A Z2%Z= A 100mg/mL mo ootz
(28I EICHHIE) oetEE=HS 113

[

AZAEZ L 1] Y] 1Ho1(GmL)
O RSSHZ: YHIEICHAIEHE FE) e 500mg
o IIHNl: X, FIUEE, FASs, ZMUES d=3=
4]
S FEdet Hol £ Rl BIOIZ FAHA
[es8 ]
clBIEICIAIE FAtHE BRF0I EAIHLE SItssh & Xtol S0 et
1‘ L‘.I-EQI:H
S HiES2Z AHE 2id dAEHS ol Lt SEIoHA = 222 IZ(16A 0l
&)
2. 24
- JIE X HESXEH FOHZ HESHH 20| HA = 2id MAEgRs SEotHU S

0| XIZ(16Al 0l 4t
- A0F 2HHAE 2™y &8 =(Juvenile Myoclonic Epilepsy) EHAHS] Z22HHAE 2=l XIZ2(16Al

o] &t
- SN MMM L EZ(Idiopathic Generalized Epilepsy) XSl 1 XA A 2R -2t A9
XZ(16M 0l4h)
[Etl:'-lgat]
dIHIEICIAIE X2 W = AR S0 AIEE £ Ul
dRUAN Y L= 1 BiE SHEZE tiRe &2, S¥8E 80| bt E0g = U2l
12 & S0 & S0Hs = S2otH |XotodoF St
FAHE dBo=z0 E06IHH BEA £ MU AN OF &CH SEESHS 100mlQ HiE
Jtsst 8|8 HZ slAGtD, 15822 HWMEQSIHCH (HE1 2 AI2A9 FOAE & 13, 249
Fo'st &X)
<HID> AHZZIFES =M € &0
=R =0 =2 SIMH 28 | =AM | EHE L |19 & S
250mg 2.5ml (1/2 ol ) 100ml 152 12 23] 500mg/<
500mg 5ml (1 droI) 100ml 1568 12 23] 1000mg/<
1000mg 10ml (2 HiOlY) 100ml 15& 12 23] 2000mg/ &
1500mg 15ml (3 HIOIY) 100ml 1582 1 23] 3000mg/<
dIbIEIZINIE S 422 =6t Y E0s HE2 QUL
“'ETE"‘*HIE} HHl= BFEN otH AAE 2SO0 S0E = AN, S 22 =+ &

|, PEUXO CERH U 2IIRY (16K 014)

0l %2 1Y 23], 15| 500mg22 SHES AIZEIC

DL SEAA HHl HTR OIAEFSOl et oALSl BILY 2501, Z3TS 12 23],
2 250mgeE ®E =+ ULH 2= =0l 1& 23/, 13 500mgez SEE = UL

QAR BH2T oAl M2, 2% LW 4Z0ICH 12 500mgl13l 250mg, 12 23] E= 12
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1000mg[13 500mg, 1 23
3000mg[13&l 1500mg, 1L 23]

2. AOF EX0IAS 22tHE 22| SIIRY (164 014)
0l 9?8 12 23], 13 500mgl 2 SHE Al&EHC.
I, [N

L 2&2A OiHl ZEME OlABISH OIS QA HOMW 2HoH, =32 1L 23, 1
3| 250mglzE EE £ UASH 2F =0 1& 23, 18 500mgl =2 %%tée* = ULt

A Bt LHA O et 2301 12 500mgl18l 250mg, 12 23] == 12 1000mgl[1
3 500mg, 1 23] & =& =52 ZHE £+ JACH AUAMSHE2 12 3000mgl13

1500mg, 1< 23/]0ICt.
1¢ 3,000mg 0IBte SN Red2 AR UL

, OOmg[1%‘ 22| 13 5OOmg]O§ 5042 A ZHSHCE

| ote 1%' 1,0
oLt R Yl BWE OIABIS0l 8 oAt O 2015H0), 23YS 12 23,
5l 250mgSE WE 4 SN 2% SO0 12 23l, 18] 500mgOE EE - AL,

UM BISD S0l THet 230HCH 12 500mgl 13l 250mg, 12 23]] £ 12 1000mgl
3 500mg, 12 23] M Iz =2 YYH 4 Y0 HUHAZEYS 12 3000mglid

1500mg, 1 23/]0ICt.
14 3,000mg OIS EEUHA Rad2 H&E0l HALX HUALH.

