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FFHEEERE 2175 2 &0 [8.1.9.3.15.25H]
2MBES (AEMEERE) (GEERH)
HELREEESHSDONDZIENDHHD T,
EHRICEKEERE 2EHT 52 &, (8.1,
9.2%R]
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B AMEFRE R I 13 A MmBk o #EHN Mm%
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SESEE
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E1) [8.32H]

13885
13.1 #1% - ER

RAOBGE. ERZ, BEERAL~ 3R
bobNb, PRMEEE (RE. B8, &
B, EHMEE. BE. MEALE) FebHE
T, DERORE (MEZL, LEXE
b5F) IBEHIBETH D, . MR
FRIEPH 5 DNDZENDH D, [8.22/]
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F 7oy ARMEIK LTI FEEZ R OISR
BAlZHE L. BEICS CAEAR 25T %,
RESEBRLTLABAICE YT LE2E
HET B (U, I 7E/ LI & 2 IR,
RIE, EEOELICER). [8.25/H]

14.8R _EDES

14.1 ZEAIZ (S
(&e)
PTPEEDIEAIIPTPY — A S5ED HI L T
IRAS 25X 51892 &, PTPY— b O
RICE D EOFHATRS RERBEARAL,
HICEEAEB I LTHIBIARSOER LA
PHEZHHT 5 ENDH D,

15. ZDDFER

15.1 BRIRERICE DL 1B

15.1.1 DOHTADPAFNIREEET HHEEITIE.
WHEAFIET 5720, BE. V7 ENSLX
WBEALEY = VEER LAV OHAZITS C
ENEF L,

15.1.2 MEsRE a7 > (IgA. 1gG%) OEH
BHEONBZZEDNDH S,

15.1.3 KA MO TANPAZE (7Tz=bA .
T IN)EY =)L) EDORICREBBOE
CRBUEEER %2 & TR REE) 28I L
T DOWMENH B, [9.1.3. 11.1.451]

15.1.4 HRAAZXNRELZLV MO AR T 4 Tk
7)) LA REEBITICB VLT, KFNC K
5 7 G RRE R B . P R P ST Al g
E R ONBBORE RE IR BE S D B RE SRIB FRE B D
S5, HLA-A*3I0IREE1E58% (45/77)
THY., BEEEZZRIEL B> EFHD
HLA-A3I01346#1313% (54/420) TH -
TEDOWMED D B, 2B HLA-A310]T7
LILOSEREIZHAANTIZ0.071-0.120 & DR
EHH B,

HRE (Han-Chinese) ZfHEICHDEE
ExGE LR TR, AENC & B8k
JIES RRSEE A B % OV o 1tk 2% B 9 5 Rl 90E S RE
Blo> 5, 13F2BINVHLA-B 15023 6%
THoHI2EOWENH 597, —H, BHEA
EXGRE LI-MERICBWTAKIC X AELE
IS FEREN & HLA-B* 1502376 £ D & »»
ZEEEIRBES L TLAENY,

"B HLA-B*15027 VL O E FEEE
T130.019-0.124. HAATIX0.001 & D#H
EAH BV, [11.1.2, 11.1.4%8]

15.1.5 A TES Nz AR 2E&CEBOMNTA
PAFICBITS, TALA. BHEESS
WNHRE L1990 75 & Rt iR R iR B O 1%
FHERICBVLWT, BRSERCEHRERD
FHRBEO)ZATHN, MTAPABOIRAKET
TS ARBEREBELTRUEEL HTAD
AEEIRFEEE 1 0.43% 7T AREE 1 0.24%).
MTAPAREORARTIX, I REE
HARI000AH7201.9A AW EHES N
(95%EFEXR : 0.6-3.9)s T/=. TANA
BEOY T VL —TTIE, TSR RBER
RIOAH =02 4NZ 0 EFHEI LTV
;a)o

15.2 FEBRPREER ICE D < 1BHR

Ty MIAHUNTYE Y 2EHMEOH%RE L
7=%B% (25, 75K U250mg/kg. 24ER) T
I EEORESHERELEZ2L > TER
ICRO SN EDMENH S, [11.1.58H]

16. EENRE

16.1 IMOvEE

16.1.1 MEGEE
ANUNTEE Y OBMEEE2Z T TWSTAD
ABEOIMEHEE L HESEOBBZRIIRKO &
BOT, AAZIIREVWS, HEOHIRSE
L teuwERREN RS (KD, 20
BIIEL LD (K2) TEPRSINTVS, B

[E#% 5.4 D ARZA LA M EHIZ 36 R T
H5o
MEFEE/ASE0HIZHRESHBI0H £ Tl
LRI BD. ZOBRETU. METHEEIZRE
HEIIREL TEEHT 52 ENEDENB D
INRIEYRBBROECHFRICLSEEZDS
nNTws, 7z, /N (6~135) &RA (14
~64i%) OHETIE. NRIZBWTAHLNAYE
EUREHRENEVW - OBRWEZRT LD EE
iohsd,

