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5% ($£200mg. > a v 75%)
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SODIUM VALPROATE TABLETS, SYRUP “FUJINAGA”

F) FE-EMEONSBICKIVERTLIL

2. =2

ZINICN

GHREFE)

(ROBEICIFRE LRV &)

2.1 EELRFREODHEE [9.3.121]
2.2 WIUNRALRTEYE 2 5Hh 0 BE [10.13])]
23 REVAILVEEEORE (EELET VEZT

MFEA B 5bID T ENDH ]
(FEETREIED RS
2.4 IR AR U C WA ETEEME D 3 5 2214 [9.5. 1218 ]
3.4ERK - MR
3.1 #8RE
HR7e4% BREG NNl
AV st NEIRE e .. s s
$#100mg [7 SV 7OBF LY DA ;?;%;};i;%iii?
Nl (HR) 100mg ‘)"J‘L\ 257 N
S VATV VBY TR
L7 OEENa L YL, kFuAo—2, BiLF
$E200mg [7| 8V FOBF F U T4 5 ’
V] (HR) 200mg
NV 7 aENa|ImLA A NI4T REBBRAF
yay F5%NAVTalF ML, NIt EVREFR DY
(7571 |(BR) 50mg v, &H
3.2 HEIDOMAR
i s
e =il5iz B EE | Es | ES :!u—F
(mm)|(mm)| (mg)
L7 OENa B EP100
sloomg [7] 7 %00 s Ol prpy— 1
el Tz 70 [ 37 ] BBl | k&R
ML FuEENa B EP200
%200mg [ 7 7;{’”\/@%% Ak Q O\ p1py- 1
IHA) ‘ 9.1 | 48 | 20 | KFW)
7 4 Al @ pH
N7 aEENa
vay75%  vav7H BB 7.0~7.8
[7934]

4. SHREX (F5h5R
OBETANA UNFEE - ERFEE - BHEHFEELS
VICREHRIE) BRUTADAICRSHEBITEIRESE (fF
1k - ZREE) DEE
OEBRB KU S DIRDIERIREEDBE
OR ERRFEEDFEAEHN

5. MEENIFMRICEDET D5 =

(FEERRFEIEDFEENH])

5.1 KANX. FEBREOSMEIIGEO A TIIHELER
ICEEEEL L TVWABEICOAKRET S &,

5.2 RFNIHRBR L -HRHKEEZRM T 2EHTEIL2VD
T\ KA SGHICHEBREVEA LGS ICIEINE
WS CCHEBRIERERZHEHASE S 2 &, &5
ICZDZERBEICHFICHHALTELL Z L&

6. FERUAE
(BETADAB LU TADAICH S HBITEIRE DERE.
BR B KU S DIRDBRIREEDEE)
($£100mg. $E200mg)
BEIHEN)L O b 74 E L T400~1,200mg % 1
H2~3EN253 1 TROBS T %,
772Uy i - RIS CHEEERT 5.
(v v 75%)
WEIHES~24mL NV 7 afs by A s LT400~
1,200mg) %1H2~3EI 53 TRAKST .
772Uy i - RIS CHEEERT 5.
(FEBRFEIED ST
($€100mg. #E200mg]
BEIHEN L0 YL E L T400~800mg% 1 H
2~3[ENC I TROBE T 5.
B, FE - ERICS CEEEET A2, IHEELT
1,000mgz=#EA 2T &
(vav 75%)
BHEIHE8~16mL NV afE) by L& LT400~
800mg) %1H2~3EICT TRORET 5.
BB, File - FERICE CEEERT 205, [HEE L7T20mL
NV FaiEF UL ELTLL000mg) ZEBAENWT &,

7. HERUHEICEEYT 532

(RRB K VIR S DIRDBIREDBE)
NILTOBOIERE LIRS DOROBREBICNT 5. 3H#
R EOEBERICO LTI, BRSO B F 35 THARE
ZIETFYAFBLENATVLRNVD Y,

8. EEREARWER
GheEHE)

8.1 EELIFEE (BE5WH6» ANICZW) "H6b
NBZENHAHDOT. HE5HH6 » AR ERAR I
HEMEZTORE, BEOREZHDICHET S
ZE, TOBRBERAPIIEHRNICHEEREZITS
CENEFE LV, [11.1.138]