4, SZEOH Xt
diblElctME E@AS0l AJlsl 2N JUALBZ2 &Xte AFIIsH Met HEHeZ EX
StCt. deliMe SEXE=2 Ot EE & X&HC

EE 01800 SIHM Bt 2 OIEIY HAE(Cle,ml/min)2t0l Z26tH, Sol0IME O e
ZAZ 0185t0f FHIAYOEIL (mg/d) +X2LEH 22 £ ALK

| [140-Ltol(eE)] x ME(kg) C gAo] o
Cler(ml/min)= —>— =3 3201 2 (ma/d) (x 0.85: (HE2 F=2)
0l%, ClLer2 MESA(BSA)O et Ofehet 201 =& SHLY.
CLer(mi/min/1.73m?)= |-Ser{ml/min) x 1.73

M E 8= (BSA, m?)

AZOHE JIEl Aol & Xto 22 XA Y

2 AYIOLEIL HAas 138 2% 29
(ml/min/1.73m?)

PSPN; > 80 500-1,500mg 12 231(12A12+2+2)

3= 50-79 500-1,000mg 12 231(12A12+2+2)

=s= 30-49 250-750mg 12 23](12A12+2+2)

== < 30 250-500mg 12 231(12A12+2+2)

ETSINESE =S 500-1,000mg 12 135®

Wen AMLos =126t 750mgll S0J 2EEC,

@ &M 5 250-500mg2l FItEE S0t ARE.

. 2 -
CLcr (ml/min/1.73m") =533 01el U (mo/d)
ks= 0.45 (1 MIOICH HOl) ; ks= 0.55 (13MIDICH A0 & HAE A); ks=0.7 (BAa4dE YA)

AZOHE JHE AOF 2 50kgDICe] HAW X0 22 XX
E EENEEEPEEIEEEEEE
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£3, LIZ: ALUZAISUHA O == FO S =s 14.8%, AAFOUHE = 8.4%
A £330l 20ERUCE. 3000mg/day Nt SHEHS2 otk (0. 22S HEot
A @22 LASZUA 0 & 4,000mg/daysS FHEES &Xt2 45%JF E8S LIEHUH
A2HM, 0.3%IF ES22 a8t 0ldEtSS LIHURIC. 5 HE0 4=5F0HE &
CEl B lte 3%J2H, FHEHS 24T Bls 1.4%JACH (AL 22 0.7%,
0.9%)

cdlHIEICIMIBE FHEAL & 0.3%= £ 20 AL IHUA 2AE 2=
tsst 228 2 HESSANE N2 0 A4S F0s HItx 34 JAAIE
(n=100) 21, £89 LMYIT= 36.0%(36/100)2 =& CIAlez HEHE Q=9
HIHZE L&A =1541)0A 2D LEHE(18.8%)20t =2ASH =UACEH E8 bl

]
EIZHIEE SOR0 14.7%, 21220 9.1%0N RS0l BRLUYSH, 22t 0.8%,
0.5%)t RAZO2 NS LS =

SX2T0M: 0 & SO & 3.4%I)t 254X S, N 2, g ES
S EA2STME JHYUHALZ 1.6%). AALUHZAENA dUIEIZMER &
BTt T 0.4%)t 2PSAEXE HE0 ASFHE SNMUH(ALZ 0%). clHIEICIAE
83 FUHZ2 0.7%, AAFHZ2 0.2%0A SX2SE0H M0 SE=S ZAUCH 0
ofF SHEN S 182 JIES SSEXS0| 4ot SR

