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StAY sRkshA 2 FaEz x5 BUIaRTe &7F v kAR dA) F Szt
g0l 37 lamotrigine, levetiracetam ¢ SAEHo] JQorz AVl EAH T
AHA], kAl Qg R T HrbleE R AA s #d A AR
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- [H7F2 1, A218 Oxcarbazepines A|&]3t 1-2F9] e AFoF Fofo =
AE) A =9 Ad FEEx #dxEs ddoz fit(n=102) 2 AIHF 400, 800
1200mg 2. 2 (22 n=100,98,102) F+2F9jufgs o5 Ad, th=7H0, 34 A3AIFHA
A, fH &2 Folr)e] wak mlEi AHETFo] 99l : >
= 12 7 A GRS TR 459 BEst 2 Wes AAE 800met
5663], 1200mg FoFa 5332 fJekT9 7643 tiv] F o BT FostAl Sk
(g ekt tH] p-value(ANCOVA, In transformed) 800mg+* 0.0020, 1200mg*
0.0006). 400mg+FeFito] 4579 2 HE & 6.733] o, gkt fofsk Akolrt
UERHA] 9k
IFS-E (A RIE7) 50% o] Fha ‘J AF Hl&)2 800mgr ¥} 1200mgo] et tiH]
Tt =d5(HHEE ekt 2 400mg+- 23%, 800mg+ 3426, 1200mg+- 43%; <
ok U] p-value 400mg- 2] o}?(] o2, 800mg- <0.05, 1200mg< <0.001).
g I AAE TS AT 16%, 400mg 26%, 800mgt 36%,
1200mg+* 45% % 800mg+ 1200mge] 74 H]&o] 400mgw 2 e HT =4
el (p-value not shown).
» X8 T o] WSS FoF &l FUFEel wel ol ok (9] ok 31.4%, 400mg
T 44.0%, 800mg+" 50.0%, 1200mg+" 60.8%), A Ztst X g #&H o] guHke-2 U T
A Al YERG (9] ekt 3.9%, 400mgat 5.0%6, 800mgw- 4.1%, 1200mg+" 5.9%).
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FAF 39.2%, 1 o] % 47.6%56.3%, W 2
53.2%), &7] Fofel whel o4} Wk WAL vlro}
N 35.0%, #HA 9 3704 12.7%)

- [F71892, AU 1-3F9 e dFTof Fofollm zto] A X] =10 A F-&

s S s gAo® 9ok(n=100) 2 AHE 400, 800, 1200mg O = (77 n=06,

101,98) F2-Auigd st olFwA t=mrHD 34 QA A1) FA&F For]e 3t

Hle = A Fao] skt it Fo38kA Yoks.

= 1A F7F WEQd FAEH TV 479 ET
3], IZOOmgiL 74312 91kt el 1093 oid
p-value(ANCOVA, In transformed) ¥ i+ =5
o] Afol= FolshAl & oka.

» GRS E(IZ W7 50% ol A4S & B]E)> 800mgtH 1200mgto] 9] oFat
el FYstA = (RFSE AT 13.0%, 400mgw 17%, 800mg+t  40.0%,
1200mgw= 37.1%; Yokt thH] p-value 400mgw Foldtx &gkon 800mg-
<0.001, 1200mgw- <0.01).

= olgubg e Fof gFo] Zhghel wheh ol o k(9 ek 680%, 400mg 78.1%,
800mgw- 82.3%, 1200mg+w 79.6%), F<F 414 o]F o] iRts MAELS U ol A
FAFS}9 - (data not shown).

» FAEHE T o]F AR

402 NAE 800mg ol
T a9 kg ELS 1|z 74
o] % 37%739%, Wk-&-& FoF 4

- [F7ha W3, A2 12
2 32522 o s 9ok (n=87) % AlAZ 800mgit(n= 85) 1200mg:r1 (n=80)
AL g et o], "=, 3 A FolM, FAEE Tl B2 Mk

A Fato]l kR Y fFolstAl Bk

w IAF A ESR] FAEE Fo7]9 479 253 3 WEE A F 800mgat 5.7
3], 1200mg+ 5.53], 9okt 733 = A HFLo] okt thH|] {3 xtolE UEH
(p—value(ANCOVA, In transformed), Z+ZF 0.048, 0.021).

» WREECEZ NIETE 50% o fFAagh A vl &) 9l ekt 22.6%, 800mgwt 34.5%,
1200mg+t 37.7%=, ¢Fa- vl ¥ESE2 800mgw < F9gt o7t gler,
1200mg w2 9okt tiH] Fo8tA =& Ao R YErH(p-value 7+ 0.106, 0.020)

» 3R BANE TS Tk A FE 800mgt 37.9%, 1200mgt 41.9%, 91 ek
17.0% %2 Y e (p-value not shown).
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- SRSt AAA oS 8% elEAow ushiom olqdg, £Y, TE, ©
Aol 7+ EstAl yvEREH(fIeF, 800mg+t, 1200mgwt o] dwks AE oA &

10.3% vs 188% vs 30.0%, =¥ 92% vs 188% vs 30%, 24 1.
10.0%).

