08

* % 2025 4 10 I UET (5 3hR)
* 2024 4F 8 JISET (G 2 1)

BAREER S EES
871139, 871179

MTADLAR] BiR - BIREEARER]. FEERAER
BAZERA /NJv7agr oLayr

T KV 08T MY LY OY 5% DSP

Bk Sl Sodium Valproate Syrups “DSP”

AEARE - 448
i) TR - BSOS L VN2 L

BRFEBAE

2. BRARDBEICEBELENI &)

(shEeE)

2.1 WELZFEEDSH 5% [9.3.12MH]

2.2 AR A LRGN E 2 5o B [10.15H]

2.3 RFEFA 7 VAFREOLE [EEZ2ET ¥ €= 7 MAED D
LMD ENHb.]

(FERRRIEDRIEH)

2.4 W@ SUIEIR LT 2 WHEME D & 2 K1k [9.5.1 5]

3. #ARE - MR

3.1 #

Wise 4 N TalEF M)Ay a7 5% DSP

RIS ImLH HJE V7 afi@+ ~ ) 7 4 50mg

— Njﬁ%vﬁﬁﬁﬁxiwxﬂii¢v£5§@7
oYL, RSEERE. pHAMIH, =5 —v, Fh

3.2 WAHIOMRK

Wit 44 Ny TFafEF Ny Ay ay 7 5% DSP

- F A0 ~ PR T8 T OO R 7 ¥

2B - B FRLFEVD Y. KiTH W,

4. HEER IR
OBETANPA(IE - ERRIE - BHEBRMELSTICES
RIDB LV TADPAILH I MBRITHEERE - Z2HEF)
DIEHE
OBmb LUE S DRDBIREDAE
O R ERERIEDFEMF

5. RIBERIRICBIET 2R

(HERRBRAE D FIEHH)

5.1 K&, WEERIEAEO BMMEF O A TIEHFAEGIS KR
ELLTVWBERICOARGTHI L,

5.2 AANIFEB L - SIE L R T 2 A TE AV DT, KH)
B G-I HE T EAS S BL L 7235 & 1 BT IS U CH SRR
WHRAWEH ST L, BEMICIOZ 2 BEICHHTHIL
TBLZ L,

6. RARUVAE

(BETAPABIVTAPAILHEI MRITRIREDAE. BiRb
LUES DROBREDEE)

T H S ~ 24mL( NV 7 TS Y 7 4 & L T400 ~1,200mg)
A 1H2~ 3N TRIEHES-§ %0

727U, A RIS Ul TR S 5 o
(FERRE R4 O FEAE KD )

i 1 HE S8 ~ 16mL( NV 7 HRF b7 4 & LT 400 ~ 800mg)
A 1H2~ 32550 TRIOHES-§ %0

By AR - SERIOS CEEERT 225 THEE L T20mLEY
V7aRF b7 A L LTL000mg) 2R RN &,

7. REARVARICEEY 38
(GRRH LV DIRDRIRED EE)
7OV 7 O ROBIR S & UHED DR OBHREISHT 5, 3ELLE
DEHMEHIZOW TR, FRSOBERRB TRz E T >~ X
FRLN TV RN 2,

8. ERLEANEE

(hEe3bE)

8.1 EELIFREEEAG M6 » HUNIZZ W) bbb 2 &
bHBDT, BG5H6 » TR E W IR 2 17 2 &\
BEOREL FHCBRT 2L, Zomd #EAMTENNIC
JFREREMA 21T ) S eS8 E Lo [11.1.1 5]

8.2 ®W7 yE=ZTMIEZE M) BkEENHHDNLZLVH LD
T, BT Y= THZWET 2% EBIET H5IAT) 2
Lo [11.1.22H]

8.3 MJHUL BRI E AR A, M 2179 2 LR E L
Vo [11.1.3, 11.1.5&H]

8.4 IR5. 1Ty - by - K HBREDFDOETAIMEZ 52 &
DB DT, KHBG PO EFE ABYHEOMIRF G Z 1 5
BWIROBMEIHFE S L VIIERT L2 L,

(BETADPABLIVTADLAICHE I MRITEIREDRE)