1 (RFEHE1~21H) X2 (k3EH%22~7833H)
MRA Y=0.94X—1.19,n=25
/) 0.47,0.01<<P<0. 05 BN Y=0.34 3 ., n=3
15 re nl IR Y":U,T-'!Xf(l IS‘n:ND 15 /Lg/mL ! \7”.le ‘ } it 1“ ®
r=0.73,0.001<P<0. 01 N Y=0. n=11
% o MEKHY 1~4H S A % 1=0.62,0.01<P<0.05
| e mERR s~ - :
10 IR
3

ng/kg/day ng/ke/day

5 10 15 0 5 10 15

B B
INRERAEBRT S & B ERANE BT D &
IR Y =0. 80X 0. 11, ALY =0. 26X +3. 40,
r=0.60, p<0.001&7%3%. r=0.47, p<0.01& 755,

16.1.2 £EYZ2HEFM4

TERERA B 126112 LN E Y $E100mg
[7YF7]18EET 7L b —)LEE100mg 18 (77
UIN=EE &L TI00mE) %2128 07 1o &
F—N—IRIC K D M RBEEREOHRS L TS
WEZHAEL. B5N-EMEENF X -5
DVTHREHERIT 24T - 72653 WAl DLW
FEESHER SN,

AUC @14 | Cmax Tmax Tz
(hr-pug/mL) | (pg/mL) | (hr) (hr)

HNVNTE
Y 8E100mg| 98.9£21.2 (1.72+0.18| 2.3%£2.0 | 51.9%17.0
[7YFH]

77V b=
$£100mg

98.6+23.4 [1.68+0.29| 2.6+1.3 49.6+13.4

N BEVMEA S SSEES

(Mean+S.D.,n=12)
—e— JIUNYYE ZEEI00mgl 7 P F )
—o— T 7 L =)V EE100mg

Mean=+S.D.,n=12

TT T T T T
48 24 48 96 144

IR¢[H] - (hr)
MEEREES CICAUC, CmaxZn/ S5 X —

&y WERE ORI, A OTRAEEL - FEfE
DRI K > TERRDFRENT D 5,

16.2 DRUN
NI EE Y DELE S OIS BRI FE R
THO., HEEEO5E. el EEIZ4~24
BgIcE o a9,

16.3 9%
NN EE I, FDT0~80% A MR H & i
&L, ERFOREAERBEZMEFOIEER
BABANLNTEE Y (20~30%) % &< KRBT
;;)10)713)0

16.5 HEittt
B[O 545 O R UAR O I Fp 23 1 350368 T
HBHN. RERE LUZGAEICIEDRSEBEZEOE
CHESEZ 572016~ 24820, Bicio
BHEFELEIITHTAPAHIEHALEBEIC
139~ 10 RSB T 5o RELIKD R HER
3. BRI REHRS IO PO L THRSEED2~
3%THY, FELUTERERELEET AT
TEr-10, 1I-ZRF > REOREY & L THR
EhB0W, SEADT—%)



17 . BRPRRYAR
17.1 BMERUREEICEY 258

(&R
1 EREEREASRRGAR

17.1

17.1

17.1

< BS DIRDBRIRRE. MERFEDEEIRE)

PRI B R E 10501, JEE BURS o R 4401,
MERRERFTIHI O 260 20 RELTEHE
iR R 22 R LR GGHliN SR E 4 -
7o NIRITEBRR O A8 2B 1. PSR
BLE72.0% (72/10041) . #EEEcE DL 188.0%
(88/100f5) Td -7z, IEERIEMRITHEEN
HDLE63.6% (28/44%1) . BELELL 184.1%
(37/446) THY . HERFEZHFEFEDE
155.8% (43/77151) . BEEERR=E DL 1-77.9% (60/77
) TH-7z

BIVEFFBIRIL IR R R C53.3%(56/105
). FEEBIRE R B T40.9% (18/44%1). %t
BRFERE T41.6% (32/7761) TH-o7z. £
ZEIERIZ. 5560%22.1% (50/226f1). Rts
1118.1% (41/226451) Bi158%9.7% (22/226f)+
BHFE8.8% (20/226f1) 725 < & #8.4% (19/226
Bl) ZThH-o72",

2 EREEREAERRAR (CESREEER)

BB REEICH WS DREE226 (
WX RAIE) 2RRICHALITEE Y (ML
. CBZE) OFBi#R%2 7R (LUK,
Placebo®#) #xtlE# & L7z “EHEHRHERR
DFER. BRIRIZCBZEET60.0%. Placebof
T22.2%THYCBZPEHTAERICENRTW (U
B, Z=1.706. p<0.10).

