08

* 3 2025 4 10 I UET (3 3hR)
* 2024 4F 8 JIET (G 2 1)

LT3 R

B ¢ iR

FREE - 34

MTADAR. BRI

BAZEFH /NILTOEEFR)LEE

NIVFOEEF MY LE100mg IDSP

CRERER. FEREAER 5100mg | 5200mg
FERES [30100AMX00379]30100AMX00381
BR5EBEAA | 19814E9H | 19814E9H

BAREER S EES
871139, 871179

NIV7O#F v LEE200mg IDSP)

Sodium Valproate Tablets “DSP”

FEAREN =Rl (N OL U E A NN I i p R

2.
(hEEdE)

BRROBEICEIFEELEWVWIY)

2.1 WELZFEEOS 5 8% [9.3.12MH]
2.2 NN LR E 2 G0 B [10.1 5]
2.3 RKEFA 7 VEFREOBH [RELRNT ¥ =7 MAEDDH

bbb Eddhbo]
(FEERRAEDRAEMH])
2.4 I AR L C W A RO B % ik [9.5.1 2]
3. #Rk - MR
3.1 #Hm%
154 SN TaEEF M)y AGE | VT aiEd b A
L 100mg[ DSP | 200mg DSP
I 1gEh H R NV 7 ulRd |15 H RNV 7 uiRs
RIS F 1 % 2 100mg U % A 200mg
TN T 7 —ALTF YT, AT AABT VI VR
RTARTTA BRTABTVI= A, B FOF
A vk a—A, vy, ATFTY VIS

YA, bSO XO—
V6000, FEfLF% . A

A, fEELEpE, <70 T—
LFosay

3.2 WEDOMIK

Wi, PNV TaEF MY Ak | NV TOiEF Y T LG

L 100mg[ DSP 200mg| DSPJ

s - #EZ P OFEK $E I OFEK §E

Y G O o () () -
R JEX i R JEX i

K&& (mm) | (mm) | (mg) | (mm) | (mm) | (mg)
81 | %943 | #9175 | #9101 | 53 | £330

ikl —F P721 P722

4. FHEEXIIRHR

OB TADACIELE - BMRFEAF - BB REL SV

- =
JEE

RIS LUV TAPAICH I MBRITHEERRE - ZBES)

DEE

OfR s L VIR S DIRDIRIRED AE
OR TR RIEDRAEIH

5. WEER IR ICEEET 5 E=

(REERRIEDRIEIHI)

5.1 AFNE, FrEUEREIEO D MENNEH O ATl H R AW ISR %
ELLTVWABRERICOAEGTHI L,

5.2 RHNIFEH L - FURBIE L IR 2 A TlE Vo T KA
Pe G- IC B A AT BL L 22354 (I B IE U CHR S 1 G
AWM S L2 L, HHANCIDOZ L2 BEHEITHICHIL
TH 2,

6. AiERUVHAE

(BETAPABLIVTALAILEI MBRITBREEDEE. BRS
KU S DRDEBIRED AE)

WHIHBE OV TafEr b 2A s LT400 ~ 1,200mgx 1 H 2 ~
3ENZ 5T TR 55 %0

72720 AR - EIRICIE Ul ST .
(RERERIEDREIH)

WHE T HE V7 afEF b)) A e LT400 ~ 800mg%x 1 H 2 ~
SN TRENIHR G- %0

LB A ERIOES CEER T 225 1 HEE LT1,000mg
B RNWT L,

7. BERUVHAZICEET 3EE
$BR 5 LU S DR DIBIREEDERE)
SNV T OEOERE X OB DROBRREIIN S 5, 3EMME
OEHMEAIZ VTR BN O EHFRRB TR 7~ X
STV RN D2,

8. EELEXIEE

(hBEZEE)

8.1 EEERITREEE G W6 » AUNIZZ W) H Sbhd 2 LA
HHOT, FG50MN6 » AN AR R A 2179 2 &\
BEOREL TICBIRT 52, 2085 33 Elmc
IR 2479 S LD E L, [11.1.131E]