8.5 HHWICBIT 2K EGROZWHBRY % LGOI LY,
TAPAERIKERD LML ZEWHLOT, Hh5EHILT
LA, R4 T 5 % CEEIT) Tk, [9.1.4,9.8.2
ZH]

(R ERR SR DO SAEIH)

8.6 BH D HWEMANDILEN % %o 726 —HAF O %
LU, 5RO LEEICOWTHRET 2 2 & EROEED
RO LN VAT, ARG Rk L 2w &

9. HENEEZHE I 2BEICHTIER
9.1 AHHE - IEEEZEDH 2 BE
(RhREZEE)
9.1.1 EMBEBIEDRTEDH 5 8E
9.1.2 BREROBEERVERSEDH 2RRRVE D 2RDE
REOHRE
AR AR SESELT 2 BZN0H 5, [15.1.15H]
9.1.3 REVA VI EBEBEIrEHONhIEE
DT k) ZEACBCTE, RAEGENICT I/ BONTED
MAEEERT 5L L b0, KAFEGHIER, 7V E=THOLH)
WHEEL, FoaBigEedi) 2Lk, BEAET VT 7 MES
HObNEBENDH L, [11.1.25]



- R OiRES L < R OFEOBELEOH 2 B
SRR A 7 VEFEARE I E R AW ORI CORBEIED H
BH

(BETAPAB IV TADLAILHE D HRITEREDEE)

9.1.4 EFE
b2 2801003, RA T2 52 ERICERT LS
&o [8.5Z ]

9.2 BREERERE

9.2.1 BiREEREEE
HAMEROETEOEMIZL D,
BENWYD 5o

9.2.2 MKRBEHEE
MHENTIE & B RH ORRERLEOFGHEDOLLIZ X 0 EHERSE
WREPET T 2B2hhd %,

9.3 FHmeRmERE

9.3.1 ERLITEEDH5EE
BELewZ b FEEDMHL D5 DNIGEMIZ AR 5 BThd
o [2.1ZH]

9.3.2 FIRREEEX X ZOREEDSH 5 BEEELTEENH 5
BEER])

PR AR DO b D BZNDH %, [11.1.1 5]

9.4 £JEReEH I HE
TR 2 W RETE D & & RIS 2 a 1213, AHNC X B i
ROV THITHYI L. AH O AEY) TH % 2 HE
WHIET 5 2 &0 RAITRAFEEDIBD SN TS, [9.5.4,
9.5.8 %]

9.5 1Eiw

(RERRERAE D SEEHIH)

9.5.1 MM IUIIER L TV B W R0 H 2 ZPEIZIE, 5 Lew
2o [24H]

(BETAPABLIVTAPAICHI MBITEREEDEE. BRb
LU DRDBRIKEDEE)

9.5.2 Ml TR L T B R0 & 2 KPEIZIE, wm Lt
ERGVEHINI SN AL A RS, G Len L.

9.5.3 MIRPICR LR M TAM TG T B0, WReZ R D HM
BH535ZENEE Lo MO TADAKGFICA VAT EY
NEPHERC, R E AT 2 W& HIE L 7B A3 A Bl 5
LB L T W& DEAWHERE DD %o

(RhEEE)

9.5.4 A HENE = E L 72 REBLo S, ARHI 0 150 % SEAR A0
WZBG- SN BREE X D £ & ORERIHERE DD ) |
E720 AR OB 2GS NI, LERRRIAE DL
XL i, N RETHRFONESFE, CoMoHE2
HTHWREMEL L OWEDVD D T2 Fif OBBLUETBTE
Zeil, WOHREERT, SRR RV APE, BOHES)ZH
TRREMEL 2L DOHEDD L. [9.45H]