8.2 B7 VETIUEZ S BH#BRENDODNESZ &
BHHOT, EHNICT VEZTHEZRET 542 E
BE2T3ITHY L, [11.1.280R]

8.3 B EHNICBHERE., MERKRELZTO>Z&
AYEE LW, [11.1.3, 11.1.588]

8.4 IR&. FE - B - REHEHRENIE DMK T
ZAHIENDHAHOT. KEHREHDOEEFICIIEHHE
DB ESEIR 2 LS MO BRIEICHESE LV ES
FEITHE,

(BRETADABLUTADAITHE S EEITEIREDE8E)

8.5 HEHMICB I 2R EBODAH LGB RV LEEDH
&Y, TAPAERRESDSDNEZEND
50T, #E5ZFIETHEEICIE. BRLAICHBET S
ZEHEEBICITH 2 &, [9.1.4. 9.8.2808]

(REERFRIED RN

8.6 BEODHELEBEANDZEI L ko7 6—BAEFD
BE5E2HPIEL, BERFEODBEREICOWVWTHET S
ZE, EEROWEDSZD SNZVIEEICIE, BRE
BExifELEnT &,

INENERZFIDEEICHTIER

9.1 G - BEEEDHZESE

(GhEEHE)

9.1.1 EYBEEDEEREDSH D ES

9.1.2 BRERDEEFRUBERIBDH DBERNUES
DIRDERIREED EE
HRERSERSEPELTA2BZNDIDH 5.
[15. 1]

9.1.3 RRY A JIVEBENTHONDEE
DTFo&d>mBEICBVWTIE, AFRERIICT
JBAMEOREL2EEBT S L LB, REKRS
FiE. TYEZTHEHOEHICERL., 92 8%
{152k, BEEGET VEZTIESH SDN
HBENDD S, [11.1.2508]

- JHERAHEOBRES U < 3R R AR O SiE O B

DH B EHE
CRFEY A 7 VEREEXIRERAAOALRIFET O
RIERED & 2 BE

(BRETHADAB IO TAD ICHES EBITEIREDEE)

9.1.4 [E55E
BE2HIETHEEICIE, BREYICEEBT 2% ER
ICHEET S &, [8.58]

*9.2 BHEEEEEE

9.2.1 BHEEEEES
EARBAROBTEOERICK D BEHEEISEY R
EFERTEZBEINND S,

9.2.2 MBSEHEE
MBI IC K BAFOBRERPEAKSEOE(LIC
KV BEHERISEYBE KR T 2B E NN H 5.

9.3 FHikREE=EE

9.3.1 EERHEEZEDG2EE
B LRV &, FREDIKRL H S DbNEIEMIC
BRAEBENND S, [2.15H]

9.3.2 FFEEEEXN FZDEEEDH 2 EE (FEERHT
BEDHDEEZRL)
FHERESBIDOEDNEBZENDDH S,
[11.1.128]

9.4 &TEREZE I &

FIRT AAREED H A LEICHERT 55101, &
AN X AEHFEEICOVWTHDIICHBE L, AFIOHE
RSB TH 2 0EEICHBIT S & REITHES
FEHEDERD H5ENT WS, [9.5.4, 9.5.85]

9.5 i@

(FEETRmFEIED RS

9.5.1 HEIZFFE L T ABATREM D H B Hicid. #
BLzWZ &, [2.428]

(BETADABITTADAICHES EEITEIBEEDA

B, RO XU DRDIRIREDBE)

9.5.2 IR IIIEIR L T W A HTHEE D H S 4ctEic i, 1B
Rt BrnEHisnaEa 2R, £S5k
ll ) l: t o

9.5.3 IHRFICR L2 BT AHZHR 5T 555, ATEERR
DB ST 5 ELET LW MMDOF TAD A (I
ICHIUNTEYEY) Ot B2 ET5R%
HIPE U7 Bl A B GRE & B L T2 W E D%
EHRERSYH 5.

