* 20244 9 AET (545 HA SR EES
20244 8 AERET (58 3R, ARREMFHIR) 871139
BE  ERAE RS BR7e A
EHHER : 34 $%250mg| 30300AMX00413000 | 20214E12H
##500mg | 30300AMX00414000 | 20214E12H
T AHE
LRFStEI LEE
LNANFS5StEHL35250mg JG)
LNANFS5SEHYL5500mg JG)
Levetiracetam Tablets
puysE-2 S5l

E)EE-BEMEOLFZICLVERTS L

2. BB (ROFBHEICEFRELEBVI L)
FEIOESFET Y N 2 EFEEIN UIBBUEDBEEED »
BRBE

7.2 BREREEZET IHRABRE AR 2 HST 254H1E. TR
WRSZVLTFo 70T AMEESEE L TARIORERE
RUOBRESHEZHETA . o BB 22T TVWBEK
ANBETIE, JVL7F 07U 7TV AEIZR L 1 HARIC
MA T, MEBNT%EH L 72RICKRIOBMKRE 2175 2 &

y o £B. CCTRLTLAMERUBRIY 21— 3 ViR
s _ ICEDLBDTHDHIENH, BETLICHEICBHEL LS,
B i i FIERUAEEHNT 5L, &0, BRENEEET 5/
BELLO—Z, JOAALAT—AF KU 7L, BEIOVWTHEREOREEIIE LT, FHloREERUERS
b ROF L7l ba— R, EEEKY A HRZHAEST 22 EEEICHRE TSI & [9.2.10 9.2.2, 9.8,
LARFTEH LEE | LARF 1y LB ¥ alEHBIATIL. KUEZLT IV 16.6.1. 16.6.2 BE]
250mg ]G 250.00mg T—)L (BT A, <70 T—L4000, B 0.0y 1D.D.A 2R
ftFy . ZL7, EE2ETLIZTLL—F, IVTF=Y i
ANFsaY pUrIvAl 280 | 250-<80 | 230-<50 | <30 fzi;q;@% ggfgg
BELLO—R, JOAALAT—RAF R U T4, (mL/min) e -
b ROF s FaeL e — 2, EEEKY A B, | g | 1000~ 1000~ 500~ 500~ 500~
LARFTEHLEE (LT T1 5 4|, ¥ aBEHBIAT L. KIE=Z L7 | 3000mg | 2000mg | 1500mg | 1000mg | 1000mg
500mg [1GJ 500.00mg T—)L (BT A, ¥ 70— L4000. B 1 E 1 1 1 1
b > Vo, BEZZ@LE. HLron EHSE | 500mg 500mg 250mg 250mg 500mg 250mg
o 1H2E | 1A2E | 1H2E | 1H2E | 1H1E
, . 1 1 1 1 1E
3.2 RAIOMER EmEmix 5| 1500mg | 1000mg 750mg 500mg 1000mg 500mg
=i NE - k&S -EHR ENLEZN 1H2[E | 1H2[E | 1H2E | 1H2E | 1H1EH
] H/H RIE
o 7.3 EEOHKEEREDH 2 EHETIE. FETOI L7 F v EE
VA W — 2 PETLTEY, ZLT7F=2 007> RMED 5 TIRBRHE
250mglIGI| 74 ¥ 78— —= = — FHE]G BEDREZB/NHE T 2 EEESH S 6. KDEAE
% 1% L N - -y N N N
12.9mm 6.1mm 4.7mm 286mg ﬁ‘%lf?ﬁﬁu@‘ét&ﬁk\ Eikﬁflﬁ%ﬂi%b@f)‘%ﬁ?ﬁ&()m
B W B BXHEMTAHI L. [9.3.1. 16.6.3 %]
1;2;;4@ %@Ao);i LRFTE 8. EEREANEE
S00mglIG) |7+ 75t 54506 8.1 HAHFICB I A2BREEOAMLEELZ VW LHKEEHILICLD,
RiE FiE Rz miE TADPAREOEENIITAPAEBRE NSNS LN
16.5mm 7.8mm 6.0mm 568mg

4. FPRENIFFNR
OThIAZBEDEDHEE (CRIEERIEREIEFZZD)
OftDMTANAETTRBHRIBO SNBVTADAERE
DBREFRREFECHT M TANARLDHAEE

6. FENURZ
BN EE, EAICRLARFIT S L ELT ] HIN0mEgZ 1
H2ENC AT TROBES T 5, &b, FERICED 1 H3000mg
2R VEFTHEEREET 24, #BEI BB Eo/E
HIT1HHEE LTIOOmMgLL 24175 T &.
NRCEE. ARMEO/NRICELARF IS LELTIH
20mg/kgz 1 H2[BICH T TROKET %, 4B, ERICED
1 H60mg/kgZ #8 % 72 WHEIF CHEE T 545, 83 2B
DEoMEZH 1T TIHARZES LT20mg/kgl R 2115
Eo 772U, fAESOkgEl E/NRETIE, BALFEUCHE - A&
ERHWAZ &,

7. RiERUHEICEHET 3FR

7.1 A ZBEBRFEEICT L TERT 254I1C1E. o TA
PAEEHHT S &, MERMRKEEICHT 2REBEMEEE T
DEERRERIIERE L T2,

HHDOT, HE2HRIETHIEAICIZ, D &y 2HEBM EL
FCHRAICEET A EEEITY &,

8.2 IRZ. HE - 41 - KA EFHENFOE TIPS &
BHHOT, KEBEHOBZHICIZEHEDETS, G5
HHEMOBIEICREBES B LWL IERT B &,

8.3 St $EEL. FIR, BB, WBESORBEERY D 5N,
HRERICESLZZELHAHDT, AFREFIZEEDRER Y
REODZIL # FBIEL BRI S L, [8.4. 11.1.6 15.1.1%
H&]

8.4 BERVOZFOFRBKEEICHENE, BRERFOBHERKERD
FREMEIC O WO ZITVL., EMERZBICEEEZIMDES
EOETAHIE, [8.3. 11.1.6. 15.1.1 =H&]

9. HEDERZRIZBEICHT IR

9.2 BREEREEE

9.2.1 BRERSNHZEE
[7.2, 16.6.1 Zf&]

9.2.2 MKFENRZZIF TV DS KREBHKEREDSH 5EHE
[7.2, 16.6.2 ]

9.3 FFikeERESRE

9.3.1 EETEEREZEDHSEE (Child-Pugh%#8C)
[7.3. 16.6.3 =]



9.5 iR
9.5.1 R IIFIR L T WA a[REED H 2 tEicid. IRD &S
) A0 REERURE LOBERES GRS LR &S
BIGEICOHEETH L,
ceMCBWT, FRERICLARF S Y LOMAPEEASE TR L
TeEDHENHD, B3 NI AZRY—HBIZZL . BRTH
IRATD60% E 75 > 1= & DIREDH 50
+ Ty MIBLWTIREBTESRD N TV S,
CEMERICBVWT, I FTlEE FMAOBER CRIRED E
OBBETERERRUCEEOBKRETE OB, HEEE, 1B
DFHTCRENMPED SN, 7THFTIE, B MAOBEED 4 ~
S5EDOEE THESE. BRERE OBEIMROSFEOEMNER
5NTW5,
9.5.2 AFIZEE L7FE» 5 HE L RICBWT, $HiEREY
BERRAEIREEDS D S DB ED D S,