9.5.5 EIRMOFGIT L Y FrERICIEREEE, TS, K7 1
T = e, AR, SRS, BRSO,
WG EEA3d 5 b s &L OMEHH %o

9.5.6 WAL TEM S NBEMEICE T, ERPIHTADPA
Fa G INTTADPARED S O MAN 224 B % 5 512 6 71
DHBEFREB(IQ) [FIIMO%EHIXIH)] 2 i L7/, KA %
Bh 3N TA»AEED» L OMERDIQ [98(95-102)] 1. 7F
MU F 2 [108(105111)]. 7 ==+ A4 >~ [109(105-113)]. # b/
<Y E ¥ [106(103-109)] Z#x5 &7z TAD»ABE»H DA
ROIQE K L TEY o 72 DLV DH Do B, KA ORS

R SR IR LAY L5 B

FATL,000mg/ HARWFFE LS 3B1F 2 e fi) A O 35 413 [104(99-
109)]. 1,000mg/H % Bz 5¥&1E [949099] TH o7z,

9.5.7 ipHMTHEME S N7 BIREMEIC BT, IR ICARH % 5
SNBA O O WA RS0 BlIE. KA ZHG- E N TV WIS
75 O A IE 655,107 B & Fig LT, HEHERIEY R 7 23600
72 OWEDH D RN — FIE 0 2995% 5K © 1.7-49)17%

9.5.8 BWHEER(Z Y A)T, ARHAVEBRBAIEL, Hllo%k
RUEHACE G 20D 5 L OHELRDH 29, [9.4 5]

9.6 ®ILIF
B EOH B R ORI REOR S ZE L., BIALORE T
kA ET 528, & MEATABITT 22 0B B,

9.7 MNEZ

(hREHE)

9.7.1 LI EMRE R IIH LR Z TR L LR RO R et
TR & L 72 BRRBE it L TV e v,

(HERBHAE D FIEMHI)

9.7.2 NEEZFRE LAIMER O REM2 IR IE L L BRR
BRIZFER L TW e\,

9.8 EhE

(hREHEE)

9.8.1 HEICHE L THEIIKG T2 2 L. KA, MEET VT
IV L OEEDECA, FEE TIIMAET VT I N L
TWbIENL V70, BEHEOEYOMAPRENEL 2582
n2H 5,

(BRETAPAB IV TAPAILE MBITHREEDAE)

9.8.2 L AHIET 2HEICIE. HBAICHET 2% LHICERT
52k, [8.5%H]

(HEERBRAE D FIEMHI)

9.8.3 milH E R E LAIMER O e 2T L L BKR
BRIZFER L TV e\,

10. #HE1EA
10.1 BFAZRGHEALEVI L)

HN 4 5 BRRHEIR - 5 | B - fabRRr
VISR B SRPUAE | TADADIVEDTFSE |3V 7 1 [ o I rh
g THIEDRD D, WEIMET§ %,

AT AR
7a v
(InR=Y)
PRI W1
(ER=2%)
A IR LKA -
VGRAYF
(FxF2)
L LNZ & NkH
W4 3IRALHK
Ay - w525 F v
(LHNTY )
7 AL
(FRAHT )
NURA WAV ¢ it
(74 ="y 7 R)
FERRL ERF
v
(FFRA L)
[2.25H]




10.2 HFRZFEEGHRICEET S L)

FAGF

AR - 1T 5

By - fabriA -+

2NV B — VA
T /)N Y —
%3

2OV T a B OVE YR
§5. feRCEEH OVEH 2
BRI 52D b,

JE A DS T
w0 (3l % 7
L. 7YV 7 afEoli
PRI TS %
72 EAIAOM
e & 1S
%9

TJr= MV
ANNTEE ~

2NV T T B OVEH D5,
59y ZERCEEHI ORI A
B S 3gEs 35 2 &
Wb,

UG 3 VA 2
o B o A& G
L. 7NV 7 aEolfl
FIREIMK T T %,
EQANpRE S]]
R A2 LA
KT EE59,

MR =Y, PNV TUBICE HET | RPIEAHTH S,
KAT 2= M ¥ |VEZTIGEDY A2
Tz NVE =)V | SIS B & OREDS
5o
IRhAZYVIF Je RESER ORI A | 76 G 38 A1 o 1 Hp g
TIMN)TF)Y | THIEBHD, Ex LA S5,
JNVRNYTFY v
7 TN L IV O EEOERIAEE B I A TH B
HMENLZENDH D, |H5 7V 7 OO
RN EH T 5,
FEM)F JetEE A OW I | S BT 5 7 o
DR 2ELEET 5 L0\ Y BIEEG A
WEDH 5, T 5.
R FAVA JRESEH) O I 51

