‘)ﬁ ;I'®’§20mg

2282 IUfF TR A4S

SUNKA® Tablets 20m:

(EICI2HE)

n4E - #B1YE
EiC2F2(EP) 20mg

u A4 L2 A oto| WETEHR

s 55 - &1
7|28 (erectile dysfunction)2] X2
0| 20| EP=0|2H, Y= X} (sexual stimulation)2 ERE BICh
0| 242 of40il 2JBt AL S 1 XMSE 2 olR| fd=rt

8y - 23
F F0I8.
4ol HH0IMe ARS
0] ofo] 22 10mgOiH, HIAElE A #9| Fofl AlAjo] YRG0l SEBFICL
E|C2} (tadalafil) 10mgO| S8 RAE LIELHX] pi= ERIS0|AIE= 20mgE A=
SI0{= FCI. 0] 92 Ho{= A 39| 30 & MRE FO0iE £ ULt
Ao A% =2 ¥IsE 1Y 15jo|Ct
QIFEl i SOk S0l L8t 7|7k QM M| HRIE|X| REQLT, B0 o2 Bt B
£ 512 0l4 KIHE7| IIE0 O oM & KISH22 Y Fofshs A2 Yol A=
K eCh 140 2 9 1.1) YHEE S48 &%)
I YoM AR
Y BX0M 8 = (dosage adjustments)= 22 5HX| SELL
A7l Zoi7t U= HH0IML] AR
A UK S5O MFoH7 U= SRlolA SRZTHE YRR SIX| Yt MR MY
Of EXIOIA] A0 FAE22 10mgoich [11.2) ASEE SM & HZ].
2715 Fol7t U= SHoflML] AL
0] ofe| AF S22 10mgo|nd, Gl &=l 4 Bl Fofl MAjol YA¢0| SEBICL
E3 271558 ERHChild-Pugh Class C)OfiAl 0] 22| eFEY| tht AMAIZE H|
0| DR WSl H2, oAH= MESHA| W12 012/218 (benefit/risk) & B7I5t
ofoF BHCh 7t &0l (hepatic impairment) EEXLE0IA| 10mg ECt D882 F0{E AIZ
7} QICL [BCHS BHXiOIE AIES] ROIE A & A 11.2) USEH SY S #E]
0] U= HYUA IS
St SXIM 8 TS UQE SIX| P=Ch
20} 2 HAH0MO AL
0] 22 18| m|2ke] AlZOlIA ALSsliAlE QF BT

m AL 40| FolArE

1.31

1) 0] 252 E0i5tA} SH= EXH= Qf2|aiMol QHE e{sly| Mo, &7 £Hg
Fckshn AxE o2 Tl 2018 SH5I7| 25101 23 B2 (medical histo
ry)2} ALK Z AKphysical examination)S AAIG1040F SICL.

2) M #Q = LHlz|= ME0| e $1EM0| UY| 20, L] £H-0 thE XZE
AIZHS17| o, oAfs EXI] M8 ME|E 112161010} BICL M3 S AlZE
AR Bau) MHME SAS HES Xk O 042 MHLIE AVID, 0|
£ 2AIA| Lok BICt

3) 0| AlB2| k20| A 4AIZHO| 42| RISE L7| W KIELUT|F(6AIZH O[N] S5
£ 2418 7))0] E2| HIEIUCE 4AZHOIA WII7L XISE HS FAl AR
E&(medical assistance)2 TLol2i1 EHRI0)A| LU2{F0{0} ol XIFLIIBE &
Al KBS 942 F2 83 THQ &4 Y Wy YrAAS X2 & QUL

4) 0] 2k2 £0{517| Mo|Lt Fo0fete S0t Y E0i5t S DE HElo| FAH HH £
£ NO Bo{H(LIEZZ2|MIZ, Ol2LI0| EB0| E, HAO|AAEH|E)E =85k=
A Y5} 220| ZZUE0| =5 Helo| HOHE & YD OJAk=0] 2
2 Hshy| HMof 2X7FEAE MAH X NO S0{H|E F0iolX| $U=R| S26l
OI510{0} 5}, 0] 24 R0 Z X £0{ 5 EMA HIF X NO 30{HIE FO0{5IR|
QES FOAZICL

5) A2AM 2N MHX|, E9FY5 8AlS(unstable angina pectoris), &4 £H M
(ventricular arrhythmia), =1Z%, %! Y3H 5184 L=H(transient ischemic attac
ks), B8, MAEZ, vigs =55 SOisH M E A FHAR (cardiovascular eve
nts)7} O 2§} QUAIAT QI/tE= AJEE 5 AL S0 LS| S5 AMAIE
M DEUT} MBLHH N ME EEHE =2 LIEIRITL 01218 RSHARIE0I
LIElC BIXIE2| LR 22 O|HEE] MEHA - UXIS (pre-existing cardiovas
cular risk factors}2 7FK| 1 UACE J2{LL, 0218t Rl Al S0| AE A 2{&el
KIS £ 0| o = M 39| S 0|2{8 QXIS T8 s CHE QIR 53 A
HO| 0| U=Xles S| YK LU

6) EICIZIZS 6~ 12707 If Y 25ma/ka/2(20mg2 THe] B4 £0{5H QIR of
M UEE -EH0AAF S e &[] 3.7~18.6] A2t Z2H) * 1 0]
Aol 8O JHo| £oIHS m, 2 JHolA HRHe M (spermatogenesis)2| Zi4
£ 71M & MM & (seminiferous tubular epithelium)2| [ (regression)0]
UACt
0] 22| M x&iA(spermatogenesis)oll i &t A HOI Hake HII517| Yol 2 oF
2 10mgS 671Y ZH Y S=251ALY, 20mgS 212t 670 £ P2t Y &
B8N EUM 37IK| YAUTEO| MAECE 0 F 27H2| H70IA EiCi2FE
o| X|E9} 210 YA EIFH2 910] HOl= YA A S| ZAT7E RE
|0t XA 2EA, ", HEXIZE2E(follicle stimulating hormone) 8| CHE
20| Hel= TAE(X] UUCH1. 1) YIS S & &E].

