, Y TR HIChS/L7[SH0f o] 2] 124 13| R0 LSS H 2, 3, 40 MESIFC, 0] of 12 13]
A0l et AIoIN, 280 2882 0|4ES2 ULEOR AF = 553 011, ZE H3BUAM FHER <1% UL
0] ofZ FO{8t RE NFS0IM 42} H3le| Blz= ESUCHEAL] <0.1%).
27 |0l R Al S8LHol| Chet H2f-ThE YHAIZSA, 0] 2F2 F0f B2 654 0142] SRS MAITHCIS FIEEHH HO=RICk (25%)
OS2 19 13 8% L= U A 8Y2=Z S8%! 0| 99| LiE YY AFIA E1E FI152l, B B! 0|4fEhS(<2%)S LEtH Zo|Ch
0|21t O|&HF3 St 0] 240 QI T2 SHASHA| §ICt 0] SR0IM MelE A2 HUlstL, A4S A8 B 7Hs40] Yl FESHA|
2J0rA] 20|17} gl= AFHIE0|CE
- TN 2R, HEE 1|2, 85, Uz 83
- AR EAE 88 NEY, A2, 7Y MEY, MART, A, HY
- AS7|H : 71715 HAL X HIFY, FUAE, HotEEh A=, Y, GGTP 571 F2 B, 24, 458 &5, 7& 4 95, A=Y
£, MyE2
- 2B HEE 5 &3
- AFA : oS, ZHXa) 2HE, 0l4YZ, B3, #7
- A S Hl=7 A : AEH
- B87|4 : 8&=2 HIEY Y
- O§: 71, Uy, wst
- Otmt: AlOF S|, MZ{o|Y, AYH(EY FE X8, = 85, =& Bl B/ =HE RS
- 8% ARARR FE U4 E= 44 0]
- Hl A7 [A| 27| B71, AL 32 27|
2) ol Al = ALS &3
CHS O|4HIBR 0] 20| &91 & AR 7|7t & &RI=QIC) 0|25t HISER £5F 37|2 REHOZRE NUEOZ HILRODR, 3Hy
ofg LED0| olnE HElYE &AL, 0159 IS AEFOR HILE 4 QU= A2 OfLICh 0|2{F O|MHIBER By, H1 BiE,
BB CHE I010] 9S = 0I5 QIAIES| S35 QAR olo Za=UC
AR A B - 0] o2 ALZL YAHOR HH0| = AORE MNTFM, MF S0AL HES, 88, HAET, 44 2y ¥ Hins
BB ST A O|4HIS0| AT & HUE|QICE 0| SAIER BFE OWLA|T LIRE 7|Z0| HEEA Y7 QIXI7F UNUCL of2(8
O|MHIS & LIRER Ml & L= XH00 LUt 402 HUHRD, YR= o Al %10l 0 o AL XF0| Lilipt 402 HnECt
CIE O|YEISE2 0] 2 ALS % MY & A7 LHA| Y 0| LBt 2OZ B |UCE 0|25 0| 4HIZS0| 0] of, MY, #Atel 7|E
AR HEn ZFHEO R 0| YA, 012! 2RSS E7F QAU 20| YA Ei CIE QXIS B0 U=A| 6F = &2
£ YCH(1. 30 F)
T- FER7|, AEE-EL BRF B Y2y RS Tt 0l 9
AAA - HES, Wat 5l LEe| X, YnkyT|7| 4T
QFut- A} Z, YR FY Hf, YT S H4H, BTH A HS IEEAIE 4| 10| Bl HISYTUSBYAUAS (Non-arteritic
anterior ischemic optic neuropathy [NAION])O] O] 2F& Z 55t phosphodiesterase type 5 (PDES) KSHHM|S) AL A|7|X o2 o3
Sl At & = H1E|RIC) 0|25 #AER2 R5E OILIX|D RE0| 7|E0] T3S ZEFTHHIEA o]0l SFEEIXI= YS) NAIONS]
SIS0l CHEE SHEESHE UEQIRl P T A CIXIE 7RI D QIRUCE W2 L8128 HIS(low cup/ disc ratio, crowded disc), 504 04,
i, DY, 2 B BEL TXES, £, 0|2f8t o[4S UH0| PDES XA AL Ex EAIS| 7|Z FE 9IF QA E oliREE
