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

UM Bt LHA O et 23010 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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SX2H HHAl 220 XA SEE0 O =
5) AIHIEIZIME M L HES 2W AIE & A 21
Z2LHHAM MAAIS ol 68 SO 4,806HSE HASZ AAIE A2
Al &8 S22 QN2 H 2 A0 7.76%(380%/4896H, 4384)0 |M;,
= EE8 2.23%(109%H/4896%, 110H), A& 1.21%(59% /48969,
1.04% (51 /4896H, 5224), S 0.59%(292% /4896, 30AH)0|AULt.
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2 2 ESX0A S0l 2282 dF & Sd2 €8 = g, HIEdA
Jl2dt #s9 e, UaEs & Adds L= NoiESS g SHAE = US
=S 2d X0 Oleet S = 50l 2ed B2 A A2 SIH0AH 2E0E
= UAETE st

2) EMMA L2 A= SAXI0 2A5HH, X000 CHol S & AFEDI0 CHEE F&t2 8l
ACH e, Il &0 Al, 554 II%, %, WHIDIs, AHEDL ot sl
et et 2AXX FZACH

ASHE

HARR & SN 4SHE0 20U HRUCH

N AMSEZ0 CHet MA2 KNHZ20A 0] &2 =l

Nesd HAUH dssS 01a0M 0 &<t = A= CYP450 isoform, epoxide
hydrolase, UDP-glucuronidation A0 ot S MM =0 OtLli2t &S JIEd2E: &
20kl 2= o2 M Z2IZE2AS glucuronidationtl FetE =KX QUL

|.

o] &2 %dzs,*}a';“é'm ZEGoHA 210 ZHH =2ot2e= (C“j”j“*% <10%), CHHEEL

ol FH™ole U2 <2 ANO=Z RO/t ASAEs 202 A 2K 2.

1) O H&ESXZH: 0 & J|&E HYESXEAN (lHILIEC&l, JtHIOLAIEl, 224 T
CHIEHIE, 2RECIZ, JIBtHEHE, Z2|0|E)242 ASHE2 ASUEILAAIEUWAM Ol
&AW Ol IESXEHE E5s5E S 2, 0 42 J& JESAsH &F
sC0 G2 0IXK &£AD, NSNS HE 0 U2 &=sH) &S =K LUACH

2) 2FEOIYe: 0 &(1e 23, 138 500mg)2 EFSUWA2A(0.03mg HEIYHAERICIS
o 0.15mg HELSHAEH) O A=st SHYSEHS2R2O A=s, TZZHAHE =%
ol &2 A LAD T S8& KRAAZC RSO A S22 0| &9 A4S
Sl I&S OIXIA (2 UACH

3) CI=4l 0 &¢(1 23], 13 1000mg)2 12 0.25mgll Clx4le <ss o orxAst
(ECQ)0l G&sS OIXA LA2H, =09 g2 0 ¢4 4ssis a2 0IXIX
2 AL

4) etutel: o £(1e 23, 13 1000mg)2 R- ¥ S-2tutelol %*ssto IS 0IXIA &
UCH, ZZESH AZIHE IS FA LUCH AMele 882 0] &4 AU T
dsk2 0IXIAl &LQULH.

5) EZZHIUAIE: AAdZ2 2H AMML ZZHIWAIEEZ 12 43, 13 500mg E0HMS

BHSAIDIXI ZQUCH THAFAIC! ucb L0572 Cssmaxes Z2HIUWIAIES
D, 0N DIHSMZ tHEE 222 HlE2 Z /UL ucb L0572

M O efol efsst=
EMAI 2 2|:|ij LA
AZelHEA=E 60% ZAGHAE0 uch L0572 ZHAHQ A2t 2HIAMSe 2 A=
PN B “EMIHI/\ICO{I tiet O efol gefz2 AL X UL