7) MM QEHM(of i S HAE 3 SUY 1M ChSWE 512 HAS)0l Y
£ #Xk= PDES MoliM| & Z8i5H e An 9| 230 2Izke 4~ QUCL

2. C}3 #xl0l= Foisix| 2 2
1) o{m 8k Felo| 87| Ak (organic nitrate) MM 2 H7|X 9/ 7iExoz
E85l= XAl 0| 22 R0i71 27(0ICH1. A0 I 6. S EBE &X] &
HAI-OIAM EIC2HE (tadalafi}2 2 (nitrate)2l ME Y 28 S S7I7I= A
OR LIEfLIC) EICI2E B REE MES TIRIEE, YAIRCR Eos A7t
AAFIH[11. 1) HEE BN & &X] O Ao HAe| Fetkist 282 ST
ZIc} 0| R HAMSIE(nitric oxide)/cGMP Z20f st Z A Ejclajzol 2
& 5ao| Hal2 ZICHEICE
2) 0] 22 FEH5H W] SF (erectile dysfunction)S X1 25Hs YES2 M 7t A
A|X| 4= AE Elslcardiac disease)0] A MU ARBSIME Q4 2t 9|
Abz O SE AR ZE0] U= SR A H 2 oIF AT ME 2
(cardiac risk)& 22451040} BICh
3) MEHA ZE0| U= CHQ| SRS YA AIF0 ZEEIX| 402 0] 22|
Ar80| Z7/0]Ct
- Z|2 90 o|uiofl A2HM(myocardial infarction)0] QAT &k}
- 01X 3l HAlIS(unstable angina) FE= A1 (sexual intercourse) 0| 245t
#AS(angina)0] UAUH Sk}
- 2|2 672 S New York Heart Association Class 2 &= 11 0|Af9] Al &M
(heart failure)o| YU X}
- ZHE| K| 2H=(uncontrolled) £X % (arrhythmias), M E2H <90/50mmHg), &
= THEEX| 9= E ) 170/100mmHg) Ex}
- 2|2 6709 O|LH0] | ZES(stroke)0| UAAT X}
4) MAM UDIAS 55101 00| YBHZ FEEQI B[S A UAIEISIXHE= QA AIY
of Et=|K| 4002 of 22| ALR0| HEE|K] ob=Ct
5) 0] 22 EiCl2pHolLt 0] 2f2 =0l 2215 (hypersensitivity)O| U SEXI0fIA|
SE0{51H ot EIC)
6) 0f 21} CI12 W78 H X7 28| HE0| 5t QHAM T RF 40| HTE(X] ¢4
otonz Cj2 W8N X|2X|2e| WE £oj= AREX| Y=Ct
7)0] &2 RIS sifstu Yoo 2, Ut 2 A E1fM(galactose intolerance),
Lapp Rl &4 AL S(Lapp lactase deficiency) £E= EEH-ZUZEQA &
£=H0l(glucose-galactose malabsorption) S2| SMEQI 2x|7} e XA
= F0lotH et EICh
8) 02| PDE5 XaHiMl 58 0f5.9} 27210 HISHHUSHE M A AAS(Non-art
eritic anterior ischemic optic neuropathy, NAION)2 2 915} §1% =2| A|0| &
AE SxlAIE 0] 24 FofalH o Eict

3. O3 #xl0ll= MES] F0e A

1) 220} sHEEH 2 710l ExKZH&dM(angulation), ol H 4 7S (cavernosal
fibrosis) E£= Peyronies disease) SE= SZZAZ2| A000] & ZHS 718 &x}
(AAEF IS (sickle cell anemia), CILHZ4-Z(multiple myeloma) = WE
H)oiAl= of ek ZEsH Wy HHR|IERIE HFs| F0{5l0{0} SICt

2) 370 ElCiar =E(AUC)ZH HIEHHQ! AKIE, EA0 of8t S2(0jEA 58
Hzoz 0l 2 1Y 13 BHE M MBS XiH EXI0IA = AEX| 2=C)

3) 5 27|55 5H EXHChild-Pugh Class C)HIA] O] 2F2| OFMAofl EiSt U AIKIZ
= AEE0|2 2 o|Alz AFol| W70 T4/ 84 (benefit/risk)S Z7totod
Ok 5iH, 2E WXl E532| 2|5 Hol| XM= 0] 20| EF2 10mgS =
sl QHEICE
ZHEONTE U= SRISOA ElCi2iR 1Y 18] R0| 220 OiSH0IE 7H58 RIE
7t A2 SE Mufohs HR, 2Alks ME5HAl TH7HCl S2UM/2134 (benefit/risk)
2 37I510{0} BICL

4) SAIZAl{doxazosin)zt 22 YzH(1) XIS (alpha(1) blockers)E 2&3H= &k}
Ol 0] %S HERO{oHH UL SXIHME MLl SO LIEI £ UCHEAZ
A2 & Ax]. wf2tA ElCtarzie) UEXITH (alpha blockers)tol B2 A=
X| 9k=ct

5) Zi2{8l CYP3A4 MaliX|(ritonavir, saguinavir, ketoconazole, itraconazole, eryth
romycin}2 S25H= &iXjofl7] 0] ks HEE0IA| EfCi2tE 2 =E(AUC)S| 7t
7} mEEQloa 2 Z0o|510{0} BIC6. AS X & AX]. 0] 2t 2= E CYPSA
A XliHIE HREN T Z0 = 0] 2o ROI8HS A1 10mgS ZXSH| =
£ 5HH, 0] 2F 50 Z 72412k L0l XHEFO{5I0IM = 2t T

6) 7| 8Mo| Hyk= EHOZ LSt 22l (potential underlying cause) 282t
HHE o 2HYI0| 5012 MES KB &lS FEH510{0} BiCt 0] 20| HIM
AEH 2X|ME M= ES(radical non-nerve-sparing prostatectomy)E 2 &
Kol M ERHQIK| 027} 22{x QK| Sict

4, O|AHIS
1)U AR 28

AN AFS CIFE ZH0IA AAIE22, Bt of=0] AHA UM BEEE 01y
Ui LSS [I2 oS0 Cf8H AMAIRIM 2] Wi B A HlwE £ ¢,
MH| MM BEE= HISS YIISIK| 28 5 Q0L
EICIZFE2 HAAIR 2 MAISH L4 AIRI0IA 9,0008 0l42] EH07 F0i=|
ACH 12 13} S0 TH3t 0] 2bo] AMAIHOIA, & 1434, 905, 115F0| 2124 3]
2 674, 14, 2A50H SOIE WU TR Al £8ch= Y0l tholAl=, 13008
2 1000% 0140 ZHZt Mo{= 6/ E X 114 52t F0{E ’IQMCE

27 |50l Chgl E2A] SZRY

1230 AAIE 8219] = 9I9F HE 24k A0, O] 242 0 &2 EiRte)

T HE2 59MI211(22-88A), O 2F 10 = 20mgS F013H EXI0YA] O] 4kt

SR QIS FHER 3.1%Q HHH, {2RF 0l A= 1.4%ACt

A ohz= A2t AlROIA HFE Hio] wat URA| 585k BH2R 0| AS £

{512 o, Ch32) o4 HIS0| HE|JCHE 1),

H 10 U720 ofol L2 Al SS280| thiet 8242 FR % = &A=
M Xl ChE AR 23D 0] 2H(10 EE= 20mg)S FO{L2 BHXI2| 2%
OlMO|A B k|11, 2|0kl tlsh 2FE FoiZ0l|M Cf IMGHA| H10E ok=X|
B oA

o | F% | EICIZHE Smg | EICIek 10mg | EICI2FE 20mg

=S | (N=476)] (N=151) (N=394) {N=635)
5 5% 1% 1% 15%
2328 1% &% 8% 10%
25 3% b 5% 6%
=88 1% 1% 4% 3%
HEY 1% A kA 3%
X % % 3% 3%
TRE3 | 1% 1% kA T

