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CYP4502 28st ST M cl&8IAY BEE0H Al 0 &2 MAL-Z(AUC)0| 45% 24
StCH 2IEIA =28 2X0A 0 & & SIIE Dedotl clZOlA IS8 sHs AL
BE2 ZA0t= A8 AHWMOF S

CtE oUS0ll CHst 0] <o) HEt

0] &2 CYP450 STEO 2ol UAIH=E T2 2422 HASES AMNOZ KOGIHH A
M E=s 55 2MAZ Nz A 2=t In-Vitro AIE0IAM, 0] 42 XIER S
E0 = T2 €8 sZ0HAM CYP2C192 HIQI5t1) CYP450 sEEE He L= &5 o
MIGHA 2= HN2Z EHOIZRULE CYP2C190I 2ol HAIE = 4B 8558 SIHAIZE
= UL 0] &2 XNE =sZ0 A CYP Q_AE S S OHRl UL

in-vitro A &0A CYP3A4%2+ CYP2B6E TotA 2L, in-vivo AIlE0ME OIS
(CYP3A42] J|&)e %=t a2 0IXIXl -S?I Ct. CYP2B6 =0l CH&t in—vivo AIE2
AAEA HUASH, CYP2B6O 2ol AR = AAUEBS E=5=s5E SIHANZE = UL =
SHO Cist BIEC AH SUE Z2FHOHI| /st ASHZAEHAM, OATIE Hdtl=
AMANMOZ Ko|f|gt He2 LIEFW A UL in-vitro AIE0IA, 0l 22 OAT3E Ao

o
OM, OAT30I 2o =&&= 2432 €8 st SIHAZE = ULh

® ELA™SA2 (AEDS)

0l 2f(50mg/day ~ 200mg/day)lt CtE &S AHS(AEDs) 2H0l EIHEQI ASHES 2
E 2-34 AEUAN EF A2SsC0 et S& 24 YL 22U IZ20AH 21280

St RAUMUE 34 AIEO TE - E2-UtS 2AH0A ZAIGIUCH & ST U A5
2o = E 10|l 2240 UCH

MEUS(AEDs) 210 MBS EE
o

=
HEFOE g4 | E2lHi2lMEe & FTo St M= 2k=(AEDs) & sZof
& =22 (AEDs) ot st M E k= (AEDs)e Y&t st EgldielM el Hak
Zt=diopA AUC 26% Zt24, dsk s
S FHX %S Ft=diotd E-o| ZA|= Z7} (o}
2 I_:l|'_7F_)**
SHEHE X 2AS
S2d}& NI e = dsk s
SZLIN iz els dsk els
23 Alo| = NI =1 dsk els
2tR EZ| R Hdek S ek S
EENEE% = sk s dsk s
SAFI2HIA E dsk els e A= (EsolEEA RE
A, MHD)
| cHt=H|E AUC 19% Zt4 dsk s
Y =H X 2S5
HU EQI AUC 21% Ztx e els
22 =H QITEX U= AUC 20% Z 7}«
=g 7jetel Az gl sk S
Ex2tH ol E dsk s sk S
HEI 2 AL Ak s sk s
Z=YAlD|E iz els sk S

* Z0 HE SE 0142 12 400 mg SE= F0st AIgU 2HE
** It =0 &

Ol &f2 JtZBi0tME 2 24 WALMHIC! StZ28I0tMIE-HSFAEL s& SIHE ZdAI|
= MSBAE Jt=2digas S28 352 JtSd AMKMOICH HEAIEMA, 2t206H0HA



PN ot 50 mg/day, 100 mg/day & 200 mg/dayl 20 M 2

H-0=ZAE 88 sk 0] ¢
2t 37%, 62% R 98%N Al SIHEALD HOIE2 HO UL Sd=2 2EDX ZUCH

@ ZFLSH

MEIZUAERIDIS(0.03mg) ¥ HEL2HAEZ(0.16mg)E =&t ZFUYHML Ol
o 12 100 mg E2 SEFWHE g <=2 Assi Set= 0IXIX Z AL

19 400mg(2e zITH 2E EE2 201) E2EE NEILHAERCIS(0.03mg) & 2L
ENAEL(0.15mg)2 Z&EE 27 TAMY HEE0US W, HAEZ2 L Z2H
AELAUCY 27% % 23% 240 ZHECJD HHEt AU U g2 AJCHULH
HAXC AECCE, ZZ2AHAHE, gHs2=2, HEIN=s2E, ds2= 28 22

SN BHals 2EER ZUACH.

