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Sodium Valproate Tablets [AMEL]

$£100mg $£200mg
KR | 22300AMX00265 | 22000AMX00281
W epanG 201146 /1 19844F6 )]
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Bk R ICTADAE]. BR - BRIKRE
AREAR : 34
AT SRR
HE - EMEONFEICLVERTLZ L
2. BE (ROBEICEBESELEVI E)
(hBEE)
21E ERFEEDH 5 EH[9.3.1 ]
2.2 HVISRELRIAEWE KGR o EE[10.1 BIE]
2.3 RETA IV NVEEEOER [EELST v E=TIAE
VBHHEDLNLEIEDH D]
(FEERFEDFAEMF])
2.4 TSR L T AW REE D H 5 20 [9.5.1 BH]
3. ARk - MR
3.1 #m
Wi |V 7 OB )Y LGk OV TR b Y A
PIEE 00mg [7 AV 200mg [ 7 A )V ]
%0 1, Hie sy 7 aigs |1 g8, Heos v 7 a g
Wi MUY A 100mg #&A| MY 7 A 200mg & &H
+ 5, ¥ 5o
BRI A B, 70 R | BEEK S A, 20 A
HN AT —ZAF Ny S| HLAa—AF N
Ay BKCERALT A FE A, e FOFY SO
AFTY) VB SRV e a— A, &K ERAL
g |2 BT OAT AL T AR AT T VY
o 70 T—)L 6000, BHLF| VAT A, LSO AT
y v, EOEZ RS | — A~ 7 10T =)L 6000,
SIVF o a Ty EfbF & v M 45 (¥
VAR ZNE (RN
JIv oo a
3.2 HADHR
s | A& | Apeokzsg | w W
AR G| 2N
SNV Tamg|I — T A @ —
by o g YR o
V] e |JEE 4 36mm
B % 187Tmg
7 14 A
SNV TaEF| - T A @
boyow oo g v R Kw
200mg [ 7 A 221
Wl . EAE % 10.1mm /200
Bt |EE 4 50mm
P& #9 380mg
4. THEEX (3R
O&BETAPA (IRME - ESRE - BEEERELSVIC
BARE) BLUTALAICHEI MRITEEE (TR -
SRME) DRE
OiRd LV S DIRDIRIREDEE
OFREEBEREEDORIEMNHI
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5. MEERIIHHRICEET 2FE

(FEERRIEDRAEIH)

5.1 ARG A EURFENE O SMEGEH O A Cld H E A 123
ZERLTVWBBEIZOAFGTHI L,

5.2 FHNIFEH L 72BR % 1@%%}%@*‘?%%%' IR VO T, R
F P G- BR SRS FEBL L 7235 6 1 I3 LB U CBTE
FAEGHRETHN ST L2 Lo ?x%LHIJ 2o bk xBHIC
TAZHPILTHBL 2 &,

6. AERUVHAE
(BETAPABIVTADAICHED HRITEIREDEE. B
B LURS DRDBREDRE)
HWE 1 HE/N)V T algr by Ak LT 400~1,200mg & 1
H 2~3 M3 TREFHE S5 %o
72720 AR - REIRIZIS CEE ISR %0
(H‘EEE?%VFOD’%EE?ID%E'J)
HWE 1 HE NNV 7OEF Yy AL LT 400~800mg % 1
H 2~3 1\l TT{iD?foﬁLéo
B, Fiw o aERIZIGC
1,000mg % 2 %\ C 2:0

7. BERUHEEICEET 338

(R H LU DIRDERIRED AR
IV T OO B L O OO BRREEIC
PLEOEMHIZ oW, BN O R
FUARESN TRV,

8. EELEANEE
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1197 & BEORES WWBEST 2L, 20k E

ci%ﬁﬁﬂ@c:ﬂfrﬁ%ﬁw “5 CENEFE L, [11.1.1
7]

