W
an

HAl

1fe}

Aol &0

oy
0|0

1. C}

750

=
1o

o
A

4) HIZ2TLE, AJAZ2|E, T2 X|E, OtAHO|ES F£0f &1

5) OfEfALIHIZ S 2| L]

ol

Wk

1o

<J
1

X
__o._._
ol

2. Cf

< 2240

ol

wr

1[e}

<J
JJ

FRACHARE > 1/100, < 1/10 ; W2 > 1/1,000, < 1/100 ; E=22 > 1/10,000, < 1

5]
/1,000 ; 0¥ ==2 < 1/10,000).

H =2
T

=0 det

=]

ol

=
[=)

k2|
=

S (839 Aoade

x|
=

A Ao adiE

z 009 c2

A HUHESE

=
=

=2 U=
= TS5,

of
=

o=

- A/



I

A U

]
=

==
a5

7
—

.i

I

o

2
2, U4, 0fP S8 o

El
=

(=

9

2

PR e a2 3

2
(=]

F

| SE2{7| E2A

il Iu}
i)

=
=74
=]
22

1

$3), SHEL A}

A
[

INE
F
M2 DR, 7S

: i 2 02| (vertigo)

=k

o
CESA VI3 AE

[

(AR EE mjui 2 2|2 (dizziness), A|
Al

| D|24

=]

F

Z
2]

4

s
o

-2 57
- UEEA

Il <
0l o
T X
) &l
o3 ut
_ Al
© oJ
0 ©
Jo 5
~ gl
fiin] X
o e
J -
H N
—_ __o._o
< [=F
z@
= o
(@)
Tl Wﬁ
m..m o N{o
O i
or o Ny
) o
Ile) N
— Ay O
o W oo AT
~ o X - OF
I iy
o 23 " 2
o< 3 B0
6 Rl . ujo 1o
T < N
v 2T W
I TR - T
< = olo DNowe =0
B S
>0 T o
B oy MR
ooul o AR
= < 0 Mo o AT
i m = %M I o N =
ol .. o = s ol 2l o
wl B0 > __._u_ d - il i
&J ~oO N ~J .ano <g =

’

0], 0|F

5

a5

{22, o U, 8

(@)

[

A

F

2
Z1

3

Z
(=]

{20l

©



(dizziness, vertigo), A|Of

Y2, of2

=

-y

= 20 T E
Njo 60 o i
T > ol o
(] .
O go {| ol
:/L I—.—-I m_l
~ o0 KO o
<r T ur =
20 oF I wk
|0 uE ol O
m) 5 do or
o RO E
~ A W <
- <r 1o
<+ s S r
o} 0 = T
A o [ —
= L4 S u7|M
- T2 oo ©
E: DR T
o B XM
30 F z o <
~O T 3w o
rk .oof R
= o O H 0
- o H = = gl
__,A_n :.E - 4l 110 "
WAl < 3 W
A A s O U o0
o 5 KO < =
TR X g Moo
4 =0 o 1% - = <]
N ) I = P HF
N 10 B _u_ll_ ™ e
[=) - = < o i
_U, A m_.w © — o
=Y g o iolo
ok Tk 0 W_E._ .o I
<0 ol <0 © T < =) =]
= - = a1l o T I HE .. N0
0 = 15 H oy I .
i ~N [\ =T - 1 ) <
S < @ x 8 o == D r z
) ] : . W g X iolo =
- K 3 ) Nq X
Nt 4 folt S M 2y © <d ) oF
o o ol .ﬂo N\ H 2= <F < a L.
- N T X gy o g ooy X
W_A_rw <4 A N, o9 w 8 T R
_Lmu E_u e —_— =~ — U —_ —_
@ Ty T T h o saw ¥ORFOF