6) HEEAANOIE: HHIEIZHMEDL HEEANOIES UEF0H= HEEAMNOIESY Ha
=S Zd2ANH 25 HEEZMOIE sEE2 BMAECE 54 =522 5] H/AZAIRICH

0 e E2H E0EHAL. & A== ESote A2 2 dblEdME DN HEER
NOIES €8 s=E F2 ZH ZULIEHE ot0{0F et
7) 0L CHEE A SEHE AR
HOI0AM AAIE &ASsHE A2 LXIGHH, 60mg/kg/dayltAl F0&t A0+ SAHOIA,
AN E ROotH A= HEN et EEhst SHe B 4~-17H2 LHESS
M A0 & HAU0AN SSSE dsHES SN2 Fotet 21, dIBIEICMES
SIRECZ FO0Al, 88 S0 Jt6t0tM e 2o EA0 et S8 €35k
of E&= 0IXIA %28 Qo Ct. DL, M20l 2otH, S48 |Eote A3
ANZH= 200l A clBIEICIAIE S 22IHEASE 22%IHE SIHADle R =2 LIERH
g NE=2 ZRotAl .
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0l ef=2l S0 e MK Seto et 2= e, SA=0 2ddf E+ B
Ol S&S 2X %2UL, S22 A2 A0 IS A4SHEN He Hss
SiCt.

g8 & =720 Oet FO

) It oA

JIEIl A0MA=E ASHE2IIel £AH0l E20ctn 2 L4l H=0l ACHH clblElet
NEXzgs MBEENOF ettt 2 SIS M Ot&ItXZ, didIEZAES 2%
A8 ZH2 oflgd e & EHOH0 =28 S0l Ays &S 222 = Y222 Ildt
OOF el HESXZHS2 28 F0os d8dHe JESXZHU Ot H=SLE20
O =2 d&8d JIg2 ALl A28 = ALEZ IisottE ga G=E0l f4
SIO10F &tCt.

2) Y7

diHlEICtMIB 22 SR0A =aist HEs JaAg2 St

cIHIEI2tAIE SSQE0 ==& Z2(2F 1800 20l 0l = 1500 A Ol&e 24 = 3
e S ==3)0 s 24 28 S5 A9 AlE = US0M S0 d3848 JIE
Of thet /Igd Sots MAIEX ZpASLUL, zDIgd €S 280l Mg == 8l
A2 LHOIA dIBIEICHMIE SHSEQE0 SEDAE A0S AZLYHo et SH= M
SHMOIXICH BT L8 A AR( 10082 A=W ==& A0H0HAM ABLY HOH £
= X0l tet AIgd Sote MAEX =t

SEAENAM MASH0l LIEHRCH 12, JIEFE & X). Metd & S 01 & ALE0l O
A= &AISOHH EOtEOI0F otM, O <2l 001 2/st |0l Ejorel &0l NE
> A= BNME LS A3 02 ALEH0F 6tH IS8 2d R 822 &
O45HO4 OF SHCH.
gal 9 deld dals di-IEIZME sE0 ggs 012 = UL S & ZaE d
HIEICIAIE ==0 CHEF 2100t JAUCH =59 ZA= 0N 3B s O SRSH
LIEFECH (24l & s5£2 60%).
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Ol &2 2=E Sl BHEHDH =7 S0 =02 SUe OIS0l et ZHd HE0l
27 =R dEHA Z=0 Oetd =]20 A0 0 &2 Sds Ddotd =72
sHE X, 0 & F0HE SHEXNE 2EoN0F StCt.

. A0H0 OHEr &
d7E HHME 1012 012 Sotoll et ot d) RS0l HEDH AKX
4Nl Olatel a0tolAel Ml SHeE HEEHX E20 101E 0142 &0
O15t040F SHCH.
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SH0IL JIHE=HSHU OIXl= S0l et &a Ag2 AAIEX 2UACH JHfelel gl
250 XO0IJE US = ALBZ, odE X FR ES0IU UE SFLIF2E SoS
d8g =& Y=0, 5ol 0 222 g =) L= A= 2SS S I UHE =+
UCH Jel22 28 L= JIH =& S2 HYsS ot 3f= F20t ERot JeH
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1) SSAENA, 0 &2 2 N=ESW FAGEAHLE 1 OlAS ES0AM =40l

st E0i= 350mg/kg/day Ol&O0IM Z0I&t

= Fel A&0l XMERLD, 1800mg/kg/daydllAe

ot D, AlAMOotel BES0|A0l 2EEJALL 2RASHS ARUCH I
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| & |A 1, 1800mg/kg/daydil M= ENOF MIESS
i IS UHES SIHAIZCEH 200mg/kg/daye S0 F&s =X
S42 1800mg/kg/day S UA ZEHIIUACH J|2LH J|2tS ot A AlISH
SE0}E [, 3600mg/kg/daydil M EHOLMISOl 2AMD, EHOF == HHOl2
SCH 20 FES FA %= S22 1200mg/kg/dayCh. 2 ASEHA 2XUS
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1800mg/kg/dayE &N Al L= L= maternal effectOil 0| EISE 0D .