8.2 Bm7 YEZTIEZ ) BMEELDH L bLNLZ LD DH
LT, EMCT vES TR ET S % EBIEE 451
792,102, 11.1.2 8]

8.3 T I E IR I BB AR A | AR AT
Lvy, [11.1.3, 11.1.5 ]

8.4 MR&. HE)) - &)y - GHEERE N FORTAE 5 =
LB D DT, ARG 0 B H B 0 iE S G A
P BEM OB EICIERE SRR VI FEETH I L,

(BETAPABIVTAPAILE MBITHEEZEDARE)

8.5 MHMICBIT 2 HEREOEM ML 2w LG ohkic
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W52, 1HEELT

95, 3 A
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BT ZENHEF

eI AHEITIE, RAIEET 5% SEEICT) 2 &,
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ik L GRS O EEZ O W TIRET 9 5 2 & o SERD
UEDPRO LN VA1, BALIG Tik L RS
Eo



9. HENEEZHITIBREICHET IR

9.1 AfHHE - RMEEEDH 2 HEE

(ZhEELLE)

9.1.1 EMRBEOREEDH 5 5E

%9.1.2 HREROBEERVEZRSED H 2 BRRVE S OfF
DIRREDEE
HERERPHBESENETLAIBENDITDH S, [15.1.1 =
i

9.1.3 REVYI VIV EBEFrEHNIEE
PTDX ) BECBYTIE, RFRGRICT 3/ B
OREZEET B L LI, RAFKGHIE, 7o E=THED
EEERL, TORB8E2 7))L, BELRET VEZT
MUEDH HbIABZNDH L, [11.1.2 2]
CHNAEORIES L CIZERAHOEEDEEOH 5

B
CRFVA 7V EEE IR F AR ORI O R IEE D
»5HEE

(BETAPABLIUVTADPAICES MIRITEIREENDAE)

9.1.4 EFE
BGEPIETAAICIE R4 IRET A% ERRCERET S
Z L, [8.5 ]

9.2 BiEEEETRE

9.2.1 BiEEEEERE
EARAEORTEHEOERIC LY,
LBENDED D,

9.2.2 MiRBNEE
MBI X 2 RF OB R EAEATEO I X ) Bk
TSR EDME T A2 BENDH 5,

9.3 FFipEE=RaE

9.3.1 EELEEDH 8L
PO LawnwZ &, IFEERHR D LN L L BE
n2d b, [2.1 ZH]

9.3.2 FEEREERIE TOBREEDH 2 8E (EELIFEEZD
HHEEERL)

JFEEBERE EDTR B HbNDEBENH D, [11.1.1 ]

9.4 &5EREEE T BE
RS W FetE D & 2 LI 2356121 RANC L 5
MBI OWTHFIZHB L A OFHAEY Td 5 H
EEICHBT S 2 & REITRIFBENZD 5N TV D,
[9.5.4, 9.5.8 Z:HE]

9.5 1T4®

(FEBREREORIEMH)

9.5.1 MR IR L TW A HMED & 5 k2, #%5- L7
W2k, [2.4 ]

(BETAPABLIVTADAILE MIRITEIREEDAEE. &
"b LUES DIROBIREDEE)

9.5.2 MR IR L TW A EMED & B iz, G LR
LEELVEHBISNDEAEEFRE, HGLEVI L,
9.5.3 HRHFIZR L 2 AT ARR 2153 556, WHERE Y K
M55 52 ENEFE L MOPLTADAH] (RIS VN
<P YY) EOHHERC, AR AT IR E HE L 22605 AH
BP0 & iR LT\ & OSSN TRAIRE DD B .