AS0la: ALUZASEUHAM HAUEH S&= ZEE sthe dbEdMEE S0
0.7%, AT 0.2%A2MH, CIHIEIZHNEE FOHEN S 28(0.3%)01 LI}, %=
SHE SAA/UCH FAEHY 2es 204 OldgrS2 42 0 = R = WOl 2ot
U, &= S = 1-2FU0 AERCH 220 2t3E 200 TOE 0ldBtsE 1-5E
S0 2D, A=SF0HE RAots S 2-72 WOl HZEJUCH HUEH =5
dget X 182 118 ol 2dsotAl, &= F0otes S 452 WOl aHZE U

clBIEICZMIEE FOHEXS S 13.3%IF 82, =X, 2, 22, ZIE0 028, <
A k
(e}

%2 6.2%). O

s, &8 SF4, JoiY, Hed S ASSH SHE i

S X S 1/201401 H 4= OILHOI OI2F 22 OlaEtE8S 20UCH dIHIEICtAEE
SHEX 5 1.7%) ASFHE SXHD, 0.8%It LS ZAGIAH(ALZ 242
0.2%, 0.5%). CIHIEICZINIEE SO0HET & & 0.8%It &2Us HSH O|&ESS LIE
WO LRASHACHRIAT 0.2%). CHIEIZIME R SHEX 5 4E(0.5%)01 &S A
AUCHRIAZ 0%). Ol BXUE = 180l A6t D UOX 3E &Xts 0l4EHE [
Z0 A== SHotHLE EES 2404 EALL 0 oldetSE2 S Xt 40 6K
2 S S22 S0l L46HACH

- A0t

£S, LIZ: 20t a2z & 0l U, ALUZASEUHAM 0 &= FOe &0t &
= 22.8%, ALSFAHE A= 11.3%0 A ES0l 2UEAL. = &AM dH=Z2=
S-S SUHE JEotH HIte = UL, E852=2 i A=E SHE = o
A2LE 0 &F £ A0tk ©F 3.0% & A FOHEA 3.1%0A £E522 Clol
20l Z2AEAL

FHS: 0 4= FOHE A0HSA 8.9%0 M, AAEFNH X 3.1%0AH SHS0l 21
SIACH FPEHS2Z A=E St s Sl 0 & S0 20t 842 3.0%
Pt FOHEL 0%0UAM FEHE2Z 2ol S0l A5 UALCH

AS0la: cBIEICHMEBE FOHEAS & 37.6%)F =X, =2¢, 28 =04 0128, 2=,
ZdH SEd, My, EsuUs, AN, MES, UAFZ0 S 85 4= 3
SUCHRIAZ 18.6%). dIHIEIZNEE SOHEN S 10| 23S UL
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2HEFE A A OH RN, 2HE, 2| sE A 0l &

CHAF & H2k ZOH s 24, MUESE S(Hyponatremia)

o2 2 OstEE 2ol SHHEIUM ETH(TEN), AEIEAEE SEZ(SIS), UE
S0 E2(2E AL, 0l & ¢4 = 3/=2E)

22234 2 e Hf | 25 2l

o gl I FOH HERLAS(EE ZR0AM 2= AME SLHE0l ol
), PUB RS, HEJQALAST, SERALLS

HAD|H ZOH SHR BIEW WSS SHEE A2US(DRESS,
Drug reaction with eosinophilia and systemic symptoms),
DHOEIS(E2AEE, OILIZSAIA LE)

AME Y 2 FHO0M =4 MY &4

- 022 &AM 490 A= Al = FE 0|&BIESS0I0

THEES(AEA FHO), HEE MUAS2 Loz £9F xI|0 ZLMSHAKX 2L 0l M

FIHE) EU SHE LU,

- NEOISHAESE2(AEAH HOif): 20 BXUAS AR ALSE22 &M

N AOIZ MAlIStE SHI U2,

TAHNGT QT AF(ME FHO), AFE QT HE A AIEE ZEUHAN S2H B0EY

=

- 822 8 ¥ &% CPK(Creatinine phosphokinase) SHZ2=2H 2 ZE§ZAE

Of); HI-L=20l 23Xt Al L0l XN REE0 O =3.

- 28 HOHLE A MO HE0| U= SA0A 28 EHOHOF 1R E=2H LMdt= A

diob AlEE = ZAIHAMN 2EEAS.

