wastellas

159990

H7H

A
sERH)

£HOf=4 OE | AH0l=24 012 UlE

QUEZ0|WRL mE=glo[EH3
A (03F12967) (03F14895)
a4 S

SIZZHZA(3mPas) | SIZE2HZA(3mPas)

no

L

HIAIZI01®H Bmg - &2 Latalo] s =TElN
HIAIZI01®H 10mg - %S BaMo| AsL=TEY

re
oy
H0
1
I
ﬁ
i)
5
=
LQ
u
E

ol
ot

ek 3
>
4S)
o
o

=9 eo7l= B 82l 2E0| st
.*"“OH—C&IF D 43 Y EST AFOHERHcreatinine

clearance)30ml/min)e| A2 28 Z™st Q7| gict 373 9|
MEHOHER creatinine  clearance <30mL/min)2]

E07t HRstH 1Y 12 5mge =0SHK| I = SiCh
TIROHRIR: AEO| ZRHOfRIRte] AS 82 M weT|
gkt S8 0 H%* HChild-Pugh S2B)2| A AMZESt
BTt HRotH 1Y 12] 5mgs ZUSHA| 25 s,

.28t cytochrome P450 3A4(CYP3A4) 1oHJ(1|E Eofstn

= BXb JEILE e O2 ZE§ CYP3A4 XaiAI(0]:
E Hﬂ|01 dmLtd|of, O|ERIZLUE)E & 5 Q= EHXRO
A 1Y FUHZHS Smgl 2 BT,

1°

A8 | ZoINE

CHS EXIOIE SOI5HR 2 21
Rz 54015 915 Bt
554 7(AYS Tas 5 AT HEHE TN B
gEeas o
S7F =LA} BHR}
0| of = 0] 20f SR AR TTIH| U= BHA

HHEMZOl SHX}
&59| 7P ERHChild-Pugh S2C)
E52| MEOHEXI0| 7L & Eol P
Qo

Off Ebt0|B1A| 2yt
CYP3A4 KISR0l : AERLIE)S Sotokn QU= BHXf
ZUEQA BN, lapp RYRMEL ZE, TEY-
ZAEQA EANOIS L2 SHH 2HE T4 B}

8X1EQ| w—l‘éol U= HAE WHELH M SEX}

I HAA EER

R 2SN A4 [EMO0| U= BHAL

ZZ0| MEOHEHH creatinine clearance<30ml/min) : 1
Z|HES bmgs ZshA = QHELE

ZS 0| ZEEONSRKChild-Pugh S2B): 1Y #

M1 0 40

tHES bmg

2 ZsiME eHEICE

ZH5t CYP3A4 XIaiA(0f - HEZLIZE)E & Eu Ny
HLG{LIOHEMEH, hiatus hernia) 2}, I*'EO1E SHA}
U MCHS O 7| L} AFIAIZ = Y= H[ATLAILH[O|EQ}
@2 oS A EOE0I Bk}

AEtEEE BAt
oS

QZUAMAHN A 2H O]AEHS

22| AT AEES Eoff 1,81HO| EXH st 0] o]
AHE HILGIICE efA f HAH L olaf=l= O|MEIS2
ZAZ, HH], AOfSE(ZEO0lY), M7, QtE7E0|CH

o2 sofwe HNSUN wus s &% oywse

i

ZUaet HHIRSH 0] & JIA| o3l ¢ i 2 5mg

SO{R0] 813} 10mg SOIZOIAI B H9UCE 4719 123 015
AMAIOIN 3710] e Byt 0|ot¢% asion,

S5 0] ©f 10mgE EOE2 EXfA LIEHSTHI S
ZEH 17, HEM 14). OIEUWHAZMA SOt

Ol“tﬁgQI THHIE2 2% AL, 0] 2f bmgs T2 kAol A
HUMAGRE 1710 EREICE O] 2= 120 %OJ o2
SR HHE Ol4RtE e HEl S8s 0] o= 12 S
SO0 EARF H|WoI0 RAIGIIL, OS2 216 0
of2 oM = 7H ot HoIR FUNER 1.5% UCH 12,

, FISfH= YA Of 2f Smg £= 10mgS 12 12
b

[E 1] AT ULAI—OM YU Z2 1% 04 Lt ol

HiS
—_—

&MLt | Z2HLt

flof A&MA | AlAl
(1,216%) | <& 5mg H 10mg
(578) | (1,2339)

