%k 20254E10 e ET (4560
% 20254 7 A2ET (HE5M0)

Bk SR IRAT
FREIE - 34

MTADAR. R - BIREAER. REEREAES
L5 ZE PR S it 1)
AAERA NH7OF LAY S

TINT 020y 7'5%
Depakene® Syrup

BAEERRDSEES
871139, 871179

ARES
AR5

21900AMX01204
197543

i) EE-BEMEOMTEICLYEHTL L

ot =)

2. B2 (ROBEICEBELLRZWNI L)

(hBESLIE)

21 WELITEEDH 2B 931 2]

2.2 NS A RIUEWE % ¥ 5 H o BE 101 2]

23 BMEFA /VEEREORYE [ERELET V€T ME’ D
BEHONDIEND D]
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3.1 #mk
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6. AERUVCHEE
(BETAPABLUVUTAPAICEI MRITEHREENDARE. BFb
LU DR DIRIKEDBE)
HEHIHES~24mL (N7 afgF b 4k L T400~1,200mg)
Z1H2~3MN 5 TR 55 %6
72725, AR - EIRIIG DB %,
(REERRIEDRIEMH)
MHIH®ES~16mL (VN 7 OfEd 1) w4 L L T400~800mg)
Z1H2~3MNZ 3 TR 59 56
B, AEE - ERICIS CE AR 505, IHEE LT20mL (Y
VFamEF s Ak LT1L000mg) BBV L,
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T, EHMICT v ESTHEERET B2 CBIREH5ICT) 2
o [102. 1112 &)

8.3 W H T EM IS B REM A, MR ZAT ) S EEFE L
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TADAERIREDR S HbNDL I EDRH DT, 5% 1T 2
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el

(FEERRIEDRIEIH)
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9.1.2 BREROBEFRVBRSEDH 2 BRREVE DS DROERIR
REOEE
HESKSHRSEPETLBENW0H 5, [15.1.1 BHE]

913 REVAIVNEEEIEDNIEE
DT L) ZBHIZBWTE, REZGNZT I/ BRI EOK
TAEEZETDHE LD, REFRGHIE, 7V E=TEOLHIHE
BL, 9288 1TH) 2L, BELRRET VEZTIUENH 5D
NLBZENDH D, [11.12 BH]
c FHEAHOMES L AZERAHOEEOEFED H 5 BH
c RFEV A 7 OVEFEHE AIERAHOFAIIEC O RIERED B %
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9.1.4 EFHE
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EOBAFROMTEHEOERICEL Y, EEERSEYREE N L AT 568
FNHH D,

922 MEEREBE
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9.3 FFigEEEEE

931 EELHBEDHSEBE
B L b, FEEDHR S5 DbNBIEMIC R 2 BENH D
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932 M¥EEEENEZORERENH 2EE EELEEDH S
BEEZRJ)
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9.4 XJEREZE I HE
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15.1 BREREAICE D 15

15.1.1 N CER SN A K 2 G OHEBOIMTAPATEIIBIT 5,
TAD A, FEMEBREZ WS E L721990 7 5 b Rk BRI IR 3B
OWFEHERIZBWT, BHESE L PHBER OO ) A 7 5,
FCTADPAEDIARET T 7RI L i L CR2Em < (i
A AEIRFITE © 043%. 77 L REE 1 024%) . HTADAED
IRARETIE, 7T REEL HRL000AH 72D 1IINS VLS &
N7z (BREMEXH 0639 72 TADPAREDOH T 7L —
TTIE, TR RBELIARL000AH7-V24NE 0 EFTHEENT
Wb, [912 =]

15.1.2 AH| & OREREFRIEZE S 2 CTld e WAt JLIRCEME S 7z
BEIZEI BT, IR O3 % A RIS ARFNCEEE L2 XE ol
d. SEFNYFSYVUILARF FE 5 AT L 2O L g
LT MEIEERE Y A 7 OB Z RIS 28527 H 5 GREN
F— FH150 [95%EIHEIX © 1.09-207]) 7o —H T, TADA
FHETHRBE MR E LI TER SNSRI BWNT,
ZREETO120H B AFNCBETE L 2B o Bk, RANCEBE LT
WRWRHEOW E ILE LT SRR B MR ISEE ) A 2
OEMNIFED NG e T 5HEL H B,

16. EMENE
16.1 MARE
16.1.1 BEAERS
TEFE R N8B 778 » $E600mg (200mg# 1113%E) % Hilal#E
Bh L7z 2ol v 7 a iR g ofER L SR EIHE <
A=FRUTFTOEB) THo729, [1622 MR
(ug66mL)

o— [RR
o—o ZeJF I -

0 10 20 30 40 50 60 ()
TR AN BRI G- L 72 & & O i it BEHERS

PR R 145 L7 & E O BRE/ST A —%

tmax Cinax AUCo.» ti2 CL® vd
(h) (ug/mL) | (ug-h/mL) | (h) (L/h) (L)
1 092 594 964 954 967
g L .
EBRET | 057 | 67 +936 +o07| OB | 2117
omr. | 346 506 868 792 909
BIRET | Doee | w42 +195 178 083 | £oa2