PIEREST LI END
ZQ)O

TN a YA E OV T OO SR T B 2 A H O
GE e Sl 552 0H 5D, vz a v gEias
)M FEW PESN D,
— V< LB
V) hFRE
(nR S SR RN I N
eV RLAEHISE
RV DT Y VSRR OV A3 58 |5 B8 o /e Gl S A

JEH FTHI LD DD, DML & 1A
e TV D,
JNVT7 7)Y
* %7 O v IRt ORWEHI O | BF IATH 5,
RBLOGFHERIEAME)
HHE RS A HEED D
%0
T FOVERRIEH] |V T B ORI AH RNV 7 a R
TAE) VA MENDZENDHD, WEPLEAT L. F
on NV T afEo
A HEE NS,
) Au~vA Ty ZeFE SR AW F b
VAFYY 70— AP-45012 &
% S A & B
L. 7NV 7 a ol
WD AT B,
VATE S IAUN T 7 ABERRMIE B EATH 5,
TEERE) D Hbhiz e
DIREND % o
11. BMER

ROFWER D HSbN D DD HDT, BIEE 5TV,
BB O NG ik 5 % L) R 0LE % 47

)T,
1.1 EXEEMEA

1111 BUEERFREOER R ITESE.

BEAW])

BE. BWRFFWVILLH

JRBEE & &b ICRMEEREErH DML Z LD b, [8.1,

9.3.2%M]

11.1.2 &7 > =P IEE > BREEHIEAY)

[8.2, 9.1.3%M]

11.1.3 BMMEEm, FFERE, MBS, EELM/IMRRED.
FERIERR D (V97 b BHECAR])

[8.3%MH]

11.1.4 SHERERHEZAW)
WL, S8 B ISR 0REIRD D b b7z ), R
FMHEOEA»ED bNGEIE, &G 2Pk L, @ 20E

T2 &,

11.1.5 BMEMB L. 7 7> A= —EREN T HEAD)

[8.3% ]

11.1.6 hEMRKFIBSEBAFIE(Toxic Epidermal Necrolysis : TEN).
2 RS AL REBRAE 1R 2 (Stevens-JohnsonfE MR EE) (V7L b M EEAS )

11.1.7 BBUERE BRI A Y)
MIHEIRE UCHB, BEMNA LN, 512 YSHiEIR. AF
FERERE S, FIMEREIIN, FRRERI L. RED) O OSERIBE O
KA S bNHEITEHKG 2 PIE L, #YRLELIT) 2 &,
LB, FEH. B TFRERERES ORI TR D 5 W IZELEL

THIENRHLDT
11.1.8 BiDEHM.
BABEAHI)

AAHEREIR & L TR, TR

HETHI L,

=R AR
5 A PR

BEERER. /N—% 2V BEROCTRL

HE), A6

T, BIEHUREDR D 5 DML DD L, S—F 2V URE
WE UCH kIR, WH, %39 - RMTREEIHSDNL T
EWDH Do B TNHDFERPFEB L 72BITEPIEICE Y,
BEAEDRL~24 THBELTV S,
11.1.9 HERUHBABRAE (S A])

LLAEE N TWaY:

CKESH. MR RBIFrae s o kR

AR B NG G 2RI L, EYARLERIT) 2L,
11.1.10 FFIRFIVE > FEE D BEERFE(SIADH)(HIEA )

