HZ2H®F 250mg, 500mg, 1000mg Mooz
(dIHIEICHNIE) ootEEEMs | 113
[REAE & O 2]
250mg: 18 =
@ S S YHIEICHHIEHETE) et isessesesssessens 250mg
o EHIIM(EIZMA): HM 25
° [EFEDJIAHI: AHOIZA0IOUIS, 2UIS20| L2t (85F20694), 2Z0I1S 40| &S 74,
AZAJIEUZQALESE, Z2/0H 2226000
500mg: 18 =
@ S S YHIEICHAHIEHETE) et sisesnssesssessens 500mg
e EHIIM: AHIOI2A0IOUIS, QUI=2H0I -8t (85F32004), 220/=40|At8I7#A, A2
AJEUZRALEE, ECHE& 22126000
1000mg: 1& =
O SSHE: YIHIEICHMIEHEI ) oo 1000mg
e EHIIM: AHIOIZ2A0IOUIES, QUI=2H0l&8A(85F18422), 22 0|EH0|AMEIRA, AZA
2L ALIEE, Z2/0E 22126000
[AAH]
250mg: Utetadol EtRE ZEIEH
500mg: -EtMo| Bt ZEDEH
1000mg: M| EIAY ZHEDEH
[&s&]
1. &=Q24
HS LAMESCe2 XoE 22X HAsEZS SUotHLU SIS 2He 229 XIZ(4Al 0
&)
2. BIlaHY
- JIE 1K JESXNEM 062 HEotH &0l DX 2= 2xd MALES SHSHIL S
BIotXl 2= E2LEO XS(4MH 014
- A0F 2t 28 & = &S (Juvenile Myoclonic Epilepsy) 8t Atel 22tTHA &= X2 (12A
Ol &t
- S¢ 4 MAH S &S(Idiopathic Generalized Epilepsy) A2l 11Xt &AL 2= -2+ &HEHO|
XIZ(12A1 0l4&)
dIHIEIZEHE FAME ARSI LAIECZ 2Its8t X0l S08tC.
[BHE]
ZLEDEEMS M= BRE0N ot0H AA ZHS0 SEHE = AL, SZ8 L2 2t &
N =Z&tCt
12 22 12 23 dSE EH2Z LI S0{&t0
dHIEIZINE XI2s Y = AP S0HZ AIEE 2= UL ZF0UHA W £= 1O U2
E0HIEZE URE E2, EHEFY Q0| U2 S0E = UACH, 12 & S0y L S0 =
S2StH = XISt OF SHCH.



1.2E2LE HEQY Y 2II2Y (44 014)
HOI(18Al 014) ¥ XS0l 50kg0l&atol HAEH(12~17Al)
0l &r2 1€ 23], 18] 500mglE FHE A& &L
bt E€8ZA UH SMA Ol4eS0l et 2IASl ool 2H6tH, ==2gs 12 23, 1
3] 250mglZ RE == U2H 2F =0 1€ 23], 18] 500mgl 2 S += ULt
LAA St S0l [el, 23 WAl 4=0tCH 12 500mg[13] 250mg, 1 23]] £= 1L
1000mg[13l 500mg, 12 23 ] & =g =52 ZEE = UA2H, FHAZEZ= 1<
3000mg[1&l 1500mg, 1 23/]0IC}.
4Hd~11H12 A0 & HMSO0l 50kg 022! 12~17AHI12 HAH
Tolg2 12 23], 18 10mg/kg2 2 Al & &tCE.
YN UtSE LAl el 12 60mg/kgl13l 30mg/kg, 12 230X S2E &= JA2H &
SHF2 23010+ 1Y 20ma/kgl13l 10mg/kg, 1€ 23|50 B =2 M= &

sae 2M EsS SSEU. HHEEEE=2 1€ 3000mgOlCh.

g

tel A<, 100mg/mL B+ & YHM=Z X=SE AlFHot= A0l AHEELH
o B2,1¢g 500mgl[13l 250mg, 1 23|22 SHE AI&GHH 20t
Ct 1 500mg& Z2otd =0 12 1500mg[1&l 750mg, 12 2312 S0E = UL
HES0l 40kgS =Uots 402 B2, 12 1000mgl12l 500mg, 1€ 23]]2
(M 23=0tCH 12 1000mg#! =26t0d =0 12 3000mg[1&l 1500mg, 12
ULt

HZ0l 50kg Olatel A0te B2 d¢ gl sZotlh

g = Al FHAEEH=

1500mg, 12 23I]0ICH 12 3000mg 010te] BUAN REH2 HE5| APUX YUCH
H=0l 50kg OI2tol 12-17HIQ) HAE