SR 634 A 265 A 773 o

b4
B
TS 12 10.9 276
bl 29 5.4 13.4
4 20 17 33
sz 10 14 39
mos 10 19 12
£ NOS 0.9 0.2 1.1
22 NOS 28 28 48
s} 13 22 0.9
=—— | °1=%NOS 1.0 0.3 1
—— | g
[ —
—| oxize 1.8 1.9 1.8
225 NOS 0.8 12 08
Alzfols
AOFEE 18 38 48
S71% NOS 06 0.3 16

HEolOIE @ . o
VVesicare
UM AZ Wiy QFHIN| 212 DOIMHIREAMO| X2
2 5
10mg
(E2(HL A A A )
s N7 W 1
HIAIZI1® S 5mg HIAIAI1® 10mg 2XF ‘ 06 ‘ 0 ‘ 1.4
0l o 1&(156mg) &= | Of % 1%(154mg) & HUH S04
SEMs | sAHLASMMNS | S2|HLIASAMS SREE 07 03 1
(&7 5mg (&) 10mg
oz 1.1 1.0 2.1

ot ‘ 0.6 ‘ 14 ‘ 05

[}

Sofl 354 2| BRALO] T T QRS HIISIRILE 0] 2f=

SNSUHAN B0 TR 28 olyutge2 YU, Al

BIH|QACE. 21T2HA 2 L0
< 2L,

*NOS : not otherwise specified(I2 22 E|X| oi=)

2) FL) YANEOIA HDH 0[RS
FUIOIA A H DTS, 015U, SE2H X,

4m oE

A

=4
neT pgh

s

rlo njo

o |
ol

rlo
[
r 00

=

2%0|4f LTt Ol Bts

e

EaHLt | Z2 Lt
(118g) | (118%)
}‘_’:"-'%0' adu e 592 499 729
EA
% 18.6 7.6 19.5
] 2.5 6.8 14.4
ASEY 1.7 2.5 3.4
EEE 0.9 1.7 3.4
AlAH 01
N[ a=t= 10.2 13.6 17.0
QtHAZE NOS 2.5 0.0 0.9
IZ 3 HI 7 1A
et 5.1 0.9 5.1
Q&4 2.5 2.5 2.5
HEF(UHO| 5
=5t
L7 vesical 2:5 0.9 0.9
tenesmus)
&
pareed 1.7 2.5 T
Q= 2.5 0.9 0.9

@ 74 2 EoiRel  AzeE

POOEERY © O

* NOS : not otherwise specified(I2 22 E|X| oi=)

3) AZolAl Ll Al Z A
ChEol OlEES= BAMAOIA ALt = AEHoZ BAEAT|
[[H—E—Oﬂ 05 oleeta9l HIEE HIME Atze gl

@ MR TE, QMTATHS, HHAL, 020}y, 25

YAMEA - =5, 22, (X3, 29, dY, A

v TR )
Al w7 - 2R, M
9 ISR RS, W, SCY), HERE
SEhy TRe, IR

HUNS, MAYE, v, ChEay

S, [

Nz 0O H
%
™ -
gi
|

N

P
/j;l
e
|

J;

—

)

Ho)

d

o

I

al %qor : Alﬁ_jrﬂ _lEI-_EoE:Pé

A g jonr 2

i
N
il
o
N
Qﬂ
P
bl
rd
d0
o

4) FU AT = ZAF
@ FHOIA HYALS 21510 61452t 8,616

roh [U|0
=

or

o |0
KU

>

>~

ro
X >
Mo © o ro

N = ASHHEAZY QoA @
AESI0] 12.62%(1,087/8,616Y)[1,24571]12
3 0| ofT} OITPAS HIHE 4 Bl 2R

11.46%(987/8,6 6%) [1,11971]2 2D ERACH
SHEHRoAgRE2lD fﬂf71l9f’§tf%’10|0.27%(23/8,616%‘3')

HL

ke

mn
ne 3@ &
e kR o

re
olo
o ~

opilz  exR e, ¥BIAOELEG e
HISUORFAY, HimEs, SUNEH, UBIRUA,
AIlsToors), e, MEUE0EAST, HAYS, BE

RZQ ATHAMS AurEaiziA GIFE0| Zh 17 202
BURRACH, OlF o/ 2 HAS HME 4+ gl=
UERANISLHSE (0.1%(9/8,616H)9TE QAT 77,
Hx=s, Sg4FH 2 1210] 21U,

OlASER] BB RoiAtElE 0.77%(66/8,616H)[7071]
2 YEIAYOEIHSIt 5, btk HIFRE 2 47
Hi= 2o, HeSolstEsst 28 37, HAf ¥k,
HEANGLY, LIRNY, MURE, HY2AZRES, =85
2} 07, HTAAO XA °4HH—|—E, IMAEA Ofp S