) Vd. Kelk ) 5
16.1.2 2U722 X
SNV T HEEOWINFEEZ100% ERELZEE, &F27) T T VA
AR R (16~607%) T6~8mL/h/kg. #MEIA/NET
ADAEE (3~16i%) T13~18mL/h/kgé OHEHH 510,
TEINERE TR, &5 27 ) 7T 2 AL L EIE RS,
D7) 750 AT T 5 & DOHEHH B,
INVTAEDOEE 7 )T T v AZEIHEAEZ )T T VA L IEE
EHIIEREOEEZZIT 510 12,
16.2 DRIR
16.21 NAFTAXLZEUT ¢
INVTAFEDINA FTRAFEY F 4 IZFIEO#ER NI L ST
100% & O#FED B 513,
16.22 BEOXE
fEEFE R N8B 7734 » §8600mg (200mg 7 1[013%E) % Z2F s [
O EBICHEARORG Lz & &, 2SN TaERES T
WEWIGEEE E R VCmax DA B ARILT L tmax D B 2 LR DTFED
51729, [161.1 2]
16.3 o
16.3.1 FHEBEANDOI
F oy MZUCoNV O b)) 4 (100mg/kg) ZFIHS L
72 b &, 53070 R DR O DA 1L E >N > > K >
M > Hili > i > Lol > S > B DI T & o 721,
16.3.2 IMmi% —ABEPTER M
T AT O AV E IS B 9FN Ny IR k) v A (600~
1,600mg/H) ##5 L7z & WP IE, mEhiEE 068~
279% Td - 7219,

mean*S.D., n=8



16.3.3 IMi%k — BRI EEM
HIRET O CTAPABREAFIC NV 7S FY v A (600~
1200mg/H) ##F0OF%5- L7z & &, BEarimhiEs s, SmiEd
BEDLIRETH - 1216,

16.3.4 BELHRADOBITH
3o BE2BNIZ L T aEEF ) Y 4 (1,000~1,400me/ H)
G L8 &, BRI, AR D3~6%TdH - 7217,

16.3.5 BERANDIITH
TANABEIGNT /S Ve RO%S Lz b &, Rl iR
. MiETEED12%TdH - 7219,

16.3.6 EHEAE
NV 7 OB O MR A ERIZ0%E TH ) . FBIMLE T B
£ #2100 4 g/mLUL ETIIEEADBIR T 5 & Ot hidH 519 19,
BEEREAENET LA, SR IR CIL R g 1K
T2 EEZONDLD, PHEHEREZIET Lawne: Shtw

Z.) 12) ,ZO)O
EEMEFE Un vitro)
SR
RIS 20 50 100 150 200
(ug/mL)
s (o) 91.39 91.36 88,63 85,52 80.03
mEE (% £072 | 020 | =072 | =074 | =037
SERENTRIC L B mean +S.D.

16.3.7 HEHE
NV T RO A 25AE120.1~04L/kg T 1 . (ZITHIBSL I
B L L OWENDH LY,

16.4 X
PNV T OO CRH S, v b TIEFEIL, Svroy
Wia. BRIt w. o P wrB bz 25 2 LRGSR
"(‘\,\Z)L’S)O
53 2RSS M7 u— 24P-450 (CYP) 2°10%.
7 RS (UGT) 2%40%. B -FRIEAS30~35%FE % ¢
H5H T EPHRESNTNEY,
4enfRDERIZIZTIZCYP2A6. 2B6. 2CO5FFEAS, 7NV 7 Ok
DTV 0 Y EBEFESROERIZIZUGT2B7 5 FHEAF M S5 2 &
DIHEZ N TWBH2Y 2 (in vitro ) o

16.5 HEt
RERE R A6 % % G2 778 v 8E & 600mg L I 1% G- L 72 & &
R A O EHEM 34525 0 I 52 0#60% (3L 7o
4 E) Tholzo RFNEEI3ketofk: LTHEE L, DT
INIVT O 7V 7 a v gEfa AR, 3-OHK, 2-propyl-glutaric
acid. 4-OHfE, 5-OHK. 4-ketoff. cis-2-enfk. trans-2-enfRk®]IH
T}; 0. REALER, 3-enfh, d-enfRiZiZE A LHEME N2>
7228,

B, NV T OEEOREAUEO SRR PRIEERIX1~3% & DS D
Z_)Z/l)o

16.8 ZNOfth

16.8.1 HMMPRE

(BETAPABLVTADAIHES MIRITHREDAE)