(ZhEELLE)

9.5.4 “EMEVE A HRE L 22 BB o HhIC RHI O RS % AR
BN G SNBIHIREE X D) £ & ORI )
HY. Tz, RROES % 5 SNz, LEPRBKE

EDLEFERLIRIE. NHESE, RETREOHNEHFE, 0
MWMoOHFEEHT LR EHE L2 OWMENDH L, T2 056
OFH (REEHRZEm . WREER. SRET. ZEWAR
W.EWIES) 26835 R2HELLEORED D S,
[9.4 =M&]

5.5 IR OS2 L 0 L WA RIS R IR, (KT
17 = v E, (RIIAE, GEEAER (R, BB
iR, R EH) SE2H Sbs EOWEDND L,

5.6 MV CHENE S N BIERTGRICB VT RIS T A S
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TEN). REHEIRAEZE (Stevens-Johnson fEMEEE) (W
T BHEA)

1.1.7 BBUEEREE HEAD)
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FTRSREmEE . FMERIE DN, IFERERNE &, B/ o BRI 4
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1) FEHHESRIEBEGR A 2 & 4o
H2) RFOFG IR, ESz L OREND 5,

13. BEHRE
13.1 fER

AR R H BRI L pEERAIC L) EikEE (ER, B
W), fEigk, MPEHNH, &7 oo 7 MAE. BKEZRS L
B XN TV Do AETIRIE TR HRE STV D,
13.2 LB

TH RGO, R R RS e s, F o, LE
V2 U CEAE MR BT 21T 9 o Fa % ¥ of:
PENTH o725 HHEDDH 5,

14. BALOEE
14.1 EZAREOEE
KENT—DALTH 2T 5 2 &, [20. M)
14.2 EFZFEFEOZE

PTP @D ##IZ PTP > — 25 Y ML TIRET 5 &
BT AL, PTP U — FOEMKIZE Y, FEOEMEDS
FERBARI AL, FIZI3EILE B 2 L CHtRA 25 0 HEE
LEPHEER IR T A END S,

15. ZOMDEE
15.1 ERERERICE D 53R
15.1.1 L CHEM S N7 AH 2 & LMD TAPAZEICE
5, TAD A, BHREEEZ SR E L7199 O 7 F &R x5t
R RE ORI BV T, BHRAE R AR5
HD) A7 D CAPAEDOIRHEET S I L REEL L
TH2MEm < PUTA» AR £ 0.43%., 77 & REE -
0.24%). FLCTADPAFEORMETIE, 77 RFEL X
1000 A 720 1.9 A wEFtE Sz (95%ETEXH -
0.6-3.9)0 /2. TAPABBEOY T/ V—T Tk, 77+
REEEIN1000 AH720) 24 NS EFEENTWS,
[9.1.2 /]
%*15.1.2 AF| & ORBERRITH S TR WAs, ALk THME &
NBIEFEICB T, ZIRaT o 3 2 HBICARFNCERE L 72
RHEDOWEIE, FERN)F U XIILARNF T LT LIBEFE LK
OB L g U<, MREEEE) A 7 Oz Rmed 5 s
WdDH (HENYF— FIL1.50 [95%15 5 X 1 -
1.09-2.071) 7o — Ty TADPAZETLIXHEZMNSRE L
TR TN & N BIEIFZE I BT B[ 120 H RIS
RANHRTE L 72 2CBo I, RFNCRE L Ty Wi
EIER L CL R ICA B R FSEIE ) A 7 OBIINLEE
OOENHEVETLHEDH DY,

16. EYENE
16.1 IMFiEE
16.1.1 BE%E

TR 8 B N )V 7 OfES 1) 7 282 600mg (200mg %
1181 3$8) ZHERL¥ES-L72 & 2 olnigh v 7 ok
DB T CEYEFRENRT A —F I TOEB) THo
729100 [16.2.2 ZHE]

(ug/mL)
60

o
]

e RE/RS
o—o ZERFIRS

i 6 5 14
nN w S
S 9 .9

o

0

0 10 20 30 40 50 60 (B57)
TEFERCNAZ HLRE O35 L 72 & & O IME i EEHERS
TRERE R A BRI S- L72 & & OFYBFE/N T X — ¥

Tmax Cmax AUCo- Tz | CL® Vd
(hr) | (ug/mL) |(ug-hr/mL)| (hr) |(L/hr)| (L)