9.6 1%ZLIE
WELOBESRERUOBARBEOEREZER L. BRI OMRE X
WdHIE AR A 2 &,

b MNITHRARBITT A EARESN TV S,

9.7 INR

EHAERERISHER 2R E U BEREBRIZEN - Bt &
HITEML TV,
9.8 SHEE
JVTFZU )T I AEESEICRER. BEMHEYRE
THREEEIRET AL, BB TIIBRESERLTY
BT ENZWV, [7.2, 16.6.1, 16.6.4 %H&]

1. BER
WROBERBHODNBE I ENHHDT. BEZTHITITL,
BEDPRDONLEEICEERE2HRIET 574 E#Y) 2 08 %17
ATk,

11.1 EXBGEHER

11.1.1 S 4REIRFERAFE (Toxic Epidermal Necrolysis :
TEN). FIEFSIREREIREE (Stevens-JohnsonfElRE) (9
nyEERR)

FE, FLBE, KA - OB A O, ERE. BR7Mm. OR%
HEOBRENROONIHAICIIRE 2RI L, #EY) 72 0E 21T
AT &,

11.1.2 ERIEBSUEEIREE (SHERA)

MEERE LTHIE, REA AL N, BICARAERE. )28
HAIERR. HMERIEAD. FERERIEZ. B OVIRHIAE A S
BEREOEEGBBIERHSONEZENH S, BB, b
ANURZT ANV 6 (HHV-6) HEDOVA IV ADHEEELE S
ZENEL, BEFRIER L FE, I FFEERESEOERS
BRH 2 VIIBIELT A ENHLDTEET H EY,

11.1.3 EERIIRES (SEEARH)

PLIMEREAD . MR EE, AmEkED. iFrhEkiED. MmN
PhHeEbNAZENH 5.

11.1.4 FFR2, R (WFNLEERH)

AL, BFREODEELHRENSHLDONIZIEDH S,

11.1.5 BN (BEERE)

BMLUWER, RE. B, EHEOERPH S5bNI-0. EEE
FEOEFNVRD SNEEIIZEEZRIE L, BY 0B %
THT k.

11.1.6 B, BRER (WLWI Ny 1 %Ai)

SHNEE, $EEL. AR, BE. RESOBMEERS S 5 b,
ERENICESDZEbDH D, [8.3, 8.4 15.1.1 ]

11.1.7 1EBFRIARE (SHEREA)

A, B CKER. MPRORFIA 7oLy ER%
BHobNIGHEICEHEEEFRIEL, BYRLBETS &,

11.1.8 2HBEE GEERRA)

11.1.9 BMEGEREE (GEERMA)

FHEL RNl MECKLER. K. MEOEH., HFEEE.
FHFEZ, QIIROBMETH S5 b -GS ICITREE2HIE L.
REEL, KOG, REEEOEZNBZITO I &, 72,
IFTUEVIREME BRECKRTIPAONAS I ENH S,

1.2 ZDfthDEIER

S%nE | 1~ 3% %5 R
THE % U | B SRR, R, RS, R AR, &
(10.4%) T |#RM, SRt | AE, O, & KH8E
5 (11.8%). | %, 115 B S, D, | R, A
RORAE. (EHE SRR EE R | PR, H
(27.9%) TR, SRR, %
T, BEAD. (BT bt
AR HEEN RS, &L, 18R,
D IVAF AT — | TADPAEE,
R, D | RO
V. EREE,
LT, MR
HpEE, =y s
Sl 1%
. Rk B BRI,
" ey
i
TP | B . MR
i SRFHAM. 1/
R R
N
) & MQTE E.
e fhts
W R B . B R, OB
. T, BB | B, o AT, B
L O,
L, B
T ALPH FRRERE
WA, R F R
. o
BIR - Epid REEEBE, A
R
B W | RELk. UK. B|BEM. R
— (30.2%). |, WS, A7
WEEEASE., LT, B
SO s
RALOE | RIRR
ErS EM 7. 5 Fere. | BErE. WML | S, 1
] 5. o R, HRES. |G
BT
” T TR AR R, R
R WEE, MW | BAET
A ) TR
BRI, 6 | LR 10 70 € F |, 5. | Wi £ B0
20 BEAD | . SE I, o | (e
o FlB %)

13. BEES

13.1 R
NEIOTREBERSEICBNT, LRFF1 ¥ Lx—EIT15~140g
RA L7617 0., B, B, BE BEFLNLVOET.,
RN N MR EE AR SN TV 2,

13.2 &
AANFMEENTIC K OBREATRETH D RIRL TV 2ERDE
FEIZIS U CIMEBET OEfE e ERT 22 Lo [16.6.2 5]

14. BRLOER

14.1 FERIAHFOER
PTPEZEDIEANIPTPY — b 2 5HO L THRAY % & 5 158
T5Z L. PTPY— FOBEKICE D, BOHATAS REREA
FIAL. BTS2 U THIRRAA SO EE 2 & HHE % it
RTH LN DB,

15. ZOfDER

15.1 EREREERICE D < 158

15.1.1 WA CER S N AR 2 EOERORTANPARICBI
B, Thhh. BREBS2RE L2190 75 A5t B
FREBOBIHERICBW T, BRSERVABREROREED )
ATH WCAPAEORAR T S AR E B LT 2 1S
B (TADPAEREEE :0.43%. 7T tAREE:0.24%). Bt
TADPAEDORERTIE. 7ot RBEEHAI000AH7-01.9
ANZBVEEE SN (95%EHEXA :0.6-3.9). £72. TAD
ABEDT T I —TTlE, T RBEE HAI000AH7-02.4
AZWERESATWS, [8.3, 8.4, 11.1.6 2]

15.1.2 HEABRA T AP ABE8H ZHRE Lz 7T A%
R B OB AMITIC B LT, IRk EES
SR, B, R0, AR, BAR, BAE. 155, 1§
BARE, BE. EHBEZ. FREE. SEEH. MEE. A
BIEE) ORBERIIAFIRTIZ3%. TS5 ARBET6.2%TH -
7o FREIC. HWEANBTADABRE (4~168%) 19861% &
SE LTS5 R BERRERICE T 2N EERORHER



