Qur}

(E=ooE][2- HenoYE |

(EHCF2HE)

(22018 Y 123)15 5

1 REYE : EICRIE(EP) 20.0mg

VHESRUER) R84, 29)

WEHIR| 2IQUSMLIES, DZYUZ20A AROIZMOI LS, QIS240]l1:-214(32K620006),
MostHE IRATIZURQALIER SIEENIZLMERQA D-DILE

[ 8] 2EMS 71N 240 BAEL 52 4248 20 2L

(&5 - 52) 27|88 (erectile dysfunction)] |2

2 220| SH0|2{H, HAAS(sexual stimulation}S BRZ 3Tt & B2 0140 st ARS 1

Hg502 of| gLt

(84 - 23]

208,

© 01 UMY A2 - 0] 2] 27 22 10mgO| B, O - | F0H AlA] HTA0| =8RICH.
EICI2HY (tadalafi) 10mg0| %25t S0S LIEYK ot SRSUHAIE 20 mgS MEat0iE ZCL
0] %2 H0jE: - 39} 3) 2 MEE| S013t 2 OIT} A|0f 4 28 Bl 19 13/0|C HEE Y
0 B0 L3t 7|2t OFRA0| SESI) ok, E5 0] 40| &3t BE 612 Of) XI457| TR0
0| 4HE XSO Rl S015= 242 2ot HASIK| Bt (1210 8 312.1) YEIH E4 & 47

© 13 HH0IMO ME : 1 ER01M 8% X (dosage adustments)S LR K| D,

© L1715 ZOWH k= HE0IM AL : 245 LK S50 MEL Qi BRI 82EES LR
GFX| 4L A3HAKIO) SR ZI0H BESZR 10mgOICt [12.2) UESN 4 & 2%,

07t 71s ZOW Sl HEUM AR+ 2 250 HE 822 10mgO|t, A= 4 39| 20f AlAjof
AHRU0| 23Tk 55 21755 SRHChid-Pugh Class CJOIA £ SS9 A0 Chet UAKI2
£ HSHE0|02 Mtioh= 22, AME MEaH| 77HY) 012/ (benefit/risk) S H7}6i0{0F BiCt.
2404 (hepatic impairment) XS0 10mg 2Lt TR2S F0i3t A7} Qi [3.LHS ERol=
MZ0| S018 71 8 U 12.2) AT E4 8 17,

© 0] Ol HH0MY ME : P BRI0IM 8 2HS L2 i i,

© A0F L HAFNM ALE : & S5 184] 0[S0 ARIOIA Mohrte O EICt

(A& FOALE)

1.42

1) 0] %2 FOfoIAt dl= Bth= A2ISHERl QS Mefah| Mo, 17| $3ig Nckeh Hjxos
UHOI YOI ZH517| Hf510] 23t il (medical history)2t AMZAphysical examination)S
ANa10{or B},

2) 4 #8912 Isk= H0] Ot A%0] Q7] TR0, 7] S0 ChSt Rz S AlRioh| 20f, =
E10] L EHS I2fOlOI0F BiLT, SHRAS AKSH 5 HEu Weln HHE FHS A
BT O 0142 NSRS 471, 0[S MOA| Leiof Sk,

3) 01 AIZS AZ0J 4AIZH O[O XIE 2] U KAUTIS(BAR 0fef] E58 445t 7))o
C2A HUSC 4ARE 01 8717t 14 22 SA| A E3(medical assistance)2 a1kl
ST 240{0} 510, M4 |5S ZA| KIZOHR| 42 2P 5% £NY &4 U WY g7
Mg zefst 4 ol

4) 0] 42 E0{5t7| HO|Lt S0{6tE S0t U E043t 5 RS HefO| HAS HE| EE NO SUH(LUE
222, OFULOEZO[E, HAHO|AASH|C)S B2 29 HAGH K20| 2SN BT
S| 20| ZOE 4+ Q00 AAk= 0] %S Aot7| Fof ERp7H A HA L NO Z0KE
SOIGHR| QA=K E20| 21610{0F ofn, 0] % £0{ £ L £0{ & ! HA L NO Z0iRIE
S0fot| Y E FANZITE

5) MM 34 AR S5t BAS(unstable angina pectoris), A1l £E(ventricular arrhythmia),
=fZF, U Uty 53N Yl(transient ischemic attacks), B, A, HIUS T3t SOt
EEA 3 cardiovascular events)7t 0] 4] Qe B/T= A & ZAL S0 UGS
5 UMAIEOIN DRI KEUHI MEQ EE)T SEH LEIICE 0[2f3 QaARISOl
i BIRS0) (IR OJHEE ASA ASIOIRE (pre-existing cardiovascular risk factors)
S 7HR2 T J2iL, Of2{3t QeS| AEEA AROINS E= 0| Y E= 4 89 E=
O[2{3t QIRS2| X} Ei= T2 QI S2H AN 0] Q== E5] $oikIX| ol

6) EICIZALS 6~127427t 112 25mg/kg/2(20mg0l T&] 822 S0i3t QIMUIM HEE cE80H
A5 3HHE Y LE(4Y 3.7~186] 22t &) L 10149 802 JHo FO3S I, U
JHOIA ZRFA (spermatogenesis)?] ZAZS 7KL KA (seminiferous tubular epithelium)
9 E¥regression)0| A51C. 0] 4| FAF&H(spermatogenesis)Of it FAHKQl &3S &t
517 9fof, = %S 10mgS 6748 7t U S8517L, 20mo 242} 674 EE O7HZ! fY 285
HYSOIA 37HX] EARS0] HAIEIOI 0] £ 27H9] S04 EICI2ILO] X290t 24510]
QUL EIHR 0] 0l BR A 5T 247 AT, WAt 25, &, HEAS
22(folicle stimulating hormone) 2 L AMESQ Hai= RHT(X| QOITH11. 1) ey
S4E MR

) BUANQEHM0 : thEY HAS 2 S2d HISY (SUH ot FAE)0| Al Et: PDES
MRS HEI3 SUER|| 280 DIze 4 9l

2. O3 #Holl= SOf5HR) & 2
1) B3 SEH] Q7| HM(organic nitrate) AIRIZHE B71H Y/EE 18HOZ 2251 #7H0]
Hi 0] %] 047k 37/0[CH1. 21 & 6. 4SHBS AE]. UM BRI tadalafil}2
HMH(nitrate)0] HERS KRS F7HA7|= 7O LEHATH BT ES SRS 428 JI|DE,
YNHOR HOIS A7t ZAN7|TH[11. 1) AZEIM S 8 17 1 2 TMOI0| M5t 2182
S7IRICL 042 RAMBIR nitric oxide)/cGMP Z20 L3t AL EfCI2ZO| 25 5119
22 §HE
2) 0] %S T3t 47| H¥(erectle dysfunction)g XEdt ASS2 4 BT YR e NF
HaH{cardiac disease)0] QU= 0 AaHAl= OF BTt QlAR= OJHERE AEZA H80] Ol
SHTIOIA 4 #IZ Q15 IOl M Y (cardiac risk)S 12fo10{0F ST},
3) A R0 Y= T3] SRS QU Al ZEEIX| %O 0] 40| AR0| F7I0[E :
- |2 902 O|LH0| A2 M (myocardial infarction)Ol JH &t
- S01%5t BAZ(unstable angina) = 41 (sexual intercourse) S0 L5t &A15(angina)0|
QU Bt