Z& E 0[2f8! QXIS S8 Q4 Ei 7|6t QX RFEOZ YR0| UEK| EE Elel= A2 S7Fs6IT. (5. YU Fo| 3 3ZE)
F2- AT % 0] ofZ elBt PDES ASHH|2] AR A7|HQ2 HEYO| U WO ZE[AZR HZ 4 E= UA0 F3I7F HRE|RICL
U5 FlolM, F2Zt o|4IE0 BRE HES & 4 U USF M R 7|EF 2IXHE0| HUE|RICE B2 SH0IA, oSN FHEE FE =
HBHHO|ACL O|FA| 2 uE O|&EIZ0[ 0] 2fo] ARSIt RFE o2 BA0| QU=X], BAIS| F2t &f4lo]| et 7|E /7 QIXtet #FH0| =X,
0|21t QIRFSS| S51E Q400 2t 2K, CHE 2IRI0] 2Fh ALK o= EHOIEH 4= giCt (5. YHHE 0| & &iF)
I A7 |- XI&7|15(1. 41 & &F)
B - SRS
3) 0] 2 1 18] EHA| M= 0|2t YRt SMU(Primarily sinus bradycardia)0| YFZEIH 7t 2| LHE UL HEEY HEE 082
O MHFS T FHaIRCt
4) FU AT F ZARED
@ EfCt2tE Smg Cr|Q] Al & ZAFZED}
© ILIOIA KIHAIE fIst0] 43 FOF 61382 L7|SH BALE LHAOR HAIGH Al 3 ZAF 23}, RoAl LS ofutel oluiEtA|of
He0[ 4.73%(298/613F, 372)2 LIEIGCH, 0] F 0] 2o QIBHHAH £ HiRIE 4 S USRS LHS2 3.75%(23Y/613F,
3120) oIULL
- USQHS2 S5 1.14% (78/613B)[771], TSE 0.82%(5B/613H)[521], EF 0.65% (4F/613F)[471], HHEX 0.49% (3H/613
F)[32], 7213, HISE 2f 0.33% (2F/613F)[221], 01&ZZ, AIZFE0H, MART, A5HE), IHES 2 0.16% (17613122
ZAME ACH
- BB AS RS2 UAUCH
- 048X 28t AERANEHSE MR 0.16% (1H/613F)[1A]22 2 nE|RiCt
Q@ EHC}2HE 10mg, 20mg THURIQ] AT & ZARET
® SLHOIM THYALE 2iat0] 61 S0t 10,5002 EAE MR MAIBH AT = ZAF 21, RofAlE LES2 ofnfol QluAo] 42
30| 3.94%(414/10,5008, 5177)2 LIENG2MH, 0| & 0] o] QInRHAIE HiAE &+ Gl ASRHUES LUBS2 3.47% (364
/10,5008, 46121) OIRICL
- YERMLIS2 FE, AHHEET} ZH 1.30% (1362/10,500F, 136712 718 WUOH, A5kE2F 0.33% (35%/10,500%, 3571), 285
0.19% (20%/10,500%, 217), HIEE 0.12% (138/10,5009, 1321), 0IXIES 0.11% (128/10,500%, 127), HIS 0.07% (78/10,500%,
720), A&E7|5 0.06%(6B/10,500%, 671), EARAEIAZFTL0.06%(62/10,500%, 671), B 0.05% (5H/10,500F, 571), MAZ
210.04% (4H/10,5009, 57), =58 L HIAXITE| (SGPT) B7t 2t 0.04% (410,500, 47), 715, 1LE, 719, 22|24t
2ollEAS7) T2 2t 0.03% (38/10,5008, 37)), 58X, R85, SEES, FUTZX, 71548, AFTEY, 23, WE74574
HATAAZS, E0L SHAO], FMAZA 2F0.02% (22/10,500F, 27), =53 0.01%(18/10,5008, 271), £5, 2HE, WISE,
=B ENE 27| 2AYEE 0155, SR EH, LaRHSTL AT, 2847 S5, 8t 7133, S3H, 8% OS5,