*EZ9| B0i= UMEX W BXE E3L

7|2 ol et 12! 18] 28

12 FEE 24% S0 MAIE 3212 12F T 214 AIEOIA, O] 248 S0ft2 BiRt
of B Il 5BMIQLI(21-82H), O] O FOIEe BXjolA OISO O
B SEFB2 4.1%0 B, 9I0KS FOJS BIRIIAE 28%3Ct

127 SO AAIE 4 ARISUA CHE2) OJAIISS0| B AEIYCHE 2 84T)

ERHS:259

 2: WIS Ofsl 0] S 12 15] BYOE 127 594 £0151 3219| X2 9
OF X R| 34 QIAF AIBIOIAN (S BEXION CHEF Al Z8) O] 2 12 13]
(25 = 5mg) SOJES BR}| 2% OIAOIA &1E| T, 2Iokol blaH ofE
S0{Z0]M o MG B8 BXIZ VR 0l4S

o 9o EfC2R 25mg | EfCt2r Smg
oS (N=248) (N=196) (N=304)
=23 5% 3% %
P ER A % 5%
HOIES A &% 3%
25 1% 3% 3%
WIEZY % 3% 3%
3z 1% 1% 3%
238 1% 2% 2%
| (A &% %%
EN 0% 1% 2%
HEE 0% 2% 2%
e 55 0% 1% 2%
2F 2 0% 2% 0%
oAl HEN TE 0% % 1%
= 0% 2% 1%

CFS O[ARIZ:2 1219 $I0F Ch 214 AIRIOIA 247501 ZA B8 Zoich

(23 &m)

E 3 97| SE0] of#f 0] 242 12 18] SHOR 247 SO £0{8t 1749 Fiot
7 QIAAIZIOIA O] OF 19 13| ARB(25 IS Smo)E SOfI2 Exj2] 2%
OJAJ0A S5\ T, #{o%0l HIsH O FOF20IM Cf BIHSIA| 282X
2 BE olyHIg

- S[oF EfCI2HH 25mg | EfCi2F 5mg
OfAlRS (N=94) (N=96) (N=97)
HOIES 5% 6% ¢
o %% 3% 5%
o5 kA 5% %
Al 2 (i 3 -2
2359 2 % L
A RATE | 0% 3% 2
o8k 2h 4% i
[ 0% 1% S
ES] 0% 0% 4%

24 MEIM HICHST} FYTRIMHICES X 7|98 S SU3E Sxjol] Rt .

12 13| 84

12% 7]2t0), 3712| 2(4-Ch = ®| 34 YUAIH (0] T 2212 YYMEM HIUS

BX|, LIHX| 1242 YMHBMH|HE Y Ly| 28 S SHElSXNoM, 0] AS =

0f2H2 iXfe| H 912 63A| (44-93AUL O|AUISO R QI3 SHES 36

%91 BT, 92F £0f XM= 1.6%ACk Z0| % 0] A4S FO{E2 22| Eio]

o5 EnE XRELIS FUSH 0IAHIIBORE £5, 458 35 2830t

Ch32| 0| AEkS0| BE|UCHE 4 &),

E4: YN HEM HICHS0IM 12 13] 82| 0] 2f2f 12 X2 7|24, 372| ¢
OF-THZ QAL AIEOIA 1Y 13| 82| 5mg A2 K9] >1%0]M E =1
QI B ER HITZ LIEPH 2F2A| 2 28 0|48k (2712 Y TgM bl
HE elaat 1702] Y4 MM HIIS 3 Lo 230f che 24 =8

- o EfCEFE Bmg
orges (N=576) (N=561)
== 73% 1%
S e 0% %
o= T4% 2%
HIOIES 1.6% 2%
A 1% 2%
e 55 0.0% 1.48%
3sE 0% 12%
SRS 05% 10%

Z7pEoZ UM MM Hi| S0 o2 H Y YA HEM HITHE = AMAI
Ol M © HIHBHO[AIZ(<1%)C2E YAE E ARE 85, oA & TH
£, 282 =(muscle spasm)0| ACL

QEEEISES 7 12 47X 7IME El=2 BE(QIC) 0] 2R Q4 otz
ANEHUA, QE E= 252 UUIMOZ £0f 5 12-24A17H 30f| LMD,
QUHIR O 2 48AIZH OLH0f| AAIE|QICE O] OF ROI9t BTl 2F/2]S2 &M
U= 515 5l2], E5, E L= 552 2] 819 SHS LELH, Zol(¥e
2 =800 sl Azl=|dCt Yeisoz FF2 AF £= FST2R HUEY,
O5HY x| 2 20| AME|HOLL BB @F2 W2 NIz HNEYrHRE T
9| <5%). 9|8 x| 27} 28 1, OLH| EOn| Bl = HIAH20|=4 ANK|
7t LUk oz SANO0|X[C X2 E 25k= HIFA| YLHAM, Z2=2| nfF ().
AGI9)) FSH I ARBEIQUCL HUIHC R He Al 8HO2 0| 4 FOi5H 2=
DRI o 0.5%7 F/Z] S| 2 F0IE STIACE 192 S7) 6%
NEM, 250 2SEL2 SRl 22} 55%2 1.3%HA EDEIUCL 85, 28
A s MEAN| S EYIE EEBH I AL 23, osE o R Qo|8t |
Z H010| ZHE QUCE L7 8H, YN MM WIS, YN HM ultiE/2|
HEof g0l 20f 12 13] SN LMES & 2, 3, 40] MESIAUCE

0 2k 1 13| ALZ0) TS AIEHNIA, 281 2882 o[4S 2 Uiz &
2 E= 5550191, BE MSB0|AM FHE2 1%L

0 U2 FOfF 2 AIZSOIM 424 o] YT SBUCHERIS] <0.1%).

CHE2 1Y 13 8 £E= 22 A SHQE S85H0] A2 i UM AIRM 2

I FIPEQI, o HIMBHO|AURS(<2%)S LIEI ZI0|Ct 0|28 Ol 4SS Tt

0 20| olapx WS BIAISIA| 24T O 220 RIS S Ani5lw, ¢S

ARt BH k50| glon] FEGIA| 240tM 2017} gl AfRI=0ICt

- MM 2R QHRE U2 &

- M8  HAS, 88 MY HZFN, 7IBIY MEY, AAZE, A, H1%

- A&7 - 20715 AALR| HIFY, PUAZ, H5k2El A=Y, Y, GGTP

7L B2 W, 2N MER 55 TE MZ AR, XY &Y NYEY

2247 MRS 555

MZA - olRI2E, ARG 2HE, olyUL, E] WIS

ME 3 (7] - Mol

&I 2EIE HIEY, URY

mE:71EE, U, et

- Qka}: AlOk 7, M0 Y, ZUHEYL T ZH), = S =2 2 Bk &
HERE

- ¥2h ARAR 2 ¥ A4 £ 44, 019

- Hl=AD|A] - W) 71 KgE 52 2|

A2 AE 2 AR 2

CFS OIAHIISE 0] 24| 591 3 AR 717t 5 HoISI9C 023 IS ES 85
& 2y|o] DRCIOREE XPUAOR HIRYODR, A ok -ENO| ola}
& PRNS BB, 0150 MIEE AlZ/NOE TIHe & 9= 22 OlCE
O[2{3t OIS 2 SO, BT HIE, TS C12 21010] B EL 0]S AR
50| 2315 242 I3 Zalsgict