EAHKIBET37.6%. I ARETIS.%TH -7,

F720 HNENNRTANPAERE (4~165%) BFIZEHTRE LT
FRANMEEE R OTEN I T 2 B % 51l 9 5 75 & AR EE R
BICBWT, BENZBTH AN, I RBEEHEL TR
BRTEHOBELARB SN,

16. FEMENRE

16.1 MoRE

16.1.1 BEA

(1) BEHRS
fRERAIAIC L XFF £ 4 4250, 500, 1000, 1500, 2000, 3000,
4000%, 5000mg™® (x5 & 6 1) =ZERICHEREORE L
mEE IRTOBEETLARF Ty AOMBEHRE LIRS
#%IZIT 1 RREICEEEZR U HEREE (t) BREGEICH
Pb5T 7~ 9EMTH 7Y,

HERESROENHE/ T X -5

58 Chrnax tmax AUCo-4n tiz
(mg) (pg/mL) (h) (pg+-h/mL) (h)
250 6.9+1.3 1.0£0.6 56.7%6.2 6.9+0.9
500 16.4+4.8 1.0£0.6 148.7+18.4 7.9£1.0
1000 29.749.3 0.8+0.6 288.9£34.0 7.9£1.0
1500 40.8+7.2 0.8+0.3 458.14+50.9 8.1+0.4
2000 53.3%8.3 0.8+0.6 574.6+71.4 8.0+0.8
3000 82.9+7.4 0.6%0.2 925.2+102.1 7.8+0.8
4000 114.1£11.0 0.9£0.6 1248.2+152.4 8.6x1.0
5000 115.1+14.3 1.0£0.6 1363.3+151.9 8.1£0.7

BiZG5R 6 6l F9fELSD

Crnax SR tmax * e MR B R

AUC : IRy - AR R EAR  te  IHREUH

¥) ENTERSNARAO | HEESHRSE133000mgTH 5.

(2 RE®RS
R AICLARF Iy L& LT 1 EI00mgXix1500mg (&
wE&6H) 1 H2E7HEEEG L&, 5 1HE (W
E#GE) & 7HE (R&EHKSE) OMEFREIIHICRS
%% 2 ~ 3BT Cna® 7R Ly £ DAY 8 B O TH R R T
BRUe F7o, MFEFBERES 3 HEICERREIGET

B EHERlE Y,
EYIERE 2000mg/H (N=6) 3000mg/H (N=6)

)85 R —% MEESE | BRERSE | DERSE | BRERSE
Cunax ( pg/mL) 24.1+3.0 36.3%5.7 33.3+3.6 52.0+4.6
tmax (h) 2.2%1.2 2.8%1.0 2.2%0.8 2.5+1.0
AUCo 20 191.3+26.7 318.3+63.2 253.7430.3 445.6%56.9
(ug-h/mL)
ti2(h) 3.0<1.4 8.3%0.9 7.5%0.7 7.7%0.4
FHE£SD

(3) REREIRAIRS SROIRS DR
R A256IC L XF T X & L1500mg % 15573 [ 5 1 & Ak P 3%
EXRBROF/E L&, LRF T HLOEYEFHE/IST X —
FELUTDOEBY TH o7, ARG EHB L T, SREFIR
% 50 D Craxl 3591 . 6655 < . AUCK Utiold I L Tz,
BB LRF Ty LRAOBRGROAEMZHFFRITFI100%T
Ho1Y,
HEHRSROENH-IIFT A -8

EYEhne HIHEIRN S EORS Befr] e e
IRTA—=H (N=25) (N=25) (90% (=X 1)
Cuax(ug/mL) 97.0 [27.6] 58.9 [37.0] 1.64 (1.47-1.83)
AUCo-+
(11g-h/mL) 472.3 [15.4] 487.4 [15.9] 0.97 (0.95-0.99)
tmax (h) 0.25 (0.17-0.27) 0.75 (0.50-3.00) -
ti2(h) 7.11 [11.7] 7.23 [12.7] -

HEFE [CV(%)]\ tmad IHRIE (B ME-HATE)
a) REEIRNERS/EORS

16.1.2 MR
6 ~12BD/INETANABEIILAF Sy LE LT0mg/kg
PHERORS L EE, LARAF S LOMETEE RS
%132 RICEEEEZ R L IHREEHIE 6 B Th o 729
(HEAT—%),

w58 Crnax tmax AUCo-24n tie
(mg/kg) (pg/mL) (h) (pg-h/mL) (h)
20 25.8+8.6 2.0 (1.0-4.0) 226164 6.0£1.1

2461 (tin: 2301) . PAIMEESD. tmaxl EHFRIE (H/ME-FAME)

16.1.3 BEEAZEYISREMRT
A D BERAROHEAOBRBEARTTAPAERE (ZLT
FZ2 )T 5V A 149.2~256.8mL/min) » 556Nz
FRLARF I LBET—%Z2HWT. BEMEYSREMENTZ
To7z20 TOMEE, BPT02H 27U 75 A (CL/F) 1Zxt

LT, k&, HHl. CLeRUPRAFICAPAZE, B2 T D57
BB (V/F) IS0 U TERE, SR TAD AR OHERE DR
BEREE (BERAXIITANPARE) PRETFNICERLRT
ELTHESNZY,
INRCNR (4 ~165%) ROBERA (16~555%) OTADABE
PEBONTMERLRF Sy LBEEF—Y2HANT. B4
SIS BRI 21T > 720 T DGR, CL/FICR L TIRER D
AN TAPAZE, V/FIIN L TRESHEIZNICER D DR
REICEROH HEF & L THES NIz, MNERUTBRATAD
ABEOMBEFHEMBEELZS I 2L —Y 3> LR, NET
A ABEIZ10~30mg/kg% 1 H 2 [EH5 UKo 4 sk
BEIX. MATAD»ARBEIZ500~1500mg 1 H 2 @5 L 7-B
LRRETRIE N,

16.1.4 £YFHIRIF R
LARF Tty L§E500mg [JGl &A1 —47 7 F$E500mgz. 71
AF—=N—=FIlEDZFNEFN1IE (LRFFTLFLELT
500mg) fEFRALASBEICHEEREREORS L CifEhRE Lk
BEZAEL. BoNEYHE/ST X —% (AUC. Cra) I
DUV TI0WE X A THRET T 21T - 72/55%. log (0.80) ~
log (1.25) Q#EENTH V. WA OEYFENEEE S HER
nrz?,