(RhEEE)

9.5.4 “HBEHEIRAZHE L-BEHoHIC, KEHOKS %I
RIS SN FIHPRBEI D Z0WEDEE
HAEREIDH . /2. RAIORDZHRE SN
BHIC, DERBREZOLHECZEE. OFH.
JRETHEZEDONEFE, FohoFHFEEZET SR
PHELZEOREDSH D, -, FEOES (R
PEERZEH . WEREER . SRR, R EOLAFRE,
BOWOEB%) 268320 2HELLEORELH
%, [9.4%H]

9.5.5 HIRFDOFEIZ LD FAERICEIREE, FFREE.
&7 4«7V ) =7 VIMEE., Kk, BREERE (4
FEm. BEGR, EE, BEH) Shbosbhbd s
DWEDH 5,

9.5.6 BN TEBSIN/-BREVRICBWT, EIRPICHT
ADPARBEBERGEINTTAPABRE»SOHER
2240 % SR ICORERF O FNRETR AL (1IQ) [*F51E (95%
BHEXE)] ZHEBLER. AFlE2ESSh2T
ADABRED»SOHERDIQ [98 (95-102)]1 1.
SEMYFY (108 (105-111)]. 7z =b+A > [109
(105-113)]1. ALY [106 (103-109)] %
BESNTTAPABREDP S OHERDIQL HiEE
LTS 0MEND S, kB, RHOKRS
B2°1,000mg/H (RHEICB T SHRIE) KiEo
BEid (104 (99-109)1. 1,000mg/HZ#Bx 554
1 [94 (90-99)] TH -7V,

9.5.7 BATEMS N BIRIFFTICB VT, HIRPICAR
Rz &5 shi-BH0» 5 0HAERS8FIX. A %
BEINTWRWEED 5 DA 655, 1076 &
LT, BEEREY A7PEP > EORED
%é[@%hﬁ—F&:zy(%%%ﬁz%:L%
4.9)1 9,

9.5.8 MK (v R) T, AEINVEBRRBZHEHEL.
HEROEREARICHET 20 ELrH 2 L0
WENDH B, [9.45H8]

9.6 RAR
WERLOERERUVHAREOEREEZZR L. ¥
Ao IERIEZ2HET A &, & NRAFAR
T35 ER8H 5,

9.7 INRE

(ZhgEE)

9.7.1 BHEAEKERNEIHEREZNRE LA RD
TEMEEIEE U BREBRIEER L TWhi,

(FEERFE(ED RS

9.7.2 NEREZNRE LA HERUR2EEZEIZEEL L
7o S PR A BR 1L FEHE L TV 2w,

9.8 S

(BhEeLLiE)

9.8.1 HBICHE L CHEBICRET A &, AAFNIZ. m
7N T I EDREEEIEOA, BiE Tl
WMPILTIVHREDLTWBE I ENZNED, E
OBV OMPEENEL B2B8FNMDH 5,

(BRETHADAB IO T AICHES ESITEIRE D58

9.8.2 %529 1LEI B EHICIE. BRAICEET 572 ER
ICHEET 5 &, [8.55H]

(FEERFEIED RS

9.8.3 BlEZNRE LIzAWHERURE2EZEIZEELL
7o R PR EER 1L FEHE L TV 2w,
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TIMNIVTSFIY BRI BIENDHD. |2 LRSES,
JIVNYTFY v
Z N L NLT OB ORI RETH 575,
WRENAZEFH NV TOBEO M E
%, ENLERT S,
FEMN)FY EREROHEEYE FIcBYs2 7170
HIDKEER T % & | VBRIEADHET 5.
DHERD 5.
S EAVA A OHEEFE
HPEETHIEN
H5
ZhvrarvigiasgEz\ NV TaBoERBS | FIcB 3 A KF 07
FET LA BHTHENHILr7arBasgh R
Y hFEL 5o EIN5,
LI rLLE
V) R FEL
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FUEVE AR
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A WIBZENDDH, |MHEEL2 ERSE
IT7EISLE %
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TAEY v BWRINDZENH BN LRT S, T,
%, NV T OO R
HESN 5,
zy2uvA vy INVTuBOERD|ELEASTFF N
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11.

11.1.

1

"

EIfEMA

ROBWERD H5bNBZ ENHBHDT, BEZ DI
T, BEPRDONTHEICEREEHIET 24 EH
PR MEBEEITH C Lo

.1 EXIZEIER

A1 BERFREOSEIGAES. ®E. BIiE (0
NG SHEARER)

JFEEE & ICRBEEREE P b bNE &N
H5, [8.1. 9.3.2&5H]

B7 VEZVMEZESBHES (JHERE)
(8.2, 9.1.32M]

BMMEM. FREFERE. IR, SEQRM/IVR
A FERERRD (W SEEEARE)

[8.32H]

SRR (BHEAH)

BMLUVIEE, #EL BR, BHRESOERYPS 5bh
720, MEEREO LAFRD snGEICE. BE
kL, EYABAEBETS 2 L.