8.2 M7 VEZTIHUER M) BBEELHLDLNLIENH LD
Ty BHIMICT Y EZTHEEET S % EBI%E 151279 2
Lo [11.1.2M]

8.3 U AL MM I B AR A, MM 24T S EAEEL
Vo [11.1.3, 11.1.53H]

8.4 IR, WEFEJ) - )y - RAHEBRE SO T2 5 2 L
D OT, RAFEGHOBFH I HEHEOEERSE R E
B OBEIHEH SRV I EET LI L,

(BETAPABEVTAPAICHES BIRITEEEDRE)

8.5 HWHHICBII 2G5 HOZW B BRI L LEGORIEICE D,
TAPABERRENDSLNLZENHLOT, HhEMILT
DI 2 IR B R LEEICAT) 2k, [9.1.4,9.8.2
S



(RERREFEAF D SAEIH)

8.6 HFDHWAGEANDLEED 2 %o le b—HAF RS % h
1L, BGREHEO LB O WTHET T 5 2 & ERO%EHED
BOLNZWEEITIE, BARERGZHBEL VT &

9. BRENEZZEIHBREICEHYTEE

9.1 &f6HE - MEEZEDH 5 8E

(GhaEHE)

9.1.1 EVABEDREENSH 3 8E

9.1.2 BREFOBRERVBERSERDH 2BKERVED 2FD
REOEE
AR ARSI BT 2B END D5, [15.1.128H]

9.1.3 REVA VIV EREEIFEDNIEE
PTFO L) RBFICBWTIE, KALGHICT I BONTED
MAEZZET 2L &5 KRG HIE, 7Yy E=THOLD)
WCHEEL, ToaBigcid 2 b BEANT VT2 7 MEN
HobNEBENNH L, [11.1.25H]

- A ORES L < 3ERAHOEEO DB 2 B35
RFEFA 7 VIEIESIERAHOFLRIECORBERED B 5
B

(BETAPABLIUVTAPAICHED BRITEREDEE)

9.1.4 EFHH
Beh eI T 2451003, A ICHET 5% EIFICERT A2
Lo [8.55MH]

9.2 BiEEEERE

9.2.1 BREEERE
HARMGROETEHEOEMIZL D,
BENDDH S,

9.2.2 MAEBNEE
MARENT I X B AK DL\ AR GO ZALIT & b RSk
WIREPIKT T2 BZh0d %,

9.3 fH¥REREERE

9.3.1 EELHBEENH 5 8E
BH5LawZ &, IFREENEL DO DNIGEWIZHR D BENDS
Hbo [2.151]

9.3.2 FREEEER I ZOBREEDH 2 BEEELITEZDH 3
BEZKRC)

FHBEBEE R H b BENDDH 5, [11.1.1 5]

9.4 4JEREEHT HE
RS 2 W REME D & 2 LRI 3 2 B A 121, KA X 2
DO WTHIZBH L. KA O 28 CTh 2 h
WHBT 2 2 &0 RATRAEEIRD LN TWD, [9.5.4,
9.5.8 %]

9.5 1@

(CHEBRBRAE D FIEMED)

9.5.1 MM IIEIR L TV A W REE D B 2 kT iE, &5 Law
Z &, [2.43H]

(BRETAPABLIUVTADAILEI MBRITEIRESDEE. BRE
KU S DIROBIREED EHE)

9.5.2 IR L TV 2 WD B 5 WL, B LR
ERswEH SNy aERE, K LRnwT &,

9.5.3 MHRPIIR L EMTAA KT T 206, WHEZRY High
B35 EDETE L. MOMTARAFGFIC A VN LY
NEPHRRC, HREAT S W% HEE L 726254 H) Hahik 5.
LR L T E OEFWRAEREDD 5,

o

W R SR IR LA LA B

(hELEE)

9.5.4 A AEMEN A WE L7 BEB O WIS, AH 0 W53 & iR e Y
WZHG SNSRI L D S v & ORFTAERE D D .
T2 AHORS F G SN, SR REAIES OO
R LIRIE, N#FR RETHREONKTE, ooz
HTH2WEWELLOWMELD L. T7o. KA OFHET T
Zei, WIREER . BAUETE. RV AR, BeESEE
THREMELEOWMEDT DS, [9.45H]