- {7 674 SOt New York Heart Association Class 2 E& 1 0[A9] A& (heart failure)O|
QU Bt

- ZHE[X| of=(uncontrolled) £ &M arhythmias), HE4((90/50mmHg), T ZHEX| ot
391 170/100mmHg) 2%t

- 52 6743 O|Lj0f HZ(stroke)0| A01E St

4) MAY Laris 10} 00 YN UKQI Eldy YUTSTI= e AFO| ZE=R 0t
002 0] 49| AR0| HEEK Y=L,

5) 0] 2 E{TIHHO|L 0] 42| A20] 115 (hypersensitivity)0| QU= SR S0451H Of EICt,

6) 0] 2} CIE 27|28 X2 Qo] MR Uit D 9& 40| BmiX| Yolona 2 &|
S RlzReel B8 S0 HETX =

7)01 %2 RS &R0t o0, ZHEQA ElhK(galactose intolerance), Lapp RFEHEA
Y5 (Lapp lactase deficiency) F= LEY-ZHERA E480H(glucose-galactose malabsorption)
59 FHHOI 2x7H U= BRIAI= FOfeHH OF EICH,

8) 09| PDES AfafK| £ 0159 2A|9{0] | UM HYANZS(Non-arteritic anterior
ischemic optic neuropathy, NAION)Q& QI3 BH% £=0] AZI0] A% SHTJA= 0] 24 &
ot oF &lrt,

9) 0] %2 2345t PDESK{3RI GC X=3(Guanylate Cyclase Stimulator)(j: 2IRAITNE 8
£0] 51= ZS, GC X=2(Guanylate Cyclase Stimulator)2] HUZGHEIE Z7+AIL 4 %O
02, £ US0| HEE0=37/0/C,

3. LIZ ERil= A1Z3| £018 3

1) 80| S350 7|01 #xiZg X (angulation), i M35 (cavernosal fibrosis) =
Peyronies disease) T SZLEIZY A010| 2 XS 717 STHANHETHIH(sickle cell
anemia), CEHZEE(multiple myeloma) Ei= WA= 0] %S Z35H 7|9 HAEHE
AIZ| S01510{0F T},

2) 578 EfCIAL S E(AUC)Z HISHHQ! AR, EX0 of3t S20fA 5ZEZ0 0] % 1Y
18] 882 3t MEHE X S0l HEER| Yt

3) 55 271554 SHChid-Pugh Class CJOA] 0] 4 QR TSt QARE= A3tEi0|02
QA= MEBHH| 4O oA/ benefit/risk)S B7151010% 511, A5 WAl 532 2715
0 £R0= 0] 24| 822 10mgS ZMeME= o EICk 24 O} Sl BRSO EfCi2E
19 18] £0f 820 3t 0|2 753t A=/t 81002 Hshe 32, AME HEaHH Y
RUY/AB benefit/risk) S LFe10{oF STt

4) SMEM(doxazosin)T 2 LIH(1) XitF(alpha(1) blockers)S 231 EHRI01H 0] 42 H2
S0fo}R UL BTOIA= K Z40| LIEHS 4 UCHEASHE 3 A%]. WA EfCi2rLat
UTRKHH alpha blockers)2t] H82 HYEX| G=Lt,

5) 2245t CYP3A4 XsHR(ritonavir, saquinavir, ketoconazole, itraconazole, erythromycin)2:
E85fc B0 0] 45 HEE0IA| EIT2IEY TE(AUC) B7P7} HEEHOO0R F0/5{0{0f
SiCHp. ASXIQ 8 2], 0] O} 21245t CYPIAL KBRS HRE0] & Q0= 0] 40| £0i22
£ 211 10mgS ZIfHX| 42 601, 0] % £0f 2 7217t LI HEO{G101M= o Eict,

6) 27|5719| K= BEOZ LiRiet 20l(potential underlying cause) 2%t &E5t A2 L0
F0I2 RSt X210 EOIS HEGI0I0F BiLt. 0] Q0| HIAAEH IRPHRMEES(radical
non-nerve-sparing prostatectomy)3 22 SR SHEQIX] 0157} YR QK| Gt

4,01t

1) S N 2
U A2 st 27NN AAHE2, 5t A4S0 YMAFN R 0j4HS Wees 02
QS0 CHSH QAT LS T 2R bl 4 Of, AR UN0IM BHEEl= HISS HHsHT|
R3S QIO BT HAAROR HAIE A AIZOIA 9,000 012l oA SO=IT
19 18] S0 O3t 0] 2| QLA 5 1434, 905, 115%0] 2%t 24 674, 14, 2850
0I5 HMTE T2 A| 28at= 0] Chefidli, 13008 2 1000% 10| 242 Mol 674 4
14 50 £05 HofTt,
7|5 30] Ot HRA| 280
12750t HAIE 8719 £0 Ao A U4 AIFUIA, 0] %S F0 H2 BiTj0] B Y2 59
H%(22-88K), 01 % 10 Ei= 20mgS FOi3t BROIA OLEISOR QI3 ZTEE 3.1%21
1, AR 1.4%%L.

PI0F THE QA ATRHOIA PASE H0Y M2t BRA| S85H= 8HOR 0] %S FOoiei%is 1), [ISY
01} ¥ES0] EEIQCHE 1),

B 1 87|50 Ot U2 Al S2Q40) Ufet 8719 2 Ao U AAAIZUA(E R SRt
Ot Al 281) 0] (10 = 20mg)S OIS 21| 2% ORUIA 20/, 0] Hlah 45
SORTOA O HIHGH 20 E AR B 0[S

oas 9 EIC2fE5mg | Ef2E10mg | EHR2IE 20mg
core (N=476) (N=151) (N=3%4) (N=635)

55 5% 1% 11% 15%
A 1% 4% 8% 10%
o5 3% 3% 5% 6%
o288 1% 1% % 3%
Hi58 1% 2% 3% 3%
sy 1% 2% 3% 3%
o 83 1% 1% 3% 3%

27|20 Ot 1213 2

12 T 247 SOH A 3719 K19 T e AR01A, 0] %2 FOJE2 SRt E 2
HRLI21-824), 0] %S SO ST OLEZOZ ISt FHS2 4.1%21 HIT,
FOIA2 SR A= 2.8%%.