A H |- o] Lo MBT LAFHoZ HHO| U= A2 M2
MM EUAL LES, 88, AAIEE, MM SYW g HItS EE5HSOISHA
S OlAUESO| AlZHZ HEIQICE 0| SXIES BFE OLX|DH iR E 7|
Z0if A 2H - UKL AUCE O[24EH O|AHIE T 22 ¥ T =
TS0 WHst Aoz BRI URE 4 e lo], 0] 9 AL HE0| W3t
Ao BIE|QICt CHE O[4UISE2 0] A AR X M9l & £AIZHUX] 2
Z0f| 2 Et AoE B NE|ICE 0|21 OJAISE0| 0] &, MY, &HRl2| 7|1Z
A3 HEn XYoo 0| A=K, of2{F QXIS SEE QA4S T
0| A=K = CHE QXIS 0| UK o= I 2 lrt (1. 40 &
Ex)
HA- FE27|, AEJE-E£& 57, 5| Hi2[d 0|8 HS =& 39l kS
MUEAH - HEE, UZ 3 LR T, LB MH 7 [HMAUS
QFn|- Ao Z, Yot Hu Hi4), Yot S mHi4], Q7N Al AAS a5 A
Aol 21910] &= HISHMUSEMAIMZHS (Non-arteritic anterior ischemic
optic neuropathy [INAION])O] 0] 2}& 8!8t phosphodiesterase type 5 (PDE5)
MaliHI2 AS T Al7|Mo2 Msie] AR & S 21 EiICE Of2{8t EXlE
2 2FE OIUX| T2 E0] 7|20 ChS S EEFHUIEA| Olofl SHYEIRIE §48)
NAIONS| t#0f| i3l o 2315 ABQIR} = & AF AURIE 7HK| 1 UACH
152 Q5= H|E(low cup/ disc ratio, crowded disc), 50| 0|4, G, T8Qf,
Lat SW T DXHES, FY. 0[2{8 0| 4HES 'WY0| PDES XK AL E=
Exle| 71E E 1Y QUR} = o F8N A = 0|28 AUKIEL 5EE 2
& e 7|EFQIRIR) HF A o2 0| UK O FE ElSh= A2 E7L50ICL
(5. UM Fof 3 &T)
H2t- AlZH Z 0] 2F2 ZEI3HPDES KA AFR AI7|M o2 ABd0| s
AoE URAR R X2 MM T 240 Fa7t H =T U5 SaoA, "2
O[AHISH 2% AES & & U= st M| 3 7|Et ARKS0] ETE(UCE
22 S0, 2fskE HUA HE = MITHI0IQUCE O1F A B 0 AHIZ0|
0] o] ArE 2 YA o= AH0| U=, EXIe| F2 Aol tiE 7|Z 21- eIkt
o 0| QLK 0[2{8t QXIS SEH QA0 28 HQIX|, CHE QUKo 25t A
QIX| O{5= 2018t 4 QIrH (5. UHIH o &t &%)
Hi AT - RISY7I5(1. 31 & #x)
HEA - LS

3) 0| 2 1Y 13] E0JA| AME OJA T UK E MM (Primarily sinus bradycardia)

Of QR &t of2k 57| WHEIUC 2o M= 0|42 014RIS It 225}
dck

4) U AlEHZ ZARAR

@ EiCi2lE 5mg THUH[2| AT FARE Rt
o ZLO|A KIAALS 915101 414 SOt 613 9| 7| HH BIXIE iAo = MAIS

Al Z AL A1), FllA LESS okulo| olulaA|of A0 4.73%(29

/6134, 3724)2 LIEIXtCM, 0| 0| oufo] QIBIEA IS HiH|E 4 el &

EQ5(HIS WHEL 375%(23H/613H, 3124) 02T

- USSR FE 1.14%(7H/613H)[74], 28E 0.82%(5%/613H)5
A1, 8% 0.65%(4%/613Z)[471], QFHEX 0.49%(3%/613H)(32], 712
2, HIEE 24 0.33%(22/613)[22], O| 42z, AIZHEoH, MAISIE, A8l
2 QIHEE 7t 0.16%(19/613F)[12]12 2 ZAIE|UCY

- SOjst =Rl IS 2 ALt

- Ol AVSHR| 23t UER0UES2 AIZET 0.16%(18/613) 1|22 Hug|
At

@ EICi2iE 10mg, 20mg THUA| 2 Al & FARE D
o L0 A KAIALS 2I510] 61 S0t 10,500H2| EXLE CHACE AAISHAIE
= A A3, Kol WHE2 ofntef Q1o AR10] 3.94%(414H/

10,5008, 5172)2 LIEItOM, 0] 3 0] 2ajef QIRHUA S HiME 4+ gl= o

E206HHI2 2EE2 347% (364H/10,500%, 46124) 0[ULCE.

- UEQG|UISS 55, OIHE T} 2t 1.30%(136%/10,500%, 136202 7+
BIotoM, AskE2 0.33% (35F/10,500%, 352), 285 0.19% (20%/
10,5009, 2124), HIZEE 0.12% (13-/10,500%, 13H), OIX[RZ 0.11%
(12%/10,500%, 122), H|S 0.07% (75/10,5009, 721), KI&L715 0.06
%(6%/10,500%, 624), EULATAZT}0.06%(6%/10,500%H, 674), t12
0.05% (53/10,500%, 51), MAIEHEI 0.04%(4%/10,500%, 57), =58 U
Ol ARKITZIE| (SGPT) Z71 2+ 0.04% (4H/10,5009, 424), 7152zt &,
7Y, S QMR EASTL T2 ZH0.03% (3H/10,500Y, 32), SA=,
QEEE, FUSE, FUAX, JISME, ATUEE E3 WHISZIL 8
ABUAZ 20L SHXOH, HMAZIA 2t 0.02% (22/10,500, 224), =5
Z001%(12/105009, 271), 5, A, AUCIZE, =&Y, =NE HY|,
HUEY F0IES, S99, Ua|RUISTL AT, HFZ4A7|12 S5,