9.5.5 MHRF DG XD FrARICIFREE S, FRE, K7 4
7Y = Ve, ARITURE, SEEERE (R i i, SRR, RO
IG5 258 S b b & OHEND 5,

9.5.6 {pAbCHNE S NZBIEIIZRICB W T, IRPICHTADA
WERPEG SN2 TADPABED S O ML 224 6% 1 512 6 7% I
DHBEIRE(IQ) [FIFMHO5%EIHX )] % i L7k, &# %
B ENIZTAPABED S OMAERDIQ [98(95-102)] (X, 7E
bYF 2 [108(105-111)]. 7 ==+ A4 >~ [109(105-113)]. N
~E Y Y [106(103-109)] %25 SNz TAPABED?L DA
WOIQE LI L TR o 72 L OGN H b, 2B, A DKL
#=AY1,000mg/ HEARWFFEIZ BT 2 HhJefil) £ O B 413 [104(99-
109)]. 1,000mg/ H % #8 2 % %451% [94(90-99)] TH - 729,

9.5.7 A CTHEM S NIBISIZEIT BT AR PIARH & 3 5
ENTREED S oA 08 BlIE. AH 2G5 SN Twa i
5O MA 655107 F1 & I LT, HPEFRAE) A 7 A E D5
7oL OWMED D B [N — FIL 0 2995%FHEX 1] © 1.7-4.9)]%

9.5.8 W FEBR(=T Y A)T, ARIERIAH 2 HE L, FERD%
KRG T 20D D 5 & OGN D %9, [9.4BH]

9.6 ®ILF
EHRLOA R R ORI REOLH ML ZE L. A O L
FHIEEBET A2 L. © MREAHRANBITT LI LD S,

9.7 NRZE

(haELEE)

9.7.1 IRIMAERER S IEHAN AL L LA RO EEEE
FREE & L7z BR BT I L T v,

(HEBRERIEDFIETFI)

9.7.2 MREFEZWLE L LAMER R L L RIRR
BRIZFER L T v,

9.8 EiE

(GhagE)

9.8.1 MEICHE L CHEIIKGT LI L, AFNZ, MmEETVT
IV L OREENTENA, FEE TIRMmEET VT I LA L
TWb 2 EDBLniew, HEOEYOMTRESEL REBE
b s,

(BETAPABLIVTADPAICHED HRITEIEEDAE)

9.8.2 #5-AWIET 2B AT, AR T S5 EHEICERT
52, [8.5%H]

(FEERERAEDFIETFI)

9.8.3 Wi H ML L LAMMER O ZaME2 i & LR
BRIZ IR LT,



10. HHE{EH
10.1 SRABB@HALEVI &)

SEH) 2 5 BRAREIR - #5851 | WP - ek
H OIS I B R | T AP ADFVEDTES |3V 7 1 o I
W THIEDND D, EEMKT %,

INZRAL - RNF I
7a

(I R=)

PRs R WA/ ¢ iL]
(A

A IR LKA -
VGAYF
(FTF L)

L LNZ & KKAT
W 4 3R LK
my - v Fv
(LA VT )
Sl WA
(AT Y)
VRS WS IE)
(74 =17 2R)
FERRAN EARF
D22

(F T % L)
[2.25H]

10.2 HFRZEEGHRICEETS2L)

SEH) 2 5 BRAIEIR - #5851 | WP - fabRid T

SNNVEY = VAL NV T R B ORI AN AL RS A AS NV T
7z NV S —55, FEIERI O Y a B o &
VA WiRd 52 EDH b, L. 2NV T OB
PREMET T %,
¥ 720 AERtEEAl oI
g s ER S

%0,
ZAES= N 2V A OV AN | AL GL R A AS N v T
ANNTEY v 59, ZCRRSEAIOMER 23| v 8 o G % 7
BESROUEWEIS T 5 2 & | L, ST aEol
Do FREMET T %,