F ™Y A, EREE G, R Ry AR o,

BB D 5 DN AR, K HEELO H BREE o 5 5] 72

BEi1H) T &,

11111 EEMEMR., FERERMERG (371 b SEA)
W, UL, SEEGEDSRRD b NS EITIE, R ERX
M MEBCTHEOMA L FEMT 5 2 &o BBETEMIZE, IFmRERvEN

RAEED NG E I3RS 2Pk L,

RIS E B RV E v HI DB

GEOBMY ZME LT 2 &
11.2 ZDOEMER
5%LL D01 ~ 5% A 0.1% A 0| HEEAH
I iR7(3 FIMERIA | £ 1M, R 2k
W%, I/
BRI T
74797 —
s E
AR R Qi U, AR IR D E v,
F . AFE. #i #5H -
P
HALER LG - MErE, B\ON%E, TESOTE,. H
AR, 5 A | A ]
PR, AR
JF ek AST 5 ALT
5. Al-PE
s
s ok | NI 25 g 5t g, g K
(FRRERME % &
&)
] BE
HBAE JE5
WA BIR - BUR MR, PRIEE




5%Lh EED|0.1 ~ 5% A | 01% A HHEAY]

A Gifias R SAVERE & YRR N
REANE, 0| R 1 Bk A2,
Hi#%) 5 - 38 ) kA

"F'N'Z)
ot RS, B |13, PRI, |57 E =7 I
e A AL
PRHEIE, AV
=F VL

1) FEBUEE S RIEH B A % S,

H:2) AR OB RIS, B sz ofithrd 5,

13. BEES

13.1 fEIR

kR R AN X 2 m s RN X ) Rk E IR, i), &
N N A it (IETEN i\ Rl B 1 A <
ENTW5E, HHETIZRCHISHE SN TV 5,

13.2 WE

THL WEEREG R, RIEEERESE L, T2 LB
6 U CEEZ MR MEEN 2179, Fu ¥y v OR55E
THolbT2HMEVDH 5.

15. ZOMOER

15.1 BRARERICE D 158

15.1.1 WAL T IR S N AH 2 T HBOM T AP AT BT
By TAD A, FEMERESEZ R E L2199 D7 7 £ AR BERIR
AEBOBEIRERICBWT, ARSE L THBREM OB D) 2
IH PUCTADAEORARETT 7 L RREL L TR 2 F55 <
FLTAD AR £ 043%, 77 LR 1 024%). LTADA
HEOWMBETIZ, 77 R LILN1000AH72) 19ANLwE
AR S N25%EHIXE 1 06-39. 720 TALABZEOYT
TNV—TTR, TTERBEEIRL000 D7) 24 NS\ LG
HEnTwi, [9.1.22H]

%15.1.2 AH & ORRBERIEHS 2 TIE ARV, JLERCER S 1z

BIEIZE I BT, ZIAHT O3 » A RIS ARFNCERE L2 O
Wid, ZJFEM)F O NIEIVARF T L5 ARIBEHELZLXBORE
Wl LT, MiESERE ) A 7 OWINE RIES 5 M0 D 5 (%
NP — FI150 [95%fEHEX [ : 1.09-207])% —H T TADA
EHTHRBE IR L Ly el X N7 SR IC BT,
ZHEHT D 120 HBNCARHNCEESE L2 o, ARANCHETE L C
WHEWRBO W L LT, A B RIS U A
7 OMIEFED SN nETEHELH DY,

(ug/mL)
60 r

50 oo [y

Oo—0 ZESiFB S

40

30

ERERIHE

20

10 H

0 " " " " " s
0 10 20 30 40 50 60 ()

MR R 1 G- L7z & & o MLl i EAE RS
TEFR N RS- L7z & S OBEY BRI F X — 5

tmax Crnax AUCoe CL® Vd
(b) (ug/mL) |(ug-h/mL)| (L/h) (D)

22N G- 1092 + 057|594 £ 6.7 | 964 236 | 073|967 +1.17

PG 346 £0.66) 506 4.2 | 868 =195 | 0.83 |9.09 + 042

16. EYENRE
16.1 MAREE
16.1.1 HAEI%S

R A 8BV 7S + ) 7 4 600mg ($E 200mg % 3 §E) % Hilnl
W5 Lz & E ol v 7 O R ofes K SR g < S
A=FIEUTFOEBY) TH-729 [16.2.250H]

i) Vd. Kelk b 5 (P = BEHEfR A, n=8)

16.1.2 ZU735 > X

PV T aBROWIEZ 100% ERE L &, &7 0T T v A4t
[ AR R A(16 ~ 60 %) T 6 ~ SmL/h/kg. #HEIN/NETA»ABE
(3~ 16/%)T 13 ~ 18mL/h/kg& O#iEAdH 5 10,