5) clHIEICtAIE EM L WX 2 AIE = ZAF 21t

SLHOIA THAALS 2t 63 SO 4,896FS A2 AAISH AHSEEAZ L, Ko

At 282 a2t A28l0l 7.76%(380Y/4896%, 43821)0I%A 1D, =& =

E £8 2.23%(10998/48969, 11021), Z& 1.21%(59%/4896%, 592), UHAAS

1.04%(512/4896Y, 522), £ 0.59%(29%/48969, 302)0IUACH. LB E KA
U220 38 & SS30IALhL

- 0] &t CINZAE HHME = gl ASRMES LEEES 7.25%(355%/4896%,
40621)0IA2H, =& ASFHEE2 =S 2.23%(109H/4896%, 1102), ZB#&
1.06%(522/48964Y, 5221), HXI2AS 0.98%(48%/4896Y, 4921), SE0t WL
2 049%(2404/4896 2521)0I ULt

- SWe RoiAtdlol= IF AJ1C2t WES0 22 1244 2OEACH, O & 01 2

2

CIH2HE HHME = Sl SUE |olAtdZ2= NUAIIEIF 124 BOEACH
- GI&GHX R& RAHAtHS LEE2 0.39%(192/4896 02)2 Htl, £2MHE, &
HE, 2SS, =S, ZU2SAYE, B3, Y=g, SRUL, AF2H Zof, 3
HO28l, S22, WES, 2=23H 38, 588, 8xsd, s&2e0 20HAL
6) clHIEICtAMIE FALRIS =W AlEH & ZAF 21t
=UOAM HEAIS PIotH 68 S 6278S a2 AAlgt Alt = AR 21, =of
Atell Z2E82 et 428101 3.19%(20/6279, & 2124)2 ENEULL 0l & =
et =ollAtelle 8tUALH
01I“6PII RE KAt LEES QD2AQA M0l 2.07%(13/627Y, & 142)2 2
CIUCH, BEFZAS 0.48%(3/627Y, 32), HE, ESUEESIH 2 0.32%(2/627
%4, 221), HEs, A= E, BUNSIE, %‘%—? S0t AEE, DMEes, sk 2
0.16%(1/627%, 124)22 ZAMEZJCH 0l =, 0l 2} ABY2AAHE HHHE = Sl= ola
OtXl R& ASRMHES LSS 0.16%(1/627H Zf 1A)ez AU 2% ACEH
Ol <f0ll CHEE =W TH&EAF =sollAtel 2 AHeEA ?&% PIOXNEE AU AIE St 2
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N ASEHZN CHE M NZOA 0 42 ASEN ASEHS0| LA LUCH
N8 HAUN =HES=sS 0I4MAM O 20t = tXl= CYP450 isoform, epoxide
hydrolase, UDP-glucuronidation &40 i3t S MM E 2 OtLiet D&t JIEg: &
EotAl 2=C0 8 0] 42 M YE2AS glucuronidationtl F&E =X LQULH

O ot SZCHAN ZESA 20 ZEH =Sot22 (BB E <10%), HHIER

F0 Bdote UE A=l 4822 Rogt A4sHES €22 A £ X %L

1) T2 SHESXSH: 0 & JIES SIS H (HUEQ, StEIOtME, ZZ24H H
CHI2HIE, St2ECIN, JHHtEIE, Z2[0lE)2tel 4SHEES AAUITLEAISUA O
ot Ol HESXEH 8558 588 21, 0 &2 JIE JESISHe €%
S0l s OIXA 2pAD, JHSINSHE 0 2fel S0l Fes =X ZUACH

2) ZFRESWY e 0f &4(1Y 23], 13 500mg)2 B FEL2(0.03mg NEIZMAERICIS
o 0.15mg dIELS2HAEL)S ASs, SHILS=229 Ass, Z2HAHE s&
Of Fers =X $AD P 285 |FAAMZUC. SAELYAL HE2 0] 4o &4+s
Sl g OIXIAl &UCH

3) CI=4l: 0 2&(1 23], 18 1000mg)2 12 0.25mg2 Cl34lo =8 U orAst
(ECG)0l P& DIXIX AUSH, CIZ24S HES2 0l 29 AsSUET F&sS 0K
o ACH.