ESANWGE SOl
Wk BE & b 30
K259

Tr= MV
RAT ==L~

INIVTUBIZEBET
VEZTMFED ) AT

BHEIAWTH %,

Tz ) NIVEF — )V | DSBS B & DD
Hbo

IhAZYIF T RSEA O Ve AR | 2e FE 3R A o 1 ik

TIMNIJTFY Y (TBHIENH D, xR S5,

AN e

7 TN A 2NV T aBOLEH 2 (B A TH B
MENLZENDH D, |H5 7V 7T OO

RS RS B

SEN)FY JEREEEA OW I e B B v o
PRI2BIEEST B L 0|0 v BB HE
WmE2d 5, T 5o

FEEATN JEFREF D Y]

PIERET B2 LD
Z)O

7NV ou YRR R SOV T O BROMER A S B B AKF o
GEERAE Sl WITAZENhb, (Vs urBRL
DR N2 PEESN D,

IV hL L E

V- hFE

(R s <l ZCNR) I N

F COVRELA A
Ry VT VR ISR OV AT | 5 BT o /e Gl S
e THIEDDH D, DI % b5

D AV = b,
g7 ) v

Lk BEHREAR - $5HET | WY - fabRi T
%7 OFL Y FERCEEA ORI L | BIF 3R TH % .
R B IR ERIRAE)
AR B REEA D
%o
YU FOVESRIER OV T O ROVE A RNV T R
TAEY Y MEINDZ DD Do [IRENEAT L,

2. N7 aliEo
AP HE SN D,
e FEIEF AN T b

ryauvA{ v

YRAFT Y 71— AP-45012 &
% SR AR % P
L. 7Sy 7alEolll
B A RS B
7252k FAUN T 7 A B ATE| BRF IR TH B
TEER)VH SN &
DHEDRD 5 o
11. BIYEA

ROWMVEMA D HbND LN DHOT, HEE 414w,
B DR HNIGE IS % Pk T B 7 L) 2 U & AT
)k,

1.1 EXGEMER

11.1.1 BEEFRZFOEE LRITEE.
BEASHH)
JFBEsE L & D ICRMAREREESH S DN L LB 5, (8.1,
9.3.2% 1]

11.1.2 B7 > EZ7MEZ 5 BHEEEE A1)
[8.2, 9.1.3%]

11.1.3 AMHEM., FFRE, AMERED . FELD/MRED.
SERIERIR A (V3D SHEAN)
[8.3&:1/]

11.1.4 SHEBERBEAY)
WU VEGE, A TER, WS 0fEIRD S bz ), R
FHEOLAIFED SNGEITIE, B2 Pk L, Y2 @
it &,

11.1.5 BMEMBR. 77> A= —ERETI L HELRY)
[8.3%M1]

11.1.6 ShEMREIEFERARE(Toxic Epidermal Necrolysis : TEN).
&8 IR ERE 1% E#(Stevens-JohnsonfEMREE) (V> 9741 b HH A )

11.1.7 BBRERER B AD)
MR E LTRIB, REDA LN, S50 VSHER, I
PeREREE, BRI, GFEEEkE L. BRIy ¥ SERHBLSE O %
Wi bbb 7Pzt G 2 dk L, @ alEziro 2 &,
B, BB, BE. IR ESOEIRDS TR D 5V ILBIEL
THZENDHLDTEETHI L,

11.1.8 BOEMR. RBEAERER. N—F >V o HBERWVIND
BEAW)
RHVEREIR & U TR, R akRE s, FEEy, JRE
KT, BEMREDD 5 bNDLI DD D, N—F ) VB
KE U CHERERER, WE, B8 - RMTRESSHSbND T
LD b, B, TNOLDIERPFEILL 22FITlEhikic kY,
EEAEDT~2 7 ATHEL TV,

11.1.9 HERUHBIAREE LA D])
P W& CK LA, M ROWp I+ 7ae ro k7458
AR BN E G 2L L, @A RLEE T 2L,

11.1.10 FIRFIVE > FEE D BAEMREF(SIADH)HHEA W)
F t U AidE, KRB, R B Yy AR o8,
FEIRIRED D S b N YA IIE, KGRI Hl LA 0 ) 7 L

EEITH 2 &,

HH. BHREFWVINLLH

=Eh =54
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11.1.11 BEMERME. FERERER R (91 b SUEAH)
Wk, PRI, SRRSO b EITE, R I ERX
M MEBCTHEOMA L FEMis 5 2 Lo MBVEMISE, TFERERMEN
FFELNIGE I EEG 2hk L. BIFFBE RV E YR O
HAEOBU B AEZATH T Lo