2l | 092 | 594 964 9 67
5 | +057| 6.7 x5 | 24| 0T Ly
£t | 346 | 50.6 368 C o | 909
PE | £0.66| 4.2 +195 8 Lo

mean+S.D., n=8
) Vd, Kel £ )&

16.1.2 JUF75 X

SNV T OEEOWINEE 100% ERE L2 &, 527 ) 75
v ATHME AR (16~60 7%) T 6~8mL/hr/kg. #HE
MR TADPAEE (3~161) T 13~18mL/hr/kg & D
B s,
WEANBEETIE, 52707 7 2 AT & 2T 05,
WEEEID 2 ) 75 ZMET§5 & OMENDH B2,

SNV TUWOLEGE 7 )T Iy R EICEEG ) T T v A
AR IR AR OFE L Z1F 1013,
16.1.3 EZHFRIFMHFER

DNVTOERF M) v A%E100mg [ 7 AV & T8 v
100mg %, 7 O AF —N—KZ X W ZNFN 14 O V7o
fg 1) 7 A& LT 100mg) ERE R T3 - |2 £ B Bl T
5L Tl rp R LRI 2 02 L 155 N shiiE s
A—% (AUC, Cmax) 22T 90% EHEX M1 Thiait
W& AT o 7245 %, log (0.80) ~log (1.25) D#HFANTH .
T O 2 W 2= 0 R SEPEATE R S 7210

YR/ ST A — 5 (W)

HE 8T A =5 BHING A=Y
AUC (048 Cmax Tmax Tz
(ug-hr/mL) | (ug/mL) (hr) (hr)
’,;’;Z;ﬂ“oggg 270.41= | 18.39= | 1.04% | 12.13%
[7 2] 70.91 4.53 0.43 1.64
TN VB 286.43+ 19.55=+ 1.02=+ 11.86+
100mg 56.49 4.72 0.42 1.41
(Mean*S.D., n = 14)
(ng/mL)
25 -
—e— JVVT OB b U AGEL00mE Y A )b
if1 ---O--- TN > 8E100mg
4 20 H Mean=+S.D., n=14
i
EN
27:’2
it
*
]
3 .
0 a:\"

0 6 12 24 48 (WD)
I

MAE R R (EY R SE)

MUAE i EEIE ONC AUC, Cmax 0785 A — 713, Wil

OER, R OTIUA L - BRSO RBRSEIFIC L > TRZ 5

TREMED D % o



16.2 RN
16.2.1 N FT~XASEYF 4
INVTAFEDINA FTNRAFEY F 4 IZFIEOEN LS
T 100% & DFEED D 515,
16.2.2 BEORE

fEERES A 8 BNy T a g U 7 A%8E 600mg (200mg %
1M 3%E) % Zefghs i OVERICHRBREORS Lz &, 228
B 5 & T ARG TIEWRIGEE E 8% OF Cmax DA
HRET. Tmax OFELREEFROSNLY, [16.1.1 =
i
16.3 9%
16.3.1 FHEEEAOS

F v MZUMC VT aEESF b v 4 (100mg/kg) & RRIHE
H-L7z8 & #5930 5 & DM~ 54 1 H > /N > B
i > K > Rl > Mt > B > Ol > SE AL > B DIATH - 7210,
16.3.2 [Nk — MBI &EE M

FATRT O/ E A NIES B 9 flic NV 7 afE) ~ Y w4
(600~1,600mg/H) ##5 L7-& &, PR, Mg
JED 6.8~27.9%TdH - 7217,
16.3.3 Ik —RRAZRIFT@EE M

HIRF O TAPABE 4B NIV 7aBF Y 7 A (600~
1200mg/H) Z#EF%G- Lz e &, B e &, Rk
BEhsEED 1.7 T 57218,
16.3.4 BIHFAOHKITH

I MoEBE 261NV TalEF MY s (1,000~
1400mg/H) %#%5- L7z & &, B, mhiggEo 3
’\'6%’/6%071:19)0
16.3.5 BERADBITH