127 S0t HAJE e ARISUIM LS9 OLEISE0| H=ioickE 2 &),

B 20 47|70 T 0] %S 19 18] 802 127F S0t £0{5 3219 £ Yo 01X K 34
e ARIA(S B0 CHSE AR 23 0] OF 19 13](2.5 Ei= Smg) SO Bixf2| 2% 01
O 010, S0 HISH %42 FORZOIN O o 208 SRz # 0gHS

olof | |

e e
£ % E) )
e i) % 5%
HoI= % ) h
o5 % E) )
Iz 2 1% 3 B
£ 1% 1% )
285 1% % )
e % 5% )
E 0% 1% i)
Hi58 0% 2% 2%
EEES 0% 1% )
2279 % % 0%
S A2 mt 0% i3 1%
= 0% % 1%

OIS OfEHS2 1249 $12% CHE Qe A0 2450 21 208 Z0[CHE 3 31)

B3 971280 Ofdf 0] 242 12 13] 8HO= 247 S0t £0{3H 1749 9o iE LHAIEAA
019 191 18] ARB(25 &= 5mg}e FO2 #R19) 2% 00N 2=, o] Hleh o2
SFORZOIM O HI5HA 20 GSRlz U O1YHS

o oot i
i -
HRI=Y 5% 6% 6%
e 2% w "
o5 3% 5% 2%
W29 0% 3% 4%
Asisg 1% % 1%
Wemgm | 0 3% =
088 2% % 1%
oy 0% 1% 3%
Hi5d 0% 0% 1%

e TN HIHS 1 YIRS L &7|2HS SO SRiof ot 12 18] 8

123 717t9), 3249 $194-THZ R| 34 YHAIRO] 5 2242 SN HlThS S, LIojR| 1242
YYHPMHIHS 3 2|21 SHsH AT, 0] AS FORIS BiNt0| By A2 634
(44-93K)L0 OEISOR Ot SEHS 3.6%Q1 B, $19F £01 BATt0A= 1.6% 8L Kol
0] 92 FOI%2 25| 2R A5f H1H A2FHS FLet OS2 E 8, ¢8R &5,
TSE0[C} LS9 Ol BECHE 4 F).

B4 QY TR HIOIS0IM 12 13| 80 0] 949 123 K= 7719, 3719 H-THE Y AIE
04 12 12| 80| 5 mg X|2 8R10] 21901A] 202 O BT} £2 e LiE 9272
2 O[S (V4] Qe MK HITHS Q4 0] Qe TR H0kS 4 27|y chet
e 2

felle] |

m | B [ w
5 23% 41%
A3 02% 24%
25 14% 24%
HRIRE 16% 21%
Al 10% 14%
2RSS 0.0% 14%
255 0.3% 12%
RS 05% 1.0%

FIPHOR, O MM HICHSM 97| 5 O MM HITHS T QUAIRIIM & BIstet
OIEIS((19%)02E YT BT, AR £ OA & HHE A2%H(muscl spasm)0| AL
8% EE= 2852 B 196 4717 JIHE HIs2 2umoin 0 99 2 o2 AIF0A, 85
E=J8E2 YHHOZ £0f 2 12-24A17H 20| W10, UHHHOR 4BAZH OJLY0| AHEICH
0] 9 S0i9} 23HEl QF/ISER M O% of 612, £, OiE| E= §5f2 28 EHY 542
e, Z19(0= =2)0f oo ABI=iol. LMo, E52 25 FE 55502 1
U, 5 |2 Q0| AMEHOLE 529 Q5L R HITR BUEHMCHRE 2119 (5%).
YA x|/t RS O, OLYEOID|:H E= HIAHZ0|=H AHAP} UBHOZ SUHOIRIEL
|25 Qof= LEKY| YR, A0l 0joRs(0]. F6|2) MSAHPE SR, HEiHoR, 1
Al 8402 0] 92 S0i5t BE WEKY & 05%7 25/2859 ZuZ S0E FHoQI,
1SN A AR, 28 2882 BN 22 5,5%24 1.3%MA Bl ¥F, 2%
&4 E NAY0) it B71S RS MEN ZA i A0z QOfRt 7|E 5019 F7=
QUL 7|9, b HEM HIKS, Qg HEM HIHS /27| H0f st 0] 49 19 18] 8%
OfM SYS2 B 2, 3, 40| MESISCE 0] 9 19 18] AR Chet AIROIN, 280 2289 0l
$SR YUIHOR 22 T 55 01901, DE MSF0M SHE2 (1%L
0] %S F0j3t BE AFSOIM M2 pi3te) Yz ESUTHERIY (0.1%).
7190 D2 A SZQH0| Ot 01T ALNHS0IN, 0] %S S0 22 664 Ol
STSOAM LA7HCIS HIAGH 2 =R, (25%)
052 19 13| 8 = TR A 8HOZ 25+ 0] %4 tE U4 AR0A Zud F7101, &
SIS OJAES((29%)S LIEMH Z0ICk. 0213t OFSHES S O] 240 OIDY BN SHAGHR QL
O SE0IM RI2IE 242 Z0l6t, 4= M1 75401 0 FEHR| 20 2ot ol
ARSI,
- T 292, S 2, 85, U2 85
- Y3, 88, MY, A2, TR MY, YA, M Hey
- A[7: 20715 ZAL ] HIEY, FUE, Aok N9, 9/, GGTP 57} &2 ¥, 24,
Y25 83, 7E, W= 55, AIEY 58 HEEY
-227 5, 5835
- AFA : ORI2I3, 224t T3, Ok, B8, 15
- A% D] [A Ao
-3E7A SETH, HIEY Y
-1, Y, st
- Qtb: Ao S8, MZI01Y, ZYH(ZY 58 23), = §3, =8 24l 57t eHEHE
- AR M A EEH 0
- Bl AT [A 7] 571 THEN 8 |
2) 3| Al 3 AR 23
LIS OLHt32 0] 49 501 & M8 7|2t 5 HOIEOILY, Of2f3t RS2 254 3719 BHH
ORLE| INOZ o0z Sy U rEul0| QLN HRES S5, 0159 Hiz
£ U2HOoZ HISh 4 Ol 22 OfLIC, 0[2f3 OIYUIZS2 B, H1I Hi, FHst 2
10| 3 E= OIS QNS S3K QA2 Qo) BAYUL
HEEA A 0] %9 AR UAHOR HA0| Ol AORE 3N, oY SOM,
HEF, 88, YARY, M SHY o HINS TR5H SRt HHR OYHIZ0] AR & E g
T OIS SRS D5 ORIXID IR 7|20 MEEA A3 QIR7} UL O[3t Lt
S0 30| & F= A0 WAR 402 BT, UBE X 39| {0, 0| F AR 2E
Of 243 202 HILYC) T2 OIYHISSR 0] % AR 3 HY 3 ALK £ 20)
YR 2102 BUSiMTt, 0f213t 0[S S0] 0] O, He, BRIQ 7| AEetA Hetat Ay
OF Y0 YA, 023t QNS S3H Q4S5 20| YAl E= UE QNS HH0|
QUEX| O Solst 4 QI (1. 210 8 2%)
M- FE207| AE2-25 357 BI| 2l DH0IS T35 g
AFA- HEE, U2 3 R0 i ADIMAY |y ES
OHll- AJOF ZA(SA ot ohet ial S 3, 0 Ao T, U0t S0 A, &K A 44
2 Jl5H Al2] Z49] §010] S HISUHHUIGIEAAIMEES (Non-arteritic anterior ischemic
optic neuropathy [NAION])O| 0] %S T35t PDES KaKIQ At Al7[KO2 5} ALt
% CEJ Su=il) 0j2f3t BAS2 D OIL|XSH (R0] 71ZY OIS FRFHEHE
0[0f SPY=/l= 93) NAIONS] Lai0f Cist siSHE] B0 E= & A3 QXS 7hRjn
QUACE: S QE3I HiZ(low cup/ disc ratio, crowded disc), 50K 014, B, TS Ty
U U, IXEE, 5. (6. Y 3 & &%)
2= ATt & 0] %42 33t PDES MoAIQ) AR A7|XOR Gik0] Ol A0Z ZRAR
2 4H T 249 Z37} S0 U SE0IM, HY O[AUISY £ IS & 4
U= JefA Ef 3l J[EH OIRS0] HUSilT B2 SN, Q5K FEBE HEE HHH0I01,
O 0 0[4t30] 0] 9] ARt AHNO= BRA0| U=, BHXtQ) &2} SH0f Ot 71
I3 QIR 20| QLX) 0[215H QRS SRA QA0 A3t 21X, TS QIRI0Y I3t 221K|
Of<i= SH0181 2 OfT} (5, UBHR| 39| 8 1)
Hl A7 - XISE715(1. 21 8 B7)
o HREE
3) 0] 919 13 S0{A| AR 01442 AR EM(Primariy sinus bradycardia)0] AURECH Azt
FA UL, TR0 AT 0142 0HST SHIHL,
4) A 5 ZAZED
® EfCi2rE bmg UM A & RAZED
© ZL0IA TRIAS 2foto] 4 S0t 61339 27| BMIS (YO MAIS Al 3 ZAb
21}, QoM UHSS UBto| Qlafao] HEeI0] 4.73%(29%/6138, 3722 LIEIHCH,
015 0] 19| QITFAZS BRI 4 Ot USROS RS 375%(23%/613F, 3124) 01,
- YERAISE £& 1.14%(78/6138)721], 288 0.82%(6%/613%)[621, 8% 065%
(436138474, AHEX 0.49%(3%/613)[32] 71243, HIEE 2} 0.33%(2%/613%)
[221], 012 AZVEIOH, AT, AStSe, OIS 20,16%(1 /6131 24102 ZAIIRICE