oM

5.

6.

~

[~

(]

HZEMB, A2, HIEE, 20, 3 otElH 8F BV UEE R3F, S22 58, Lu27[HE, 2535, € HAKRE]
(SGOT)E7t, EMAZII7t 2 0.01% (18/10,5009, 12)Q] =2 = EAf=| Y
- B3t SRS AIHER 0.02%(2F/10,500F, 271) O[T
- G| 45HA] 28t SRS UHHES 0.31%(33F/10,500%Y, 37722, HMURAZEIAET} 0.06%(6F/10,500Y, 671), LT 24t
Eol&AF7}0.03% (38/10,500%, 32), 2%, WET+B7L 22 Q=SS SEES, FMAgs, BAHUAS0| 24 0.02%(29
/10,5009, 220), OS5, AUEY, =0IES, =&, C135, UHE, 244 7| HES, AE, 8, SZ3o, Z0tE, 32|oteld
BE B71 FMAZTL £E10] 2 0.01%(18/10,5008, 121)22 ZAE[UCE
5) S AHUE S B A, BAZ0| HE CHE QoFF0A Wt 22180 t|wslo] A X2 RoloiH| Wt [alAla & ol 4stx|
REt RolAtEl= TRt 20| LIEFKTE CiEk O] ofutol ImEtAl= SQI=|X| YRUACE
- UGS (medicine ineffective}

-7l 98t
- 287 2255
2ty z|

1) ERe] (61 K= ¥ =)0 ZEA AlZ YH0| LMshs F2, 2AKE 0] A4S HLE}E! phosphodiesterase type 5(PDES) a2
AIES SAIE AS #A0|A] BT QJ5IE el FO|E 7|20{0F BiT 0[2(3 42 S7EQ A A4S ZEE A ZE Q| Jelo] & £+
Qe EEA| LIELEE YOl HISUNMASHE LA B S(Non-arteritic anterior ischemic optic neuropathy, NAION)S] 57t & 4= o
0, Ol= AT & ZAA ESA| Bk 410 PDES AfofiH|Q] F0i2t HEE 2l 20| = AR LB WHE 280 02H, HisUH
HSHHYANZB A7E UME2 50M| 0[42| H40lA 100,0008F 2.5-11.8710|Ct PDES5 XIHA| | =2 £Z AKSD HISUHAUHE
HANFE SY Yo HEY RS Hoiohs 2 A7 Zul, PDES XK £0i £ EiZ7|9| 54 O|LiolA HISUHASHSYAIMAS
AF0| of 2t B7ISH= ACE LIEHTE 0[2{3t HEZ2RHE 0[2{3F RaiAt#| 7 PDES MaliA|l £0f = CHE QIREEM ZF%E(Q1 HR0| U=
K= SISIRIR| YUATE AR 7|Z2] HISUT LS EHYANES 2F X7 A= &AHE0| PDES XohH| F0{0] 2fsi Raligt F&s e &
UEX| RE 12alof BTt 0|0 HISUTNUSBYAMNEEES FEfer H0| A= M| 32, HISUTYSHBHANFES 2L /FH0| o
=C1 T2tA, o2 BRSO 0] 2F2 X33 PDES AalMIE F0ioks P FOUE 71200} i, 7]ti=l= RYH0| RS Yélok= E2?
o2k £0{5H0F BITH4. O fEHS B ZE).

2) 0 %42 EHOY L= &5 A8ty BXI0l|A F0i8t ZFO| YLt HIF 0] 0] St XRFKAN = EBAZIS GHAIFIX| §= A
OF LIEIGX|T, E80|4 E= EHEY A5 EX0A= RYS/REHE HIIE & LE| FOEICL

3) 0] oy} YT E2 D A0|FH et HFYEB0| ASSZ HIE0A| B HotA80| BHE 4= ACh Akk= T2 Yo YT 2T 0] 22| Y&
EOAl e B71 S g4, OIS, 55 & 7IEY 5% % S40| LIEIE 4 UASS BXI0IA| L2iZ0{0F BTt

4) YEAZ FAUE E= HH(0]FT} 37|150| SttE £ AF)0| LMGIE FR, QAR 0] 22 Z3iE PDES MoliFQ AEE FAIE S &AL
Ol A| E 05k ZA| 9J5iE0l FO|Z 7|S0{0F BTHO|MERS X AE & ZAF FE).

5) EfC2HE 5mg 1€ 18] 82 21 671 0|42 YYAREE2 BICHEICIZHE Smg S0 818D,

4sXg

ofzlolA &= Hit Z40], EtCt2HH 10mg R/EE 20mg0 CHSIY B2 8BAE H77F MAIE|QICE EICHFE 10mg 8 THE A8 45EE

ATE Holikls 1Y FOAl YYHOZ ROIBH HSEG0| LIEH 7Hs4S T8 biMIE +~ giCh

1) BT thet CHE 259 £t
- EJCI2ES 2 CYP3A40] /510 THAMEICE. CYP3A49] MEAEOl KoKl AETLIE(1Y 200mg)2 EICI2HE EHE ROAI2] AUC, Cnm

woll Hal, EICtEHE(10mg)e] AUCE 28, CraE 15 % B7IAZL, AETZLE(1Y 400mg)2 EtCt2HE(20mg)e] AUCE 4tl, CraE 22
% B7INHLCL