20 22 2o Z7 LIZAS MES AMlE2 2ATX ZUACH

—

& =0l | &f2 SAAMENN SOHRE2Z AIEDAL, It2
BHOPRIE 2 HES WAl 24 HALHQ JtSHIOHME-0SAE s& Sotet e
2E SIS |SToUL (6.4SHE FX). 7 =2 A 0 4s5HE2 oA R4
= Zdobllls NEIt SE6tAl R

Xl EHEE OlHOl THet Mtz= 2L HENAM EHEt2= OOl LIEHRCH AEOl CHE
FMHQ A2 LA UK &

Fo| AXZ, 0| 42 gaHCz s ZR(2A0 et RAUL0l EHotol CHet ST
A folds UGS A3cte ER)E Mt & Sols FHMM= o €0
SLdESE SHeZ ZE oot &dE = UL 0 Tt 2H % EHOROIA R et
gdes 01 = UL 4ol galobllz ZHse 2, 0 &f SO0l CHol =S8t THE
JHoF 20t

S= NS0A HE L= EN0A 0 &2 zIIEd Jisde &elTX ZACH

2) =20 e £0

Ol 20l At 2R 2HIT=X 2= AN UK (O HE AIZHA 0 0l 2
=2 SHIEHE A0 =ERUC

=7 ZH L= 0l & 2 2= Z2HMO s 4= RALS Dot ZHoH0F &
Ct.

3) Mty

Heols 0 %42 =3ots HAHL0H HEHE L TH0l CHol =25t 0F SHCHE
20l U8 F0 EX).

8. A0t0 CHEt =

16MI0I2tS A0t0IA AN E) Red2 Ot 2EE A HpACH

EE JAZE sH0l s g
28 & IIH s S=0 e Sgh 2EE Alg2 AAEA HgxCH
0l & XIZJt 28 ¥ JIEt SFABAH(CNS) 2t Sa 0 2H0t A22=2 S 24
C= JH &= S0l sk 0l 22 S0l 2=soiZ [MNtAl Oleist 5= AAIGH &
T A0 StCh
10. USEAHAIS S M
1) B4 QMo CHE O] 2F UHF0 F& ZE2 MEHOICH 0l 2f 1400mgsS ©3lF



oet XA 28 € HXSS0l 2EUEJACH O] &2 HSF02E 2S00 =21 AlE
= 24, g, g, =, Iz, A=2eld, 334, 28, 223, 428240 2
AEACH N2 0 o] WHEFHL 2 OldES2 €ad 0lgesSl g2d
= LIERICE

2) MXI: 0] & UHEF0 e ELE HEH= QL L F0 X20l= LEHEQ BX
QYO0 ZE00F BCh 0 22 10% 0I2H0] = =22 L&)l HE0 EXEA=2
Ol 2o HA82 KRAGHH S Z=Ci(12. 82IHE I8 2 &FX).

1. 22 € FHS49 FYAE

1) O{glole &0 EX 2= R0l 223H00F StCt.

2) T2 EJ10l B3RO €= 22 At 2210l DAL S8 SXHUAM HHEXGHK 222
£ 0IE =2Iot0oF 8Lt

3) W= = 5JHE OO =S5t 0k SHCHE 7S AH0 &&).

12. 821 g &

1) &Ael&E: 0] A2 =0l U= AL A A A (SV2A)0 Uio =2 SR 3t
g2 UEHCH SV2A0 Oist Z&0[ 0f of &3& RS0l et =2 HSIIH2E d2
= CH

2) A4S H 32

g 1 0 42 TN = AH0t0 2HOH EFEHH 4Ss2 10 mg ~ 600 mg2l &
A S HIAHO0ICH 250 EME =82 3R ZHINESsE TEAIZH(Tmax)2
SAU2 TAI2H0ICHTmax B2l= 0.25 ~ 3AIZ2E0ICH. DXIEA0 F2 0] 249 4%
L= iy Sx8X0= et UL

EX 0] 42 EHUMAN ASH ZEEC (£20%). EEEXE 0.5 L/kg0IH SH=2
of 288 ==F0ICh. XN&E&3H0] R0t NMEY Fd =C.