- et A2 RaAISS AU,

- OJA5HR| 25t USRS AIZHROH 0.16%(18/613F)[171]02 HuZYLt,
@EICI2HE 10mg, 20mg THURIY AlT & ZAIZDL
© LA TRIMS $16101 6 S0t 10,5009 SIS THAOR ANSHA & ZAH 21} QAR

S22 o] QIR0 AHR{0| 394%(414%/10,500%, 517202 LD, 0 5 0 %t

QIS biRIE > Ol QUSROS UHS2 347% (364%/10,5008, 46171) 0I%(C}

- SRS F5, QBRI 2} 1.30%(136%/10,500%, 136702 71 BItOD, A8t
2% 0.33% (35%/10,500%, 3570), 285 0.19% (208/10,500%, 2171), HI53 0.12%
(138/10,500%, 1371), XIS 0.11% (122/10,500%, 1221), HE 0.07% (75/10500%,
77, NA7IS 0.06%(6%/105009, 670, SHQANAZI} 0,06%(6%/10,500%, 620),
219 0.05% (58/10,5008, 521), AAZEI 0.04%(4%/10,500%, 570, =58 2 HA%|
1JE| (SGPT) 37} 2t 0.04% (4%/10,500%, 471), 72, 7E, 719, YZ2OIH5]
457} 12 20.08% (3%/10,500%, 37), S2%, Q=83 L83, 7UUE, 15
MY NS, £3, WS} HANZAS, S0t 200, FMAzA 20,02%
(23/10,500, 270, =55 0.01%(13/105008, 271), B, ZHS, UISE, £5E,
T2 S|, 2US, FOIES, SR, YRRHSTL AR, BrRdAU i &5, 8t
32, ST, 8%, 33, J2EME, 1S, 1IE8, 2015, IO 35 571,
LR, FHZ, SHET 55 WIS, UZEE, B, WAKIQENSGOTETL, 4
ABI1712H0.01% (18/10,5008, 120)2] £02 ZAFOILL

- S5t USRS OIHEE 0,02%(2%/10,500%, 224) 019iC,

- OfdatR| 25t AS QoS RS 0.31%(33%/10,500%, 37702, HAQALAZT}
0.06%(6%/10,5008, 671), YZ2Io aHEAS7H0.03% (38/10,500F, 37), 337,
eI} 201 QTES, LSS, HMAZA BABZAZ0| 2 0.02%(2%/10500%,
27, HLieE, AU FIIES, £58, (195, TRY, HIZMAHSE, AT,
&, ST, OIS, FH0KEI EF S7H FMAS7L SH0] 2 0.01%(1%/10,500%,
1202 ZAERLLE

5) U AR SR 6 23} 2AZ0| S0 T2 R0 Ye 2281 Hlwelo] EA
OF QO[5H| U3t RaiME 5 0ot E5t oAtz CHSTH 20| LIETE Cigt, 0] Ut
QlapRA= EQIZ|X] eiotTt,