- CYP3A4, CYP2C9, CYP2C19, CYP2D62 A8li5t= protease inhibitor?! ritonavir(1e 23| 200mg E0)= Cra] H5}810| EtCI2FE
(20mg)2] AUCE 2t SZIAIZACE

- E0|XQI 45EE0| HREK|= RRUXIT saquinavir 52| CHE protease inhibitors, 22|12 erythromycin, clarithromycin, itraconazole
% grapefruit juice® 22 CHE CYP3A4 inhibitors= ECI2FHO| 83 528 F7ME QR MIYEEZ Fo5t0 B& F0f =[0{of
BICH 11 U A 4350 SAS 014EFSe] LMEI=7t B71E 4 UL

- CYP3A4 REEHQI 2T M(rifampicin)2, EfCH2rE TSRO AI(10mg F)2] AUC Ftol| HIaH, EfCi2HES| AUCE 88% ZAAIZILE Ol=
EICI2tHO] 58 ZANE 4= 2UXIE, 2 ZA FE= LHA|X| AT HHIZH[E(phenobarbital), HIL|E2l(phenytoin) ® 7t=H}0f
H|El{carbamazepine)at Z0] CHE CYP3A4 R SR W& £0| YA| EICI2tEY| BY 528 AAME 4 AUSS o4 + UL

- EfCl2PEe| 2 (disposition)OllA] £&XHtransporters)2] HEHOIE S p-glycoprotein} UK K| YTk TH2EA, £4XHtransporters)
o Malioll oIt ofE4E A8 /tsd: QUCh

- 0 o} A A (MEIE/A-MEIIR0IE)0] HEF0Al 0] 2f2] LLE(AUC)I= H3t gl0] 0] of2] E4-80| FH(5| ZAE AT

2) CHE fS S0 Chet EtTiarEe] &g
- YYAIFOIA, EICI2E(5mg, 10mgt 20mg)2 At (nitrates)O] BIASE 8BS S7IA7|= A2 LIEITH TatA, ofmdt EElQ

57| Ftte(organic nitrate) M2tz FH7|5 W/Es ZHFEEOR S86k= EX0|H= 0] 2] £0{7t S7|0|CHT. F1 2. CkS EXjo|
= SO{5IR| & A 2 M) YYAIE Fuol| m=T, 1509 Bt EICEIEES 1Y 20mgk| 78 S F0i5t1 0.4mg nitroglycerin
HolES st AZITHO|| =oisIGiS M, 0|218F A4S A8 24417} 0|4 XISEIID EICEFEE DIX|YO R £0i5t & 4841210 K|S I
Cf 04 LIEILIX| YRUCE M2tA], 0] 2f2 SOJ(EITt2PE 2.5mg-20mg)st SAb7 M0 YIRS B J80l Xoto| 2| 207} ofst
o= HEA| W 0= 0 S OIX|LO 2 Z0{5t & 2| A5 48A|210] X| Z0|OF HMHO| EO{E Ta{F 4= QICk J2{8H HEAM
AMES TOE M= MEE FY 935 DL E/(haemodynamic monitoring)2h 817 Ate] M5 Z50] 4-EH=|0{0F BiT.

- EITF2PE2 CYP450 isoforms0i] 215101 A== 2fE2| HAE(clearance)S YHEICE ROSHAH AMallst7Lt R AE o 4=X| &
=Lt YAAIE Hak EfCR2FEO0| CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 U CYP2C19E E§5H= CYP450 isoformsS Kootz Lt
FESHA| Ph=Chs 20| &RIE U

- EJCI2FE(10mg, 20mg)2 S-2HE = R-SMIHEI(CYP2C9 7|Z)0f| tht LE(AUQ)O U0 X o= Qolft A8 S LIEHNR] e
0, EfCiEtE2 il (warfarin)0ll 2o R=E Z2EEY AlZHprothrombin time)] HS0 = F2kS OIXIX| RATL

- EfCI2HE(10mg, 20mg)2 OPMIE 2| dM(acetyl salicylic acid)ol 2J8t £ AIZHE S7HAI7IX| AT