PEANE#HE TIE, E8 270 79 7 AW LIRS, R
DIV T T AT 5 E0HGEH S,

NV TUBEOEE 7)) 75 Y AZEICHFERAZ ) 7T v A LINEER
IR AR DR % 2 % 10 12,

16.1.3 &YFHIRFEHR

FEEER ANV 7 a S N Y 7 288 100mg[ DSP I NV 7 o g
F MU 4 5E200mgl DSP e 787 ¥ 8 100mg 13 778 7 v 8
200mg%. ZUAF ==L ZENZFNNVTUafEF Y YA
& LT 200mgZe e 1 8 S U C il R bR EE & il L.
FEONTIWEE/ T A — 5 (AUC, Caa i\ T 90%45 HEIX [ 312
THRRHANT 24T > 724 H 10g(0.8)~log(L25)D PN TH V. WiF D
AR RS AR S i,

HEINT A—F
P AUCo~1s Crnax
(ug - h/mL) | (ug/mlL)

200mg(2 $8)|367.9 = 108.3| 22.6 + 34

P 5B

JNVTUfEF M) A

100mg[ DSPJ
T8 Y §E100mg 200mg(2 $g) |360.7 = 1025| 215+ 27
(P39 = BEH#EfR 722, n=16)
(ug/mL)
30
2 i
® L7 ufEd by A5E100mgl DSP (28%)

2 I O 7734 ¥ §¢100mg (25E)

5.0

L&A S P Ifl + BEHEAR 2 (n = 16) ]

WRERONT > BERE

Mg 85 A =%
AUCo~1 Crmax
(ug - h/mL) | (ug/mlL)

200mg(1 §¥) | 2952 = 50.8 | 21.6 = 2.6

555 frasn s

SNV TaEF Y LG
200mg[ DSPJ
7734 ¥4 200mg

200mg(l $¥)| 2981 = 57.1 | 226 + 24
(Pl = #EHEfR A, n=16)




(ug/mL)
30

25 ® /L7 uEF kU A58200mgl DSP)
O 7737 »§E200mg
20 [0 52 S T2 4 + BE AR 2 (n = 16) ]

0 1; 2‘4 3% 4‘8
W5 ()
MR 2 5 NCAUC, CondE 08T X — & 1%, BBRE ORI,
PRI DOFRIEIEL - WE R DR & o TR D WREMEA D 56
B, 2NV FaEd by A5 200mg[ DSP] & 78 V6 200mg &
DAY AR TR S NNV T a S b Y A5 200mg
[DSP D Tmaxd & Ctra(FHH + B )X 221 0.7 = 0.3h,
135 * 20hTdH - 72(n=16).
16.2 BR4Y
16.2.1 N FATRLSEUF ¢
INNVTAFEDONA FTRAFEY 7 4 1ZATEOEIT X 5T 100%
L OHE D 2 9,
16.2.2 BEOXE
fERES A 8 BIC/N IV T Y w7 4 600me ($E 200mg % 3 5E) % 22
W OV BRI HRE % 5 L & &, BIERE G L LR TREBR S
THEWIHE E B O Conax DFERIT, toa DFEBLERDRD 5
729, [16.1.15MH]
16.3 2
16.3.1 M — RREPTEE M
Tt /i o> A% 1D N R 55 B F OB IS NV T a R R Y 2600 ~
1600mg/H®)Z& #5- L7z & &, WPV EE (&, 4 v i B 0 6.8 ~
279%TdH - 7219,
16.3.2 I —RREEF @AM
TR O T AP ABFH AN OV T O S b w7 4600 ~ 1,200mg/
H) &R Lz & & B i i e i, BHR e i B o> 1.7 5
ThHo7z',
16.3.3 BEHAOBITH
BAM O BH2F0 NV 7 oS b v 41,000 ~ 1,400mg/ H®)%
Pe5 Lok & BRI, M IRED 3 ~ 6% TdH - 7219,
16.3.4 BERADEITH
TADPABEIBN NV TalEF b)Y afgxd Ok L e &,
BEB L L, MLE R 12% T d - 7219
16.3.5 ZEAEAE
NV 7 0 B O AR PR A 512 90%ETH O R iR IgE s s X
Z100ug/mLEL E TG T 2 L o2 H 5 19 0,
BAMAEMET L2BA, SR IRE TIPSR iR K T3
5 EEZONDH, PHEHREEIMET LavwE ShTwng 22,
16.3.6 SMmEiE
PNV T OO SATERIZ01 ~ 04L/kgTH V. I FIEHINBIMEI ALY
T2 L DWEND B 1,
16.4 X3
PNV T OBORPIIIFRCR# S, e P TIREIL, v s o s
Gy B, . 0l RO w 2 LEZT 5 2 LG ENTRE 9,
B 55 B HEZ OEIAIEF b 7 10— AP-450(CYP)A510%, 7 V%
O VB R (UGT)A 40%. B -BEILAT30 ~ 35%HETH % = & 2%
i EhTWwa o,
4-enfROERIZIZEIZCYP2A6. 2B6. 2C9 55 T-HEAS, NV 7o
Zvra yBIEROAERIIZUGT2B? 4 T A S 5 2 & A%
HERTV S 2 D (in vitro)o
WD H B & LT 20 EAEAR B O 4070 B AR h
LNTW5 M,