BEMBRN. T77 Y IZ—EREE (WIS HHEAR)
[8.3%H]

hEMHREIFFEMMAEE (Toxic Epidermal
Necrolysis : TEN). FSHERIRAEIREF (Stevens-
JohnsonfEiRE¥) (W 3'h b HEARH)
BEUEEREE (HEARE)

PHREIR & LTHE, BEDHEN, S50 V8
HiMERR . FFRSRERRE . HIMBRMEN. IFEEERIEZ, B
B VNBRHIREDRERA B 5 b 75/ I3RS
ZHIEL, BELABEITS &, BB, BB F
B, FEEREZOERISERS 5 VILBLELT 2
ZEDDHIOTHERTSHI &,

MDZEME, SRAERAER. N—F VYV URER (»
TN HHEAH)
RAMEMRER E LTS, RAEEE. SHERE.
HFE. HEEET, BEMRE»HS5DND VD
B0 N—=F 2V URERE U CERIERARIR, EE.
B RTEREEFHODNDI N H B, BB,
NS DIERPFHEBR L FITIIFIEICED, 1FEA
ENL~2xnATREEL TV,

TERUEIRIERIE (SHEAH)

iR, B, CK LR, mMHPRURFIA 70
Yy LERENRD ONIGEICERE 2 FIE L,
B MBZITS T &,

.10 ARIRTIVE YNBSS WEIREE (SIADH) (3
FEANEH)

& U Y AME, ERBEME. RFAF YUY
LEOHEN. SRREDH S5 bhHEITE K
SEMOHIREOMEY) 5 AEEITS T &

RIEE MR, SFEEIKIERTR (V3 b SHEARE)
MW, PRI, REEIRD 5 NZBEITIE,
BRI XAR BERCTEOMEEEWT 5
o HEMEMR. FREREMRIFEDNIZGEIC
35 EHRIEL, BIBRERLVE VAlOREED
BB EITS &

.2 ZOfthDEMER
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SeysED
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0, ~ 50, [0
srpen | Gt | e | SRR
IPRES RIR - 3 MR, PREK
R S
A GEER R LIEZ LR
(FAEAIE. |38, 75
AR (BT M
TR B MR
—Fiﬁ)
Z DAl BRER., 0B, BETYEZT
Bf fE. FEEL |MAE. EN
JEE. (A5
B, v
=F D

1) R LAI SR AU
W2) ARORSHILEIC, BESNLEOREDDS.
13 B8RS
13.1 fER

MR ERENIC L 2EERAIC XD EFHRE
& (ER, BHE). B, R, 57>
Z 7 MAE. MiKEZEC LzflAmEShT
W3o NAETRATHPRES N TS,

13.2 &

THI EERBES 2TV R 2 EE S8 5,
/. BB U CEZMPER. MRS
2179, FuFV oSN EMNTHoI- L
TEHREN DS,

14 BR EDFER
14.1 FRFREFOER

7
AAENZ—ELFRA =BT 5 2 &0 [20. 2]

14.2 EFIZMAEROER

&)
PTPE%EDOHEAIIPTPY — b SEOH LT
RS 5&5 8T 52 &, PTPY—FDE
BICE D, BOSARS BB AL,
HICIIBLZBI L THIBAREOEE XA
BHEZHIHT S ENH 5,

15. ZDfthDER
15.1 BRERfEAICE D 1B

BN TEBSNLAF 2 ECEROTTA D
AFEICBITA, TAMA. BHEBEZWR
& L721990 75 & At BR g R iR B D i EHis 5
IZBVWT, BRSERUCEZREROFEKE DY
AT, FITCAPAEORABTT R i
LB LTRSS (FLTAD A SRR
0.43%. TSR :0.24%). HWTADPAZE
DORFABETIZ. 7S5 RBEEHAL, 0005
7201.9AZVEEIE SN (95WBISHEXR :
0.6-3.9) 7=, TADPABEZEDOY TV —
Tk, I RBEHAL000AH7-02.4
ABVWEEEENA TV S, [9.1.2808]