- Y4 of2|3t AIF0lA EfC2fEo| ST EArHo FUXIH AHES B/ 7hsH0l ot ZAISIZCE ZSEZ AT (amlodipine), OHX|
QEIA FStEA(ACE) Ml (enalapril), HIE}-OLERE2IA 22| XI°HH|(metoprolol), Z|OFIA| 0| =H|(bendrofluazide), CHX|EIAI
Il =8A| RITAI(CIE FEl W 88, TS Ei= X|OFXIA Ol icAll(thiazides), Z&SZANEA|, HIE-AIEH], R/EE Aub-RITH|2e] H8)
£ ZEel, £ SIEUAMTO| M= UC EFCI2FE(20mg 0] HEE IX|QHIM 1| 28X ATA % amlodipined| CiFt H7E2
HI2IBH 10mg)2 0] A|H2| ojmEt ST YYECRE RIS HSEZ0| AL

- CIE 4of2| AF0IA BTt 20mge BN B XZH 45F7HK|2 B HEF05t0] 25t RiC. 0f2] JUEY X2H|E Foit #At
OllA ambulatory blood pressure®| 'Hah= HAXE H=oF 20| s A2 LIEMGICE 0/2F 2250, BYAXHO| & =X| Y= SAF
OflAli=, HIS 0|25 FRIZA7} 2R EAIOIA MEY Sk 2210| U= PUKITE 2 2AZHE F{CH ARHO| B HD U= #At
Ofl A= LYZATE MU B AZOIA LEH = 22} HIRSHRACE

- u#e ol (antihypertensive medications)S H88H= SAS0IA, EITI2IE 20mg0| &Y ZAE Lo 4 YoM, O|H2(LMRIE
Hi= ®el, ofzf &%) dHFOZ ZRX| on YMFOZ ROI5IX| piE AR HEIECL A 38 UMAH A2 &4 Fu}, sInaef
OfFIE O] 2 B ANt SR oF| §10] 0] S S BA 7Ho] O[&HS0l= AH0[7t YRCE T2(Lt, DY AHE HE
Sh= A2 Y 24 7Hs40l| BolA] BRFS0A HAE 4E el B (appropriate clinical advice)& 810{0f BtCL

- UTK1)-adrenergic receptor blocker®l SAIEAM(1Y 4mg = 8mo)ut EFCFEME(Smg 1Y 13|8% E= 20mg THE|S0)E Hast
EROIM SAtELlC] Feraist 8317t ROIEt WEE B7IGINLE 0| E3k= F0 & 12 AIZIZIK| 01715 LIEIHSH 7|HE 25t £40
LEHS 4= QUCL mhapA|, EfCt2Enl SAIEADe| H82 HEEX| P=rt

- BIEE QIO AYP! XIMAE SR B ASEE AN, EICI2FE(10mg, 20mg)dt LTEM(alfuzosin) B2 HEIE|Q] YTH1A)-
adrenergic receptor A1l BfAZ M(tamsulosin)2l BEENA| Y-ZOZ GOt FRAHSI7E B TIE|X| QIRACE T2{LE, AT AHEA|
2 AE U0 U EAH B 55| DK = EICENH ARBA| F2E 7|20{0F 8Tt XZE AAFCE ARfGHA HIHOZ RHE
OfOf BITL

- 9T E SE(HR 2|0 B3 5 0.08%)71 EICEFH(10mg E= 20mg)e| HE SO{0]| i F&t BIX| Hlc 5 YDEE Y8 FofEt
£ 3AZHmol| BTt SE9| M7} LIEHLIR| §RtCh
YTFS2 1 E4ENE AUfS 617 |YE YH((GHRE S TSI YTE F0f £ 2AZINA| S4S FX| YS)22 FO0I=/RUC) EfCl2tg
(20ma) 1t YT ES &M F0ioh= FL EICIZHER N8| AT 2(0.79/kg = 80kg HHOIIM 40% LTS[EE7H 2f 180ml)ol| 2Jst0]
[EEE Y BUYAE STMITIA] FURIT, YL B0 = MRld 37150 7|-H XA Yo| AU EICIRIEE HEY2 dTS
(0.6g/kg)t £0{5IS T, MBUS EEX| PUD #7152 YRS HEOZ FOf6INS M2t RASH Iz 2 LIEHGTE 2147|500 chet
ATE0| FZ 2 EICI2HH(10mg)oll 2l5to] S7=X| U

- EICI2HEE ethinylestradiol @] Z7 Aix|0|2E (bioavailability}2 S7IA|7 = A2 LIEHGLE QA0 ZQ ML E8HAIGHX| Dt terbutaline
9 Z7 EOA| RASH B717t Ol 4E = UACL