EEI S5 H 8326 c O BIEFAFHEIRRIZ. CBZ
BT56.3% (9/1661) TH -7z, ERENWERIZ.
AR, R - BEFE. QAd. O, B8R
I’ EHTH-> 7219,

3 EREEREAERGAR (CESHRIEEER)

AR RAE ICH W - AR BYR R F6OF (&
WRREE) 2NRICHILNATEE Y (MR,
CBZE) ofF#EROREEEZ 70V TO<Y
VEE (DUR. CPZBf) A0l L —HEM®
HETHEZIT /R, 2FEEIZCBZ
BET70%. CPZEETO0%TH D MBEHICERZE
FFEoonzrol.
HEHEFI636 T ORMEAFEERIZ, CBZHET
59%. CPZET86%TH V. MEFICERENR
» oM (Fisher. p<0.05). CBZETRR® 5
N7 ELBEAIE. IRX29%. BE/E26%. FZ2)8
AER16% CI1815%. B /1% 15%. & FW112%
TH-7=17,

18. ZESHZEIRE

18.1

18.2

18.3

EFR
HNNTEE G, WO BAREES b Y
TLF v RV OEHEHR L. ZFOEE s HE
EHHEIT A EICEORTAPARZRT & &
ZHNTHBEW D,

PR {ER

ANWNTEEET Yy bOBRY 3 v &I
L7z )NV EY —)LEFEAEREOIMEIER
ZRLU. AN F B LTIE. ARNY
F = —42.5mg/kgMEENES < 7 21T L+
REBMEWER 2 REZ VWA, AT ELE Y
100mg/kg (M) LANLTIE, Y7z sy
VRAURRAT R EHE LTS IR
DFRBZBESE 5,

RYTF IV —LEE (vTR), ¥rubxy
VRS (v ) IR L TR E AR W B
RSN,

FVRU VDT B1ER
FADRREHMIC LB F > Y Y TRz
HAUNTELEYRTT = ) NLE Y — Lk
U TADPAREERICNT 5 PRRIRZRT A,
Tz b M L2V, FOE, 7 /)L
Y —VIEBREFOFKE LD DIEREROFREZ
MEIT HDICR L. AN TIREHSTO
FEE ZIRT AP AJRMES 2 IH T 2B R
HoNTWBY,

—JF. SERENZF L R U 7E-ICH L TIEA
INTEE Y, Jz )N EY—)L, Jz= A

YOWT YA HEHREIUROIME L AL Tl E
M (biEEshR) 2R3,

18.4 KBRDZBFEMNROFERRGICH T B1EH
FOOEENEEE. L v AR ORI MO
BFEEIANMNTEE L DIZEA LIS N
W, BEEREMFIShSICTERV, 48
W R OEBEOBRFES I ZDIMFI SN TS
D, HINTEEYPHEEREK D b RINEESR
Xt U AREERIRICIERT 5 2 EARENT
b,ézz) 23)

18.5 r,\gﬁm
TR 2RI, v 7 A2 HWZRERICB VLT,
RISTEIMEIER 20, ERTEINEIERS . Kk
FEERD A A SN, AN EE VI,
ﬁ%%’gﬁfﬂﬂ%ﬁ‘d‘é ERBOHENTWVDS,

BRAEHZMIE. VI F2HAVERBICB LT,
IRER > 5 KBNIBARRICE B IEERERS (WK — FRdk
&)Hﬁfﬁ%—?@%) OFFBLALOMFI A A5 T W
59,

18.6 =X HEHRDFERBAIICWT D1ER
FAEHWVEZERT, ALY EE Y 10mg/kg
(BEEN) BECTHROREOBRHMIC L=
NAFEDUERE L~ )L K OB R AL T TRisk L
1= FREBMOMEINRDSNTNBEY,

19. B3R5 (ICRET DIB(EZNHR
—f%& : HIUNTEEYY (Carbamazepine)
{t#%& : 5H-Dibenzo [b,f] azepine-5-carboxamide
AF  CisHeN20
DFE 1 236.27
R AE~HMEOEOMEKRT, IKBVLIEEL, K
BHD 7N RITEDITE .
Z70aARNVLIEFRTL T8 =)L (95)
NIET7E TR RBIFIc<<, KiEyx
FILIT =T IIHRD THIFIT Vo

S

07 >NH:
A = 189~193C

20 . BURW\ EDEFR
(&

20.1 AR R, EELTRET S L.
(kD)

20.2 7V ISHAERIGEL L TRET S5 2 &,

22. 3%
(HILNREEVE100mg [TIFH])
(PTP) 1008 (10$% X 10)
1,000 (10$E%100)
(FFTAF v 78E : NF) 5008
HILNIEBEVE200mg [79FH])
(PTP) 1008 (10$E X 10)
1,000%% (10$%x100)
(FTAFv 78 NF) 5008
(BN BEVHIRIS0% [TIFA])
(7L 348) 100g
500g

23. FEHR
*%1) BHRTAPARE ( FITAPARIEEZIRAL TV

BTAPADHZANCBVT, BEHIERPEHEE
S BB EZ TS BOBEFIE (20268E3H17H)

2) Jones KL, et al. : N Engl ] Med. 1989 ; 320
(25) : 1661-1666

3) Kaneko S, et al. : Epilepsia. 1988 ;29 (4) :
459-467
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