Sk 712, SEY, X, 025 A2EME, 2R HIEE 3N 3
Zoleld 8 37t WEA, 2T, S22, 55, Y 27|03, Y=2ES,
A, HAKIQESGOT)S I, HMAZII7FZH0.01% (1H/10,500F, 124)2]
O TAE|QICt
- SU3 HE QU2 OMHE T 0.02%(2%/10,5009, 221) 0L}
OflAIGHR| 231 AE QLIS BIHES 0.31%(33/10,500%, 3724)02, 8
HRAFAZT}0.06%(6%/10,500%, 624), LA 2 EAST}0.03
% (3H/10,500, 34), SH &, WH7LZ7} 8L Q=55 SEEE 8
MAZHN HALIZIAS0| ZE0.02%(2H/10,5009, 22), BCIS &, Aoks
8 E0IEE, =58 (S5, URE HPZMATIMES, AR, &, 52
ol 201g, I 0IEI EF B7I, YMASTE EHI0] ZH0.01%(1F/
10,500%, 1) FAIEIQICH
5) =l AIUH Bxk2 B ZAuf, 8xk20| HTE CI2 ofORZ0|| A WMt Batem
Hw5t0] SHXHSE Josh LME FaliAl F oliAfetx] 28 FelAlE = cf
231 Z0| LIEFATE Ciat 0 2kaje| QIufa|= &Q1%| K| 44Tt
- 28I (medicine ineffective)
- HA 2%t

- 2877 : 3485

5. QUi 9|

1) 82| (515 tE Y% )0 ZEAR A AAO| S5t 22, QA= O
okg £33t phosphodiesterase type 5(PDE5) Malid|2] Al S BXIE A2 &}
OflA| M5 o 8H=i0l ZFo|E 7| 20{0} BICH Of2{ 8 A2 ATXQI A2 MM
£ ZE5HAIE ZE A0l0| B £ U=, EEAH LIELH= Tl H|SH LS
&M AlAMZAZ(Non-arteritic anterior ischemic optic neuropathy, NAION)S| =
7HE £ UCH, 0= Al E TAIA =271 21%|2{ 1 PDES XaHAI2| £0iet
EEHO MHM0| U= A2 LIEIRITE UREl 280 w2, v SUHE
AAIAZ| A7HUHE2 50M] 0412 EA0A 100,0008 2.5-11.8210]C.
PDE5 Xoli&| AIY of22 &2 A1} HISHHMEAUSIHYAINAS Z4 Uaalel
BN 0|2 E HUIsH= TE AT Hal, PDES AalR| 50§ F dk27|2| 5Hf OfLy
OlA] HISHHUSELAIZL] 0] o 28] BTlok= A2 2 LIEILLCE 0215t
HHZEE 0[2{8t R AlZ|7} PDES XMalH|el B0 £ CIE XIS A HQl
10| Y=X|E SHKIX| UUCE A= 71EL| HISUHUSHHAIMNAS A
QIXp7} QL 2HXHE0| PDES MoljH| Fo{ofl 2fs Rt Haks we £+ A=R of
HE nafio} Bict o[n| HISUMUHBYAMAES S ZEE H0| U= AL

2, HISUHLSI HYAMZES THLC| 2IF0| O =Ch M2tA], 012 SRES0IAM

0| 2= &8 PDES AMoliA & F0i6t= S FAE 7I20/0kotH, 7Iti=l= &7
oMo 2EE M3loh= Z0TH RO{aHOL BICH4, Ol4HES & A=),

2)0| U2 SHOM = ESY AN Y SXI0A F0i5H 270l it vl = 0|
oto] ZiZIsH KIFXIMAME SEAIZIS HBAIFIR| 2= A2 LIEIHRICL &
o4 e HEY ASMAY EXAIE RUM/BYS WOk & MF &
of3iC.

3)0| U UAS2 D 0|5 YR EFRZO| Y282 HRETR0{A| et Yotat
20| ZUE 4 ACk Al B2 Yo| UA2 T} 0] AU YWEEOIA| Al Bt
et UL RIS, £5 5 718Y 55 ¥ FY0| LElE = ASS ExlofA &
2{F0{0} SiCh

4) UEAT FEZIE| = CEY(0{Y 3 #7|50] SHIE & AS)0| Liish= HL,
9JAK= 0] k2 E&t5t PDES AMalfR|of AlBS SXIE AS EXlofiA Austln 5
Al oatxol F0|5 7| 20{0} BICH O|AYIS " & * Al & AL EIX).

5)EICI2fE 5mg 1Y 15 Y2 24 6708 0|40 UMAIRAE S UCHEICI2H
5mg TRURI0f kL),

6. ASXZ
ORHoliA B uiet 20|, EICI2FR 10mg /== 20mgol 5l B2 45 Xg o
F7HAAEACE ElCt2EE 10mg 8FTHS ARSE A4S XE M50 ZililM= 28
2 20{A| YME o ROt AT RR0| LIEK 7kSM S 26 HiHE 4= gick
1) EICt2r2of st CI1E A4=S0| 28

- EICI2F22 F2 CYP3A40| 215109 CHAFEICE CYP3A42| MEA=IQl X{aHAIQ! #|
EFLE(1Y 200mg)2 ElCt2bE THE S0{AI2] AUC, Cmax 2401l HIGH, EFCH2FE
(10mg)2| AUCE 2tH, CmaxE 15 % S7IMZ L, A EFLUE(1Y 400mg)2 ElCt
2H2l(20mg)2| AUCE 4HH, CmexE 22 % S7AIZICE

- CYP3A4, CYP2C9, CYP2C19, CYP2D62 Mall5k= protease inhibitorQ! riton
avir(1 28| 200mg £0{)= Cmax®| #31610] EICI2FZ(20mg)2| AUCE 2t 5
7IAIZiCH

- S0|XQI A5 A0 HTE| K= 4UKIDH saquinavir S| CHE protease inhi
bitors, Z12| 22 erythromycin, clarithromycin, itraconazole X grapefruit juice}
%2 C}2 CYP3A4 inhibitorsE EICI2Fe] 8% 555 S7IMZ WO 04
E|D2 FOl510] W& £0 Elojo} BiCt T HARAM 4310 BHEH 0[SO
SR} ST 4 Qi

- CYP3A4 SE=2%X0| 2|&ti|M(rifampicin)2, EICI2ZFE CFEEWAI(10mg 23
9| AUC Z4oll HI3H, E}CI2FE 9] AUCE 88% ZAAIZICE O|= ElCi2kEe| &5
S LA £ UKL O ZA Yo UK K| YUCE Bl ot} 2H|EHpheno
barbital), &L E2l(phenytoin) & 7}Z2HIOIH|El (carbamazepine)} Z0| CI2
CYP3A4 SEEEIC| YE £ HA| EICi2HEe §F sES AAAE & AU
22 HlME > ATk

- EfCl2tzl o] 2% (disposition)|l A 24 XHtransporters)2] HEH0E EH p-g
lycoprotein}2 LK UX| 4Lk Wh2kA, & XHtransporters)2| AfaHoll 218
UENS HE TS UCE