(ug/mL)
15+
i —o— LARF It ¥ L5E500mg [JGJ
% o —e— {—/ F5$500mg
1% | _
P Mean=+S.D., n=26
‘?\
.3
5
2 5
b3
i3 L
) SN |
0 2 4 12 24 36
BE5#ORRE (hr)
MBI ST A—F
HFERT A — & BENTA—F
AUCo3 Crax Tmax Tin
(pg-hr/mL) (pg/mL) (hr) (hr)

LRF Tv 4 LEE
500mg [1G) 134.00+16.63 13.73£2.68 | 1.05%0.67 | 7.58+0.54
A = 75 §E500mg 135.93+16.20 13.43+2.92 | 1.22+0.74 7.52%0.60

(Mean+S.D., n=26)

MAEFEEN PICAUC, CradFED/8T X — 713, #EaE OREIR,
REOREEE - FEZEORHBEGFICE > TR 2 HENH
Bo

16.2 DRUN

16.2.1 REDHE
BRGNS, LARF T 14 L1500mg % ZERE R L BRI
BMOROKRE L& &, BERERNT, ARG T dtn
A1 IRFRIEE R Uy CraxlZ30%IE TR L7225, AUCIERIETH -
f:lO)o

16.3 91
HERATAPABED R T OSHERIT. BEMEY EHEM
HrORERS, 0.64L/kg EHEE SN, ARRKSBIOEWEE 72 -
7oo AEL AR ALTH 25 RIC L XF T & 4 L 1500mg % B
EIEIRAE S L7z & &0, SEAEOFSEIZ4].1L (0.56L/kg)
THO. ERBKSTRIGEVETH 72,
in vitrokUex vivoiBRDFER. LRF F1 ¥ L ROEREY
T Auch LOSTOIMEE /- ABFEERIE. 10%KETH 2?9,

16.4 {35
LRFFXH L. FFF b0 —LPAS0RREESR TIIRE S
Nz, FEARBERIZT L N7 I NEOBENIIKD@ET
HO, TNICEDAERSNSDIZERBEIDOUCD L057 (HIILAR
FIUNEK) THB. 2B DB EEEEE T2 WY,
n vitroRBEICB W T, LRF F+¥ % L K Fucb LO57IZCYP
(3A3/4, 2A6. 2C9. 2C19. 2D6. 2E1XU'IA2). UDP-27')L 7
o v EEBESE (UGTIAIKRUUGTIAG) RUOZRFT Re R
05 —YIonf L CHEHEERZRS LD o7, £/ NV OB



FhUTLOZ VO EREEICD
16.5 HEt
BEERA (RRS5E6H]) ICLAF T+t ¥ L250~5000mg? %
ZERERFIC AR O G Lo & &Y, BE5RBE%E ToREE
RS B IR FRER O E IR, RELAE LT56.3~65.3%.
ucb LO57& LC17.7~21.9%TH > 7z,
HLE R B 4 flI2MC-L RF T & & 2500mg % Bi[alfF
A5 L& &2, H 548 % £ TICHR 58 092.8% D5t
BRDRFEDP S, 0.1%PEF» S5EINE Nz, BEA8KERHIH%RE T
OHERICHT HRPPEIRIE. RE(LEE LT65.9%. ucb
LO57& L C23. 7% TdhH > 7z,
LARF T8 LQHMHITIERIRE S 8 T O PR E B IR A
ucb LOSTITIFARERAE A 38 & REBI R IRME IR ATBES LT W1 519,
) BERNTERSNLAFO | HREHS58IE3000mgTH 5.
16.6 HEDNDEHRZEIDEE
16.6.1 BiEEEESEE
BHEOEEDRL HMAREE ZWHRIC, LRFITEIL%E
HEROKS LzEE, BPU0EE27 ) 75 AXEHEEE

HEERITS 2072,

## (CLer: 280mL/min/1.73m?) & H#EL T, BEKTH
(CLcr : 50~ <80mL/min/1.73m?) T1340%. HEEK NEH
(CLcr : 30~ <50mL/min/1.73m?) T52%.EEE T# (Clcr:

<30mL/min/1.73m?) T6I%E R Lz LRF T LDE
VPSRRI VTFo 70T I AEFREICHBELREY,
[7.2. 9.2.1. 9.8, 16.6.4 =&]

EHEEDTEE
e R wE T i
(N=6) (N=6) (N=6) (N=6)
CLcr
CrLymin/173m?) >80 50-<80 30-<50 <30
kE5& 500mg 500mg 250mg 250mg
LRFTEH L
Conas (1g/mL) 21.9 [31.2] | 15.5 [25.3] [ 10.8 [24.3] | 9.2 [30.4]
e (1) 0.5 1.0 0.5 0.5
(0.5-2.0) (0.5-2.0) (0.5-1.0) (0.5-1.0)
AUCo-+
(ag-h/mL) 166 [16.5] | 248 [16.9] 169 [16.5] | 212 [19.1]
tv2 (h) 6 6.9] 12.6 [11.3] [ 15.5 [17.5] | 19.7 [26.5]
CL/F
(rL/min/l.73my | 51+5 (7.81 | 30.9 11461 | 24.6 [15.0] | 20.3 [20.9]
CLK
(m/min/173ms | 316 [28:51% | 15.3 [22.3] | 9.7 [23.4] | 6.0 [53.6]
ucb L057
Conas (pg/mL) 0.36 [9.4] | 0.75 [25.8] | 0.57 [26.0] | 1.06 [29.3]
o (1) 5.0 3.0 12.0 24.0
(2.0-8.0) (6.0-12.0) (8.0-12.0) | (12.0-24.0)
?LJCb‘ 9[9.71 | 22.6 145.91 | 18.7 [53.4] | 57.8 [57.3]
ug-h/mL)
tra(h) 12.4 19.0 20.3 26.8
(11.3-15.3) | (17.3-19.9) | (19.7-23.6) | (17.2-33.3)

BEAEHE [CV(%)] tnakCuch LOSTOL L FRRE (FME-FATH)
CL/F: RPFOREVVTI VA Clr:EIZIT IV A
#N=4

16.6.2 MRBERZZF TV SRASEEESEE
IMEENT 2 Z T T2 RABHERE ORARRE IC LT F
% 4500mg % BT R ia44R AT IC AR OIS Lz & &, L
NF FE 5 LOFEBENTR OERFEH L34, TR E T H > 72 2%
BETHIE2. 3R/ ICKEAE Lce LT T 14 LK Vucb LOSTO
BITICEBREMRITEL . 81%KUV8T%TH 721", [7.24

9.2.2, 13.2 &M&]