- [F7r 894, 1641 0412 1-2F9] 3o | &= 2ol =A@ 164
ol 4k BEukA 32226 o w ¢k (n=224) 2@ A HFE 800mgi-(n=216), 1200mg-
(n=210)2.2 FZ9uA e olF WA th=1712D 34 AJAIFA A28, FA&F Fol7]e]
B2 M= AAHFE 1200mgte]l flekt v o shAl Bk AHFE 800mgwte] W
A= gkt fojd Aolvh vEbA] ekoks

7P FAEF Tl 451 =

83 = 1200mg+*2 9okt thu] FoatA W

ofatwhe] Aol 7} 2514
T7F 50% o]k gt gz vlg) ¥ A A4S EI 1200mg

frolat Al E=gouh(Wh3-E 1200mgT 42.6%, ¢k 23.1%, p<0.001;
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» IARTER RS GRS o] 267 dhze] M
71.1%, = B.6%%, F w9 Zol= BHlESA whIl 12%E ©A ol AAFo|
carbamazepine CR thH] W2t 4o H|E53s A5 (Per Protocol 7]5233), 2}e](95%
CD -4.28%(-10.30% ~ 1.74%)).
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SEZ NET7E 50% ol AR A ve)S 7 oagh Folgh abolrk yEluA 9
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w 2A1-6A, TAI-12A1, 13-18A1¢] Al 7 o= o] EF o,
10mg/kg/day = 273+ % ¥ 20mg/kg/day®] A &HFo= %%ka}gigrq, 32}
o] W&o wel 10mg/kg/day® ##F Fi= 30 mg/kg/day =z 5 H3

» JIARH Y 47 B4 NEE AAHFTEY gE2adA] = fé o] YJepF4s
2% A ET R olE2a FY3k(range) ZH2E 11.53](3.7-605.8), 17.0%](3.9-1972.5),

H(SD) Z+7y 36.6%](186.2), 62.03](72.5))
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(n=83) $] ok (n=40) 0. & T2 o] Tz, th=i7H2 24 AAA Gl 443, A3

&
& A% 9 Y2 LA ITAE QTS AR, AT A4
% e

. li}ﬁéﬂxlﬁ?l CDR(Cognitive Drug Research)® =43 Hs= W3}
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g AAED 517%, 9ok 316%2 AFELS) WA WE gagol ok o
Ml Fel 3l 3 9 (p<0.000).
- GAEF Foprlo] Wrte] 100% AT AR ML AYEFT 217%, 9ok 5.0%
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- ANEE B BAES BE ARES Roksld 147 ¥ BEeonw, UFE
A&Rol e WA Rag FUHES 5021%, AF-AAEF AT B P

- [&o} WEH4D) 184 mvke] 34 Fida $x; ool Frleow AAHEFH 9ok
t gotal, o= vEHE

Mgk A3, 24-184 ] 2t 1l of %945_ i}017} %’i?i

o, 7-18A01 A w2 NE 2R

» 2-18A41 A A 7 o] EEds BE WE zFole - 11.683](95% CI -26.36 ~

3.0009 32, ¥-8-E H](Risk Ratio)= 1.36(95% CI 0.68-2.75)2.2 2|3+ zo]7} YE}

WA ek ok-g(p-value 2H7F 0.119, 0.383).

v 20mg/kgE T8 Sato| A, AAHET 9kt 3 wx ¥R zloli= -
2.103] (95% CI -2562 ~ 21.42), ¥vr&E& ¥+ 1.12(95% CI 0.68 ~ 1.86)= 1]
gk zpol 7} YEFUA] 2 (p-value ZH7t 0.861, 0.654).

v 30mg/kgE Folst FAANA F e xFSF A HIE Zfol= - 21.673](95% CI
-40.87 T -246)% gk Aol7b WEW o (p=0.027), ¥FSE Hl& 1.48(95%
CI 099 ~ 220)0% F& g AFol7} YebbA]l 2 % (p=0.055).

7-18A4 ZAtel A F o] st A HlE zol& - 13923](95% CI -1559 ~

-12.25) WF&E H| & 143(95% CI 1.03-1.98)o.2 Al Fae] &2 vk 749} Hkg-

Eo] Fo5tA =k (p-value 27} 0.001, p=0.034).
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= AA7s ASE e Bt Wael R AxelA FHe A S e A
= o)

- A JARERH & Faste], AHEe] A 9FA| 2 carbamazepine, oxcarbazepine,
lamotrigine, valproated?), levetiracetam, topiramate, lacosamide, zonisamide, vigabatrin,

peramfanel & A7}
- AHE] 1Y 2o e YR, gA%A 19 2ang< Il v 271l
= O A kA T

I g e ey

0_1.1.4
4!
N
il
riot
2
oL
rz
u{H
o,
(e
do
I
ofo
rlo
!