757

16.5 Heittt

HERERCN 651 % THR I NV 7 T U v A 5E % 600mg H IR IHE S

L7z b &, SR ORPEIR G- 5 B LN ICB5-5 D) 60%(7 N v

TOYE)TH - 720 IRPANIEEIC3ketofh & LTHEES L. DUF

ISNVTaBEO v v v AR, 3-OHIR. 2-propyl-glutaric acid.

4-OHfK, 5-OHfK. 4-ketofk. cis-2-enff. trans2-enfA®DJHTH V. K

ZALMR, 3-enfk, 4denfkidiI & A PRI SN0 725,

LBy 2T AEBEORELEROIRFHEIEE L] ~ 3% & OMED D % 2,

16.8 Z DAt
16.8.1 ARMFRE
(BRTAPABLIVTADPAILEI HRITHRED LR

(AR EEIE 1 40 ~ 120ug/mL E WS SN T WA DS, KOS
BHY. ZOTBRIE50ug/ mLE RS %8R LRRIE 150ug/mL
LT 2L H 5,

(R b L VRS DIRDIRIREDEHE)

QAR IE 1L 40 ~ 120ug/mL & W& SN TV A D, KR OWRE
HY. ZTOTRIZS0ug/ mLzR~ET %t LBRIE 150ug/mL
LT 2MEbH B BUEMEREZHNE LTwa 720, FHIIYIC
MAFREE =5 ¥ 73BT VA AH 0 45 1 I L2 i
IRIRREDZBALD D o 75 R0 T L 72BN ARA T S iy
AEIIE, LIS CIMPREE=5 Y ¥ 7 &2Tv, HERET
HIEDVET L,

(BB RAED FEMH)

@A AL EE ASHAE LS 70 > T e\ 7=, JEEIYI MLl i € =
) ¥ FIEMHTIE R WS, AR o H BRI AR IR 0 AL
Bd o A BEIS UM RET =5 ¥ Z &R,
FRHET 22 L8 T L,

) RANOAR SN T HlFE RNV 7afEF by a e LT
400 ~ 1,200mg T 5o

17. ERPRERIE
17.1 BMRORLMICEET 55k
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— R ZFR - V7 a g~ 7 4 (Sodium Valproate)

1t4% : Monosodium 2-propylpentanoate

5 F3 + CsHisNaO:

5 0 166.19

PR B ofREEoR KR TH 5, KO THEITFR T, =5/ —
WV(99.5) AL HERR(100) AT R 97 v BB METH %,

AL COzNa

HsC CHz

20. RV EDEE
WHHZIIBEOOOEAZ LR ThoF vy 72 LDLH T &, K
OS> ay THRZNTHEEY, v v TP EVIENE 25,

22, ‘A&
120mL [13#]

500mL [1 9]