- 0] 3 A (A0l TUIE/4LEIRN|E)2| W EA| 0] 2] =&
(AUC)O= 3l @lo| 0] 42| E4-80| Hils| ZAFUCE

2) CI2 UE=0) it ElCi2rzle) 72

~ UAAIZOIIM, EfCI2FE(5mg, 10mgit 20mg)2 E Ak (nitrates)2| H x5} &
88 Z7IN7Ie A= LIEILICE malA, ofmEt HEf2| §7| HAtH (organic
nitrate) HH2tE H71H /E= MO 2 E85t= SRjoiA= 0| 22| £0f
7h2710IcH1. A0 % 2. ChS SRl = FOI5HR1 2 A & &X] UAA" 21
o =M, 1502| #K7} ElCi2EE S 1Y 20mg 7Y S¢t £04511 0.4mg
nitroglycerin A5Fd& CIFE AlZIHO £0i51%S M, 01218t ASEE2 24M
ZHO}A XA EICIEFE S NIX[Yo & £0i8t 5 48A1Z10] XIS 1 Of 0]
A LIEILIX] okch w2t o] ok FO(EfCI2rE 2.5mg-20mg)8t EHX}7} 4
Hoil $ES e HEl Xol0 ZAHe S07t QSR oR YiEA| HeFH Y
20i= 0] Ok OIX|L2 = 0§t F 2| ASH48A1210] K|t 0o ZAKHS|
FO0IE T{E 4 Uk J2{8 AEA HAHE BoiE = XEE "W HEt
 @L|e{&l(haemodynamic monitoring)2t £ 2ALS] HAISH ZI=0| £UiE|
0{0} BiCh

- ElCI2FE 2 CYP450 isoforms0fl 2|5101 CHALElE 24E2| HAE(clearance)S
UMHOR oI5 MallsIALL RE AR HAEK| =rt YMARE E
I} EICI2FZ0| CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2CY & CYP2C198
F&5H= CYP450 isoformsZ MalisIAHLE RE5HK] =Che X0| ERIE|UC

- E{CI2FE(10mg, 20mg)2 S-2}ui2l = R-LHIZI(CYP2CI 7|1 Z)0Hl ChEt =
E(AUCKH AN UM oZ Folst BB S LIENHZ| 2U2H, EICEIES 2
nf2(warfarin)0fl ofal f=E == EEH AlZHprothrombin time)2| Bi3lol =
HEHS 0|XIK] PUCE

- E{C122(10mg, 20mg)2 O}AI Az MK acetyl salicylic acid)oll 2B E& Al
22 BIIAFIR] 2UCE

- Q4 ofa|st Alol A EfCizizlo] ETEAI2| Eetxlo 2ES SIME Tt
Sofl i3l ZALBIYICE Z& S 2XITH (amlodipine), X REIA MEEFA(AC
E) X5l Hi(enalapril), HIE}-OF=2'LEIA £~&X| XITH(metoprolol), XIOPKAH|
O] &Rl (bendrofiuazide), QHXIENA! || 284 XITHHI(CISE HEf B 8, TS
I X0 Ol kK (thiazides), ZESZRICTH, HIEH-XITH, /E= Lnt-
XCH 2! HR)E T31510f, £ FTEYURT0| WL EICt2FE (20mg
20| MESE KB I £ XITH] 2 amlodipined]| tiEt HTSS 2|
g 10mg)2 0] AIg el ofm 3t USTT UMM R Ro/8t ASER0| YUUCL

- CHE QArek2] AIRIOIAM EICIEFR 20mgE StTEet X| 22X 45 771K 2
SR 20{510] HTGIACE of2] Y XIEHE F0I5H &AL M ambulatory
blood pressure®| H3H= HIZTHE Yo FR0| U= A2 E LIEILILCY 0l2f
2si0], YUTHO| & =X b= EXIME, HIE O[3 HAUZATI HHE
o] ERMIA KL SAT 0| UXIE LYAXIT T AAVL O] ZICE FUTH
0] Z £ Y& SXIME SUAZATF MY A2 ARIUIA LIEHL= 23t
HIRBICE

- gFnEet ok (anthypertensive medications)& S 8dk= EXIS0IA, EICIEHE
20mg0| Eot ZHAE U2 £ YoM, O|HSAUTIRITHH = HM 2, Okl &Z)
AN o2 ZQX| YoM YA OZ Qo|5IX| i3 HO R TITHEICE H| 34
QUAIAIE RIZ0| £M Haf, 3130t ofr| & 0] ofut MRt SiRlZa} Y
oH| glo] 0] ok 25t 2Rl Zio| O[4RHS0ll= X107t GAACE 2L, &
It olF| & WBsH= FP HYe| 2 IS BsiA ERIS0AH HES
QlAb=o| A (appropriate clinical advice)S S10{0} Bt

- 24Il(1)-adrenergic receptor blockerl SAIEA(1Y 4mg & 8mg)2t EICt
2}2l(5mg 1Y 1218 = 20mg THEIR0)S HaEH EXIIM SALELL]
otxist a7t fol8t §=&2 F7I6IXC 0| k= F0 X 12 AIZWHKI 0f
H3| LIEfon 7= E35t 40| LIEIL 4 QUCL matM, EICt2rzt SAL
Tie| HE2 AHEX| =Lt

- BREEl QlRlo] HUEH X|URIE (AR $H 4 EE Hq0flA, EfCi2bE(10
mg, 20mg) 2t LTz (alfuzosin} E2 MEEQ] UTH(1A)-adrenergic receptor
REHHI QI EEA 2 M(tamsulosin)2l HEEOIA| YMEOR oI5 HetHEIL H
TE|X| A0t i, Yuf XITH 2 X[2 WD Qs K} 3 S| DFRe &
2= ECIZRE ALBAl TOIE 7|201{0f $it X2 2ASYOE ARGHN H
FMOZ FHE[0{O} BiC).