16. EEMENRE
16.1 MERE
16.1.1 HoigsS

X BERBOVNT S EHE

EEERR BN LT B b U 7 4 5E600mg
(200mg % 1[E138E) %= Z=MEREEEREORS L
& ZFQMIEF/NIL T OB IRE D HERS I U FE B
BRI A—F I TOEBDTHS", [16.2.2
2]

60

50 7 —e— Ik

—o— ZEJFIE G-
40 Mean, n=8
30 A

20 A

30 40 50 60

R (hr)

20

HYBEISS X — 5

AUCo-e Cmax | Tmax | T2 | CL¥ | Vd

(hr - pg/mL) | (pg/mL) | (hr) | (hr) | (L/hr) | (L)

ZEfERE 964 59.4 0.92 | 9.54 0.713 9.67
®5 +236 6.7 | £0.57 | £2.07| +1.17
atk 868 50.6 3.46 | 7.92 0.8 9.09
B5 +195 +4.2 | £0.66 | £1.78 : +0.42

¥) Vd. Kel& D5

(mean=S.D., n=8)

16.1.2 E¥RHEIEMS

(1)

NV T BENagEl00mg [7 2 F 4]

N FuENafEl0mg [79F 7] &, [&
B 5 75 2 K D E TR BUA o A4 22 B R S5 1 R
B4 RI4 ] IcE D&, NIV T OBNaje
200mg [72F 4] #EEMAE Lzl &, &
tﬂ’%éfﬁﬁ% UL EENICREE AR SN
7Y,

2NV T aiBENagE200mg [7 2 F 4]
TR A B 2061123 L 7 0 BN ag#200mg [ 7
IFH ETIN UEE200mgE 7 O AT —/N—
HBickDEnZN3E NV T O by oL
& LT600mg) =ZEER RS L T
HBEZHIE L. BoN-EYBE o X -5
2D W THREHRIT 217 - 72858 Wl o4
RS RSN,

AUC (0-48h) Cmax
(hr - pg/mL) | (pg/mL)

Tin
(hr)

Tmax
(hr)

N7 aENadE
200mg [7 V4]

1007.4£212.2 | 59.7+10.8 | 1.0£0.8| 13.8+2.4

787 »$E200mg

1021.3£196.0 | 58.8£8.0 | 1.4+0.8] 13.8+2.8

X EEBOLS>EEE

(Mean=S.D., n=20)
—e— NV OEENadE200mgl 7 ¥ F 77 |
—o— F84 »§E200mg

Mean=+S.D.,n=20

24
IKgfe] (hr)

MEFEESCICAUC, CmaxZEn/85 X —
Fi%. BEERE OBIR, (KOO - RS
DRI > TR DD D 5,

16.1.3 JU7PS VR

NULTOBOMINEZ100% ERE L E X,
2571) 7T 2 AL ENEERA (16 ~607%)
T6~8mL/h/kg. HENNRTANPAEE (3
~168%) TI3~18mL/h/kg& DHENH 50,
NEAGBBRETIE. 257975 REBEAE
ZIRWA, BRI Z )T 52 RGBT T S
LOWESH B,
NLVTaBOEE 7Y 75> AEEICHEER Y
V7TV RAEIMBEAEBAROREEZ )
%) 10),12)o

16.2 ORIV

16.2.1

NAFTPRASEUFT 4
NILVTABONAFT7RA S T 1 ZFFED
EWIZX5THI0%EDHENH B,

16.2.2 BEDFE

16.3 575

16.3.1

R ASHIC N L Fa g I + ) 7 A 8E600mg
(200mg# 1 [B138E) % Z2RE R % OV AL B4 1 B ml 4%
A#%E L& &, ZERRES EHRTRZRE
BT3GR E 5 % O Cmax D E R KT,
TmaxOEBEZEESRO 5N, [16.1.15
H]

HREADD

Ty MIHUC-NVFaigF ~Y A (100mg/
kg) Z2ROKE L&, BE0DBOMGKE
BEAODA L E > /NG > FFIE > KI5 > B > fifi
> > DE> BA>SBOIETH - 7219,

16.3.2 MK — iFEFhE:EE

FATHT O THE NS E BN NIV T O g
FU L (600~1,600mg/H) £#HE5 Lz =,
PRI, MEEHFIRED6.8~27.9%TdH -

7219,



16.3.3 % —BaAERAFT @B
IR O TAPABEMNNLTOEEF b Y
7. (600~1,200mg/H) #&EO#KSE Lz & &,
%Hjmﬂpféﬁli\ RHMAMSEREED].7TETH -
7210,