4) Ampel: 0 2(1 23], 13 1000mg)2 R- ¥ S-2tmtelel ASsHo &S 0IXIX
UASH, Z2ESE AT SeS =X FUCH 2Aotelel EES2 0 42 4ssilx
gdefsS DIXX HUAL

5) Z2HIUIAIE: AM=2 ZH AXMHMC Z2HUAIEE 12 43, 13 500mg SIS
M O <fe et=sts BtAIIIA REUCH HALMIC! ucb L0572 Cssmaxe ZZHIUIAIS
Al < 2810F SR, =0lA OIStz tiEe =22 Hl&=2 2 UL ucb L0572
A2elHE A= 60% ZA0tU=0 ucb L0572 BHAQ Mz 2SN 2 U=
X 20 Z2HIUAIZ0 Tiet Of &2 ge2 HAL X &AL

6) HEEAANOIE: CHIEIZHNE D HEEHAMOIES HEEH=E HEEHAMNOES HA
E2 ZANH €5 HEELNOE S5 FMESZ =6 =E22 SIH/HEFAZT
D0 =200 20H/AL. & A== EESole A2 B2 diHIECME DY) HEE
NOIES 258 s=E =2 2 ZULIHE of0{0F it

SIS

-—

&N oot YXIGHH, 60mg/kg/daytkl F0i8H A0t EXHOIA

st
HSASHE B BB S QUUCH 4~17MO HESS
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o

gt 9sstA X0IE 20IX HgALH 0 &2 MEs Soff BiEekde X222 24/, 0
OOl CHEF Ol&fEtEo A2 AT SXUAM O =2 = UL D= IS0 24
SOl 20 dSotH s&= HEoi0oF 8Lt

28 E=E JIAHZE SHHO e I

SH0IL JIHEZRSsEU 0IXls S0l CHE 2o AIE2 AAIZIA HUACH ROl 8l
20 XO0IJE AS = AL2=2, OE X2 F2 E2S0IU UE SFeIFHdE So=
JE8g =& Y0, Sol, 0 422 Xs )| L= 4= S T IR LEE =
AL del22 28 = JH =& S2 HYs ot ER= F2ot 26t JieH,
SH0IU JIAHEE = UOE fIgs HYS Ulot=s AFECH

1. WSFHAIS S M
1) QIHION CHEE Ut S0 Al 2%, Sa & AFAA Z1: dUIEICME HU=EE0MH S
8, =X, 334, Aot SEMG2 =40t 2E UL
2) HSEH0 e MX: 24 U EH = 2EL AMES Sl EEHX %2 422
MIoAoHOF SCt. cIiHIEICHMIE 0 CHEt SE88 oisSHMe= St HE T2 MXls WESH
OlD EMEANS HEGt= A0l ECH F&I| =5 S diHIEICHME N Holl 60%0]
0 Xt CHALAEZO0l CHOl 74%O0ICH
12. JIEt
1) SSAE0A, 0l 242 M XSEEY SAGHHLE 1 0142 SH0M S401 L4
Ch. g4l =730 &2 HEN et S0i= 350mg/kg/day Ol&0IlA Z0[8 EHOL=
20140 =4 & - 20AM Adotel 4F01 NMEALD, 1800mg/kg/daydli A= &40t
AZEOl SItotA L], A0S HS01&0l 2EEHU2L 2A=sd2 AT I &4
JI2t soF ol EDNol tHet 22 S0 = 600mg/kg/day Ol &H0IA HHENRE AHRIE & F
OI8 EHOF =H 0142 2 E0l SItE UL, 1800mg/kg/daydilA= EHOF MSS ZAAl
A0 EHOHIE 28 ES2 SIHAIZICH 200mg/kg/day2 20 &S =X EUACH 2K
=42 1800mg/kg/day SZO0IA 2tEEIQJACH I 2L IS0t LI HEW A=SS
SOH}AS [, 3600mg/kg/dayOil A EHOIHMISOl 24D, EHOF =& 0l €82 St
AUCH L0 des =X %= EE2 1200mg/kg/dayRUCt. 2 AEUMMH Z2A=HO0
et SHs SlUCh M BN o =7 JAset HENH S%=2= FOHE O,