£

ood HowL-T 1, (=X
Quzs, 24N, 243, 270, BuRe XD,
ISR, JISEE, =RUE, 2F, GHFYMIE,
SHMATIRISE, Wigs, WIS, HENEIIE

SlaiMAPY, MO WY ZElE, 9R JlElatel 7|

)
o HSZn, LAUE B0

0> o

s
JAM= AIHI‘KEJUF FNPN|
[ e 0 7 =

2 2aE9on, o] = o] ot
Q.FEO‘HE% k= 03 %(30/8,6

]
A
sy

~

|0

£Q
rr

[

o B2 e 4

O T My

oY A 4
oo B ot o

Mo 4I H O Y
O[H OF OIM oR!

ol
0x
fob

Of oo HEH R KA SafAbSt Rux Bxg
HIXES 2 AR 578 DE oUES (1A 0Z D
oAt HIMES YA SEAHOA S& B71st 2,
CHE 2= oofE0M E1E FotAt|of HIsH O 2f0fA
EAXMCR Folop ©o| BuHE Qi & M2 &l
A== Oh= 20 Oet o] 2t sidd=a thso
QEAIZION QTR QIBE HS 05K XS OfLICE,
. EH)\I' oj oqorxlgj- 7I—£
o MAMTIA EHIIEHA

EHIX‘l xgl

[=2e N
QT%Q S0, UIEYEES 59 {EReI0 Sttd
SXIAA QT 7% ¥ CHEdHYBIMEEAY E Z2IE)

7F HEEAL.

0] &f2 RO =2 U EXA 7|=hMo] St
RS0 215 ofol B & Har BE0| gyg
&2 0] &9 ROIE %Efﬁh_'_ M = H XMRIE FoHOF
St

0] of5 RO g2 HI SAOAAl OfLHERIAIA EHZ0]
HOEACH OtLIE=A| O] LIEH BHAT| ZH2 0] 2f9|
FEHE SUoIL MES X|F H/EE MRS F6H0F Bitt

HJ;Q
_l'_|_
ol
©
1
X 4m

=

cn

ox

HIXHERE A4, 20t SRl g3
oisol thst IENS URAKIX| B
S013 B2 97t 27H0,

O o2 E0i5}7] HO| Hlo| CIZ HRIS(H : MRH,

NEENO| HSAME TIIElOOF Bt 22Ul S

30l TS YRARE WAHOF B

NZOIY HinT DS RO iy U RENe

s b giC,

of ofo| FfF ik 45 S0 LiEFHCY,

CI2 &2y ASSHY 0 Ao o5 AofEY, =3,

W7t E8A UEHE 4 O0R 91 U JAZR S0

2N S 01E £ UL,

5518

of2iaH 452E

@ SE2AY 2 WS SOF FS 0| O B EME
SOAZ |71t BRIEISHR] 9f2 &} Lehd 4 Q.
o of0] X|BES B B CI2 AZalY 2= A2S
o 29 o 15U WO FOY|7t TRSICL 22 28
B594S HE S0i3 22 0| U0 ATEWI} L4 4
2t

@ 0| %2 WESZTIAHN|S, ANT0|=9} 22 xRt
SENS FINI|E A4S BTS YAA|Z £ 9T

IR =GR AIS AR

|2 vitro) M3 2T O] 242 X2 SEOIA AR 7H

a2 2&0AM === CYP1A1/2, 2C9, 2C19, 2D6, 3A4E

XoSER| CEQICE MetA], O] f2 O|Ft CYP 240 2fsy

AtEE A9 FAE(clearance)E HEAIZIX] ¢S A

ZLh,

O] 2| A2 &=t Lt L2 AEE2 &

® O] 2f2 CYP3A4O| 2J3 CHAREICH Z=St CYP3A4
AMafMel HEIZUE  200mg/day2 HE EOofg
42 0] &9 AUCE 281 B7IHRL, AEILE
400mg/dayE FO0i8t Z0l= 0| el AUCTt 3Hf
S7IE QAT TetA], AETLHE T= OHE 2= CYP3A4
KA (G - EIELIH|0f, WI|LH|, OIEEF:”-FS)E 0l
ofut HE FE05h= Z2R0= 0 2f9 1Y A HEHS Smg

o H[BHHOF Bt

@ 39 MEN A E= ES5 UEHH BXoAE 0
ofs ZHet CYP3A4 KMotiA|2t H=F0SHA| ZOtOof Bttt
@ TIEHH0l O &2 CYP3A4 71H0] O] 2f0f| Djx|= Fatat