O %42 1Y 20mg/kg [13l 10mg/kg,

2. AOH EXOIM S 22tTHA Ao RItRY (1241 014)

Of &2 1 23, 13 500mge2 SUHE AI&StCH

ol EAZ A Hl WA OIS0l et 2AASl BOHU 2H6tH, ==EsS 1€ 238, 1

2] 2560mglZ RE == U2H 2F =0 1€ 23, 18] 500mgeZ S &= ULt

LA BHSDE LHrA ol et 23=0t0H 12 500mg[138] 250mg, 12 23]] £= 12 1000mgl[1

3l 500mg, 12 23] A =g =22 TE = UM zUHIEEZ2 12 3000mgl1z

1500mg, 12 23/]0ICt. 12 3000mg OI2te] E20HAM K42 ARLX L UL

3. 1XE Al 2E -2t X 2Ot (1241 0l4)

HOI(18Al Ol4) % XSO0l 50kg0latel HAEH(12-17Al)

0l %2 12 1000mg[1Y 23], 18] 500mg]2& S0HE AIZEHL

Jdlh E&ZA UHl WA OIS0l et 2AASl EOHol 2H6tH, ==18s 12 23, 1

2] 250mglZ HE = U2H 2F =0 1€ 23], 18] 500mgL 2 S = ULt

LA BHS LHr-E ol et 230t0H 12 500mg[13] 250mg, 12 23] £= 12 1000mgl1

3| 500mg, 1 23] A & 52 e S22 12 3000mgl13l
t

12 2312 E0WHE AMH¥sth.Eg2 23010 1
20mg/kgl13l 10mag/kg, 1 23|14 =2koto & 12 22821 60mg/kgl1a 30mg/kg, 1L 2
SIIMX S0 12 60mg/kg 012t SEHHM fa4d2 HEs HARTX LQULH
4. NZEON 2Kt
dIiHIEIZHNIE EAS0] dlD|lslt 2E /Je8z Ao AEIIsH et HEESZ £

StCt.
deltAe SEEE82 Ot 25 X stlh

HE 0I5t oM &X2 J0tElY EAE(Cle,ml/min)gtol 2 R35HH, dliid= Och



0H

A2 0l25t EEAAUOIEIY (mg/dl) =XIZEEH S 4= UL
—_ [[140-Liol(21&)] x AE(kg) o o

Clcr (ml/min) = 72 x =& 32018l S (ma/d) (x 0.85: ({2 A=)

, Clcer2 HEHA(BSA)O et Ofeh et 20| XA stHCt.

ClLer (ml/min)

CLer (ml/min/1.73m*?) AT o= (BSA. ) x 1.73

0l

o

AEOHE IR Aol B Ko 22 XY

2 AYIOtEIL HAS 13 2% =1
(ml/min/1.73m?)

=P > 80 500-1,500mg 12 23](12A1202HA)

3= 50-79 500-1,000mg 12 23|(12A12F2FA)

=EZ= 30-49 250-750mg 12 23[(12A12t2HA)

== <30 250-500mg 12 23[(12A12F2HA)

SIS 500-1,000mg 12 135®@

W en AMLols =II26tE22F 750mgel E0I 2 EEICT

@ ex & 250-500mgll FIIEZ S0{I AREC

g0t A0 H HAEE2 Ot SAS AMSEHHL

. 2 —
ClLcr (ml/min/1.73m?) 2533 01el U (mo/d)
ks= 0.45 (1 MIOIBF HO}) ; ks= 0.55 (13MI0I8F A0 & HAWE HA); ks=0.7 (E2AYE Y4)

MHOHE Ot A0t & 50kg0I2t2 HAWE &Xtel 82 X&H™

EENEREEESE _
= (ml/min/1.73m?) 12l 88 % 89
= At > 80 10-30ma/kg(0.10-0.30 ml/kg) 1L 23
e 50-79 10-20mg/kg(0.10-0.20 ml/kg) 1 23
==z 30-49 5-15mg/kg (0.05-0.15ml/kg) 1 23|
== < 30 5-10 mg/kg (0.05-0.10ml/kg) 1 23]
U A A B E A BT} 10-20mg/kg(0.10-0.20 mi/kg) 1 15]1@
Wen Mo 15 mg/kg (0.15 mi/kg)2l 2ot2S=0It RS
@ x5 5 5-10 mg/kg (0.05-0.10 mi/kg)Q =22 S0{Jt HEEIC}