BB/ ST A =% LRFTE 4L uch L057
Crmax (p£g/mL) 18.7 [8.1] 8.84 [7.0]
tmax (h) 0.7 (0.4-1.0) 44.0 (44.0-44.0)
ti2(h) 34.7 (29.2-38.6) -
AUCo-un ( 1g+h/mL) 462 [10.5] 230 [7.8]
CL/F(mL/min/1.73m?) 10.9 (9.4-13.1) -
FTAT I —DBREDER (%) 81 [7.5] 87 [7.2]
BN OWEEERES (h) 2.3 (2.1-2.6) 2.1 (1.9-2.6)
MigHEN 2 ) 75 > A (mL/min) 115.4 [8.1] 122.9 [7.1]

N=6. &EFHE [CV(%)]

toas bz CL/F, MO MEARBIIEHRE (R ME-RAH)

16.6.3 FHieEEERE
BEROHREE (Child-Pughm AR UB) ORAFFREEEET
FHEILVRFILY LAZBAREOKREG L&, LRF TSI L
DEFTVT Ty ARLEEHS NG > Tz, BE (Child-
Pugh/3#C) OFEEEETE T 287 7 7 ¥ AW EEK
ADRIS0% &7 57218 (AEAT =)o [7.3. 9.3.1 2]

FFEEIE N
LY EHHE [EUN Child-Pugh | Child-Pugh | Child-Pugh
INFGRA—% (N=5) STHEA 534EB 3HEC
(N=5) (N=6) (N=5)

CLcr
(mL/min/1.73m2) 93.1+13.8 120.8+11.9 | 99.6+13.2 63.5+13.5
LRF St 8L
Cumax (g/mL) 23.1+1.2 23.6+4.9 24.7+3.3 24.1+3.8
tmax (h) 0.8+0.3 0.6+0.2 0.5+0.0 1.6+1.5
AUC(pg-h/mL) 234449 22425 262458 595220
tiz(h) 7.6+1.0 7.6+0.7 8.7+1.5 18.4+7.2
CL/F
(mL/min/1.73m) 63.4+9.7 62.5+8.7 55.4+10.5 29.2+13.5
FHfE+ESD
a) LRF Ity LBE/ROM
16.6.4 SEE

BREBIIBIIALARNF Sy LOENFHREICOVT, VLT F
Z2 70752 AN0~7ImL/minD #EE 16F (FEa6]~88
) ERHREUCEHHME LR, BRE CIERERLEHES N
JO0%EE L. 10~11E &R ->722 (AAEAT—%). [9.8.
16.6.1 2R]
16.7 E4EEIER
16.7.1 Jx=ZbAY
TIZ A COBABETHSICIY PO —LTE R VWESHR
fE G Z kLB LB EE BT H2RATAPAREO6
Bl RIS, LARF T+ 4 L3000mg/H % HRES L& &,
Tz M VOIMEFRESCEMBEE/ ST XA -5 ITHEE RIT
S0tz T2 AV HLARF Ty LOFEYBIREICHE
RIS klpo/z 2 (EANT—%),
16.7.2 NLOEF FUDL
R AL6H 2 RIS, NV TafEF U ADEFRETRIC
BOLTLULRF F4 Lz 500mgHEEREO#KEG L&, NL
TOF P T LIRLARF Sy LOEYEREICEHE L RITE
B ole LRFITEZLENILTOfEF MY 7L O EIRE
ICHERZRFS 2D -2 HEAT—%),
16.7.3 ROBEERE (TFZIVIAMSIA=ILRO LK/ ILY
2 RLUILDOER)
TERERAZZ 186 2t RIc, RIOEITE (TF LT AT Y
7 —=N0.03mgk UL AR LA A b LIL0. 15mgD&FI% 1 H 1
m) ROCLARFIt& L% ]1E00mg 1 H 2 E21HBRERD
BELEE, LRFSEYLRIFILIANTIIF =LK
LRIV AN VILOREYEREINT X — 5 I8 KT S 7
Polz. BWHEOMAPOr 270 Yy RUEEKERAILE Y
BEEBECHEBE L, BROBIEOEMICFELRITS R
Molc. BIOBIFRIZ, LRFSELYLOEYFREICHES K
EERD-7299 JEAT—%),
16.7.4 I3+
TR ALLF 2RI, Y3F > (1E0.25mg#% 1 H 1 [a])
BROLVAFSt4% 24 1 [HI000mg 1 H2[E7 HERERO®RS
Lzl &, LRFFEYLRZITFS D OEMBEEIST X —%
B LRIEES Lol VIF IV LARF Sy LDHEY
BREICEHE L RITES o720 (EAT—%),
16.7.5 JILT 7V
Juhor e EREOEBEER (INR) = BZEOHENIC
METAED. T 77 ) Y OBRERMENICZ T TV HER
BRA2661% %R, TLT7 7)Y (2.5~7.5mg/H) RO LA
FI+ %2 1E1000mg 1 H 207 HEEERORS L& &,
LRF T T LETNT 7)) VBEICEER2KIFST, b
OV UVEBOEERZZ T D57, TLT 7 Vb LARFS
Yy LOEYEREICEE R RITES L7120 (HEAT—%).
16.7.6 ORI R
RRRALA2361 % /i, a3 R (1 E500mg% 1 H 4 [6)
BUOLARFF+t %24 1[E1000mg 1 H2ME4HERERORS
Lzl &, 7ORRY RIZLARF St 7 L OEYEHREICIIHE
RIS oo EREPuUch LOSTOBE U7 I A%
bI%E RS E® (MHEAT—%).



16.8 ZOft
16.8.1 EMPHEIZM
B A26611C L RF T+ 4 2500mg (K51 >0y F50%%
1 g IF500mghe % 1 8%) 2 EMEHHERSE Lz L&, LAF
Sty LOEMEIEST X — 5 FUTFOEBY ThHoTe KT
£ 28y 750% & 500mghE i M ERIC A% TH B T & HHER
sneY,
B G5O BRE/ ST X — 5

e Kofsmy 7 sl HrmoLe:
S5 A— (N=26) (N=26) AL
(90% EHEX M)
20.9 19.6 1.0680
Crax( 1g/ml) [24.5] [28.1] (0.9689, 1.1772)
AUCo 129 151 0.9871
(g -h/mL) [15.6] [15.2] (0.9701, 1.0044)
tan () 0.500 0.633 -
: (0.233-1.50) (0.250-2..00)

Coax X UAUCo- T FHE [BACV (%))
tmaxld FPRAE (/I ME-BAME)
a) FI4 v 750%/500mghi

16.8.2 E£YPHIEIFEHER
LRF F & L5E250mg [JG] 13, [EEA R 5E0EREA
RIDOEMZANRSEMERE T R T4 > (PRR24%E2 A29H #&
FEF02295E105 AlK2) ] ICEDE, LARFTE & LFES00mg
1G] ZfFEEA & LzEHRBROMSR, WHEILES CH
ES I EMENICEEE RSN,