11.2 ZOMOEIER

5% 2L FED|0.1 ~ 5% A{ED 0.1 % A=Y | BEEAH
ML FI IRk | 8 i, &f 1% 2k
W4, /R
B LML T
74719 —
7 v AE
FE AR | fETHR IR, BE. AR (IR D F v,
A . AfR, B oo
i
HALE WL - M, A|OW %R TESROTHE,
AR, B A A il
T, AL
JFFli AST 15, ALT
b #. Al-PE
=
* % |IUR 2 Jig &, T Ak
(F R Bk % &
)
B2 M IBiE
S EAE 595
WAIR %7 IR - BUR MR, JRIEE

R TiE ARERH (] | % FERAEIN AL
REAN, | K- Bk A2,
Hi%) 5 - 38 ) A

D
ot R, B |13, PRI, |7 E =7 I
e A AL
PRHEIEI, AV
=F VL

T 1) SEBUUL RIS A % B o
2 AA OB GHIERIC, W SN OWEDD Do
13. BERE

13.1 fERK

AR FR AR & 2 MRIRTIC X ) BRI, ),
EONPINEL, 87 2T = TR ROKIE &R S L 72z Bl A
STV D, SHETRIECHDWME SR TV 5,
13.2 &

THL RIS 2T, R R I S B F 72, BEIC
JE U C B, MAEERE T FuFy ¥ ORS I
MTHoI LT HMEND %,

14. BRAEDEE

14.1 EHIZHBEOZE
PTPAMDIKHKIFIPTPY — ALY MLTIRHT % & 5 4%
W2 L, PTPY— FORBIZE 0. WS TR TR~
BIA L. BICIRZEILZ 33 2 L CHER IR 25 o 15 72 4 HE 2 0
KYHI DB D,

15. ZDMDEE

15.1 ERERERICE D 1EHR

15.1.1 WA CHEME S N2 AH %2 GLEBOM AP AR BT
by TADA. FEMRESZG L L2199 07 5 b RRFHRERR
RBOBFHHRICBVT, BRAELVCHAREROEHOY A
ZH PLCAPAEONNEETT 5 e RBEL R L TR 2055 <
BFLTADABIRIAEE © 043%. 7 F & FREE : 024%). FLTADA
EOWRMBETIE. 7B RBEL 100 AH72D 19N WE
FHR SN 72(B5%EHEIX I 0639 /2. TALABEDOY T
TN—TTlE, 7T RBEHLRI00ADH72Y) 24 A%\ EFF
HEINTwb, [9.1.28H]

*15.1.2 AF & OREBFRITH S 2> TIE AR, JLERCTHEf S ik

BRI BT, ZHRHT O3 » HEICAFNICEE L2 CH o
BiZ, JFEM)FOREVLARFTL5 AZIBEHELEZHOR L
Wl LTy fEEIE ) A 7 OB %2 /RIES 5/ 23d 5 (M
N — FH150 [95%MEMHX I © 1.09-207])0 —7i T TAMA
AT HRBENR L Ll CEE S M- BIEZEIc BT,
ZHEHTD 120 HBNCARHNCETE U722 CB o Mk, ARFNCHEFE L <
WRWRBOW LI L T IS & RS E R ) A
7 OWIMIFED SN VETLHELH D9,

16. EYERE

16.1 Mgk

16.1.1 HEKRS
fEHE A 8B NV 7 g Y w7 4 600mg (€ 200mg % 3 $E) % H.In]
BELPRG- L 7 & & O IMig i v 7 O Rk oHeS L S BhRg < 5
A—=FIEUTOLEB) TH-729 [16.2.25H]

(ug/mL)
60

50 o—e [k

O—0 ZJkHX S

40

30

EREBHE

20

10 H

0

60 (HE[A])