}{ ALY
— 7 —



1) APt 7%

A A

o
i

%O

K
<

o2

o
=

— A kAL A E ol AL EH9)

o of Mlltlo]l S7he Ao o s,

N

mﬂ
B
%o
r

Lolg o, 2912, @) el

]

o

=
y 1

T

AT =7} % 67,

[e)

™ =

H

el

Al

x ALY

= 722t= PH== Clobal HIRA

]

2 £70]

Al O
ol =

E4

w2102 X

_8_



References x

HIRA

1) |

2) FDA Prescribing information

3) Netter’'s Neurology, Third Edition, 2020

4) Goldman-Cecil Medicine, 26th. 2020

5) NICE, Epilepsies: diagnosis and management, Published 2012, Last updated 2020

6) American Academy of Neurology, Practice guideline update summary: Efficacy and tolerability
of the new antiepileptic drugs II. Treatment-resistant epilepsy, Neurology, 2018;91:82-90.

7) SIGN 143, Diagnosis and management of epilepsy in adults, May 2015 - Revised 2018, Scottish
Intercollegiate Guidelines Network

8) Elger et al, Efficacy and safety of eslicarbazepine acetate as adjunctive treatment in adults
with refractory partial-onset seizures: A randomized, double-blind, placebo—controlled,
parallel-group phase III study Epilepsia, 50(3):454 - 463, 2009

9) 27y Ha 12449 ol PR WL Auwgton 249 A APF §YOE
AT BEs o), 4T A2 43 olde] BRuatel Grpon Tua g €

10) 5 1170= 4041 €

e

1) 558 #5857 71 Ade #3F F R gse] APHAE 257 Y, 1257 §
FA, AT BFOF 7Y, 25 Tk Rl

‘ril

12) FoF 7HA 25 FHE FoF WAl 145 744 1257F

13) 3kA}te] wel 400mg £+ 1200mgl. = WA 71

14) Halasz et al, Long-term efficacy and safety of eslicarbazepine acetate: Results of a 1-year
open-label extension study in partial-onset seizures in adults with epilepsy,
Epilepsia,51(10):1963 - 1969,2010

15) Ben—-Menachem et al, Eslicarbazepine acetate as adjunctive therapy in adult patients with
partial epilepsy, Epilepsy Research (2010) 89, 278 —285

16) A4 127019 A FE 2z2s duhigron 1-2F9 FuAdZo ‘E—% Ha 270 AT e T
oksld o) ~3ay A 8F L VA E BHL7F F7ZF 1] 459 43] o]afe] wrzlo] el 3z}

17) 1370=r(Bed, of= sl el HFol= 27}, #3) 4541H

18) 5% IAEL 857 7]Z1AL1:41€ #23s T UXLHHHXJSL ookt W Al HE 400mg 3}
800mgw < 1453 AAE & FoFeplen, AAHF 1200mgw 2 800mg o= 257 FoF &

12773 A& T3

19) &x}ol] wel 400mg == 1200mgo.= WA 7Fs

20) Hufnagel et al, Long-term safety and efficacy of eslicarbazepine acetate as adjunctive therapy
in the treatment of partial- onset seizures in adults with epilepsy: Results of a 1-year
open-label extension study, Epilepsy Research(2013)103;262— 269

21) Nagel et al, Efficacy and safety of 800 and 1200 mg eslicarbazepine acetateas adjunctive
treatment in adults with refractory partial-onset seizures, Acta Neurol Scand 2009:120:281 - 287

22) HA 1219 A BE 4zS Aokl on | oxcarbazepines A 93 1-2F 9 FeAFFS AA
g &Fo s HA UL Tkt oy ~Aagd A 8F 2 71AGE] #FEFF 87 v 4579
4§ ]/\1-/] uLxlo] L]—F/]-ﬂ— éj_-x}

23) WA=, E2EE 2l 117]%,
24) %—%g BAEE 8T /AN BAD F LAl ARFAT 277 27 §F Fol, 12
A fAEF Fol, 4TI FHQF FF, 2F FohEH) ol

25) Sperling et al, Eslicarbazepine acetate as adjunctive therapy in patients with uncontrolled
partial-onset seizures: Results of a phase III, double-blind, randomized, placebo—controlled
trial, Epilepsia,56(2):244 - 253,2015

2Aow CAE seles 2AH9| uEsle tH== Global HIRA

}{ ALY
_ 9 _



HIRA
26) A 12709 A FE g dunigton 1-2F9] JHAFTHES HA MY AT gFoR
TRt oy Ay A 453 43] o)iFe] o] Aol JAGE #ETIE 853 4
T3 33 o]ge] wHpo] yeyton, Fkzak 7|k AL 28 ol &at
20) 1978 =7H(3k=, Avel, ml=, 2o}, of=dlEy, %, F3 5) 1737]%,
28) T5E FAE2 8F VIAGH #F 5 FAeuAgste] A EAE 273 2718, 12573 &

A g, 257k HE ol

29) Trinka et al, Efficacy and safety of eslicarbazepine acetate versus controlledrelease
carbamazepine monotherapy in newly diagnosed epilepsy: A phase III double-blind,
randomized, parallel-group, multicenter study, Epilepsia. 2018;59:479 - 491.