23. EEXW
1)Bowden CL. et al. : JAMA. 1994 : 271 : 918-924

2)Pope HG ]Jr, et al. : Arch Gen Psychiatry. 1991 ; 48 : 62—-68
3)Meador KJ, et al. : Lancet Neurol. 2013 ; 12 : 244-252
4)Christensen J, et al. : JAMA. 2013 ; 309 : 1696-1703
5)Delgado-Escueta AV, et al. : Neurology. 1992 ; 42 : 149-160
6)Riva R, et al. : Clin Pharmacokinet. 1996 ; 31 : 470-493
* 7)PASS—Paternal exposure to valproate—Updated Abstract Following
Reanalysis of Norway Data of Corrigendum to Final Study Report
Version 1.1 and Addendum Version 2 Valproate EU consortium
Stand Alone Abstract V2.0 : https://catalogues.ema.europa.eu/
system/files/2024-02/Valproate_PASS_Abstract_V2.0_0.pdf
* 8)Christensen J, et al. : JAMA Netw Open. 2024 ; 7 : €2414709
I IZ 2 - TADAMIZE 1988 5 6 : 196—-203
10)Levy RH, et al. : Antiepileptic Drugs. 4th ed. New York : Raven Press ;
1995. p605—-619
11)Perucca E, et al. : Br J Clin Pharmacol. 1984 ; 17 : 665—669
12)f8 )7 BRI A © BRI BB — S WiE R O AL D 7= 12— BT
AL 3 2000. p125-128
13)FENERL - 2V 7 afEF b Y 7 2488 100mgl DSP o A=y 241 [ S5k
R
1)FEPERL © 2NV 7 aliEF b Y 7 2852 200mg DSP | O AWy 24y [n] S5
15)Zaccara G, et al. : Clin Pharmacokinet. 1988 ; 15 : 367389
16)Vajda FJE, et al. : Neurology. 1981 ; 31 : 486—487
17)Ishizaki T, et al. : Pediatr Pharmacol. 1981 ; 1 : 291-303
1Q)RTHILF T2+ SIS 224 1986 5 40 : 27-30
19 E BT A ¢ N & 6. 1976 5 8 © 401-408
20)Gomez BMJ, et al. : J Clin Pharm Ther. 1993 ; 18 : 191-197

21)Scheyer RD, et al. © Antiepileptic Drugs. 4th ed. New York : Raven
Press ; 1995. p621-631

22)Anari MR, et al. : J Chromatogr B. 2000 ; 742 : 217-227

23)Jin C, et al. © J Pharmacol Exp Ther. 1993 ; 264 : 475-479

24)Loscher W. @ Arch Int Pharmacodyn Ther. 1981 ; 249 : 158—-163

25)FEIEAIE A ¢ BRRIEFL. 1988 5 19 © 749-757

26)Gugler R, et al. : Eur J Clin Pharmacol. 1977 ; 12 : 125-132

27)Kukino K, et al. : Chem Pharm Bull. 1977 ; 25 : 2257-2262

28)Emrich HM, et al. : Arch Psychiat Nervenkr. 1980 ; 229 : 1-16

29)Cutrer FM, et al. : Br J Pharmacol, 1995 ; 116 : 3199-3204

30)H BAERERIZ A © KRFEEES. 1969 5 20 : 317-325

3NAMGED T2« FkBEEE. 1969 60 : 806-809

32) R — 132> IS SR 1970 ¢+ 4 0 937-949

33)Simler S, et al. : Biochem Pharmacol. 1973 ; 22 : 1701-1708

34)Anlezark G, et al. : Biochem Pharmacol. 1976 ; 25 : 413—417

35)Leviel V, et al. : Epilepsia. 1977 ; 18 : 229-234

36)Cao BJ, et al. : Eur ] Pharmacol. 1993 ; 237 : 177-181

24, XWFERERVBEVEDESE
K7 7 —~ et
T 541-0045 KB X EASHT 26-8
[ <so@E®Revyy— |
TEL 0120-034-389

26. RERTHEEF
26.1 SOEERTT

EFR77 KA

KRR REEEE2-6-8