0 1‘0 2‘0 13:0 4‘0 5‘0
HEHEHE A B RS L1 5L 7 & 5 O Lt il e 7
BEHEH S BRI 5 L7 & 3 OSMINTE S5 A — 5

tmax Conax AUCo | CL® Vd

() (ug/mL) |(ug-h/mL)| (L/h) L)

ZEMEHE 51092 = 057] 594 = 6.7 | 964 =236 | 0.73 [9.67 = 1.17
fL%PES (346 £ 066|506 =42 | 868 =195 | 083 |9.09 = 042

) Vd. Kelk v 5 (T3 ME + BEHER 22, n=8)

16.1.2 U752 2R
PNV T ABOBILEEE 100% EHELzL & 22 ) T T ¥ A3
[ N EHERL A (16 ~ 60)#%) T 6 ~ 8mL/h/kg. #HENNETADABE
(3~ 16/%)T 13 ~ 18mL/h/kgk O dH 5 10,
PWEANEHETIE. EF 27075 AW L ZEZ RV, R
DrNT T AT 5 E0HGEH LW,
NVTUBOEL 7 )T 7 Y ARTEFEAZ VT T ¥ A LS
RGBSR OB R 2T 5 10 12,

16.1.3 E£YFHEFMHR
FEEER A2V 7 a S N Y 7 2858 100mg[ DSP B NV 7 o g
F MU 2 §200mgl DSP e 78 ¥ §E100mg X 13 7 /8 7 v 8
200mg#., 7 OAF—N—E2X ) ZREFNL T O b oA
& LT 200mgZe s 1 8 S U C il R 2 bR & e L
HONIYTRE ST A — F (AUC, Cma)l DT 90%[ETEX 172312
THRRHANT 24T > 7245 H. 10g(0.8)~log(L25)DFPHNTH V. WA D
AW ) SRS S 7z,

HEINT A =5
P AUCo~1 Crax
(ug - h/mL) | (ug/mlL)

200mg(2 $)|367.9 = 108.3| 22.6 + 34

55

SNV TUfEF M) LS
100mg[ DSP |
T8 v 5E100mg

200mg(2 $)|360.7 = 1025| 215+ 27
(P = £, n=16)




(ug/mL)

30 r
2
® /L7 uREF kY v 25100mgl DSP(25%)

% " O 7754 ¥ $t100mg (257)
i [ 52 S -2 1 + A 72 (n=16) ]
VA
v
7
=
2
i
J

P87 A=%

¥ 55 iy AUCo~1s Cnax

(ug - h/mL)| (ug/mlL)

SNV TalEF N T AGE

B¢ + +
200mgl DSP 200mg(l $£)| 295.2 = 50.8 | 216 + 26

T8 V8 200mg 200mg(l $¥)| 298.1 = 57.1 | 226 + 24

(FIafiE + MRS, n=16)

(ug/mL)
30
2% ® /LT ufEF b 7 28£200mgl DSP)
i O 7737 ¥ $t200mg
ﬂq}‘f 20 [45H5E R Pl + BEHE R 22 (n=16) ]
N
g’,, 15
o
i3
W10
JE

0 1; 2; 3;5 4‘8
I [H(h)

MHER I Z © NCAUC, Con 085 X — & 13, B 0
PRI DFRIAIEL - W DR & o TR B W REMEA D 5,
B, 2NV FaiEd b)Y A5E200mg[DSP] & 73 Y §E200mg &
ORI RS TEREBR TS S 2z v S a g b)Y A 5E200mg
[DSP] DT maxB & Wtr2(FI il + KL #efR 21k 2 21 0.7 = 0.3h,
135 + 20hTdH - 72(n=16)o

16.2 ORIR

16.2.1 N{FATRASEY T«
INVTHEEDOINA T RAFE) T 4 FHTEO#E N X ST 100%
L OWEHDH B 19,

16.2.2 BRED¥
TEHE A S FILZ /N )V 7 afigF b ) v 2 600mg (5 200mg % 3 §E) % 22
WE N OSBRI MR I - Lz & &L ZJEER - & T ARG
TRENGEE E M P Cuax DA FEZILT . toax DA E L ILRDTED S
729, [16.1.158MH]