- A OF2[&} A0 A| EtCIEFE 10mgS HIRT2(theophylline(a non-selective phosphodiesterase inhibitor))at &7 EORS 0 of
SEE HSEE0| YRICH FUTH BN ZZL 2f7ie] 4Ef(3.5 bpm) B7IACE & HT0l|A O ZHER Q6| 21 YAEQI [y
= YUAKITL, 0|2(5t ASSS BE FUE FR0l= 0[2{3 2&S 112{s10{0F Bt

- B YISO S0|X2 MEAE HT7t S-EIX| PRUACH

Y - R 3 Lot0] tiEt Rof

1) 0] 2F2 044, AlMo} & AOL0]|A| AREE 4 GiCt

2) HEE 4O 5t 20N EICIETE J/EE T A= EfEE Suleli L FEHEST0 Hloh 2f 24 H) =2 5E2 RE2Z &4
E|ACE L o-olA EfCt2Ee] ARgol| Chsto] HAEl i gick

3) 1,000mg/kg/UTIX| E0I5t BIEL} DFRAO A £|7|& A (teratogenicity), HIAFS A (embryotoxicity) = EHOFS M (fetotoxicity)2] 27}
firdelud

23 % 714 M8l tigt 9

0] 2f0] 2 8 Ei= 7| ALS S0l OIXl= o2 Mo Y7Lt FARGHE £2 ACX ol EICk 0|25 HAHEQ AS WII67| 25k So%

S 7F AMAEX] UUCH UHANE Hut ot EICIEFE ABTOA OIXIZB(dizziness)2| U HIEI SALSHA|CL BR= 2HFO|LE 7|H &}

Holl 2¢10] o] 2f0l Of A EHZSH=X| 214|511 UO{OF BITL

. BYTO0|AIQ] MR

1) 128t DIBAISOIA £ 12 500mg7tR|S] 822 18] E045t Z{0| /1, BHAISOIZ| 2/ 100mg7HR|] 18 RO 02| H 2045t Zo| QI
O[&lHFS2 XSZ0IN LUHE At SABIRCE
2) IHE00| ZR0= HRAl BF EXQB(standard supportive measures)E AAIGITL HASA2 EC2tE HiM0| AHe HES DIXIXI

i

10. B W A4 FolArg

1) Of210|2] =0l ZX] g1, £0] HX| o= 2ol =E A
2) ChE 8710] H10] = A2 AR @QI0] AL 2 SXHOA BHE|SH] o= M 2 M= Bie 2

1. AAZSSHYAY Y=

7k AIEOF BRI 20 82| TR (@ SH ot th2of Ag2|AZ20LR| DH[SRAZ(R)S 2X2 WAAIZCR 2 184 At Yol
S5 Al ©f8| Z7R0{5t0] 3780| BF EiLItES S 2, HBIRISI(AUG, GredE 2IHBIGIN SHXZISIHE W, X Xt
90% HIEF710] log 0.801A log 1.25 0|LIZM WE3X 0= F53IS USEIUCL

Hmy7Igs HoWIIE=
= AUCo-72hr G
, max Touth .
(ng-hr/mL) {ng/mL) ) Tuafhr)
ofa| A oja|—&
i Z=0F A é[‘:;',;%zfl (é%’sll_d 6429+2197 283.2+75.1 2.00(0.75~6.00) 21.1316.67
mx{500 3|3
At R 69332666 20334855 | 250(075-400) | 2163710
90% AE|1zh
(7I& : log 0.8 ~ log 1.25) 10g1.0010~1.1341 | l0og0.9690~0.9984 - -

(AUCt, Crmax, T2 ; B BETEXL, Tma; SYAHEH), n=37)
AUC: EQAZIRE] BB ESE AL TS BEEE-AZBMEEE
Cmax * E| DEE ST
Trax : B DEESE TEHAIZE
tin : 2 A BEL)
* | IEIIRISAIS 2 MBS BRA Kol 90% HE7Yt