- UAS =o(EF A0 3 55 0.08%)71 EICI2E(10mg £ 20mg)2| HE
E0{0]| ofaH ak ER| IUCE LBl UTSS HE F0iEH S 3A|1ZH 0 ElCt2t
o 50| eyl LEILIR| oMCl LB22 T FESF3E AU} si7|9is
HEIRUS TSI UTE R0 5 2AZK| 84S FX| $B)2E £0f
Z[QICk EICI2FE(20me) 2t 22 S & Rojols AR EICI2HER2 1839
QUA2(0.79/kg tE= 80kg HAOIA] 40% LR S[HEFH 2F 180mi)oi| 2151
[EE|E M HAAAE FIIAF|A] LUXITH Y5 SXIIM = MY &7
=31} 7[2M HEQ0| AL ElCizbE S X8| YTS(0.60/ke)t &
OfoIYS o, MU [EER| UUT HI|1F2 YTE CHE0R ROfoIRE
T2t SAFE HIE R LIEIITE QIA7|S0| tiEt 23 22| 282 EICt2bE(10mg)
ofl 2l310] B7I=IR| LUCE

- EICI2FE 2 ethinylestradiol?] 2T 47|08 S (bioavailability)S S7HAI7 1= 2
OF LIEIGICE YAEOI ZQM S BEAISIK| N terbutaline?] 2T EGA| FAt
8 S7171 048 2 Uk

- QA otp|st 410 A EICIZFE 10mgS B & Rl(theophyliine(a non-selective
phosphodiesterase inhibitor)) 2t 87 F£0I%1S I OFSEIX 4T AZ0| UACL
[USH oSN AI22 01710| AlHIZ(35 bpm) B7IXUCE 5 HT0HAM 0] &E
2 25K o1 YAl g NE QXD 0|28 USSS WE FO{E
A0 = ol2{#t 222 1E{sl0{0} St

- S ofRSuio| S0[XQl ASAE H77L S E|X] RIUC

7. 2% - R5 5 2000 ChEt 5o
1) 0] 22 04, 2140} A A0M0IA AFSE 2 QAL
2) HEE (Ao 3t SBAFNA ElCi2f /s O tAK = HYE S26lY
DEEHSSTO Hls] & 24 B £2 S=2 SO FHI=IQUCH Y4 ofHo
M E[CI2F2e] AL tiiated 9 HE AT
3) 1,000ma/ka/LUNIK] £045H HEL} NIAA £(7|&M(teratogenicity), B XIS
A(embryotoxicity) FE= EJOFEA(fetotoxicity)2] ZH7t UL

@

. 23 U7 ARBS0l Ciet 3
0] 20| 2 U = 7|7 ALZE nIXlE a2 Ma] Y7L RABIE £2 A2
2 014 EICE 23 FA A HEk2 HWylo| 218t 501K A7t AAIE(R] ik
CL UAAIE Z3 (ot ElCi2rE A Z0IM OiK| B S(dizziness)2] Led E=7t
RAISIRIAH BIXH= 2HOILL 7| =5t Hof] £010] 0] 2ol OfE7| HHSTH=X] AUA
tl QU0{0k BiCt.

L]

. DYEOJAI2] x|
1) 4Zk3H T ERFSOA £ 11 500mg7tRI] E-S 18] £0{H =o| 1, EXIS0|
Al &3 100mg7tx|2] 12 £0{ZFS o] # £0{8H Ho| Ur o[4S 2 KB
OflAM HE A3 SABINCE
2) AECIQ| 0= LA BFE BEQH(standard supportive measures)S Al
AlBIC) g eM2 ElciziE iAo Aol Q&S n|RIX| P=Ct

10, 542 2 HS340| FONE
1) Ofelole] =0j /K| 243, 20| HX 24 R0 B X
2) T2 8710fl 0| = 242 ARRIOIO0] EILEEE SXIHOIA HIZITISHA| 2
ooz ) T Melz BuE R

11. 7|E}
1) kSR X

ECI2FE2 cyclic guanosine monophosphate(cGMP)-S0|X9I phosphodieste
rase type 5(PDE5) CHolod ME4S, 7|4 % x{six|o|ct & XIS (sexual stimu
lation)0| FAX O 2 HAMSIE(nitric oxide)2} WES UOZ! |, Ejci2PZof 9|
St PDE5SS] &R 7} ai M & (corpus cavernosum)ijAl cGMP2| £:%[2 S7tAIZIC
0|Z2 & ofgHsmooth muscle relaxation)it 22 FXO 20| M Qs
TS 22 M 7| (erection)& YZICE EICI2IHE MA X|=0| Y o= &
20| giCk

In vitro Ni& Z 3}, EfC2pE 2 PDESS] MEHSOI ASHAIOICE PDESE of MA &
&2 oia) 9l LA} HBkA (vascular and visceral smooth muscle), 222, YA
AMEL B 2 Akl(cerebellum) MM BRI = SA0|CHElCI2IRC] Sal=ClE
phosphodiesterases2.C} PDESH| Li310{ o 2 £50] QUL EIC2IEE AF, &,
B 218 CIE 7|30 M WHE= 491 PDE1, PDE2, PDE4 HCH= PDESO|
L3101 10,0008 & Z2fet= o 2 50| UL PDE3ZH & =M (cardiac cont
ractility)ofl Z{5H= £40|2 2, PDE3RLC} PDESO LSt 0[2{8t MEIMS £Q
SICL 3t ElCIEFE e, atakretina)l A LS = SA0|X} phototransductions
EiE¥5H= PDEGCH PDESO CHEI0] 2f 700k Cf &50] QUL EfCi2rEe =3t
PDE7~PDE10£.C} PDE5SY| CH310{ 10,0008 & Zdt5k= of 2 £50] QYCh

O] HEA| S0ZY)O| 8187(242 5] 517 SI510] BIOISP| R A
(at-home setting)til A 1,054H2| EIXIE A= 372 AMAIYS MAISIHCE
0| Ot2 K| HS EAXOZ QOIS JHMAIZOM, $1oF HIm5l0! i 16
£ 2B HTHO| TS S8 WA RAIE % OlLI2E S0i5t 3 BXIS0)
36AIZIIHR| B MR 7HE 4 U Ho| USEIACE

S DRSO 0] 2F2 S S of, Y2A2{(supine) HF=H7(systolic) H
0] 2t7](diastolic) B2HZt2} 1.6/0.8 mmHg2| Bz &(r] 2i4), MUS Tf MESH
7| & o|@t7|8ekZt2} 0.2/4.6 mmHge| B A(r] Zi4)2] SHOA #{fa}H|
5104 RIS 1017 UM ALt UM E R2IFH X0 7} AICE

AlZH0j| ci$t ECl2FRIe| 2k22 Hol617| 218 ¢i720llA, Farnsworth-Munsell
100-hue testS ARRZHS mf, A Al (MM /=A)0| Tl 7} ZEE(XI RIUCE 01
5 A2f= PDESS} H|w'E of PDE6O] L8t EICt2rziel W st at UR|FICE,
SE QAL AJEI0) ZR, color vision2] 20l st 2= EFQUCK €0.1 %).