A [OFE| 7 [LEA (22|



g ]
- 0
_ = N —
R Aoow g 20 of B X U
° o 2 ujn =< o & of & o8 &MU o o . ul N0 ox
— or od T DA~ o o U o X o=
Q o L x = X = & X X O AU o T =) R
o0 s S ®L g S m B oo N W - o N ok B
= . 1o ol Dz _ orl OM _z 1 z_o -
T~ L m © o oF o X &M ot q 0 H
oF T N o) o < A wo o O
i S L By R o o T G LW
< o = < IO — X NS o m.__m =0 = O U X xr
8 yoo = oo 2 L B g D L
9o g 20X Sl = o 4 Y T o @ 7
0| o X 0 = =< =~ 2 = - [ —— — = 0 -
0 " oot T > = 2 N[0 Y 3 o = A B
of s woN WmZe ¢ Hoox W g Ko H@m R
=3 o Y S or & ot % H Ao T o X = = IF
ujo i o o 4 @_ | H w o o = W_ ojo S 20 < ._,M_ ol W o
% w0 o B o X o H U ~ KO o b g ol o ofo R
m 2 S§ gig “TEUE BT X% ZEfa
for W g uFom TR IR ST TR mouboou p
ol 0| = o < J NS = o — B K = T 3
bt ol = AN = 0 NO o Iy +< OoF R =T oy & 8 H 2
i o= T g X o ¥ w oo 2o T B TR~ R -
- = = oo OF H N 0 9 £ Ol = g U = © ©
u w ou ol o g H oo ™ o3 L € ru = = W X E = @
M Lo o > o W s & ok g I o M 2o W T oo 2w
md e = F TR = E o m.l_sz%c
3 - X ~ O X o o Zom op S U R A Nfo
b W o U o ® % ok B wooa &) o S & ¢ o
s B 2 o mm B FoowE B 5 A s a8 2% st
s 2 o Y of ¥ 3 By T ®E 35 H & N g < o 2 P b
o 2z ° 0 0 N o o o T W T & N c T oom o
X ™ <0 4o 0 o N il = g omozn o= -~ & o H
w5 3 Moo 50 & oup = M= O Mo T o & = =
= u — oy ® = 0 O rA_mm_Mﬂq 0 g g e
. o oo e ® =~ W O f Y R o3 X oF 5 o < No 0
< R N 0 0 ol X il ar = No ®o o _—
g5 ¥ =& D8 Bomoom % HDE B s Wl @3
o oF = = Bl N0 KX T FedT =) o o0 X o 9 S fU =y =
woom @ oo O ol T 408 ) o Jo = K2 @ 7 O
ey - oF = oF ] | = mowm 2 Wl
0 U y {0
R ooy @ g oy X 2 oOF g W< W o~ = H =¥y g <
B R @ o O T oA o Oy P X mE T oAK
o o N =< 0y wl oo X 4_M ~ 4 - @ 2 = © @ o _uzbo S
% I ko of oo H T Mo B 8w S R TR R
K 0 A L T 5 0o 55 Bogog AI_%:I,IPﬂﬁ
X ok I o EUER) ol L T T U N~
o [0 o] ol _n__._l ol L Uy m_k = U 0 S [~ o © i HI o] i ik
R - 1588 amyg o5 E 5 2
ol 2 — ) 0w o W ol = o = ol = 2 % 28 K
= U o S W ® XL T L p o T X LR o W X o &
00 S m = sy oo H o ol - oB oW A L ___M_V._
3A F B Moo —~ ~ @ = T TR A
u n W No o ok ol = T ™ W B o
o O__._._ © o g <0 m T N
o & o o = 0 — KT
~ O or M <