5. 2tZ0H & Xt

AZAN ESSZo 2HE SX0lE SRXIH0| QX UL =T HE0Y X9 F=2, A
OEIY  HAse ARFZ2 WATIIE £ UL @A JOEIY HAES0]
60ml/min/1.73m? 0|2t AR 1Y SN2 50% 2dt= 40| EC4

6. A0}

A2 HHME ALY RSA 2o 25202 1Y 029 JOtNH HELX L=Ct
ANl 0I5tSl AOIUMAS B S0 MCX 220 1JHE 0lA9 HOLHAME UHE S0t

O4OF StC.
FAtHlE 16A O18He] A0t CHollh St - RS40| SEEX FUALEZ SO HEEX &
=Lt
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SSANENAM, 0 &2 oM XN=ESFH FASHALE O 0l&e 2HUHA =40l
st £E0{= 350mg/kg/day Ol&0IAM ZO0O|&
Fel A&0l XMEIALD, 1800mg/kg/daydll A=
Olalo] ZEZIUSL 2XUSHS AU DI
0l= 600mg/kg/day Ol & UIA HHENXKE AT E
|40, 1800mg/kg/daytil M= EHOF MIES
JFAIZACEH 200mg/kg/day2 L0 &2 =X
A2 1800mg/kg/day SEOIA ZEEQUACH DM JI2ts0oF AlIsH
oS M, 3600mag/kg/dayOil Al EHOLHIZSOl 224D, EHOF =2 Bi0|
U0 IEF2 FX 2= 2BH2 1200mg/kg/dayRACt. 2 A
st s AL M HM YA =5 JASoH HEN AU=S2
1800mg/kg/dayE N Al &= L= maternal effectOll OI&BIS S 0FJIAIZIX
g acez sA28 0 HdlEl2tME 50, 300, 1800mg/kg/dayE & 1043 S
OF SNFCH XD2S mg/m2 JIEC2 A9 Z2EFHE2I(MRHD) 3000mg2l 6
BHOIl SHEECH et EAEO E(AUC)E AMFEECH 2F 6HI0I Z8tCH SHE AgH
o gretdol E)i= UL OIRAE Uacz SAZW ) dUlEl2tAE 60, 240,
960mg/kg/dayS 80F SOt SOHIMCHE DS mg/m? L= &S JIFE22 MRHD
o 280l GHEECH. HIE &€2ede S)ie UJAX D, HESSH ool HFSX LU
20 22y 832 Jisd0l CHoll 5201 HItE Xl L UL
== #AH ovary/HGPRT locus assay2l Ames testLt M2 ZRS2 MEZONM 0 <F
2 SHHO0IE SLAIINK LUCH L& 5= BAH HANES AEZ2E I SMH
o M2 2AuU MHU OFRA ASHAIEHAN SMHH 0ladsS SLOHA LJACEH O 22
Jb=2oll a2 L FUAHI(uch LO57)2 Ames testLl MAIQl DIRA IS AEHWA =
HBOIE SEAIINX LUACH
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4) 2317} 24210 HE L MAES SHEN 1800mg/kg/day NK S0 &H
o X 2ACHmMg/m? E= =2 JIZ22 MRHDS 640l

ggnuo
0

1) THE SJ10l B3RO €= AE AIDF 0l ZHL S22 KX HOUAM 226 28

[ZESY] 250mg: 60F (108 x6PTP)
500mg: 60& (10X xB6PTP)
1000mg: 60 (10& x6PTP)

¥ QlAE S O2I012 &0 X LA BRSIAAIL.

¥ ALE(|5)J18t01 XL EIQ.*%S F25HK OFAAIL.

¥ HEEE2ME D UAEN M B2ot0 FHAIL.

¥ 2 NE2 SEHA/AJE DAl AHINEZHMHZBIIEN 2H wet F= Ba8ES = ASLICH
¥ YA MEB(RE)IISH0] ZUHUAAL HEHD-LAEL L =4 OIAES RUHE Sol
O uw2tof ==LICH

¥ CJSFE 0 &St 2ol= ABIA AEHES 080-531-00012 3t =AIJ| BFELICH

¥ QUEo MM FE L 0 EREA HLY 0lF HAEE HES NAH EHO0IX
(www.ucbkorea.co.kr) & SJ2&E oM LI2Hnedrug.mfds.go.kr) QL EES HEB0A Eolotal %
USLICH

¥ OJkE (| 2tst 220 M1 Y HoiPH AES ®1644-6223, UM A2 #®14-3330
o=z At HigUICH

HSEN HHOHE) HFY: 20238118 15¢

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

[HIZ=XH] UCB Pharma S.A.
Chemin du Foriest, B=1420 Braine |’Alleud, Belgium
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