16.3 9%

16.3.1 ik —wEIPSE @M
T 1 0 NGRS B OB NV T RS N Y 4600 ~
1600mg/H®)Z& #4572 & &, WP IE, 4 i g 0 6.8 ~
279% T - 7219,

16.3.2 1%k —RAREEFTEEM
TR O T A AR 4BV 7 Tl F k) 7 (600 ~ 1,200mg/
H)Zr$eG Lz & &, BB &, BRI A i BE o 1.7 £i%
Thotz!,

16.3.3 BELHADHITH
BAWMOBE 26V 7 a S b)) v 41,000 ~ 1,400mg/ H™) %
B Lz &, BFLhIEIR. MDD 3 ~ 6% Th 7219,

16.3.4 BERADEITH
TAPABEIBN N VT afEF M) Y Afgd RO Lk &,
BB IE L, ML R 0> 12% T & - 72 19

16.3.5 EEEAE
2NV T T EEO MR PG AL 90%BTH O I hRE»sB &
Z100ug/mLEL BTl A 2813 2 & Oiiadh 5 19 2,

B AT L2, @R IRE T e b i 3

5 EEZLNLD, PHEHRBEIKT L2V E SR THnS 22,

16.3.6 9HEHE
2NV T aBOSATEREZ 01 ~ 04L/kgTH 1 . I FIETHIEBAEICAY
T2 EOWEDDH B,

16.4 X3
2T RBEORPGIFRCR# S, v b TIEEIS, Sv s o s
Gy B o w1 RO w 2t E 2T 5 2 EHE S Tw 5 D,
M55 5 REEZOEESI1EF 7 10— AP-450(CYP)A510%. 7 v 2
O v EEERRERE(UGT)Z 0%, f-BE1EAT30 ~ 35% M ETH 5 2 &A%
HHEENTVDI,
4-enfR DA RKIZIZ T ICCYP2A6, 2B6. 2C9 45 T-HEAS, /L 7 Ofo
Vs a BRA RO EKIIZUGT2B7 45 FHA 53 % & & 25
HENTV S 2 B (in vitro)s
WEDH 2 L U C 200 ZEAE AR O 400 — mAS AR
LNTW5 2,

16.5 Heittt
TR 6 51 % X 52NV T a T b 7 ASEE 600mg H Il 4 G-
L7zt &, R~ ofPEIR 55 5 B LIS 55 0 # 60%(7 N v
TUBYE)TH o 720 IRPANIEEIC3ketofhé LTHEIES L, DUF
INVT RO 7V 7 a v EEFIA AR, 3-0H/K. 2-propyl-glutaric acid.
4-OHfAR, 5-OHfK. 4-ketofk. cis-2-enff. trans2-enfA®DJHTH V. K
ZALIR, 3-enfh, 4d-enfkiiT & A EHEIE S N0 72D,

LBy 2V T OBEORELROIRFFEIEIE ] ~ 3% L OWmEDLDH 5D,

16.8 ZDft

16.8.1 AzMMFiRE

(BETAPABLIVTADAICE I MRITHEEDERE)

(AR A #EIE 1240 ~ 120ug/mL & W SN TV A D, KHORE
BdHY, ZOTFBRIE50ug/ mLE RS %2 LRRIE 150ug/mL
LT 2HEbH 5,

(iBRH LU DROBRREDER)

QAR B IE 1L 40 ~ 120ug/mL & W& SN TV A DS, KOS
HY. ZTOTRIZS0ug/ mLzR~ET % LBRIZ 150ug/mL
LG bH b, BUEMEREZHNE LTWa 720, FHIKIC
MHEREE =4 ) ¥ Z I3 TR VAN, AH] 0 42 5 R L2
IRIREDZALD B o 7250, FHI L BRARDE S v
A, BEIS I REE =5 ) Y SR, R
LT ENVET L,

(BB RAEDREMH)

Q)AL AP EDSARES 72 > T ez, JFHIY IS I g € =
5) ¥ FIE M TIE AR DS, ARH] o H B (AR IR o AL
W o 72 EHITE, LRI CMHPREE=2 Y ¥ 7 &7,
HEHET 22 EBEE L,
1¥) ARF DKL S N7z 1 HHE I EE 400 ~ 1,200mgTdH %o