-

4

1800mg/kg/dayE &N K L= L= maternal effectOfl OIAEISZE OFJIAIIIXl &L UACH

2) HEE ooz sA2 =0 dlEI2ZEME 50, 300, 1800mg/kg/dayE &M 104 =
oF SEOCL XD mg/m2 IE2S2 Aol FHEZFIHEECI(MRHD) 3000mg2l 6
BHOl SHEECH [Metd EAEO =E(AUC)E AMEECH 2F 6UHI0 E8tCH SHE AgH
o gretdol E)i= SURUCH OIRAE Uacz SAZW ) dUlEl2tAE 60, 240,
960mg/kg/dayS 80%F S92 ST = &2 JIE2Z MRHD
Of 2UHOI SHEEC)). BIS Z22Hl SHe AJAXCH, MY S0 ol HRZ X L UD|
20 22y 832 Jtsd0l CHoll S2061 HItE Xl L UL

3) &= #AH ovary/HGPRT locus assay2l Ames testLt MH2 ZSS2 HMZEWHA 0 <
2 SHHOIE SLAIINIK LUCH E£& 5= BAH HANIES AEZ2E I SAH

o A =AM XU OtRA ASHAIFHNA SM4H O0latS SEotkl EUACH 0 =2
2
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0“8 IZFDOI SIHHS SN = H2Z Y

=
oI
QJ
kJ

A|'—| =
(15-25T) 0l A C (polyvinyl chloride) 2J|(bag)UlAl 228 [ =& 24A12 SOt
StNOoZ 9@8?&
ISIESRA

ASLIES(0.9%) At (KP, USP)

SE A DI F= Al (Lactated Ringer's injection)
HAEZA 5% FALH (USP)

CE gdz=et

(g

M=
CIOHHIZ
LHLSAMLUIES
0 PSS L2 SIS ANC S2IE HIE Its s SOIT X LUACH
2) E0 ™ F0to=Z It FA HIOIZ WOl =84 020 HMOHEE HdAotd =24
0I=20 ANLL HME HES ASotA 2=C
3) =AIME2 13|20/, ARSI 42 H2 Heltt
4) Ch2 10 BI370 €= A2 AFDJA0I0| HAHU BEE KA HOAM BIZFAHA 292
£ F2o|stC}.
5) O{elolel =01 €Al &&= R0l 26t
[MEgy] 9227, A2(1~30C)22
[ZESR] 5mLx10Vial/Box
[AIZDI8H] MEEI| 85 HAl
% OIHES OfRI0IS &0 DX UH BRBMAIL.
¥ AZ2(55)J18H0] XY SJ%EZ2 AISolXl DA AIL.
¥ BREEANE o1 QqUAZ 0 SH 2200 FHAIL
¥ 2 N2 SENARAAS DAl AUINSHMHZIIE0 2AH wet = BasS = ASLICH
¥ PAUA A2(RE)JI8H0] LD AHL HEHIH LA I{LE &AE OJAFES RUXE Eot
0o wWeol SELICH
¥ O|UZE 0 &t 2ol= AUIX AEEG 080-531-00012 oF0f FAID| HHELICH
¥ QlofE0| AN HE L 0 EREEA MY 0|F BHEE WE2 XtAF EHOIX
(www.ucbkorea.co.kr) = 2J&E oA L2 nedrug.mfds.go.kr) 2= EES HE0AM &olotal =
USLICH
¥ O|UZE0f 2t FAZol AN Y UM AES 1644-6223, LIoHAH AE2 ©14-3330
oz ek HietLlCh.
HYM SHONE) HaY: 2023EH11€15Y

[KIZ2|2 Xt] UCB Pharma S.A.
Allee de |la Recherche 60, B-=1070 Bruxelles, Belgium

[RIZXH] Patheon ltalia S.p.A.
110 Viale G.B. Stucchi, 20900 Monza, ltaly

[HIZ=XH] AESICA PHARMACEUTICALS S.R.L
Via Praglia 15, 10044 Pianezza, Italy
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