- BRI (medicine ineffective)
-F ot
-284A 2485

5, QIE x9|

1) #0932 Ei= U2 )0 UXAH A HH0| sh= 22, Ahk= 0| 42 HEI3H PDES
KHRI2| ARRS BRI 212 SHROIA AoH AISHHQI RIS TIZ0{0F BiLY, O[2f3t S42 A0
Z(EH TN a2t oot i 3 O K01 A MAS TS AIY ZE| #4010 2 4
QE, S8 LEILEE R0 HISUHSHIENAIZS(Non-arteritic anterior ischemic optic
neuropathy, NAION)Q| &2} & 4 9O, 0= Al & ZAA ESA B 0L PDES
foffs|o] E0i24 AAEO! 40| Qli= A0 LIEKATH UHE 250 M20, HISUHGEY
ARIZZY A7t S 504 0149 H401M 1000008 2.5-11.8240]ck
3t S~ 107} 3 I00A NAION 234 X120} (6 247 O[L) PEDS XfofH| AZS Mgt 29
| NAION &0 12Tt %M 7]2404] PDES XiohHIS AIZ3t 292t Hlwal0] Frt=iict, o7
Z03} NAION 101 % 28 B7fohe= 102 HAIZHCD, 98 FHxI= 2.15(95% Cl 1.0, 4.34)
QT AR AN T U2 27 B SO, 48 FHR|7H2.27 (95% CI 0.99, 5.20)0]
Lt OIS AIZOME “LEE ANZ 952 ZXieH 22 NAIONS 7JEF 913 2210] NAION
201 7109342 4 Ik Al $9| EF 211 E= & B0 PDES KiiR| A1t NAIONY
UN0| PDES Ko ALt NAION AO[S] QIBFHAS SIEHEISIR|= QECHA O[AES &),
M= 7IEY HISUHUSSYANES S QR U= SAE0| PDES MafR| £0i0) o3
Fofct HS WS 4= U=K| LS NEfHOF BiL}, 0/0] HSUHAGREANAZS F&5H H0|
U AEY 2, BISUHUSSLAIAS TES B0 Cf L. TN, O SRISHIA 0]
S E2f5t PDES MARIE S0fot= 4R FAE 7I20{0F 510, 7|z R2140] A2ig 43l
Stz ZLO2H S01aH0F BICHA. OlHIS 3 BX).

2)0| 42 SO Ei= H5 Y AspH STI0A| FO0I3H 20| HCt, HIZ 0] 20| 2243t KRt
OAME BEARIS AR o 202 LIERIN, Z301Y E= #54 AstHY &t
A= RUY/ARES WISt & MEs| S0f3HT,

3) 0] 97 4TS BF 0|5 S SYKR0| YO0 HUBZO| Hot AeHR0| FUE &
UCH. M= B2 U AT 0] %9 HRE0A| ofedis: BT SY U4, RS, £8 &
78 5% % ZH0| LIES 2 132 SHRI0A| L2{Z0{0F BiL,

4) YA HHE| E= (01 #750] S8 4 I9)0| Yheks 22, A= 0] %S
B3t PDED XfoHRI9) AtSS SIS S SROIA A5k FA| QK0! FAS 7|S0{0F Bl
(OIJEHS 9 Al & ZAF 3E),

5)EfCI2tE 5mg 12 18] 82 213 6742 0149 LA ZE2 QITHEICIAE Smg TR S,

6.45%2

Of2H0ff 2= Hi%t 20|, EITI2HE 10mg L/%= 20mg0i Cf

EICIZHY 10mg 8TS M5t H3XE G50 B

80| LIEfS 71542 25| BRI 4+ i,

1) EXCI2YO] Ot C}2 9559 248
- EICI2L2 22 CYP3A4O| O[510f CHAKEICE, CYPBAAS] MEHROI RiafKIQl AETLIZ(1Y

200mg)2 EITI2 ©% £0iA9] AUC, Crar 201 HIGH, EITIZHZ(10mg)] AUCE 264, Cnax
£15 % S7PAIFL, AETUE(12 400mg)2 EICI2E(20mg)e) AUCE 4th, CraE 22 %
STz,

CYP3A4, CYP2C9, CYP2C19, CYP2D62 Afstidt protease inhibitor?! ritonavir(1% 23|
200mg F0i)= Crac®] H1212{0] EICIZ(20mg)2| AUCS 284 B7HAIZCE

E0/XO! 4BRR0| A== UURI, saquinavir 52 T2 protease inhibitors, J12/11
erythromycin, clarithromycin, itraconazole % grapefruit juice® 22 CI2 CYP3A4 inhibitors
= EfCf2HEY 3 505 S7HZ HO2 Y02 /510 58 S0 Hl0f0} Bitt 1 2t
2A 430 F7H3t 0|4EIZ| ST S7HE 4 OlLk,

CYP3A4 RE2T0| 2T rifampicin}2, EILI2IE HEE0IA|(10mg 82)9 AUC 210
H[at, EICIZFEOl AUCE 88% ZAAIZIL, Ol EIC2IEY 858 ZAAZ £ QXIE 1 244
HoE LeKIR| QoI HcHt2b|phenobarbital), HLIE l(phenytoin) X 72HIOHT
(carbamazeping)Zt 20| T2 CYP3A4 RSN B8 £0] ANl EILIRILY Y 525
UL 2 IS8 W 2 ol

- EfT2HY) 22 (disposition)iAl 45X Ktransporters)2l EH0IE S p-glycoprotein}
UM UX| ULt WRH, S5 Htransporters)2| K0 st UBAS HE ISR 9l

- 0] 42} HMA| (A0 ILE/+A312201E)] MBSO 0] 99 CE(AUCKIE H3t
10101949 S4-30| FH5| ALY,

2) T2 YSS0 Ot ElCierEo) g

- YR, EITi2HZ(6mg, 10mgt 20mg)2 Eiii@i(nitrates)2] BURS H8S S7HA7 |
O LIEKAT} W2tA, Of3t FEH 7| ZMSH(organic nitrate) MR BN Y/Ee
UEHOZ E35f= SM0fA= 0] 249 E07 27|0ICH1. 21 U 2. TS Sxiol= S0f5H|
L& AE]. YA Zuol 2T, 15080 B EICEES 0i 20mgY 7Y S0t £0f
5t 0.4mg nitroglycerin H6FES TS ARZHHO] SOBIOIS T, O[2f3t 4SRZ2 24A12
O R4S/ EICILS OIXYOR L0733 48A1Z40] XIS If Cf OFY LIEILIX| ottt
f2tA, 0] &S SO(EICI2HY 2.5mg-20mg)et SHR17HETH0) 9B e A& Aolo] At
9 £07} 9fatxOR HICA| TR ZR0= 0] %S DIXAOR S0j5t = FAG 4BARZIO|
Rli SOj0F ZMHO| SOS 2fet 2 QUTt 2Rt SEOIN HMES SOE D= ZToH Y
%515 DLIEI(haemodynamic monitoring)Zh 317 QAR KASt ZIZ0] 44H<0{0F STt

- EICI2A2 CYPAS0 isoforms0f 9f5101 CHASH 29| HAB(clearance)S UYHOR 29|
ot Moot R s AOR KYER] =Lt A 2t EILIZE0| CYP3A4, CYPIAL,
CYP2D6, CYP2E1, CYP2C9 & CYP2C19Z E3foHs CYPASO isoformsS AfaoLt K.
S1| Q=D 20| 2RI

- EIT212(10mg, 20mg}2 S-S Ei= R-SIIRICYP2CY 7FE)0f CHSt = S(AUCKH| 01N
MO Q0I5 AR S LIEHIX| %D, EILRILS ol (warfarin)0] 23 R-E 22
EZ¥I ARZHprothrombin time)2| #1201 H&HS DIR|X| QI

= E}gﬂ%ﬂ Omg, 20mg)2 OKZA2[ A Hacetyl salicylic acid)Ofl 243t E8 AIZIZ S7HAI7IX|
5.