TADPABRE IFNC NV FalF b)) AsEE RS L
7ol &, BRI, METIEED 12%TH - 7220,
16.3.6 EAKEE

2NV 7 OO MR S GHRIE 0%EBTH 1) | Il iE s
B X Z 100 ug/mL LLETIZFEESD M 5 & 0#Ht)s
25)515),21)0
EEFEGHEIMET LA R IREE I IR mAE rh g i
T35 EE25N50, FIlEHRREIZET L 2w
éﬂ'(b\Z)B),ZZ),ZB) o

EHREEE (in vitro)

—

IR 20 50 100 150 200

(ug/mL)

o (o | 9139 91.36 83.63 85.52 80.03

TEEE AT 2072 | £0.20 | +0.72 | +0.74 | *=0.37
mean=S.D.

16.3.7 A
IV T OO AL 0.1~0.4L/kg TH 0 . (ZITHIAE
WIS 5 & OHEDH B,

16.4 X
2NV T U BORPATRFIE TRH S, e b TIREIC, Svs
O UG, BTG, w. w1 RO weBILE 2T A S LAY
MEEN LY,
BG4 5 R EZoE&1EF b7 a—24 P-450 (CYP) 28
10%. 7 vz u riggEfigEs (UGT) A540%. B -RAbht 30
~35UREEETH A Z EHHE SN TV B0,
4-en ROERIZIEFIC CYP2A6, 2B6. 2C9 47 THEAY, /3L
TafEO 7V a v ERIEEARO L IZ1E UGT2BT7 0 T-fi At
BAG-9 2 Z L SHRE SN TV 5295 (n vitro) o

16.5 HEit
fREHERL N 6 B % RNV 7 afEF Y 7 A5EE 600mg B
BRI S- L7z & & R~ OBHEE 133 5% 5 H LA
BHEOF60% NV 7 ufEbsE) Tholzo RPAITE
12 3-keto A& LTHRIES L, DUF NV T a7 vy
R¥aA1k, 3-OH 1£. 2-propyl-glutaric acid. 4-OH 1k, 5-
OH &, 4-keto &, cis—2-en k. trans—2-en fADJETH 1 |
REALIR, 3-en 1K, 4-—en fRIZIT & A EHEM SN2 o 7220,
e BNV T O BOREZAARD JRBPEIEER L 1~3% & D
A5 21020

16.8 Z D1t

16.8.1 AxhMFiRE

(BETAPABLIVTADPAICHEI BIRITHEEDSEE)

(1) AR 40~120 p g/mL EHBE ENTWBED, &
FROMEDD Y . FOTFRIE 50 4 g/mL ZRET 25 L
PRIZ 150 ug/mL & § 5 HEDH 5,

(R B L VIR S DI DIRIREEDEE)

(2) AR L 40~120 p g/mL EHH ENTWBED, &
FROMEDD Y . FOFRIE 504 g/mL ZRET 2 & L
FRIZ150 ug/mL & T2 HiE L H 5, AMEMHEZEE HIYE L
TV 7o, FHIICMHREE =4 ¥ 730 TIE v
B3, ARHN O =B S RIRBEED LD H - 72650, T
L 720D D5 S N WA S, LEIE U g
FEE=S) V7R, HEMRETLIZENET L,

(FEERREORIEIT)

(3) AR EEEDSHAREC 72 o T\ 7200, AN [ i i
BT ¥ ZITETIE NS, AH] 0 F 538 IR | 2 B R
IREEDIEALD D o 723 A5 12013, LEIS Ui E = %
)y 7RG, HEET L2 EREE Ly,