ol =z
0l R =
Wo o
|m.ul_o_=_OM mz._m
of0 2 o gl < i 9__
w2 = ™o Rl e
S X = __oo__=|||__| ~ ©
) nLLM 0 < b
H_l A_Z._ ._I_H_=._ o“_o“_o“_.:._ z_oz
< i Lr,||_l %%x_ B
L HF 29 = [ X
[N Gl ik o & H = W oy H 20 o°F
= g G el ) 2w S o & TR ol
T R - S 3 S ioo e L ) S W E) oI5
T ] m_zM =) ﬂhﬂ IF o = oo o N o0 gjo
..ﬁ@u S o i o a _LM ofl H o Mo_.._u_l = I H = <t i
— X 2 g o3 =CA 0 = o S . A|=_1=_
S - MAE_ o < o fo 8% il =1 D|U|_EN5 <
< W aﬁﬂum wﬂ_ﬁ o Ik oo~ oS ___ﬂw_uA,ﬂoITW
= b i e o S p E waAT.%uZTwi hE
N =il il ¢(rﬂ = cu__%q Iwuoa ofo
o0 = ﬂﬂoe)._/A_.\?)m " 5 H_._HIEU_MM m_w__o_.N..mW ...Alm__u
o o) o g » HTEM_U b 3 g R Z %mo4mn_ <
T < %I_wﬂ_ulis,_ o3 nT_ﬂ ro_mMﬂ
%_m LEg ™ 5 L o 7 5 & 3 ﬂ__ﬁwc__aww ol
=5 L.LAuao4 S i o0 o0 of ﬂrofdtn.
mooF %omg%mﬂ mﬁwfmﬁ_r_. Nz u_%gyﬂ Wmow_ma%m_
R 3 [ ol — - = o = IM_Q r oa € m o
s %w___u.wv mwwmmm o _n___&mnﬁ_ m_rmmf__Wﬁg@
X 0 %E%D. o K> i nﬁ# A_w_dwhﬂ mgﬂa_._ﬂq 2 Mo
G w i) b 2 3 LIt G W X L o
< o _ﬂﬁy#,zoﬂvmg o %%mﬂo@w;mc? 3 o
am—_._ 1l |§ H___L O||.1=._L| q_nw:Ln o
54 f;_ﬂ% w5 -iiq E;Zldmo
© S B T S 3T al or g o - o= 3 &
g R S = u o M%m_ _ﬁ_m_ ol z_uiﬁuﬂ o5 WD I
5 & Mﬁaf_._ n_lxﬂGz:_ Ez;l W___a_.i Hﬂwmﬂﬁe T =
= o aEmM%cmAmﬁr H@HNA_%F rﬁuo__roﬂr S &
S NI r__IE o_. ) S al HE B B4 2 K 2 ol n_m R ﬂ_: DI R0 2 o
5 8 < A ~ X X% _ral LA o X
m% 2 o w o O W y X J o X J W W s i < i o &
g 9 I o Ik o ml___% a BN a3 %0 oo = ® JE 55 1 > =
< 5" WEUuM o ..M_@m_ o < [T MnTol_ml_mE X =
O oF X o — =N o <l = ~ 0 o s D ] X J ~ ok o I X o
o Bl 6 A _U_Tg.u__u# W I =T oMo Mot o
EIN n%ﬁol__d T)1I 7 o T Ry el _rﬂhi___w_/mn
b & EES Bo%i BT Miga?mm
N oju —~ _mﬂ Nt 1ofo T F ar o J|J X Fo<F or R
¥ 3 H| M3 Ty oz 3 = n_m_nl___ 1) ) ol
N o w0 x o B zma____ T R
_— _| = = T
T = E__baﬁ% %Daxﬂ%%a Hl o
& ° WME_E._I m_ﬁzi,__r%
A ] < H_.eo_ ray
< O 5 wo__in_ _;_IhEA Hl
A|M+_|ZT|, nt____
J.DO__o aﬁlm ﬂ\/WJﬂA
7_.J il 5 o - o ®
._._A._lAem_r _._._._Momﬁ.o\O/1
<V a5 el ) -
B0 2 =280
__wemeﬂ o <
M/o_:_zs
0

2|2

—

-

1 2| A|
EI[‘lEﬁ
JIEL o
Ch =



2L E Y |0{0F stct,

—

2) Of 9F2 CYP2C192} CYP3A40]| 2[5l CHAFEICE 12|11 O] of2 0] 2| = ChAL=Z ARl CYP2C195 A
SHSICE CIOMAIE, A2 LY, 0|0| 2, S 20|22t HLEQl, ef=ntel S 20| CYP2C190] ofsf
ChAtzl= of2t EE8A| 05 A= € =7t S7HE + UALB=2 0|5 29| 40| E2d 4 AL

CYP2C19 7| Q! COHA& 2t Of ©f 30 mg2| HEFHZ LIOLAIHL| ZAF0] 45 % LA UCH ZHAA}
Ol A HILI =12} O] 2F 40 mg2| WEFO 2 HLEQIQ E¥sT 2[A2[7H 13 % S7HEA. O] of2 £
SE7| AL S TS O HLEQIS| € 528 2UEYSI=E sttt 20| Z2tE(12 12] 40 mg £09)

2 Ee|ZLE(CYP2C19 7|2)Q| Cmax2t AUCTE ZH2H 15 % 2 41 % S7HAIZICH

YSAIOAM A2I2IS FOoistLl A= SAL0H|A| O] of 4
=z

20| ZotE[ ATt 2Lt Al

|

3) 0] 22 CYP2C 192+ CYP3A40| 2|3H CHAFEICE O] k2t CYP3A4 A3HA|Q 222|E20t0|41(500 mg

12 23| £0))2 SA|0f £045H3 0] 2] AUCTF 2812 ZTFEICE 0] 21t CYP2C19, CYP3A4 A5l 2t

O GBFO= 0| 9| =23 F Bl O] S7HAIZ &= ACE CYP2C19, CYP3A4 AA[AQl E2[ALES 2

O Z2tE2 AUCTE 280 %7tA| S7HAIZIE Of WhZof O] ofo] 83s 2¥Y W gt 12U $39
A

o
2715 olatriel A7|7ke| 2|27t TR Sjo| M BLZHS 12510{0} B},

—

4) CYP2C19Lt CYP3A4 22 SR 255 (0], 2|HIO|MI MIEZARIE) RESHTHD YeiRl A=52
N ALHIZIE CHALSE S7HAZLZMN OfALH IS HH 52 AAAZ £ QICt 0] 2kt 2|JO|Al

(=}
L= MIEZA/ES EEFKNE Tfettt.