17. ERPRERAE

17.1 AR RLMICEET 5k

(R b LVES DRDBIKEDEE)

17.1.1 B —EERILEEER

KET, BUBPEREE B A 1798 2 512, SV T ag, ) F AL
375 ARE ARG T A S EERILIERB S ERI N, Z0
FEA H SRR AT RE T 2% < & b 50%PL R &R L 7-Hl
Ald. NV T aEERE48%. ) F Iy ABEA9%TH D NV T aEERE R
U F 7 LBEE BICT T2 RBEBUICHNARICENR T, F5E
FLRIZOWTN T ORI TS (B L 2B 50E, TRk OY&9 0
KRTdHo720



17.1.2 BH_EGTHRIEEHER

KET, VF T LIS LR d 5 WIZEETED 2\ 36 51 0 Bl
PEREEEFICOWT, 77 e RIS NV 7 0RO Z N & AR
P EERILEERIC X ) BRET S vz, £ ofR, ARV
fili B H T & % B il R AR & 2 RAE D ZAL O FI & 13 v 7 o i
HET54%. 7Tt RHETSRE NV 7B CTHEIELTV, 7
7 RBITI A~V 7 0B CH RIS RBHE O M WA EHRER
DHNL ol

18. EhFEIE

18.1 1EFERF
NV TUEEF M) T AOHGACE D IMNGABARE., F/vI ViR
DEHELHIZ, tu b yREPRES NS Z EHRDO LN T
bo TNOHDOHEENS, NV TUfEF U7 ADPFTAD AN
HRAZE E OVEM % A L 72 N O 3R 0 RIS VE T 360 L i
EINTWD A,

PUERVEF B O i B TE VE O FEIESBIVE I IS D W T b GAB AR 23
TV 2355 L TR R E 2 5T % 2,

18.2 ZEE{EH

18.2.1 EEFREE T 2R
RRNEBEES(T T A, v b 7HF), A M) Fo— R R),
Yru b F 3y UEE ey R), BERIET v ), SRR 7 R),
RYFFIV— VRS A, THF), NA T T4 FRER (<Y )
% WIS B 20,

18.2.2 £fFTAPAETIVICHT 21ER
SR TADP AT TN OWEFFIE(T > )& J0l§ 25 2 3,

18.2.3 HATAPATTIVICHT 21EH
85T A AT TV OKindling R (4 ) 2 B § 5 9,

18.2.4 BREERBERVRHIBEOREEMKEICRITTE
NG 1% PR e O RAAE D JE VEVE R 2 30 3 % (7 4 )0,

18.2.5 FRRNMEARARIMIC & 2 HAAMMIREI DB R ICRIFTHE
F I AR AR & 2 5 P RO A1 Bl o0 14 sl 2R % SRS IR S B (7
),

18.2.6 BEDEMETIVICKHT 316
BIROBWET N ELEZONS, F¥FF Ty IvEsuundy
YRF Y FEDOPAIRGIC LY AU 2 B EB) LM VEH % A5 =2
HT BT A, T M)¥,

19. A3 BT B IBILFMIENR

— MM ZFR - NV 7S R ) 7 4 (Sodium Valproate)

1b2%24 : Monosodium 2-propylpentanoate

5373 0 CsHisNaO:

g5t 166.19

IR ABRORBEOM K TH D, KICHWDTHITFRT L, =¥/ —
JV(99.5) AL EEER(LOOIZIE T v Wit TH %o

Ree S5 CO,Na

HsC CHs

20. MV EDEE
BB GRS TERE T 5 2 &

22. A
NIV 7aBEF b Yy LgE100mg[DSPJ)
100%¢ [10$E(PTP)x 10]
1,000%% [10%EPTP)x 100]
50088 [, 7NF. BZEHIAD ]
GNIVTEaEEF b Y7 LEE200mg[DSP])
100 ¢ [108EPTP) x 10]
1,000%¢ [10%&(PTP)x 100]
5008 [, /T, BEEAIAY ]
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