(1) AR I340~120 1 g/mL & i STV 5705, FROH:
HEBH Y. FOTRIZS0 ug/mL%E RS 55 FBRIZ150 1 g/
mL&T A5G dH 5,

(BR b LU S DROIBIRED BE)

(2) AIMHIEEEI240~120 1 g/mL & s STV 5705, ZHDH
BB Y, FOTFIRIZE0 u g/mL% RET %= FIRIZ150 4 g/
mLETAHELH D, BHEMGEELZHNE LTWwbz0, JKHI
FC I EEE = 8 ) o Z A TIE DS, AH] 0 B B 1R s
IZERRIREBOZALD D - 728 a0, T L7225 6 s
WIEASEIIE, RIS CIHEE T =5 ) v 7R, HER
BT B ENEE LV,

(FEERRIEORAEMH])

(3) AR AREIZ %2 > T ez, JEHIBZ s £
=5 ) Y NIRRT AR WS, ARH O B R L AR IR 0 I
1bD3d - 723 A5, LEISCMTEEE=%Y) > 7 %17
WV, HAEFETLIENET L,
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17.1.1 EREFRRER &, Oy 7Ick?)
EWNIZ BT 520 —EERILEHAB T &L HIKRABIZB VT,
iﬁ%*ﬂ’i%ﬂ%%l,%l%f@EEWEZ%E@W%%&;}LJT@ BT
g;)of:25> 26 °

o | WA RGN
AR CERBIAERIE) |t RS
M CADPA 87.7% (128/146) 69.1% (414/599)
o TADA 75.7% (28/37) 654% (134/205)
Z D 80.4% (37/46) 70.5% (189/263)

) RAEE. BT, TADPAICEED MG - FrEhheds, B

(2% LU DR DIRIREDEE)

17.1.2 B —EERIEEHR
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o L72BAE, NV T alREE48%. ) F 7 AREA9% TH D . N

VT OBEER ) F o AL 2T T b REE25% I A E I
NTW, BERRICOVWTNN TOBBECELRBL-F5%
1E, MEIE N YR O AT - 720,
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RPEREMIE H Cd 2 Bomaf il R RS A mh I B o2 Lo E G 13N
V7 OEREECTH4%, 7T L REETE% &N )V T O FREECA B ICE
NTWwiz, 77 BRI~V TaBECHEICRBEE DS
WHERRIIFEDO SN nho 722,

18. FupFIP

18.1 1ER#F
KEIOFEGAZT L) IRNGABAREE . X ViEO RRE L
2, ka P URREAMEE R NS 2 EAEOENT WS, b
DFFENP S, BHOPLTA D AVEING RS EW L OMEM % L
7N O IR O BIGTEIZ D C EHEE SN TV B2,
PUBE I K O BB F6VE O SEREFNHIVE T2 D C b GABAMIRE
FEMEEH DS S L COW AR 2 5N Tn b8 29,

18.2 EHIE{EA

18.2.1 BIEFHRERIXHNT 21EH
KBRS (v A, v b, HF), AN Fo— s
(wwR), ¥ruhEd vEE (v 2), BESE (59 ).
BRI (v A), XY T hT YV VEER (v AL T
F), NATTA RS (w7 R) &I 230 82,

18.2.2 £ TADLPAETIVICHT 21EH
EMETADAETVONFHEFRESE (b)), WEREE (7 2R)
% P9 539 ),

18.2.3 A TAPAETIVICKT B/ER
T AN AETIVOKindlingl# (£ a) =l 53,

18.2.4 BEEHEBERUREZOREEMKREICRITTHE
S PR K O O FEE R 2 9052 (7 ) 30,

18.@22.5 RSB AR & 2 BHARMIREI OREHRICRIFTTE

;M%%%@ﬁﬁié%@%%%ﬁ@%ﬁ%%%ﬁ@tmﬂTé

YA F) W),

18.2.6 BROBMET IVICKT 21EH
BIROBWETVEEZONDL, TRy Ty Iveruny
TERF D FEDOPHEGIC L AL 2 ASERTEEN 2 A E
T2 (v AL v k) 0,

19. BRI ICBET 2 IB{EERIFR
— MR VT a S 1) v A (Sodium Valproate)
fbZ44 © Monosodium 2-propylpentanoate
73 - CsHisNaO2
i 1 166.19
IR RO R T, FREZICBVWH )., KERIEHT
PV, KIS THEITR T, =8/ —)b (995)
SUEEERE (100) 1SR v, Rt Th b (DT
IR EATR < L BRH THEACHIRT ),
s S5
CO:Na

HsC
SIECAREL C logP” ocr=0.26
(MEHE: 7923224 F 27 n-4 285 7=/
DHT7 475 i 7))

CHs

22. A%
120mL [75 AF v 7K bV], 500mL [7FAF v 2K V]
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