2HEE CYP2C199| HAA2M 2+ BT WATATLO|A AL T 2[4 t0)|A
40 mgQ| 20| Z2tES TS ZR HZAERES| Cmax2t AUCT 2t2} 18 %2t 26 % S7tot A=A
j

9| Cmaxlt AUCE 2+2t 29 %2} 69 % =7t5HCH



6) Ut 2 AA0H 20| Z2+E(40 mg 1 13| £0)1} OFEFAILIE|Z 300 mg/2|ELIEIZ 100 mgS
YEFOUSU OEFAILIH[29| . 20| ZAFITHAUC, Cmax, Cmin0| 9F 75 % &), OfERAILIE|Z
400 mg 12 43| £ & 20| Z2}Z9| OFEFAILIEIZ 20| Ciet FFS AIZ o~ GICL O] &%= Eafst

T2 EHIHAAS2 OlEtAtLE| 22t HEF0IE + gitt.

7) 20| EetE2 E 19| ¢ BiO| LKA et 4= 2E0| e A2 ENE(RAC} 0| E1E 42 4E 2| ¢
.I

dH 2810 7[H2 HARIA| ERUAC.

(o]

2| IZ2tE RO AL 2L A HAE T HIO|2 A A Q| S48 HMAZ 4 UL

0

Jh5 S B ARO| E CH2 7|72 CYP2C190|01, OFEFRILINIZ U WT|LiH| 20t 2 sttol2fA AAOf
NE SOZ2HET B8 S04l BH43| LAt BNEYO0 YREOMs US| YECh 1 9 ALY
2o} 2 gHtoj2fA 2

JAOME H™H4z| 2717 EDE|QCH 20
o e0|ZetEu oA E2tE2 FAFSH &
f

1 JALDZ OfEALIHIZ & EiT|LiE| 29 22 SHBI0|2 A|A| =1

o

IH
lﬂi
it
OF
o 0P

8) Z12et 2RO AIAZ2|E94 0] O 40 MgS YEEOUES T AIAFER|E0] AUCTE 32 % Z71eI2
B BIZ717H 31 % FEIUOLY, 2D W 520 Rolat Z7H QIQICH Ol2{3t ASAEOR MY
7|442101| CHEt AALER|S0] GBF0| HAE|R) QU Z, AALZRIE B

o — _I
AY 200] Of ofut A[AtE 2| =9 FEFO0f 2fsh o 0] QTc ZHH0| HYE[R|= FAUACE

300 mg/ SA 821 Y 75 mg)2t oA
O] Y= Aoz HOyH e, O| A2 B

ry
oy
il
>
{0
>
HLI
I
m
1o
re
—|._|
E
Hu
1ir
b
MUy
Hu
H
H1
o
e
Pt
N
O o
off

CHAMAHIS| =28 B 40

221E 120 2y
| 2RIE 1A YREOEHA

0
Hsto] A0 ZetE1

12) O|&BES Atefl B0, 3lChek=s s AL (population pharmacokinetic studies) 2! T3k A1 S0{|A] O
E(FZ2 NEYS AESte 2%, HEEHNO|EL AL FolALS 2tR)2t T2 ET I oA
0o

[EE2N0|E 12|2/EE 1 (A BIESAEEAN 0[S0 Y STt 45
IT



iioll
—t

~N
Xjo

ot EfAZ 2| FA0| HY2|Y

O =
FLEEE

tEtE 22|

=

13) 0] o

=

/= O 2|E2010| 1S T 23

IM|S, Torsades de pointes ZL&H 0| LIEFLY

o2

a

H

2
c|E=20t0[4 2 of|2[EZ0}0| 0] ofsf 0|5 2F=2| ZITHAE ol E #7| W2Ql A= =9 Alts =

Ol 2

o

IAIA H|OH AlA
=2 O L T,

<0

A

o

b

P

HOF ST

5

Abell= E0E[RAC,
Ct. J2{Lt O ofS L0 HYA| T2

F

VN

o

ot

H2tR E LIERLER]

[

ol g

Wk

__o._

7. 750 o

.

of
LS

22| Y|

I.

=Ct T2t GFE0A HS

LS

Off SA|] &4

0
=

7|

O] 20| AlRo| RS 2O 2 0|3l5t=R]| R =

3

8. It SO AI9] 22|

21512 oo 2 0

=1
[=]

A|HO|| A B

o
T

Al
=

HID

710 B

=
-

2) G