CHAE © O] &2 LXHE2Z OtOt0IED12 Jt=2olHE Solil IIZSAIMSZ HALE L, Ol Xt
Moz Z2g)| HE GIOIESAISE Soil HALECH HESAL HAMH (=5 2
34%)E &45t= Ot0tOIEDIQ Jt+Eof wUEE 2t L 2F 219 Ot0ICHAI (amidase)
== 2= AIg2U0A, 0 &2 dl0I=SAlets =2 CYP2C190I 2ol &=L
CYP2C19 CHA MoHXtOIA, GHOIE=S= Al CHALM M2 108 2T SeldietAlE el
85 sk= 22% L= 42% SItECH FOtEQ UALM (SHOIESAIA A= =2
(CYP2COOI <Idh) t==S Al THALMIO [A= Z2EI9 SOIESAIE0 2ldh M S0
3He A E «elstd2=z HIZd0lth

Bie @ 0 42 =2 A & == &S Soll MASEC HALME Z&6tH =282 95%
Olgt2 S8 = 72A12t OlU0l ==2= HBHZ=Ch 0 22 1% 0I2t2 e =2 &
S0 10%= OIHSAC SEHE AHCe=Z HH&ECH 2D EF B2 (t1/2)= & 9Al
2tOICY.

CE A=She o43HE

In-vitro AI&0IIAl O 2f2] MUWWSE = CYP(0: CYP1A, 2C8, 2C9, 206 % 3A4) L= =3
H(o: P-LEBA | BCRP, MRPs) AMHMN 2o S2oHH &8s & e Aoz &
eI ALCH

DX 0l 4 1Y S 400mgS 12 232 F0 22 DO AEUHAKX (65-79A; 2
ciOtEIE EA8 53-98ml/min/1.73 m2)0ll CHEF AIEO0IA, O &2l EF BtADl= 65-
75Nt 75A1 Ol 20IlA 22 7.9A12F & 9.3AIZF0IUCH O <ol SHUE €& &
A2 HYE FE g4 ASEUHAX (0.83 mi/min/kg)0ll HiaH <22F O ZLACHO.76
ml/min/kg). % TE2 QTR A=CHEHEL FX).

MEO @ B2 AEOH (ZHOtEIY HAE01 <30 ml/min/1.73m20l12 EA42 Q06X &



)0t A= AT U AIEUA, 0 &2 E5=sT-AIF3ETIEF(AUC)E H
25 AIEUHAXR BIch HAES =F2=2 ZIHEULUL (+21%) & SIES A, SIESA
& THARAIS AUCE 282 3HH, 48, 2181 SOt 122 &QIERUCH BI2d ALHISl &
Z HAESE2 100 ZAZ/UCH SIESAIE A= HIZAAIZEUA HEE 2HOE U
= N2=Z LA UL BE, SSk, 32 AE 2X0 Ue s 282 2
FEX E=C (BEHEY FX). 0l A2 BUSEAS HAGHD U= S0 H71E
Al 22 RUCH

2HEOH : 2tFH(Child-Pugh S2 A, B, & C)0I /U= A A0 CHEH 2t AIRFUA
et AIgUa X0l Blof 28 SS=2 A0 0f =0l tHet ==& 0l Hl=otH =
tel Ao SHOLJCHB S, S8, S8 2EM SXUAM 22 50%, 57%, 59% &
Jh). 2HE 0K X0l ol 22 222 A F=HEYSY FX)

g 480 [HE 0l ¢4 t=sste XolJt SACk

OIE 0] &9 U=s2 HAEZE SNZRH 22 FHASs DUAM U5 (Hel, sl
/0I=SQ1, OLAIOHR!, OI= elCi/getAdr |0, SIAWE/HENH)N [2st &S
A @EUACH

