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B TR BEMI R 2475 2 &6 [8.1. 9.3, 15.2 &K
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F 7o EVHEGETISPUB RS & ORI LTV
THIZEET A2 & BB AERERF I MERD B N=
Mi# CK (CPK) O EHADBALNL Z ENEL, T2, 37
TaV VR BRI T2 AL 2 DD 5L,
11.2 ZOMOEER

591 O-gg’% 0. 1%k | HEEEAH
— PEATEEE - DG A a8 I 25, I
i RS N N
i 0B R
T
— — — o Tk A .
SE. 5.
2 AE Hi
HRLFE, SR,
P Y -
R kA AL IE |
N o [ E
CICH B 7%
JE. NDZE
. INDZ%
)
WEtE R e
— o % g — RNVT 4
JiE A VHE. Bk
FMHA
. M. FmEk
JIIRTA W4, 0fEE
BRI 2 E .
HERAR L ER
HEINEE
ALT JAST F# |— —
. JALP. -
s orp ™ o
L&
— & AR | BIR ZIRREA
. BUN. 7 L IR
G TF=D
L5




5% L

0.1~5%
A

0. 1%

BRI

HbDE,
R4 . o
Fun

R UL

wE %
g BB
ST HE 75
X139 ANV
H b A,
oo, W
- BHEE .
. R
B, B
JE B I .
AN S B
Rk, 7 A

FETL

XIRE (AR,
TEE) A
=y IR
wW. A VR
FUAL K
GERLIE RN
[TEETH 2 A
FAY—,
PEESIR T T
F—¥.
BEAEIR,
BT E
PRk, =R
fi 2 | $EE
ALl E

EE& 1

A B B

4R

B IRERGE
B (IRERIA
LRIV
d TR 5
Mg, MR
JE b5

MEART

MmH b A

ANEENR .
RS

AR
AL - M
(/NN
172

FEge, OO
TN
[ ANV

IS

pasies,
EE

| S AN
D- vy
PN
W (g
) AVNG
SN
ARB B B
Al o #
(T4 i DX
TEE) | IME
E i
. AL
LB FLit
i, 7o

TR
T T
B
M=

L

K2l

FEB R
FLH T
FETF, fRE
i

B RIE IR
(BRI %
Wk

L
(@RI
B, HET
KT, &
DEALEE) .
E. a1
A7 ua—)v
k5. MY
7)) KN
5. CK
(CPK) -
TN NI
N
o7 K
T (IgA .
I1gG % ).
CRP k5

1) [8.4 2]

13. BEKRE

13.1 B - FER

A OB, JERIE, EEIRA 1~3BEMRZICH S DS,
AR S (PR, B, SRR, ERREEE. B, A
fLE5) MR BB T, LIEROMEE (MEZRL, LEMZE
{L5E) (T IEEEETH B0 F 7o, MRUHRUFED S & bt
5T LD B, [8.3 B

13.2 &
SGBEMERD 7260 EZIE CRAENIRE . N, BRFEW
AEAT) o

F7z MRS X U CUAm B b % O S0 ) & £ 5
L. REIE CAEH 2453 5.

FEDFEB L TV LHE ISR Y TS A EEET S (7272
L. U7 B3I X B A R, B AL I3
). [8.3 2]

14. BRALOZXE
14.1 ZEHIZfTBF

PTP WD ##IZ PTP ¥ — b2 bW L CIRAS % X
IFRES L L, PTP v — POBEAKIZ LY TSI
FOEREEAIA L, I3 22 Le B2 L CHERAA SO EE
BEPHER R T LI END D,

15. ZOMOIEE

15.1 BEERfERAICE D 155K

15.1.1 IO TADPAFNIEGEE T L6120, BEL D
LT 2720, @, V7 ERA NI NV E Y — VEERILES
OPHZITH) ZEDET L,

15.1.2 Mgz 7o 7)) » (IgA. 1gG %) OREDH Sbih
LIENHD,

15.1.3 KH EMBOILTAPAZE (T2 b1, T /N
Yy —)b) & ORI BEE GREUERE B % &4 R i
BOE) ZZ L7z oMiEDNDH D, [9.1.3, 11.1.4 &K]

15.1.4 HAANZ® S E L2V VAT T4 TR ) L TA
FEEEIT 12 B\ Ty AR X 5 R BRI e, it
&Pz HEAE RIIE T O BEURE JiE 3 45 O FAE SRIB ISIE B D 9
H. HLA-A* 3101 {7 %13 58% (45/77) TH Y, EIEHE
BIEL o 2B H O HLA-A* 3101 14 %13 13%
(54/420) TH o7z OHWEDH B o B, HLA-A*3101
7 LVOMEEEIZ HAANTIE 0.071-0.120 & DS H HY
R % (Han-Chinese) ZHLGICH DBEFEEZXIR & L720%E
Tl AFNC & 2 7 8 LR AR AE 5 7 K O Hp 3 3% iz S 90 Rl
SESSREGI D ) B \FITEBIH HLA-B* 1502 1%+ 4% Tdr - 7=
EOENDH LYY, —F HRANENRE LIZIIRIZB W
TAFN X 2 BIEHBIER & HLA-B* 1502134 £ O 5
MR BEEMEIIRIEE N TW R WY
B, HLA-B*1502 7 L )V @ ¥ FF I3 B R K < I
0.019-0.124, HA A TIZ 0.001 £ o2 dH HY |
[11.1.2, 11.1.4 Z:Ha]