16.3.4 BIhDBITH
BIHoBZ2HICANLTOBF N A
(1,000~1,400mg/H) ##5 Lz, 3
PRSI, MAPEED3~6%TH 7217,

16.3.5 BERNDBITIE
TADPABEIBNCT IS Vg O&E5 Lk
é:%)\ BERFREE, MEFREDI2%TdH -
A

*16.3.6 ZEEEER
NV T OBOIMFEEAEERIZ0%ETH D .
WITEREED B K Z2100ug/mLY _ETldiEd
PRS2 EDWMENH 219,
EERBERPET LS. EERETIRTEY
BIMEREEIMETT2EEL6N50., F
WEHRBEEIET L ZVnESh TR0,

EAKEE (in vitro)

VRIREE

20 50 100 150 200
(1g/mL)
Hax 91.39 91.36 88.63 85.52 80.03
(%) +0.72 +0.20 +0.72 +0.74 +0.37
TPHEBEITEIC L D (mean*S.D.)

16.3.7 HmeHE

N TFUBOSFEREIZ0.1~0.4L/kgTH Y |
TSRS T 2 L OWENH B,

16.4 X3
NLFaBOREIFETRES N, & hTiEE
2. Zvrurigads, -k, 0. ok
L2252 LoEshTnsy,
B5 9 2 HEROEHFITF b7 —LP-450
(CYP) 7°10%. 7'V 7uviaEmgiEs (UGT)
M40%. B-TRILH30~3BNEETH 5 Z LAHE
ENTVL3BY,
4-enfADOAERRIIZEIZCYP2A6. 2B6. 2C9% 1
Bh, NLFaiEo sV a s BReEOERIC
WBUGT2B7H FEAPEET A EFMEINT
W32 (in vitro).

16.5 Hptt
TR OB 2 RISV T afEF Y 7 LsER
600mgH[EfE O 5 L7z & &, IRIFAOBHE &
XS HSHMNICESED5K60% (N7 ok
YE) Tholo RBAIEFEI3ketofdE LTHE
i, LRV aBo 7V r a Y Biask,
3-OHf#. 2-propyl-glutaric acid. 4-OHf&,
5-OH{&. 4-ketof. cis-2-enf&. trans-2-enff
DIETH D KREILIE, 3-enfk, 4-enfkiziZ &
AEHEME N 5727,
BB NLTuBOREEORFHERIE] ~
3% L DWMENH 5,

16.8 ZDfth

16.8.1 AMM4EE

(BETADMABELUTTADAITHESMHET

7

(1) ARy EEIZ40~120ug/mLETHE SN T
WaAN, FHOMENH D . FOTRIES0ug/
mLZRET 2#HEP LRIX150ug/mLEd 2
WMELH S,

(RS KU S DIRDIRIREDBE)

(2) BERIIMAIEEIZ40~120ug/mLEHRESNT
WD, EEOMENHD . 2D TFRIFS0ug/
mLZRET S| EP LRIE150ug/mLET 2
WMELDH 5. SHINERELZENE LTV S0,
FEHIICMAPEEE=5 ) > ZIZRETIE R
M. ANEOFHEERRICERREDOER LD H -
HEe. THULIBEDERSE O WES
FE, REICLCIMFBEE=YY ¥ 7 %47
W, AERAZET S ENEFT L,

(FEBfRRIEDFEINSI)

(3) BrhMmABENSHIEICZ > TWiz Wiz, JRA]
ICIEEE=5 Y > ZINAETIE WA,
AHIO R ICHRREBOEN LB - 7215
B, BB CMFBEE=YY > 7%
T, FAEFAETAZEHNEET L,

BEDE

17 . BRPRRYAR

17.1 BERURLECEET B5HR

(BETADAB LU TADAITH S EBTEIREDE

=)

17.1.1 EERARRER (B8, ¥ 0Ov Ik B)
FREZEMOENICHT 22O " HE R
HEE 2 SUERHEICB VT, RAER S ]
1, 3016 T DERREAEDOBZEIZ LT D EB D TH

2252
By R 1] fth 1 G R 151
TARAR | BRR (BHH/ iR (Gl
REBIE) REBIE)
ETADPA| 87.7% (128/146) 69.1% (414/599)
A TADPA|  75.7% (28/37) 65.4% (134/205)
Z Ot 80.4% (37/46) 70.5% (189/268)