3) HANE =

2 22X RIoIYES 8 0 &2 fRad2 16M 0l&2 ASUHaX0 ol & AlE

SA/AMHE, Ols=IotE, AU, DEEE, G2 AlIE 3MUA LSEJACH 0le1g Al

SO0lA 0 2f2 LLEE2 5 - 200 mgALt. 2= AlE2 82 HI0IAct2 JI2t 01 &

o AR E g0l 1232 XZ2IH2e2 FLHEJUCH SR 1558H0| AMEAS W 2yAD

109920l 0l &= FUHEULH AMESE JIES0AN, SAS2 LSS 1 L= 2=

AZotASUHE =+otd REEHX e F2 L0l A0OF UL SX=2 HIolAcHel

iz S0 B8 YAS A 88 0l BEoH0F . EX Rad EIt Ha= A0

S22 PR ZASE) HIOIACHILZRH F2LA BIEIF 50% Olaf 248 etk

o HIEQ! 50% EtSE0IAH

ANE 5 Al JtE 205 S8& SLHEA2 IHZHIOLME (40.6%), ct2ECI& (25.2%),

LELZUO0IE (20.5%), SAI2HHMIE (16.0%), ELHHIOIE (13.5%), HLIEL! (10.2%)

2 ZIHIEICtAIE (9.8%)0IACE. AIE NO13580IA, AIEUHAR S 0l&0 SHAEESAE =
104, 33.8%= 2-4JH, 47.2%= 54 Ol&O0IACH 3IHSl AIZ0IA

HiolAcHel €& B9 S2itgte 22 ¢t 90U =2 B2 d8S XNH J[2H0

oF 239 0IALH.

Fad Z2oes 2 20 20 UL dMB2=Z, 0 &2 1641 0142 X 22 &

Of et RIIRYLZAN 12 50 mg ~ 200 mg EELE FHIS I =501 UALL

H 2:282s0 B2 £& HIEH e =2 4 Z2 1.
Ha|dj2 M e
Al 2| ef
50mg/day 100mg/day 200mg/day

Alg No1253™

n=296 n=101
Slof ofs| 2Lg (%) NA 20 004) - -

32.7"

HFS 2% (o ~ ~
o= (/3) 167 (020008)
Alg No12521"

n=100] n=99 [ n=100




Slof hu| 228 (%) NA (p=0. 274) (p=0.010) j
27.3 36.01?
HFS 2 ** (o -
BHS B (%) 20.0 (p=0.372) (p=0.023)
A8 NO1358
n =259 n =252 n =249
_ 22 8* 23.2"
2|k 1] ZAE (%) NA - (p<0.001) (p<0.001)
38.9" 37.8"
HFS S (% -
SE"(%) 21.6 (p<0.001) (p<0.001)

* SHESZ RoE

 PFESE: H0ActR! 0lF XIZII2H0HA 288 SOt B2 E& BIES F A 50%2 24

e

© NO125201 CHEH LR ZBOIA O 2 12 50mgSFoiRS He Ao Of
2te] EAN R8s 20X &

s O
F0et NgliAs SHRCSZ Regs EJALLL

8 12 3902 AE0A 282 st 232 2& BIE2 HIO|ACIICZRHS 248 3%
Ol 2 =X HIS(dIBIEICIHE HE250 A MHe)8 BEu=E0. 28 ¢ 8IS 25%
0l4 ZIIst &tXis “2gh(worse)’Z2 2Z0 HMAIZN UCH 22 2= BIZ Ol H|o|Aetol
OCZEHO 2AAs SMNS BHOl s Q2FE 404 80 MAIZOH UCH &= BIE I}
olah A& 8X H22 A<, 50 mg/day, 100 mg/day, ¥ 200 mg/dayOll CHol =22
20.3_%, 34.2%, 39.5%, & 37.8%%LCt
45
40
35
30 W 9o
k3
;—;}‘ 25 HejulepA - 50mg/day
o 20 .
B 2|l e 100mg/day
15
B Yevleld g 200mg/day
10
5
0
<25 -25to 25to 50to 75to 100
(Worse) <25 <50 <75 <100
Wlo| e}l 0 BN WA WE Fbd (%)