17. ERRRLE

17.1 EMERURESEICET B55R

(CTADAZEOBRRIE (CRESKRIERIEZZSO))

17.1.1 BRI (A, HEEE)
B TANPA LIS NS RIEEZET 216U LOEE
MHEELT, LRF T4 L1000~2000mg/H (1000mg/H %
BEHICHREN A5 N5 E132000mg/H ICHEE) i
3000mg/H (REEOHREICA,» D 5T, 3000mg/H I #HE)
ZHANCTCROKRS L& FEFMEB TH 51000~
2000mg/ HEE O BKEHTEFRICH 1T % 6 » BRRIENEAEED
AL, 73.8% (45/6145) TdH -7z, 1000~2000mg/HEF DB
HEMMEFAE TO | FERFIEHEEEE OB E1359.0% (36/614)
THolzo F7z. 3000mg/HEEICHB TS 6 » AMFREHEEEE
DEIE1F22.2% (2/960). 1 EMEEHEBEZEOEH AL
11.1% (1/9%1) TH->7,
BRI FEIREERE1E54.9% (39/716) T - 7=. ERBIWERILE
AR32.4% (23/7161) TH -7z,

17.1.2 ERSE I/MBHER (BA. HAEE)
LARF T4 £1000mg/B. 3000mg/B &0 5 4 4 1 238R
EOH/E (BFEOMTANPAREONH) Licga, FEHE
HETH5EH 720 OMAFEMERDRITROEBDTH
D, 7o REEELARF Ty LE (1000%03000mg/H) i
PIZLARF T 14 L1000mg/HEE DM TREHEN LGB REENR
%5 HF (22 hp<0.0018 0Cp=0.006. 58 % FHT-
BEHAMICB T A0 BER L IBH 72 0 O FlEEE % HE
BETHHGEINT) 2B EEITBIT250%L AR ¥ —1 —
b GRS 70 OB FIERBA BB & A T50% B
L7-BEOEE) 3. 77 RE13.8% (9/65641). 1000mg/
HE£31.3% (20/6441) . 3000mg/HE£28.6% (18/63f) Td -

723,

S 7 D DL FAEE R 77 KBNS B R FRID
BlE - - [95% {5 #HX ]
B | FPEARE (R (%) (pfE)
7T REE 65 2.73 2.67 6.11
18.8
1000mg/HEE | 64 3.58 2.25 19.61 20.9 [6.0, 29.9]
(10.2, 30.4] | (p=0.006)

3000mg/HEF | 63 3.44 2.08 27.72 (p<0-001) [10.273,.;)346]
a) BIZEEMEK ORHEHAR O™ 7 — & 3 - T 2IEFIE
b) HhRfE

C) AEULFRRFFMEICED <R
d) BEBERT. BEARICE T 2RMMER UIGED 2 0 OB RFEHE LR
ER:E Vi Gipin

HE R IR & ORI R o0 B SE R AR AZ 13 1000mg/ Bt 58 ©
56.9% (41/72f1). 3000mg/H#H%GHT54.9% (39/716) Td -
oo EREWERIZ1000mg/ B SR T, HIR13.9% (10/7261).
SIRFE$8.3% (6 /7201), 1FEFEDHF18.3% (6 /72f). 3000mg/

H#% 58 CHE.9% (7/7161). BIAIEKE.5% (6/7141).
FEEDE15.6% (4/716]) TH-o7z,

17.1.3 ERSEMEHER (BRA. HAEX)
LRFF+% AL500mg/H. 1000mg/H. 2000mg/H. 3000mg/
HEOY A% 18R O8RS (BEFEORTAPAREL OO
) Li-56. R8I 2BERA/MY» 5 0lEH 720 O
FREBBEDR (FRE) 1. 22 N12.92%. 18.00%-
11.11%. 31.67%% *12.50% T D . FEFFHIEE TH S LN
F It % £1000mg/HEE. 3000mg/HEER T 5 REED 3 B
T OFAMIC B 1T 2 BEHM Y 5 D & 72 D OER T FEAER]
RIS, MEtZNLEREIRO 6N EL -7 (p=0.067,
Kruskal-Wallis# ). %28, EBICBITF550%L AR 4 —
L— MiE, 7T RELL.6% (8/69fl). 500mg/H &#19.1%
(13/68%1) . 1000mg/HE£17.6% (12/684). 2000mg/H#£16.2%
(11/68f51) . 3000mg/HE£33.3% (22/66f5) T > 723,
& AR N OVRR A B 0 BIEFH FEBRSEE 1L, 500mg/ H % 58
60.6% (43/7141). 1000mg/H % 5 #£61.4% (43/70f1). 2000mg/
H%58£58.6% (41/7061) . 3000mg/ Hi%5#£64.3% (45/70/)
TH-7z. EEBWEAIZS00mg/ BES5E T, BIEER14.1%
(10/71451) « H19.9% (7 /7161) FEEITED F 1 7.0% (5 /7141)
TERR7.0% (5/7141). 1000mg/H # 58 <. & H5H%18.6%
(13/7041) . 1EAR10.0% (7 /7041). 2000mg/HE% 58T, (HEE
17.1% (12/70611) . ENREEZ$15.7% (11/706%1) . #:457.1% (5 /70
Bl). 3000mg/H % & B T & W 58 2821.4% (15/70f%1). & BR
17.1% (12/7061) . #FHEREGRAT7.1% (5/7061) Tdh -7z,

17.1.4 BNREMGIR SR
EPNES I/IAHRER (B, OFREIE) 258 17 L7 BFIS5160 % %t
RELT. LRFFE 4 L41000~3000mg/H% 1 H 2 ENZSTTT
BOFKE L7 & EOWMAFERBUIILITOEBY TH > 72397,
RHERICSIN L 7B E D > 5. 766175 % D% EHHE S N7 fkfi
HERCRIT UARB 2R T U (24~360 AT 10l 36~48%
A A7, 485 A LIKET28/41) .