- U4 i3t AIEUIA EITIZIEO| SnEiR|o| BoiRie MRS S7IAIZ THs 0l totol ZAt
S, ZaS2AHH@mlodipine), QXIQEA HEGA(ACE) KoliRienalapri), HEHOIE
B2 284 XH(metoprolol), XIOFXA 0lkzRl(bendrofluazide), QXIQEA I $E5|
AICHRICISH S U 83 o= T X0 OfK(thiazides), ZES2ATA, HE-AIT|,
2/ UT-RCHAS RIS TEGH0], £Q SNHOIZ0| KT EIL2IZ(20mg
20| M2 OK|QEA | $2F| K L amlodipine] Lhet 7SS K25 10mgk 0f
0| ofmt oSt QEO= Qolst HEXIZ0] ot

CI2 giaforal A0l EICi2HE 20mgS Stndol X[z K| A5 RAHRI% 8 HEE0fa10] o

SIICH. Of2f B3R! K|= RIS FO013t SHRI01M ambulatory blood pressure®] Hist= SQIXH

HEO} 20| = 202 LIENT, 019 Ho10, HRIAH0| & £[X| Y= BRUME, HIE

0[2f3t EUZAT} IR BRI KZet St BR10| IRl QRIS 1 2A7H T 2Tk

SITH0| 2 |1 Ol SRAE HAZAIHHIN A25H AR LIEILKE 20t HISBI,

- S8Rt Offantihypertensive medications)S H2atE RIS, EICI2E 20mg0| St
ZAE 9oz 4 QIO OAAUMAHAIE K|, 02 %) UKo SO7| glon UMY
O QOJ5{x| i O WHEL), K| 3¢ ULAIH K29 24 21, S8y oS 0] 4t
25t SRt 3Bl O 910] 0] %S B8 SN 710 0JeltHS0= X0 ST
T2, SISO UHS Weots F A 74 TSN B BRISOH AR5 QA0
AT (appropriate clinical advice)Z 51040} BT,

- 2K(1)-adrenergic receptor blocker®l SAZA(1Y 4mg = 8mg)z} EIC2FH(5mg 121
§I84 T 20mg HIS0)S HES BTA SAZAIS| BRI Gt R9st B £}
SIICk. O] &= R0f 3 12 AIZWIIR| OfHG| LIEIOD 78S 233t Z40] LiES 4 9l
2N, EICIRIE SAR AT e AR k=Lt

- 3P QIRl0] 24745t XIRIRIS ChO= 5t 4BAIE A10fM, EITI2HE(10mg, 20mg)at 4Tt

ZM(alfuzosin) 2 HEHXIO1 AH1A)-adrenergic receptor XEQl EHAR M (tamsulosin)]

Y20\ UNHOR Qol5t Sotat HIEIK| QIOIC 2L, YT} AHAZ X2 i Ol

#1 % Eo| IHKY| AP EITRID ARBA| FAUS 7IS00F $ITt R|gE= HARYOR AR

o] X0 RHE|0{of SiTY,

LTS ST A0 85 5T 0.08%)7} EICRHL(10mg = 20mg)2 B S0i0| A Azt

ST QIO T3, YTSS US S015 5 SN E[L2E S| st LIELIX| 01Tt

U722 1 E+TUE H0H3} 5P |95 (GRS AT YRS S0 5 2ARMIK 24

27| %202 E0{Eio, EICIHL(20mg)2t YTZ2S 3 S0oks 2% EICER 1829

UT2(0.7/kg E= B0kg LM 40% LTS[HETH % 180m)0f 2Jat0] Rri= B HY

ZAE B7PA7|X| UORIDH UL SIRHHAL HSY 371524 7|2 KQI0| B

EICI2HES X2Y0| ATS(0.6g/k)2t SO0GIS I, MRS HEE| ok 37|52 dTS

=02 S06I%(S Tt QASH HIEE LI QA7 |50 it 4S9 HES EIT2HL(10mg)

0] 9Jat0 Z7I={K| 01T,

12 ethinylestradiol?] 27 K085 (bioavaiabiity)S 57H\7 k= 202 LiEKSTE

UNEOI ZQHO BEMGIX|THerbutalined] 2 FOAl AR 5717 OIS 4 T

- QA oyt S0A EfCIIE 10mgS B2 theophylline(a non-selective phosphodiesterase
inhibitor))2: &7 S0IHS T AEHE 4BHR0| LY SUSH 25t K22 olo] et
(35 bpm) 37191} & G100 0] 282 ZQ5IT| Y ULHOl AT YRR, 0[2i3t
ASES e S013 A= 0[2f3t K2 WRGI0{0F It

- 2 ARSI SOJXQI 4B RS 7t 3R] QolT

7.5 - £ 51 AOj et £0f
1) 0] 42 G4, A0 L AORAH ARt 4 QiLt
2)HES (§AO2 3t SSHSUA EfCtetY U/ 1 (A= Ei¥S SI6IH S5 UEEC

Hleh & 2.4 B £2 ST2 RFOR FHIIHCE 2 O0M EICIALO] AR Chlo] el

bt gict.
3)1,000mg/kg/L7HR| S013t HEL DI04 27|34 (teratogenicity), HXISA(embryotoxicity)

L= Ef0Is A (fetotoxicity) 347+ L.

8. 28 U 7| 850 chet g8
01901 8 % F= 7| M2S0 0j3f= F2 Haf AL AT £ ZO= O £t
0213t AAHAQ! F3ke Wrtoly| 945t SOIZQ! 17 MA=|R| QT QMY 2k ort EfT2rY
ABEROIA OfX[&5{dizziness)] L&l HIE7H AGHRIRY, Rt HOILL 7[A) 22} Hoj £010] 0]
10f O E ) EFS 3= QIX/5ta G0{oF Sitt.