2) HEE Uaoz A2 0| dUlEl2HME 50, 300, 1800mg/kg/dayE &M 104 S
oOF ENALE DS mg/m2 JIECZ AIE2 HAEZUHS(MRHD) 3000mg2l 6
BHOI GHEEICH Metd ARl S S(AUC)E AFZE0H & 6HH0I E5tCh HE A
I N ol SHE QIULE NIRAE Uz SA=20 &M dBlEl2EME 60, 240,
960mg/kg/dayS 80F SOt SHIUCHAE DS mg/m? L& &S JIIE22 MRHD
Of 2600l SHEEICH. BIS 2242 SHE AJXCH, HNISS0 ol HREX LU
2o 2y BtE2 Jisd0 ol =201 HOrE Rl L AL

3) &= &8 AH ovary/HGPRT locus assay2 Ames testLt 22l

2 |
0

b
M kJ

J

ERS= MIEOA O <f
O

2 SHH0IE SYAIDIXN EACH T == HAH HAAMZES MEEE S| S48
o MM AN MM DtRA ASHAIFHNA S OlatsS SLotkl EUACH 0 2
t=2atiate ¥ FUARAI(ucb LO57)2 Ames testlt M2l OI*A HZE AWM S
HHOIE FEAIIIX HEULE

4) =240 LA St K MAAZ HEN 1800mg/kg/day ESENA SHH#S O S
OlABISE 2HEX LUACHMG/M? L= &2 IIE22 MRHD2 6810 SHEStCH.)

13. ¥ 249 F9|
1) HE2H FAIMU2 OS2 SN stdsetl) SelEC2 HHE Jisotd HHEHAl &2
(15-25T)0I A PVC (polyvinyl chloride) 2J|(bag)OilXd 228 [ FA 24A12 S0 3

SHLIES(0.9%) At (KP, USP)



S E A 2D AL (Lactated Ringer's injection)
HAEZA 5% FALH (USP)
ChE st ™S
ZohMlE
ClObMI&
BISAMUIES
0 HBEX L2 SHUAESAUS 22IH HIE Jts 2= SOITX LUACH
2) E0 ™ F0to=Z H It FA BIOIZ WOl STE2H 080 HMHEE HAotd =224
OI=20] ANMLL HME HES ASoHA 2=Ct
3) FAIM2 1320/, AI26tD E2 M2 Haldt
4) Ch2 10 Bt370 Y= A2 AFDJA0I0| HHU B2 RA HOAM BIZFAHA 222
2 ZF=O|EHC}.
5) 021019 =0| &€X 2= R0l 22sHCH
[(MEYY] 422D, 42(1~30T)2H
[ZECR] 5mLx10Vial/Box
[AHED|8H] AEEI| €& HA
¥ CJAEZ HE0l2 =0 EX $H SN AIL.
¥ ALE(|2)J18H01 XL oAEZS ALSoHA OHAAIL.
¥ HEEE2ME 1D UAEN M B20t0 FHAIL.
¥ 2 HE2 SENAALE DAl AHIXNSHNZIE0 24 wg T= 2ags &~ ASLICHL
¥ PUAl MAE(SE)IISH0l BUEUNL HEBHIP-LQLALHU =AE AEZS FUHE Sot
of wetoll =-LUCt.
¥ OIS0 &St 2ol= AHIA AEES 080-531-00012 3t =AIJ| BFELICH
¥ QUEo MM 2 2 0 EREM HLY 0lF HAEE 2SS NAH EHO0IX
(www.ucbkorea.co.kr) & SJ%E oM LI2Hnedrug.mfds.go.kr) ALEES HEB0A Eolotal £
USLICH.
¥ OJE (| 2tst 220 M1 Y HoHPH MAES ®1644-6223, UM A2 #®14-3330
oz e HHELICH

AN HHOHE) HEY: 202300101

[HZ=2l2 Xt] UCB Pharma S.A.
Allee de la Recherche 60, B-1070 Bruxelles, Belgium

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

[HIZ=X}] AESICA PHARMACEUTICALS S.R.L
Via Praglia 15, 10044 Pianezza, ltaly
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