15.1.5 W7 CHEM S N2 AR H &2 G OEBOIRTA»AFKICE
35, TADA FBHRELSZ R E L2199 07T 1 Rx)
TGRS B O MR FE B I2 BV T, BRAE R TE D5
HO) A7, HiCTAPAEDOIRHEET S L REEL L
TR 2fm < (BUCTADPASIRIEE  0.43%,. 75 bR
0.24%) . IMLCTADPAEKORABETIE, 77 RFEL LN
1000 A7z 1.9 AZ v ERIE Sz (5% X
0.6-3.9) 7. TAPABEDOY 77 V—7TlE, 79+
RUEEEER1,000 Ad720 2.4 AW ERHHEEINLTWA,

15.2 FEREEREABRICE O < 155k
Ty MIA VN XY v & RIS L 7258 (25, 75
U8 250mg/kg. 2 4ER) T MEVCFIES O S8 S AR
Pr b o THBILED LN L OHENRD L, [11.1.5 &
fii]

16. ZEHFHEE
16.1 MepEE
16.1.1 MBEREE
AN XY Y OEMEG %2517 TWwb CTAPABREDIL
TEPVIERE L SR OMRIE, BAZEIRRE WD, B mEI
BHREICH L TEWILERNEES S S, ZORIZELS 25
CEWRENTV D, ARG OBE, s lhiEiE L 4~
24 BRI SN AT B 550 RE RO M
WA 36 B CTH B o
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EDERO LN LD, U RHEEOHCHEIC L B b
EZEZbNTwbh, 720 AR (6~13%) WA (14~64
WE) OHIETIE, ANRIZBWTH ML Y A8 A
WHEWEERTIDEEZHNLY |
16.1.2 M ESEMHER

BN XY Y§E10mg [ 7 AV ], BT XY v
200mg [ 7 AV | BROH VN HRS0% [7 AV ] &
BAEHEFIHZDOWT, FRDEBY) 7 a0 AF —N—E10 X
D) (EEEE BB T LA A R 9% - L C A R bk
EEEEL, BoNIEYEEE YT A —% (AUC, Cmax)
12D\ T 90 % 18 PH X I\ 2 THRERHIRAT 2 47 o 7o k5 R log
(0.80) ~ log (1.25) OHPHNTH Y. WHIOLYFAIIE
EMEDFER I N2

PR A 5

BNNTEE VG |FUL -V rnenlg o
100mg [7 A V] 100mg RELELT

100mg)
HUNTEE LEE |7V b — bk TG (oS
200mg [7 A V] 200mg FEEELT

200mg)
AT EC L |7 L b (SREN028 T8
50% [7 A V] 50%

100mg)

HYBRE/ ST A — 5 (WIS

T A—F BHEING A—F
AUC -2 Cmax Tmax Tz
(ug-hr/mL)| (ug/mL) (hr) (hr)
HIWNTEE
$100mg [7 4| 71.63%9.71 | 1.67+0.18 | %0 | 54.34%
2.10 19.11
V]
F 7L h—VEE 4.50=+ 50.79+
100mg 72.39+9.86 | 1.62+0.16 182 13 53
(Mean=S.D., n = 20)
(1eg/mL)
2.0
—e— JUNTE Y LEE100mg [ 7 AV
el 0 77 L b = LEE100mg
i : Mean+SD., n=20
27“]2
1t 0.8
&
b3
R 0.4
0t o . . .
0 6 12 24 48 72 ()
G-k

IMEE T RZACRIREE (R AR R )
SEMENRE ST A — 5 (WIS

HEINT A —F BHEING A—F
AUC ©-72) Cmax Tmax Tz
(ug-hr/mL)| (ug/mL) (hr) (hr)

AN~
§ 200mg [ 7 A |146.07+20 65| 3.40=0. 49 | 568 | 45.83=
1.80 9.98

Wl

FUU b=V 421+ | 47.23+
oo 148.05+17 45| 3.320.35 | 50 e

(Mean=S.D., n =19)

(reg/mL)

—e— LN E Y L EE200mg [T AL
--O--- 77 L b — )VEE200mg

% 3 Mean+SD, n=19
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AUC -7 Cmax Tmax T2
(pg-hr/mL)| (ug/mL) (hr) (hr)
HNINT BV
K500 [7 4| 74.59%9.56 | 1.71£0.19 2182; 4985
i . 9.41
77 L b= Vil 2,67+ 52.69+
4 50% 73.92%10.46 | 1.67=0.20 114 1161
(Mean*S.D., n = 18)
(reg/mL)
2.0
—— I N XY UHIKS0% [T AV
16 o 7L b= UAIRES0%
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MR EEAG N2 AUC, Cmax 0 /87 X — ¥ 1%, BlcE
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16.2 TR4R