9. ZE0JM| HZ|
1) 24283 NSO 22 500mg7xISl 8S 18] F0f3t M0| 911, SRSHA 211 100mg

TN 19 SO0 0f2f H S013H K0 QICH, ONEISR MBZUA LT 24t QAT

2) IRZE0 A= LQA| BE 2EQ¥(standard supportive )S MBI

EAEMO TSR b0) 71| B3 DIRIK| D)

10 2 4 3249 FAA

01 12 BRSNS
183 S0 94502 99t 4o

1) Of210]0] 0 HX| g, £0] €| = R0} 228 2

2) T2 870 BHR0} = 22 ALI8iI0] E7iLt 21 QRISHOIN BiEZiotn| gooe e 1Y
FEEREECE

11, JABSEYAE Ha+

7L AL DEFI0mg(EICIHE) [RMEINIO0| 1ot CIROF AIURIAF20U2 THELIIE)RE
2YRNS 22 UANHOR 2 194 2425t MO0 3= A| Tl Z7R005101 3092 BF
E[C2ILS 25t 23, HlEIBRIAUC, CradS 2THGI0] SHMSIZS W, YAl
9] 90% 412172101 log 0.8011A log 1.25 O|LIZA S 8IHO2 S53IS AFHIACL.

LR AwRs
=
AUCo-72v Crex
bghiinl) | ogfml) Tradh) tinlh)
of | AUATLTH 1.5
WEY | i) | 7571007 | 682668 | ey | 1926455
" TEH0m 200
NE | epmiienibolo] | 72612184 | 3442758 | (oo | 19102591
0% MEfzi log 09384~ | log 09280~ | _ i}
(71 lbg 0.8~ log 1.25) M3 | 1

(AUC, G, t2; B2l BETHAL, Trae; SR, 0-30)
AUC:: FUARIRE HESEE HEARHIINC SEsT-AR A6
Crac: {1835
Trec: HISEEE CEARH
ti: U AR HIL|
* H[IEIIESRIS 2THER HER| K19 G022t

L QUIZSSHMEIE M7 RS0 T2, Al 1EH10mg, Smg(ErCIHL) [SMEIMHI0|Q]
2 (R0 TEH20mg(EICIZ)EMEMBI0IR]H HISSASRZE HEat3on, (i
I EEUH0| SSBIRI 00 T2t o A2 YSSXS5HS USHIAC,

F1.0] U2 EMEIHIOIR TEH0m(EII2IL)I SU3 H2S ABsl0 SUsH HALHOR
H SHS GMEMHIO|0] 9% RIZGHSS.

12. 7€

1) YSH Y
EICI2Z cyclic guanosine monophosphate(cGMP)-E0/&01 phosphodiesterase type 5(PDES)
Of) CHSI0] MERR, 7R FEHHOIC A& X=(sexual stimulation)0] ZAKOR HAMZE
(nitrc oxide)2l 52 YO I, E{LIZFL0 2I3t PDES] 247} 8i2H(corpus cavernosum)OiiA
¢GMPY| £XIS S7HAZICE 02 B&Z 0smooth muscle relaxation) Tt §7 ZXOR0|
HO Q013 JPHB 0N 97 |(erection)S UO7ICH, EILIAHR 4H X{50| S 0= 20| ik
In vitro M| Z2, EIC{2H2 PDESS MEHXIO! KGHAO|CH, PDEGE BHEiR| HEZ, a3l L
el vascular and visceral smooth muscle), 222, SAH, A%, H 2 Ak|(cerebellum)
O] YAE|= SA0|C} EfCI2FHO| FaK= T2 phosphodiesterasesZCt PDESY CH510] o 2
50| UC EITI2E2 4%, 1, 8 740t T2 7|20l A 27is)= §4901 PDET, PDE2, PDE4
HCt= PDESH| CHGI0 10,000815 £2ok= O 2 50| T PDEIVH f 354 (cardiac
contractiity)0] H0{ot= 520/92, PDE3ECH PDESO| ChSH 0[5t MetMS SQ5iLt, Eét
EICIZfES, 90l(retina)OflAf L7AS]= F40[} phototransductionS EE5H= PDEGRCH PDES
0f L5101 ©f 70084 £ &50] QICt EfCI2IL E6t PDE7~PDE10E2CH PDESY ChdI0 10,000
HS Zafsti= o 2 850] Tk
0] (LAl F0I2)0| ¥HS7I7ks BEI5] 61| Pfote] HOtGHA| 2T Al(at-home setting)
O 1,004%0| SRS ChefO= 7| AMAIES HAISIGICE 0] %2 WI|HS K=
ROI5HA| FHAAZHOD, Hotat H|aHe] S0 168 SHE STHOI MAS 9J5t 4| NE GRIE
i OpLI2} 043t 3 SRISO0| 36AZHIIN] S0l HEAS 71 2 A 20| UBEACL.
223t RS0 0] 42 SO 1 4% (supine) AE4E7[(systolc) 2 01247|(diastolic) 3
(424 1.6/0.8 mmHgOl Bt 20} 24), MIS T H57| 2 017[2A(ZZ 0.2/46 mmHol
B 20 24A)9 SO 4D} Hi5101 U3t RIOP7} O] 0] UM ISt KO 0T
AZi0f Cist EfCI2HEO] M2 Hrtst| 9fst (01, Famsworth-Munsell 100-hue testS AS:
S I, A AR = M)0] TON7} AZEIR| T O[215H Zati= PDESS} i 1 PDEGN] Chet
EICI2AZO| {2 HI3u URIBITH 2E U4 AR 2R, oolor vision] Hai0] Chet B 1mi= E2OICH(0.1 %).
0] 49| B3 (spermatogenesis) CH3t IR0l HBIS Tofaty| s, & %S 10mgS 642
7O S517L, 20meS 242} 67 E= PhE 7t Y S5 HESUM 3 71K INAS0|
ANEHL, 01 5 2 40 H0IM EIC2ILO) X|29 Biol0] e Ege2 Qlof HOfe At
219} 520 AT HARO, BX 254, &, HEAS32E(folick stimulating hormone)2l
O M-S0 vl 2| YOI 140 & 25|,
oUst MAT(AE, Sk, £5)2 01| 85399 7|53 SRH0f2] UIF, HEH9l: 21-82M)3
O HAJst340] AMAROIM, EICI2FE 2.5, 5, 10mgQ] 12 13] QH0| HSO= BT
OIS 3, Yt RITIS A0 5t 2740] AMAROIA 171501 G558 B7Ist 21t HuAE HZE0M
20ro| 31%, 379+ H|wgtS 1, 0] & 5mg 57%, 67%, 2.5mg 50%z LR 202 B ol
5 S SHISHT|EH SRS (MO 3t LIIK| 1749 A0 20| 28%S Hlil
#2 I, 0] & 5mg 41%, 2.6mg 46%= LIEI 202 H =i 0] 3749 QA Al
HOHE 3K} RS2 IO LR T2 PDES Ko S0f Al ¥33t Z30] T,

01, PDES AfEHKIZ E013t A310| Qi 3721732 HAOR 5104 ENCIHH 5mg 19 18] £0f
Tt QIO AR BGI0! ARGt 2, IEA 2 B HuAE HEES ECRLEE 97
Ol 2424 69%9} 529 LIEHST,