6.00
()= fig
- _
= ~ 5.00
Kig
g4
R
& g 4.00
E o
5 ®
# 3.00
R
-&:\4\;_1
&R 2.00
oE .\“\‘HN.;\‘ o2 )
9 — ’\"‘4'\0—0\4,._0—4& T
R 100 o
(151) (l35>(12 )(]17)f103)[%] 1) (89) 36) (3] 81 (78) (77) ) 6 |
ool v oy B
5/
S RIIIEREREJEIXLIRLIRLEE
- NI N S RS O R e
N A N A A A A A A A N A A
& TYLEIFE S ST Ve RS
Eeikils]

BIEFFIRSEE1392.1% (139/1514]) TH -7 FBIERIX
EL A 98 #$55.6% (84/15141) . JE %824.5% (37/15141) . {8 ER
22.5% (34/15141) TH o720

17.1.5 EREMEEER (MR
BEFEDOILTA D AZE TR LFEMFIRDIE S N2 WE S5
e2ET % 4L LIS ARG D /NETAD» ABETIF 2R &
LTy LARF 5+t 4 L40% 13260meg/ke/H (1kES0kghl L 1
2000321%3000mg/H) # 1 H 2\ Cl4EREO%RS (B
TFORMTAPAREEOHE) L&, TEFHEE TH HE
D 6 OB H 72 0 OFBFFHIEEBURDEROFLRIE (95%(F
FEXE) 1. 43.21% (26.19%, 52.14%) TH . FE{EEED
BODRD 5Nz,
F7o. NRTADPABESHNCIGADED LARF T4 520~
60mg/kg/H (& =E50kgll F131000~3000mg/H) % 1 H 2 [E
WA TR G L E 2 OESREEDNLRIUTOEBD T
o7,
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(73)

BH7-0D

(55) (29) (14)

(54) (53)

0 1 - 1 - 1 = 1 1 1

BEME  REEE  BERS BRRS BRERS BRERS #RRS
(148 1H~37R 3~64H 6~94F 9~127R 12~157R

BIEFAFBISARE1358.9% (43/730) Th -7z, ELEIERIL.
IBAE42.5% (31/7361) Td -7z
DR TADAETTHBHRIED SNBELTANABED
BEEEEICHT M TADNAREEDHAEL)
17.1.6 EEHESEMAERER (BA)

B DO TA D AZETHA L FEIFIZNRAE 5 Nk WIRE
REMEEZETHIRL EDOTANPABELIH (HAR AL %
&) ZHRELT, LAFF£ 4 410005 L < 1£3000mg/H
(1000mg/H2» 6% 5%28m L. £58\EE TICHEN AL
7235213 2 BRI <1000mg/H 3°23000mg/ H I &) iz
T REWBEEFEORS (BEFEOMTANPARELEDOHAH) Lz
& E, FEFHEE TH HBEHMD 5 0 dH - D ORERR
RERMRORITEOEBVTHY, TILABELARFS
& LBOM THREMEN G BERESAD 617 (p<0.0001. #
SRNOEYRF. BIEHMICB T 2870 OmERIRIE
mE AR L9 50 ).

W7 DBEMAREEY | 7T EAHEOR
% [95%(E #E X ]
BEIER | AR MR (%) (pfif)
75 AR 109 0.83 0.65 19.64 56.13
- - [44.02, 68.24]
LRFT18 LB 117 0.89 0.16 76.98 (p<0.0001)
a) Full Analysis Set

b) HHHE
c) HEMLUEZRET. BEHEMICBI)2EH 20 OMERRFEERRELERET
258G

Bl VEFR S BAEE1323.8% (30/12661) T - 7= FHBINERIZ
1EAR2.4% (3/126f) TH o720 Tz EREREEMERTE (F
TEF) & RAPEEBET. 1% (9 /1260). M/MRERD4.0%
(5/12661) #FHEREGRD3.2% (4 /12661) TH > 720
17.1.7 EASEMAREER (VR

BEFOI T AP AT e RHEMTTIZRIE S g WRERM
RFEEZET S 4Ll El6 KR D/NETA DA BE136] % %f
S LT, LRF 515 L40%1360mg/kg/H (FE50kghl b
122000%133000mg/H) %24BREENRE (BREOHTANA
HEEOMAH) Lz &, FEFHEEE THh H2BEA” P> 5 0B
H 720 ORERRFEEEHED RO FHRME (95%FHEXE) 13,
56.52% (-15.74%, 98.18%) T# -7,

BIEF FIRSEE1338.5% (5/1361) TH -7z BIVER IZIERE
23.1% (3/1301). EEE87.7% (1 /1361). B87.7% (1/13
B)RF7.7% (1/1361) THolzo T BHRBEEERY (B
EF) 3. DEBRIQTERT.7% (1/1361) TH-7z.
17.1.8 REBGHRSHER (RARUINE

[E| PR [E] 55 TAERRBR S L < W3/ NREMNSETMEREZ T T Xk
[ B 4L [R]85 TAH 3R 2 S SRA 53 D 72 O 8 5208 IR 12 Hr ik L
T HARANBREZEMUG ZRE LT BRA (168 E) TIELARF
& & £1000~3000mg/H. NETIRLRF T+ 5 520~
60mg/kg/H (& E50kghl b 131000~3000mg/H) % &% 5
Liz& &, SRERRREERBIILTOEBD TH 72904,

5 3 AHIsR)
5

(43) (19)

(88 1 (L.

B 72 0 OFRE R ARFEIEE R D HRE

Il
& &
FEIITITITERIEELE
D N .
[ A A S A A
g

Y
7

e N S A

Bt
BITEFSEIREEI338.6% (17/4481) Th-7-o EaBIERIIE
AR11.4% (5/44) T o7z. T BRBEERE (BIfEH)
. DERQTER4.S% (2/4461). 7I9=T73I) FTF VR
7 x7—XHEmM2.3% (1/4460), TZANIGF BT I bT v
27 7 —EHEM2.3% (1/4461). C-RItHE HEN2.3%
(1/4461) . {KEHEM2.3% (1/4461) TH -7z,

18. EEFNEIE
18.1 {EFKR
LRFFEy LE, BEZERROFELAF VF v 2Ll
A LRV, MIEEEKD > F 7 2/Na7z ARE2A (SV2A)
EDOFEE? P, NEICa? F + 3 ILBEEY., MAarCa? o i #
WHIS, GABAKRU ) ¥ MEBHERICHT 2T 2T v
7 BEEOMIFHO . MR OBEE 2 B L OIFID & & o5
RENTWVD, SV2AICH T 2EEHMEESETAPAHY
ETFIICB T BFRENFIER & ORICIZEEP»RO 6N 2 &
MH. LRFFE Y LESV2ADFEED . FEMEHWERICES
LTWBHDEEZHNBEY,
18.2 TAHLAFEIEICXT H1EH
HHMPZA ) ==V TETFILVTHIBERBRIVNATTILE
VBARVFLYT RISV —LFERITOVNAET LR ETIE,
FOWNAMEERZ RS 5729 25, AEESHEF R
VIR RUFLYTFRNIVI=LF YR T AN
YOV XEhA =V BsHREDT Y v, AT AT —
JLBIEERETADAT Y b (GAERS)Y., BEFEMEF(E~ 7 A5
7 EOIAFNE. ERFEERB U TAPABYMET VIS
W, EIEMSIER %2R L7,
18.3 iTAD AIRIEIER
RGBSR T > R 7Sy McBWT, FURY VTR
BRI L 725,
18.4 PIRMHRICT T B Z DithDIEA
F v S OMorris/K KIS ERER 125 W\ CERAISAEIC L E R RITE T,
O—%—0vy R CILEHBEICHEL RITS2h > 72Y,
F7-, PRMEIIRGELIE S v MoB L CHEEMAEEERETR L