NN EE Y OFALE D S OIS LB R iR
[EEFESNDE N
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16.3 91
HNINT LY Vi, ED T0~80% A IMAEEH & AEA L. M
HORZALRREE ZMEEF OIREAMBER A VN EE ~
(20~30%> X< fi@%?‘%”'&mu) o
16.5 HEitt

Bz 5% O K2 O i i 2L R 36 FEH CTd 5 A%,
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B 16~24 B L2 b . HIMOBRFE LRI T TAD
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17. BRERRIR
17.1 B3R RSMICEE Y 258k
(R, 1B5 OROBRRE. MAEKRFEDCEEIRE)
17.1.1 EREERERNEEFRR
N R PR G 105 B, JRERURS R B E 44 B, A LT
B TT BT 226 Bl k5 L U CHERME K OV 2 % Mg
L7zhE 3, FRMAT S & 7 o 72 P IR B 0D fie e 4 i 3
&, EEREE DL 72.0% (72/100 B), RS L 88.0%
(88/100 f51) T&H > 7z JE5E HURE M (2 P & L35 DL 1
63.6% (28/44 ), HEEEEF=ELIE 84.1% (37/44 ) TH Y |

THY
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o MA R L 4~24 FEH 2 ICH 5



WA SRR I TP SR O D b 55.8% (43/77 ), BREELLHE L
£77.9% (60/77 Bl) T o720

BIE S BERIE, PIRPEEEEE T 53.3% (56/105 61) . JEE
RUFEMI% T 40.9% (18/44 B1) . FHERIAET 41.6% (32/77
Bl) THholzo FREIERIZ. 5252 22.1% (50/226 #1) .
ATelT 18.1% (41/226 B1) . BiJIi& 9.7% (22/226 1) . & F
W 8.8% (20/226 1), 725 < 54 8.4% (19/226 #l) 5T
’Jf:l4) o
17.1.2 EREESENERHAR (CEFRIEERR)
GBI WD DR EE 22 6 (AT R 5150
EXRICH NN EE Y (LT, CBZ#) OFBidEz 7
7t AR (LLF. Placebo #) #ZxfIE#E & L2 —FHEEMILEE
BRoiis. A3 CBZ BT 60.0%. Placebo T 22.2%
THY) CBZP HETHEICENL TV (UKE. Z = 1.706,
p < 010)0

AN 56185 32 Bl CoORIMER ST 1L, CBZ # T 56.3%
(9/16 #1) TH o7z EREMERHIZ. AR, BE - BT
B, Aty I, BERORIR, EETh - 720
17.1.3 £REESENBERRR (CESRIEEHRR)
EEEH 72 RPEEE S 60 B2 ok Rz LN~
Yy (LT, CBZ#) ofFMMtEEROwe&tz 7070
<~V M (LUF, CPZ#) #xM#EL LA EHEHRRAET
W7o 7248 R, Sk 13 CBZ BT 70%. CPZ #ET
60% CTd O THHERNICA EA2IFEO SN A h o7,

MREHER 63 B COREINEHSEHZIE, CBZ #C 59%. CPZ #
T THYH ., WMEICHEEINRED S N7 (Fisher.
p<0.05), CBZ T SNz E 4 BEIEH I, IRE 29%., 8
I8 26%. FZFEREIR 16%. 108 15%. BiJ1% 15%. & F v 12%
T&)Of:w) o

18. ZEhEEIE
18.1 fEATRF
GABA #ifg =2 / L7 FL 1) YA RE D ITHE & Nat F v
U AIVOIHDNE Z SN TWBID
18.2 HiEEEB{ER
ANVNTYXE LTy FOBLR Y 3y 7RI L7 2/
INIVE S =Tl AERSEOIEIEHZRL, A MY =
— AR LT, A M) F = — % 2.5mg/kg EMEPI T
<7 AR L e B 2R S R nAs, A voNv £
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. 7 = NV E Y — VRIS O SR L 0 b ERRIER D %
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DI SN TBY AW EE U ER LD &
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Z)ZO 21 5
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FHIEM ORI R A SN TWEZ

18.6 =XMHBEOFREMICXT T 51EH

I T EHNTEBRT, ALY EE Y 10me/kg (BERER)
5 CHRM O K2 O BAMEIC L 5 =0 R L~
T OSHRAR v CEIRE TRe8 L 72 BB O M 23580 S 1
"CU\Z)ZS) o

19. A2 (CBET 2 E{LZRAER

—fx %
BN E ¥~ (Carbamazepine)

1tZ%
5H-Dibenzo| b flazepine-5-carboxamide
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Ci5H12N20

PFE
236.27
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22. A%

(BIVINTEE £ 100mg [7 X JV])
100 $¢ [10 8¢ (PTP) x10]
1,000 $¢ [10 8t (PTP) x100]
500 §& [/¥F . K]

(AIWNTEE 8 200mg [7 AIV])
100 $& [10 8¢ (PTP) x10]
1,000 $2 [10 8 (PTP) x100]
500 §2 28T, k]

(BDIWNTEEHHL50% [ XIV])
500g [N, ]
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