A U WIS SR 1860 12557 AISHBM(EITIZIT F01 1428, 94 £0f 442)
EITI2E 10mg EE 20mgZ X2 ER10M (flexible dose, on demand), 42O I3t 17%
O H|imgkS f 0] A4S FOf3t 2Rt 48%7 2 7HOI9) 7] 71550] HOR 40| FA=I,

DeisE Sy
08

EICi2ER Z7 £0] 3 45| S50 #8E B A 8% sT(Cra)e £0 § &7
02 JARZI CHBIRICE 2 £01 3 EICAHO) Hrj MROISSR AFE| 2T,
EITI2IEY) 581 EHTe AA 26l0] 3 2| 1002 0] 42 AN} B &
ANS ot7] 041 283 4 Ot 28 ARZHOHY O H4)2 B4t E+HE0 Hfotol U4
0= gizHy f= ZI80| a0t

oER
T EEEM0| o 63 0|0, Ofi= EICI2AH0| 220 BRES LERCE X2 S0 2%0)
= EICIZATO| 94%7F ) ZBISIC} TR ZBHS A 7] SO OJat0] &% R Of=Lt
£01 829 0,0005% 0|210] 2423 RAHO| H(semen)oflA| LAZILY,

@ MHE2Biotransformation)
E[LIZIH2 AJO|E32 PAS0(CYP) 3A4 isoformOfl 213104 F2 HAL EICH 52 28 HAMSS
HE71EE 2222U0|S(methylcatechol glucuronide)0|CH, 0] CHARAZ2 PDESO CH510]
EICI2HECH 2|4 13,0006 § K2 §50] QICf. MM, 225 HAME S0 LeE
O #40| Ik Of4EIX| YLt

oL}

25t IHEKSOA EfC2Ho| IR 27 HA8(clearance) 2.5 L/ARI0ID B BA7j=
175 ARIOICH EICIIE2 S84 TINMES2 Q25H| HAMSIH, Z2 HEF0R-Y 9 61%)
3t ixOfAf= O] ARE0IZS 9 36 %)0] HHAECH,
® ME4/H|-53X(lInearity/non-linearity)
245t IEKSOIA EIT2ILO A8t ARZHRHE0120 10 48X inear)OICt.
25-20mg?] E0{% HRAUM, tZ(exposure ; AUC)O| S0} H[2{o10] 715it 19 18]
043t 22 5 O|LH0 steady-state plasma concentrations®l EBCt,
27| 28 BAS0IM population approach ZEE AE310] 27| £H0| Ot IFKISHAC|
AT R,
(E+ T
O IR
2428t 1% WERIS(66M] 012 194-45K10] 74283 IERNY Hllo), EtCi2rLol 77
HA80| O {0 0fi= 26% Cf £ trE(exposure ; AUC)Z 7K SITh. 0[2{5t 10|
8 ﬁJ;JE Eﬁiﬁﬁ ROYatK| %OH 8% FH(dose adjustment)S HSHHR| BECE.
Z5(3A0EI HAL 51-80mL/) E= SO0 HAS 31-60mL/2)Y LS
7R IER 9 SAS Gl 47| AR IEASOA BTt 18] 83(6-20mg)e M3
Q2] 0 EITIRIBY EAUC) % FHOIT HAHEN SIRSHIA, Crac= 2125
@ﬂ%{%ﬁxﬂm% S HEEY, SATHD BT dhE0) AY YRS IR 2=
10mg E220| £0{ 5912 1§ 25 T F5E9| 71 H0Y(Chid-Pugh Class A 2 B}l
IRRISUA EfCEO| & (exposure ; AUC)O| 71283t IISKSUHMY| =E{exposure)t
LNGIL}, 5 217155 RHChild-Pugh Class C)HIA 0] 9] QR0 Cifet YARIEE
HRHH0|02 RGH= 22, M= ST H7HS UL/l benefit/risk) S B7F510{0F
STk 2H ROt Ol SRISOIM EICRIE 10mg2Ct O 89| F0{0 olof 018 7Ks st
M&7tICE 2H 017} Ol BRISOA EICRIE 12 18] S0 820 Of3t 0[8 7kt A&t
1002 o= 22, e LISOHA NS QAK/R4EH benefit/risk) S B7F5H0{0} BiLt.
®YnE 8nt
S SXSUM EILRILO| &(exposure ; AUC)| 2123t TISIRSOAS AUC 7t HCH
219 % HUTH. 5 (exposure)HiA2] 0[2f3t 0= 8 2HS HPsloi Uelt.
3) HYUY OB TR
QP Of2lst H S, U Tise, 3 WA S0 Chet TARRl XSS 71A2 of MUY
Nz QA0 SEst AIS LIEILX] Q44T 1,000mg/kg/U7HK| 073t HEL DILANA
734X (teratogenicity), HIXIE 4 (embryotoxicity) F= EfOF=A(fetotoxicity)2] Z47F QAL
HEO| MM U M3 &S %17pre- and postnatal developmental study)XIA, no observed
effect dose?t 30mg/kg/HOIGIEE. U4l HENA 0] BN caloulated free drug et
AUCT} 20mg SZ0A Q1K AUCS] % 18HHECY, Q4> HE UM 8524 fertilty)2| ZOi7} Q10K
EICI2ES 612 748 7¢ 0§ 26mg/kg/2 3 1 0140 802 740l SO0f3tS 1, 2% 7oA
A ZAZ JIHOE HAEAT (seminiferous tubular epithelium)2] EIS0] U3
[1. 209 1.0) 4N 4 & /7).
[ZE) 8%/ T8 H/PTPx1)
[REH] 71287, 42(1-30T) 2%
[AE7IZ) HEYREE 3671
[HIZQIZIF] Of0IXIUHIRIHEF) / 27| HYFA| 222 27
[HIZXE) GRIMEIMBIONR / Z7] QHIA| el ZER 228-16
u OUES AZSAI7| 1O HERME FOZIA 91, HEEMS AU} & HHGHIAIQ.
2 OO0 KGMPHAAHOIA HIZGI0] Y243t SIS Lot M 78] Al Ag7I510] 23t
SIRUAL AT E= QO 9l S HIZ0| U718 22 73 =S S610f wsle] SELIC,
02 HZ2 BY7AARE DA AHITEHZTIZ0 A W3 = 24w 4 QUELITL
m OIS 2014% 3 7|} K3t AIERHE AIAES A http://nedrug.mfds.go.kr)2l
OJorE B2 FRGHIAR,
0 7|EFRAISHARSIOILE A9 Zh (1) 2RH2025.04.23) 01% H1ZE LIES AHIRHSEA(080-
558-7576)2 22JotA|7| HIZLICE
BT BRIE MD U iaHR| A - S 0ioEorH paled(1644-6223, 14-3330)

3

rir

HLB) 0f|0|X|2&H|x|2¥

4200759