30) 2==2Ed A 1270 oluledl HA 239 F&E 2z dlem, A 3L HA 13| oo w3
o vEh gt 1270 ol e] ECGe F5¢ CT ®+ MRI 7| 5] A+ AL

31) A1A¥E 400mg QD, carbamazepine CR 200mg QD& F<F AJF3te], A13F 800mg QD,
carbamazepine CR 200mg BID T#3%. & & 79 Wl F7F 2Zlo] A A AHEFS
1200mg QD/1600mg QD=, carbamazepine CR< 400mg BID/600mg BIDZ F7} =3 A
£ g T 26577 AP o AAHE 1600mg QD/carbamazepine CR 600mg BID & 9FA|
o £ zfo] WAYE 79 Al A dEEhE.

32) 3= 17048 (4, Hr 9 o =7F AR gl5)

33) Full Analysis Set2 213 & 70.8%, thx 74.0%% 2o](95% CI) - 3.07%( - 9.04% ~ 2.89%)
2 e

34) Trinka et al, Long—term efficacy and safety of eslicarbazepine acetate monotherapy for adults
with newly diagnosed focal epilepsy: An open-label extension study, Epilepsia.
2020,61:2129-2141.

35) Kirkham et al, Efficacy and safety of eslicarbazepine acetate as adjunctive therapy for
refractory focal-onset seizures in children: A double-blind, randomized, placebo—controlled,
parallel-group, multicenter, phase-III clinical trial, Epilepsy & Behavior, 105(2020)106962

36) Hx 6719 A HAZF DS wokon oxcarbazepines Al 9% 1-2% 9] AT EA Fofol =
55 19 4 43] o) ge] BEuraol tehyt 45

37) £ % okAlo} 2070 (5 H =)

38) Aeol Wl 264 wol Al Aekl
gl 34 d T5H 2-64 A=
ITT sete] #4] T3k F712 A3

=3 A= 877 VI AGH #FE T AH A E 257 10mg/kg

¢

i}

S Fostg oy, ot AR dgdo] FgHd ueh &
FEAY BHAA Asgor, AY B4 LI modified
1.

39) & zh o} Fo] 47 20mg/kg 5o
S 3] AHe] wet &% TR, A, Bv 53 G0mg/kg) 12573 Fol = 259 10mg/kgX
dEFste] FoF Fastd o, FoF T F 473 U HEE

40) Jozwiak et al, Effects of adjunctive eslicarbazepine acetate on neurocognitive functioning in
children with refractory focal-onset seizures, Epilepsy & Behavior 81 (2018) 1 -11

41) Ha 12708 A HAFT S W9k o ™| oxcarbazepines A 9|g 1-2F 9] A AFEA Fofol
£ 55 19 4 49 oo PRuwrse] el #4

12) oldelol, ER=, ejAo}, $aetolu}
43) 553 FAE2 473 1A H B & FE9u A st 43 S (10mg/kg/day 2, 20mg/
kg/day 25), 857+ 30mg/kg®l A& #FH(100mg @91 V&7, maximum 1200mg/day) F°F ¥

279 10mg/ke® Astel FoF FusGom, Fok Fu F 4T F7} BB,
44) 10mg/kg 7] o2 Fof Algato] @x ukgel] we} 10730mg/ke® &9 ZHFH(10mg T2 wHe
2, maximum 1200mg/day).
45) Lattanzi et al, Adjunctive Eslicarbazepine Acetate in Pediatric Patients with Focal Epilepsy: A

2Aow CAE seles 2AH9| uEsle tH== Global HIRA

}{ ALY
_ 10 _



Systematic Review and Meta—-Analysis, CNS Drugs (2018) 32:189 - 196 x
OREERRERE 00 EERRERREN 0 ) HIRA

47) valproic acid, sodium valproate, valproate magnesium, divalproex,

ish
51) AAdze] gAokAzt FPuEo] AFE 54 AFe FTHET s A4

53) A el = AfAt AF A AT x Al A ThEE R g 5o

2A% % LAY srleg z|H9| ogEstE 2= Clobal HIRA
UIEPHAEI
— 11 — }{