JHOIl 65A1 — 80K D& A+ 380l ZSEIJALH. GIOIE It
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S AE AE

2= ANSUA, 2AAE NS 238 X2 81.7%IF 2| HEZ D
AU SSEHAL. SHIAHE AMEH SFet 0=, 60HE S 0l & = o
Xkl 5.3% (n=1500)7t Z=0| LAMCX] E’%?Iﬂ 12008 (n=1188) ¥ 24)HE (n=847) S¢t
CEE NS0 Cioll 2r2F 4.6% R 3.7%JF 201 2AE X EUACH

I'OII r}OII

4) SEANE 8

@ HE H8d ACIMEUAM, =2 FIIF CNS 2810l UAs A2 HALJCH=F
LAIFQI CNS Al & XL2SY ZA). 0ldE She Adelstd 24 8 2 mg/kg
o Bi=(5081 Ol&) =, 100 mg/kgOll Al ATt sta X IJIH JIsol S 0IXIX
o ALCH

@OR0IH Ol &8 S0 Al ALZO0IMS FaS2Ql 200mg/dayt RASH == 0M Foli st
2 Bist (2, X201 E)IJF UEEC. U, 0 &8 & FEXHCZ 2|0 A=
S0A =Z8 SdAIE U=0 T2, oA Zdle 2t BHots 2t 20| 8ls
HEIHs Sofl 2AEACH HEY FSO0I0A ASUAL SL4ESESE0 8N 0 ==
(5-42H1) =S 0N 0 &2 BI=ES0E RS 28 Het= ST X UL

@ FRUASLHE N & EZRSE MES AIE2U(in-vitro) AIZENA EIIEAD, HEL}
OtfA= MHU(in-vivo)Oll A ZOLEACH 0] &2 SHHOIFE = MY P04
SHE 20IX E UL

@ SHES OIAO st 224 A0l HAIZIACH HEUMM 22 2us SLRLY Jis
Ol ASS MAIGHA 2UCH OIRA0NAM &2 ZH(2 DFSAMAMEE LIEHE 2HAIE
L LME0 B £F9 SihHes LAl EXF SO0IHQ A0 H-HIZEHIE-2 At
el R 2EE HledSsdE s N8 2itg &L

® 0 %2 == £= 2A s IS 0IXA AgAD HE = ENNNA =IIEH
OI el N2 YUSEHJULH HHEHX =40l O] OtoI DHSHdEHUAN ENUHA 2EE

Ct. EMN0IA, 0l &2 HiEtS &g ShotlH 272 2HIEHE A2 HIEULH

® %HEOHA-I g8 JtsdsS XZAGIA L, AlIg 210 &2 §8 L= &4 A Jt

sd2 MAIEX &ACH
[(MEERH] J12&8D], 42(1~30C)22

% OIES OfRI0IS &0 DX UH BRBMAIL.

¥ AI2(S5)J18H01 XLt SJ&4E 2 AFS6HAl OHYAIL.

¥ FEEME 10 AdZ U SN BEGHH AL,

¥ 2 N3 SEAHARES DAl AHASHMNZIIZ0 2N weE L= B8 = USLICH
% FUA AMEB(SE)IISH0] UEHANL HEHIP LS HLE AE QAES FUAHE Sot
Of wetof =& LIC.

¥ OIUZE0 2st o= AHIA AYHES 080-531-0001=2 8%04 Z=AIDJ] BFELICH

¥ oUFS AN HE 2 0 HREEM H4dY 0l HEE WE2 XtAt SHOIX
(www.ucbkorea.co.kr) F= ASBOAZTOINY USSEIHEA Iﬁ%(nedrug.mfds.go.kr) ol E
B0 AN Eolotal = ASLICH

M OUZE 0 &st 2HEO Al L OoiAH AE2 ©1644-6223, Lo M &4EE ©14-3330
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[XIZ2l=2 Xt] UCB Pharma S.A.
Allee de |la Recherche 60, B-1070, Brussels, Belgium

[HIZXt] Unither Manufacturing LLC
331 Clay Road, Rochester, NY 14623, USA
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