O

FARET O OF"'P ARG 2ES
Gk et A2 +EX ‘Bs*S’IEf. 131'—#, 0l of2
CYP3AOL Cfsl] LHALZE OIROIA7| =0, Elatdgo] T
F=2 CYP3A4 7120 - 2t ZEJOFY) 2 CYP3A4
LA o 2T, HUES!  FHEHIORK )
=S4 =& Yo 7H540] QUL

ChE A= =0l A=S=el0l tiet 0] 2t F&t

@ Z-Oigef: o] of2 S5 A uYefolxdolaEett|g/
HESALEDN ASSHIH JFAHES UEUX
UL

@ 2l 1 0] 42 R-QME = S-ofmE o] o2& sl
HISIE X IUCL ESE Amp2I0)| o5 ZRESH] AI7F
(prothrombin time)ofl CHSHM T O] 242 Hats O|x|X|

_I

. TR e E
HREO oMo her Atze SiCh OFRAGAM O 2fnt
HAE FELE RHHULD sE ATHOR MUK ALY
LOZICH MEtM =FF 0] 2] AHZ2 LIsHOF Bit,

. 20t0f st &6
20t0A g REHE2
20t SR A F0{SEA| ZOLOF

g Hh QT EbA O]

rol o
ru|o

. I RoAlL] MX|

At X EAOIA R4 0] o] ZHEH= 18] SH2RA
100mgOI ALY, O| ZHOA JHE EF oldEE2 &8
(838), TU(EER), OAHSESR), ES(E3B), Alotsd
(%%E)Olﬁ’ilit.

2) XA A2 FoE 0] of EHUEZ2 5A
280mgOIULt, QrlF0] Hak= UACL ?:.3% =
SIAlE UL,
0f 2f9 et EHAME ABESZ X2 H0F Bt PIMZE
HAE £ QL) LES REOIAIE 2OLOF BT
ChE dzeld dSsSHy UHROA 2 SH2 US
Z0| i-|i|0I-I:}

Sast ot e

aE=

@
.;Ojﬁgé F20 = Li=AE T
@ dHENEEER0IY '—fE%ﬂ—?—WIEHJE_EFOIOWIEWI
of= 2 X|= Tt
© SERPS FR0= USEES LA
@ M= HE-XTH 2 X|= 8T
® 2MFE JHEYYUEO = X|ZFT
® St 2712 HAUHC=R X|Foid BAE
a0 UA BT
E gRAJel fEi OHFEVINZ MZR0Al QT A&
MOl U= BRHO : MLEHE, AU, QT 7HAS
YN IE AL LT 4S9 YEEN) & YyHet B
e o, SEYYSH)0| QL= B0 M

7IE}
of2 OE MM |I=HES LEHR 2%
Salmonella typhimurium S FEscherichia colig 0|2
STHOIAR, AR ZETH T 2MZOA SMH O[S
= HQAAE, BT ASAE S HLIAIH

ooz ORANA 200mg/kg/day
(LN HEEHMRHD

e 4741

o) 5t 2 gHiol BB B2)
7H INTE SO 3% S 4500 o SIOPd 20
, 15mg/ko/day(MRHDE] 18 0]3H0] SH5H= 82
4 571 £0j5t 2%, B0l B7H= LR ol

0| A2 £IiM LA OFRAA 250mg/kg/day(MRHDS]
138 Djgto sishe 83), =3 SENA 50mg/kg/day
(MRHDS| 1 Dj2rol sigfst= 82, 23 =0
100mg/kg/day(MRHD°| 1, HH | siEsl= )2 &

B M5, S5, 27IHZM0l P DRI I

ZYH?

HIAIA0{® A 5mg : 10R(10E/PTP X 1), 100(103/PTP X 10
HAIAI®H 10mg : 10R(10%/PTP X 1), 100-(10%/PTP X 10

T

A E7(2¢

HEY2=E 36/H

©8Y, 8% S MZ0| BEH Lol YA DUYTHHR
TN,

© 9= 59| IR0 B510] AIR75H0)
29 TE AAE QUEL YA I

50| AR UL} B

tolof gL Ef

7
(SR8

St
=

HEEA ZHYUL 0|F HAH WE2 A EH
(www astellas.com/kr)0f| A EOIGH 4= QUELICE
oI SRR H|o{—LA| A1F © St=2olofEotMPte] R(1644-6223)

. Astellas Pharma Europe B.V.

Hogemaat 2, 7942 JG MEPPEL, The Netherlands

. SHROLABLAT|O

NEA 22T EHE2R 521 TI2LIAELY 75

159990