72,

19. B ICEYT 2IBEFHNIRE

—fi&% 1 LRXFF¥ %L (Levetiracetam)

b2 © (25)-2-(2-Oxopyrrolidine-1-yl)butyramide

FFI - CsHuuNO;

S1&E 1 170.21

% R:BEBEOMKRTH S,
KICEBD TETRT L, T —)L (99.5) ICIEITS
T TERZ NI NLIZRRBEITRT L AFH I
IFEAEB TR0,



il
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HsC P NH:
I-INgo
& R9119C

20. RV EDER
KA ERESR BT TREFET S &,

2. a%

(URFSt9 L§250mg [JG])
1008 [10§% (PTP) x10]
5004% [108% (PTP) x50]
20058 [ 79 2F v 2758, N

(URFS£9 LE#500mg [JG))
1008 [108% (PTP) x10]
5003 [108% (PTP) X50]
20058 [ 75 2F v 258 NT]

23. =V

1)

2)

EAEFEE  BEERERERINE Y= 27 )L EAHEE
FERERRE

HARANEREBEANICBUT 2 LARXF T 14 LBERE RO Y
B (41— 7588 : 20106 7 H23H &GE. HFEERHMIE
2.7.6.3.1)
HARNMERBAICB T2 LARF S v ¥ AREZRSHEOEY
B (41—~ 788 : 20105 7 H23HAGE. HEE RIS
2.7.6.3.2)

HARANEERBEAICBIT 2 LARF T4 LAFERCESHFI OB
EHSEORE (1 —7 75 HiEeRE 20147 A 4 BH&
. HFEERME 2.7.6.1.1)
HNENRTAPABEIIBIT AL ARXF Ty LHEORER
DOEMEFED (A —7 T I8/ FF14ay 7 201345
A3IH&R, HFERMEE 2.7.6.2.1)
HNENRTAPABEIIBIT AL ARFTLy LHMOEKEGE
DOEYEEQD (=7 I8/ FI14>ay 7 20I3F5
H3IH&R. BaEHREE)

LRF T & LT 2 REFEYEEHET-1 ((—7 7
Z8E : 201048 7 A23H AR, HEERMIE 2.7.2.2.3)
Toublanc, N. et al. : Drug Metab. Pharmacokinet.
20145 29 : 61-68

) AEPER L A RIEERE ($8500mg)

HAANEREBAICBIT S LARF Sy LOEYEEICZIT
TEREOEE ((—/7 758 201047 A23H &R, HiE
BRI 2.7.6.1.2)

) Ramael, S. et al. : Clin. Ther. 2006 ; 28 : 734-744

Strolin, Benedetti M. et al. : Eur. J. Clin. Pharmacol.
2003 5 59 : 621-630

DA (A= 7 F8E 2010 7 A23H &R, HEBERMTE
2.64.1. 2.6.4.4)

R (B (4 —7 7 T8 1 20105 7 A23H &:R.
FHEE R 2.4.3.3, 2.6.2.2)

Rt (EYERENEDEEER) (£ —7 7 F8E 2010
7 H23HAGR. HEERMBE 2.64.7)
et (4 —2 7588 1 20104 7 A23H %&GRE.
2.723.2)

Yamamoto, J. et al. : Clin. Drug Investig. 2014 ; 34 :
819-828

Brockmoller, J. et al. : Clin. Pharmacol. Ther. 2005 ;
77 : 529-541

AR ERE (1 —7 T8 20107 H23H &R, H
FAERME 2.7.6.4.5)

EiRE GHEAN) 2B 2LVRF T1 8 LABREIR O RERE
O#5ROEYERE (1 —7 7 T8 : 201058 7 A23H &R,
FEEERMEE 2.5.34. 2.7.6.4.1)

B R B R

21)

22)

32)

33)

36)

37)

38)

39)

40)

41)

Browne, T.R. et al. : J. Clin. Pharmacol. 2000 ; 40 : 590~
595

EMHEER (7= 1Y) (=477 5%E:2106FE7
H23H%&RR. HFERME 2.7.6.5.6)

) Coupez, R. et al. : Epilepsia. 2003 ; 44 : 171-178

Ragueneau-Majlessi, I. et al. : Epilepsia. 2002 ; 43 :
697-702

EYHEER (BORER) (£ -7 778 2010667 A
23R, HEERIE 2.7.6.5.1)

) Levy, R.H. et al. : Epilepsy Res. 2001 ; 46 : 93-99

Ragueneau-Majlessi, 1. et al. : Epilepsy Res. 2001 ;
47 : 55-63

LRF T8 LRORE OENHEICTITT O A
ROEE (41— 7 T8 20108 7 A23H AR, HFER
W 2.7.6.5.4)

FI4vny FEERIOEMENREERE (-7 75
$8/ FI4ay 7 201355 ASIHAR., HFETE
2.7.6.1.1)

HNER - EERRSEREE (58250mg)

) BERICB T 2 EHAHERAREOEMERAS (-7 77

$&/ FI4vay 7/ SR 20154 2 H20H #&GR.

BEREE)

HARIC BT 55 FEOFIEIED T 1 R R il B

(EWE L/ MAHEREE (R OHREE)) (-7 788

20104 7 A23H &R, HHEHMIE 2.7.6.7.1)

HAIZBT 3 FERBRIED T T 1 A0 iR il B

(BN MARRER (B, GFREE)) (f —7 7 F8E 1 2010

F7 ABHKR. HHEERIE 27.6.7.2)

JAARFI— At : TADAHFFE 2012 5 29 @ 441-454

ENRAMGESHEO (11— 778 2010647 A23H
. HEEREE 2.7.68.1)

ENREMGHR 5RO (1 —7 7 Z8E 20104 7 A23H
R FEWSE)

HARICH T 2o ERBEO/NEEMHERSE (1 —7

TI8ESRTAay 72013585 A3IHAR. HEER

W 2.7.6.4.2)

HAROHREICB T 2 MERREENEED 7T R

BUEREE ((—7 I8/ Fo4uy 7/ SlinE

20164 2 H20H AR, HFFERBEE 2.7.6.1.1)

HARIC B % 53 B A AF 1R OF B &% /)N 258 THAH BB

(A= 7I8E/ NS4 ay 7 /ST 2016F2 A

29H7&GR. HEERMIE 2.7.6.2.1)
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