0] o] HRFeiA(spermatogenesis)ol| L3 AxHRO| A3k HILGL7| lH, 2
ok 10mg2 670 7t Y E&35|ALE, 20maS 242} 6718 = 90 ZHIHY
H235 LMENAM 3 7IK YNATE0| HAI=IUCE Of F 2 742 A0l AM EfCt
2hzol X229t HEGI UMK EfFMS 90] 2ol YKt mXiet SEo| ZHATL
BIEE|UCE MR 254, "El, UEXIZ S 2 E(follicle stimulating hormone) 2
CIE =50 Mal= MAE|X] SUCH1 B0 & &ZE]

CIfS AT (HS, S5, $5)9 @olo| 853 Wr| £ #xHoia] IF, o
Q| : 21-82A)E CfALO 2 AAISH 3702 UMAI-OIA, EICIEIE 25,5, 10
mge| 1% 13| QH0| M SOZ WIIEIYUC) 015 &, L AHS tiY =2 §H27)
Of QUAIIEOIA 1X1ZIQl 52 HIISH Al YA HZENAM 22 31%,
37%2} H|EHS 0f|, 0] 2F Smg 57%, 67%, 2.5mg2 50%2 LIEIH o=z |
0| QUCk 3L G E SHISHUT| B SRS AR 3 LIMK| 1702 YAA
o ME {2fo] 28%2} H|waHS I, 0] 2 5mgS 41%, 25mgS 46%2 LIEH
Aoz BIEACE 0] 3702 LAk A& EOIZIH 2ix} 222 A 20|
IHE PDES Aokl =01 Al kS8 Z=0| UUCE

0%, PDE5 XisliHIE F0{8t ZEo| Y= Xt 2178 E Y22 5j0] Elciard
5mg 1% 18] £ 2t ${ofzol FEe) uiHolo] AlRS 2t HHAL Y B o
WA= YSES ElCi2E T o 2R 0llM 242t 69%2F 52% 2 LIEITL

AL SME U2 2IXH186T0IAl 12FZHAASH AU M (EICI2E &0
142, 9loF 0§ 44%) EICI2HE 10mg E= 20mgE A REl EXI0{ A (flexible
dose, on demand), AU R I8t 17%2} HI D3 S 0f O] kS FOI3H X2 48
%712t 7401e| W] 7]S0| HRO R M| SAE(UCE

2) oiEain £4

OES
Efciefe 23 £ & A40] E45H HEE 87 Al 8% 5= (Cna)
= 5o 5 BZRICR 24120 oIt A7 £0{ ZEIC2HEe] Hif M
HolBE2 AY=IRI UCL
Elcizfao] 481 E4ETE AAN of5i0] Y WAl ¥oBE 0] 22
AALRL B = AALE OfX| 211 S 8E = AUCL S8 AIZHORA Of H{H)2

223 EHHT0 Chsi0] YMHOoR o1ty Q= BR0| YT

@8E
Ha 2ZEX0| 263 L0|H, 0= EICI2IO0| ZH0)| 2EES LIERACE X
2 S0 X0 Ae EICIZFEO| 94%7| CHIE0| ZESIC TR A5t
2 4 715 Hofoll 2/5t0] Y&k x| ed=Ct
E0f 839 0.0005% 0|2H0| 212 TE xte| FM(semen)oilAl LA=|UCH

® x| E&l(Biotransformation)
EICIZIE2 AIO|E3E P450(CYP) 3A4 isoformdi 21510 2 LA} EIC)L 3=
Q &3 ARES HETE 2 22 72L10|S(methylcatechol glucuronide)
OIct o] EHAME2 PDESO] L5104 ElCi2bE Bt &[4 13,0000 H 2 &
SO| UCH w2pA, ZHESHIAKE S20AM QAR O R #40] QAT o4
E|X| =0k

@ M
U DHRIS0A EICi22e| B3 27 HAS(clearance)2 2.5 L/AIZIO|
I BF U7 17.5 MZI0[CL EICIZIE 2 S5 HIAREER F36k
A= H, 2 CfHENZR] °F 61 %)2 mollA= O AZHFOZ| o 36
%)0| HiAEICE .

® MEM/H|-MH &M (linearity/non-linearity)
AT TI-AISA EICt2FE 2] 2FFEH2 AlZb} 0120l Choto] MEH
(linear)oict
2.5-20mg2| =012 HQI0|M, == (exposure : AUC)O| E0{Zf1} HI|EI &
718t 1Y 18] R0i8t Z2 52 OjLioll steady-state plasma concentrations
ofl =23t
47| BM SIXFS0IA population approach2 Z&E 2Sst0] Wy| HH0|
U= DRSS LSSt FALICE

<E$+ ek

® DXL
25 0T GEKFE(65M 01ANS 194 ~45M|0] ZAZH8H L|3IRj0] HISIO,
EjCi2lzlo) 27 MA80| O WUSH 0]& 25% Of &2 L-E{exposure ;
AUC)Z 71X 2ICh 0[2{8t 12| §ut= UMN O RO|5HK| oM Y X
H(dose adjustment}2 FEf5IX| =Ll

@ M7 #HB
AS(3olEll HAE 51-80mL/E) L= ZST(I0EIH A4S 31-50
mL/2)2| MFIE 71 ZEAH L FAS sh= UT| AR TIEXISA EF
Clabe 13] 83(5-20mg)2 AFSEH lafefaf (ir0llA ElCiebae] E(AU
C)2 o SHIC) HUEM SRS M, Craxis YT TIERISRO} 41% =
Al BE=|UCH UEMS EICI2I HiHoll H2| BES nIXIX| =Lt

®WIs 883
10mg 2880| £0{ =S i S E= FST9 2 Fol(Child-Pugh Class
A Y B)7t U= TSRS A EICIEFE S| =& (exposure ; AUC)O| 48t
HRIE0 AL =F(exposure) 2t HHSIICEL 5 21715 5H EXKChild-Pu
gh Class ) A] O] 2f2| QR Mol LSt AARIZE MBI SR MHYsh= F
2, 2| Ak= MBS 102 UM/ E M benefit/risk) S 7151010} BiCh
ZHZ0i7 Q= EIRISOIA EfCI2EE 10mgECH T 23| £odo] i o)
2 7IsE xR} gk
2HBol7t e XIS ElCizRE 12 18] £0f 270 ti5t 0|8 758t
xizrtelenz MYsks 22, Ak ASsH 71702l F24/2E MHlbene
fit/risk) 2 Z7t51040F BIC).

® Y's X}
S SIRIS0 A Q] EICIZPES| -E(exposure ; AUC)O| Z42SH ZiE KIS0
Me| AUC 2t BT} 2F 19 % RUCE e (exposure)0f|Af2] 021t Xj0|= 8%
THZ HYSI5HR| =Lt

3) WA oMY xlE

QIEM of2[s) G =4, Wot TksY, W MA SMo| ChE DAl HPES
7|22 B MM KIRE QX|of St IE S LIENNK] 24T 1,000ma/ke/Y
TIX| £0{8tEEL} DI2AMM 3|7|8 H(teratogenicity), B XH=-4(embryotoxic
ity) == EfOI=EA (fetotoxicity)2] SH7t AUTH HES| A U ME WS A7
(pre- and postnatal developmental study)MlAl, no observed effect dose7t 30
mg/ka/20|UCE YA HE|A 0] RE0IM 2| calculated free druglil Lt AUC
71 20mg 20AM 21X AUC2| of 18HIICE

ofx A EN A X S (fertility)2] ZOH7H HUCE EICIZIES 6~12 71 ZHoj
&l 25mg/kg/Y U T 0142 Y2 JHol Fofds o, BR oM HREAH
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