LE SIFESSHAE7IE M7EM 20 Th2t, AFHOf EfttafEEsTa 0l R EfCtabay 10Ye| T [@HSHf]2 tESf B2t ER208 2]
JU[ESH AR B nBEANFARE MESIHH, R 8EH0| SSIAT 0l0l 2t oy AREN YESHSEYE 8B
SIEAC
0] 9f2 @UHSHISf EtCi2HE 5| I, EIC2PEd108e| I % EfCl2tEg20e| T30 SYst RS ARSI SY8! MEYEo 2
TEFE EUSHIf0] HEF HMESIRS.
12. 7|Et
1) e E4
EICHEMEE cyclic guanosine monophosphate(cGMP)-50|% 2! phosphodiesterase type 5(PDE5)0| CHEH AEYA, 714X X{5HA|O|Ch.
A X (sexual stimulation)0] FANO 2 FAAMSIZ(nitric oxide)2] WES YO i, EfCR2rE0f| 28t PDESS| 2H|7} s EHA| (corpus
cavernosum)ollAl cGMPE| $=X|E S7IAIZICE 0|42 BEZ 0|2{smooth muscle relaxation)t 34 ZE[C22| HH 2012 JIHFO2
M 27| (erection)E YO7IC} EICIEFER 4% XF0| ¢S wol= 30| gich
In vitro Al Zat, EtCR2FE2 PDESS| MEHE{Q1 ASHR| O[Tt PDESE oH Al &, M2t L LA B& 2 {vascular and visceral smooth muscle),
TZZ, AT, NE, B 2 Al(cerebellum) O YACIE 40t EICI2PEO| S1HE CHE phosphodiesterases2CF PDESY| CHEH o
£ £50| UCk EICI2tE2 M3, &), 22, 7t9t ChE 7|20l Wsh= §4-21 PDE1, PDE2, PDE4 K.Ch= PDESO] Cit0] 10,00064E &1t
o= O 2 50| ULk PDE3ZL 4 &4 (cardiac contractility)df] #0{5k= §40|22, PDE3ELCT PDESY| LSt O|2(8t MEj 42 S35}t
St EfCRRIE, YOl(retina)OllA A= $40|X} phototransductions BESHE PDEGELH PDESO] CHaH0] 2F 700t) & 50| SACh
ElCi2tBie E3t PDE7~PDE10LCH PDESO CH5HY 10,000812 Zsts O 2 50| UCk
O] 2f(HRA| F0I18)2] HF37I7HS FE| o17| Aot HRtoHAl ZF Tl Ald(at-home setting)llAl 1,054F2] BAIE HYSZ 3749
LYAFE HAIBICE 0] 42 U7|SHE SHAHSE RS HHAFSH, it HwsIH F0 168 SRE H3HQ HAS AFH 7|
HE7H FAIE & OfL|2t R0t & EAIS0] 36AI27IA| 43F L 4RAHE 7HE £ A =o| USEUCH
AAE IEAEA 0] 2f2 RS T, YA (supine) MF4Z7|(systolic) X 0[R47|(diastolic) B2f(Z12f 1.6/0.8 mmHg2| B E/H
#Ad), AAS o HESF7] & 012471 (ZZ} 0.2/4.6 mmHg2| B Z|TH ZiA)2] SHOIA ${2fnt H| 51 R2IEH XI0| 7 YA H 44
off AoM= F2IB Z10|7H FKULCE
AlZfofl Chet EfCt2tEe] 282 HII5t7| 8t A70llM, Farnsworth-Munsell 100-hue testS ARSFS T, M Al (FAM/=M)9] Foj7}
HAEEA] YRACE 0]2{5F Ah= PDESS H|wE 1 PDE6O| CHEF EFCFEPHO| S St AR|BICE 2 4 AIEl0| ZH, color vision2|
30| LSt Hs =E2QUTH 0.1 %).
0] ofo] FArFH(spermatogenesis)ofl Ciet FAIE 2 FE2 B7I517| #fall, 2 A4E 10mgS 6743 7! Ife S85t7Lt, 20mgS 2f2f 6718
= 97HE 2t Y 588t HHS0A 3 71K Y&HTS0| HAIEUCE 0] & 2 719 AT0|A EtCi2HHO| |29 st YAF ElgdS
S0 Hol= HA} A%t X9 Zavt TALQUCE HA 254, HH|, HEXEE 22 (follicle stimulating hormone) 8] CHE & TE9|
Hsh= ALK YUCHT.ET & BX]
LB YA (5, 355, 3)2 H219 85389 U7 |28 #IKOP 2B, EFHH : 21-824)E HH2Z HAIB 37H2] YHAFHIA,