F) BT MR, TAD A W - TBRE. HEmEREE

GRRD K UVE S DIRDIRIREDBR)

17.1.2 BN _EGREERAER
KET. WEMEREREBRF 1796 %2 R, NIV
T, VFILRIZT SR 23ARKRE T
H_EEMEERBRAERS N, ZORER,
EZHE (BRTHERE T < & 50% E
hE) 2R LUREIEIX. NV OBRE48%. )
F I LBA%TH Y. NILTUBEEROY F7
LEEEDIIT T EREBBICHNERIENT
Wieo AEHRIIOVWTNLTOBBETEL 3
HULHERZ, BHEMEFEOATH >,

17.1.3 ;BN _E SR EER
KRET, VFVLIIRIBELRZVDH D WIEEE
HO R WIFlOFBIEREREZICOVWT, TT
L ARERMBICN I FOBEOREM EEREAZ
EERHERBIC K DR S hz, ZORE,
FEEAEWHMAIER T % BRI R ERA S
FHEDZE(LDOEEIE NIV SO BB T54%, 7
SYARBETSBENLTOBHTERICENT
Wiz, TS RBEICHAN LT uBETER
CHABEEOBVWAERERIIRD NG
722,

18 . EPEEIE
18.1 {EFR
AR OBEIZEVIMNGABAEE., FSIVEE
OEREEBIC, Fu bt REPEESN B E
BROOLNTVND, TNEDHEENS, KHOH
TADAMERIG R EEEOI/ER 2 LN
OMFZDOMIEIERICE DL EHfEEEN TS,
BUERAEF B O SETR R E O FEINHITEFIC D W T
H GABAMRRZEIGEMFEAPETS LTV A8
BAEZSENTNESD),
18.2 EIB(EH
18.2.1 BEFEFREEICKT B/ER
BAREREY (v7A. Iy b, UHF), 2
M) Fo—3FE (v7R), ¥rabxdy
B (v R), BRFEE (v ), BBRRE
B (v R), RYTF hITV-LEE (TR,
THF), RRXT 5 A REE (v R) EE
3—630)732)0
18.2.2 £ TANIAETIVICH T D1EH
EMTAPAETIVONRFEHREE (k). B
BFME (v R) Z2EIT 5339,
18.2.3 BED CTANAETIVICHT D1EH
A TADAEFLOKIndlingfE (3) %
Mg 2%,
18.2.4 BEEREBENURIKORIEEREICRIFTTE
4808

5 B8 I OTRAkAL O FAE I E 2 M5 %
() 0,

18.2.5 CHRNHERIARIEIC & 2 BRI MHIIREI DIEETNR
[CRIFTRE
R AR AT & 2 55 AR B O 35 R
EHEICIFEIT S (THF) O,

18.2.6 BRDEMETIVICK T B1EA
BROBYMETILEZEIONS, THFY YTz
FiverzuuITEREFY FEOHRABREIC
KVEUC2EHFEUEMFER 2 ARICIHT 2
(w72, v ),



19. B8R (ICRE T BB ERHMIAR
—f%% : NV aEEF b UL (Sodium Valproate)
{£%% : Monosodium 2-propylpentanoate
PFIL ¢ CsHisNaO2
DFE 1 166.19
% R HEOBEEOMRT. REZICBWAH D,
FTHICE .
IKIZBD THE TR T <. T =)L (99.5) XIXEERE
(100) ICEEFRT W
RBIEETH 2 (1D TRBEAIIRL . BEPT
HR2IEET 2) o
BER :
CO:2Na

CHs

BRixbH

HsC
DBCREL : logP ocr=0.26
(BIEE 7522z AF 07 Hh n-F 7% ) —
)V/pHT . MBEEVETR)

20. BiRV EDER

&
WREHE TR O T 0 —REE B % 138 5 2 8 O THRAF L
IRAER & CPTPY — b2 SHID IS BT WT &0 &7z RIF
CBELTPTPY — MEBAL AV LS BET S &, [14.1
S

22. 3%

(NIVFOEENagE100mg [T A
(PTP) 1008 (10%% < 10)
(NIVTOEENagE200mg 79+ HD
(PTP) 1008 (108X 10)

1,0008¢ (10%E < 100)
ONLFO8Na>Ow 5% [TIFH])
() 100mL
500mL
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