EiTh2rE 2.5, 5, 10mgQ) 1€l 15| R¥0| MS2 2 F7I=UCE OIS &, Yt HES (Y2 3t 2712 YLA-M 1152 258 F7IB
2}, YuAE YZENA 2| 31%, 37%2t HIWES O, 0] 2f 5Smg 57%, 67%, 2.5mg2 50% 2 LIEHt A2 HTEQICt E5! P
£ SHIEH WIS SRIE M2 Bt LIHK| 1702 YMAIFM= 42| 28%24 HWFHS O, 0] °F 5Smg2 41%, 2.5mg2 46% 2 LIEH
Ao HTERICE 0] 37H2] & AIZ(0l| FoI3= A} CHRER2 370 BR0| THE PDES XfoliFl £01 Al 2188 ZF0| AR
0|, PDES XaliHIE F0{8t 20| tl= &X} 2178S N2 510 EICIZHE Smg 18 15| R0{=at ${2f=0] FAre| HiEste AR 21,
L3R 8 B UA T §SES EfCi2tE2 AZ0IA 212} 69% 2 52% 2 LIEHTE
A4 AHE L7IST BRL 186F0IA 12752 HAISE MFOM(EICI2IE R0 142, Y9 £ 447F) EiCi2FE 10mg £= 20mgZ X|2H
ER0llA(flexible dose, on demand), Y{2fQ 2 215t 17%2t WS [ O] 2FS FOIFF &RtQ| 48% 7} 2t 7HQ19] W7| 7|50] BroE Y
5] 2= RACE
F53E EY
=na
EITIZIES F7 B0] & N45| S50 HEE B AU 88 55(Cuis £0| & BUUSE 2M|ZH0| ZEH6IACL F7 £ F BTzt
ol Hrlj WH0ISES AFEX| PACL
EtCtatEo] 80 E+FEe AAN] olsto] @8 WA PO 0] 2 AAlRL 31| E= AIME olX| 31 =8% + Tk S8 AlZt
(OFY o XH)& E4-E0 E-F0ll Tioto] YYF = GEky A= Z&0| YL
QEZE
B 2EE%0] 2 63 L0|04, 0l EfCi2HO| ZE|0f| BRES LIEACE X2 SE0|AM B0l 4= EICIZHES| 94% 7 B Eol ZFBich
CHYE 2 M 715 Fololl 2J5t0] Fet WAl ¢f=Ch
£0f 89| 0.0005% D|2H0| 2Bt DIFALL] U (semen)oflA WA=k
@ MH|®&HBiotransformation)
EICI2IHS ALO|E32 PAS0(CYP) 3A4 isoformOl| /5104 22 CHAF EICE R 48 HAMMES H27HH|E 22R2L10|=(methylcatechol
glucuronide)O|Ch O] CHAMEE PDESO| LH5HOY EYTF2FRIEICE £|A 13,0000 O M §50| QICh M2, 2ESHIAME S=0llA Yo
Eo= gy0] UCHT ol Y=|X| Yhi=Ch
@ tid
ZiZst DIEAS0lA ElCi2tEe] B A7 FAS(clearance) 2.5 L/A|ZI0| 2 Bxd HIZ7|= 17.5 A|IZHO[C) EICI2HEE SE43} hAL
AEE FEHGH A=, 2 HHENES 2F 61 %)t kiM= O AZHEOEC| 2 36 %)0| HHAEC
® M /|- g H(linearity/non-linearity)
e DRSO EfCtatEe] ofs8k2 AlZtat RO{2of ot M&Z(linear)O|Ch
2.5-20mg@| F0i7f HRI0lA, LeBE(exposure ; AUC)O| FO{Zfat HIZ(SIY B7IBICE 12 13| Roi8t &2 5 0|Lj0] steady-state
plasma concentrations0f| =&t
27| 21 SAE0|A population approachE AFE &80 &7| HF0| §ie IHEXSNA 2| Assiat FABICE
<S4 FEb>
© 1FRt
2AYst 1F LIFRIE(65M] 014)2 19M]~45M|2] 715t WFAl0l HIst0], EICi2tEe| 37 FAE0| O HUACH Of= 25% O &2
=E(exposure ; AUOE 7HM SiCh 0213t A2 k= AYEOZ RO[SA| 20 8% ZH(dose adjustment)E HFEIGH| ¢f=Ch
Q@ 715 BF5
AB(IEOLEIH FAE 51-80mURE) E= FEE(IOKEIH HAE 31-50mUR)2] MFE 71 TR & EMS sh= W7| AEH
LEAFS0|A| EICi2rE 13] 82(5-20ma)S ARSS Y4of2| GiT0IA EITEIEe] LE(AUQ) of FHIZCE BUREA EXS0A, Cra=
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