16.8.2 /N)V 7 UfES b)) 7 A5E 200mg [ 7 AV ] 12D\ TC,
[RE I E TSR DML T2 O A - mg R VSRR T A 9 A
VEFRBC I8 4E 11 H 24 H SRR 1124004 7)) 12H&D
& MHEHEFIO/NVTOEES MY 7 288 200mg [ 7 AV
(& b &SRS L 7o AWy R SE PR BRI B v TR SH
DHEFR SN TV D)2 fEERE L Lz b &, B EH RS
BRI, RIS & A S B,

17. BRRRRIE
17.1 B3R ORLMHICEE T 2 38R
(R B L VIR S DIRDIRIKEED L)
17.1.1 B —EER &R
KIE T, BB EEE 179 B2 0512, NV 7 afg, 1) F
T AL T T R % 3HEEG T 5 ZEE R ERE
B SAILTzs Z ORGSR, FIHYEE (BYRFMRETL R LD
50%LL F2E) AR L7-EA. NV S OREE 48%., 1) T
AHEA9%TH ) VT OBEER ) F I AL DI T TE
R BWBICHREEIER TV 2 BEFERIZOVTNL
TOEHETE BB LAERIL, LR EREOATDH -
-1)
17.1.2 B —EER R
KET, UF 72125 LaWnhd b0 ZEmo %2 36
BB EEBZICOWT, 7T RERBIZ L 7Ok
OREEEAHENZEERILERBIC L) R S,
ZORER . TEARMEFEMEE CTH 4 BRiHIR R A A
JEDZALDOEIAI1E NV 7T O EREE T 54%. 79 & REET 5%
ENNVTUBETHEIZENL TV, 77 BRI~
VT OB CHEICRBHEEOHBVWHERERIIFO LN
75’0 f:Z)o

18. ZEhZEIE
18.1 fER#F
ARHEIOFEG-12 X 0 PP GABA JEEE, /83 ViEED LA &
BT, ko b= UREMRESI NS Z EPRBEOL LT
Bo TNEDHEENL ., KHNDOHT A D AR ITHREEY
BOVEH % 4 L 72 BN o JIHLR O BREE 2D L%
ENTVBD),
PURRE I B O Fr B 38 O FSFE I E R I DWW T & GABA
W%@Eﬁﬁwmﬁﬁﬁtfwéﬂ%ﬁﬁ%i%hfm
630 31 .
18.2 ZEIB(ER
18.2.1 BEFREE (T 51EH
RREBRES (YA, Iy b, THF), AMYFZ—%
i (v R), ¥rabERy UoEs (v A), BEESRE
(v M), EERIEERE (v R), RYT TV =)V (<
11;7%#M~&x774F@%<7©x>%Wﬂ#é
32)~34
18.2.2 2 TALPAETIVICK T 21EH
T ADATETIVONFIERE (b k),
) w5308
18.2.3 A TAPATT VKT 21EH
5T AP AETIVO Kindling F&8 () #3353,

EEZAE (=



18.2.4 BRENERVRUZORIEMHEICRIETHE
IS T2 O K R AL O ZEAE R HCE 2 90 2 (7 4 %)

32)

o

18.2.5 RENHAHRARIEIC & 2 BARMMIRE ORI E IS R(IF
e

rP AR AR B S & B A A B SR B oD B SRS S A S L2
H4 5 (vHF) 2,

18.2.6 BIRDEMETIVICKT 21EH

RO ETFIVEZZONL, TR Sy Ty Iyl
077 ERE Y FEOPAGICL AL S HEED)TTE
TERZ AN T2 (v A0 T k) 39,

19. B3I BT 2 B({EZHAER
—fii &
N7 afEF b 74 (Sodium Valproate)
1L
Monosodium 2-propylpentanoate
SFR
CsH1sNaOz2
SFE
166.19
MR
HE O REORETH 5,
KIS THEITFR$ <, T4 7 —)b (99.5) IHERE (100)
BT T,

IRt TH 5o
BER
CO2Na
HsC CHs

20. BURVL EDAE
R PEDSTR O T, ¥ — B 1A & B TR
L HRHERECTPTP v — b6 HEHnwz &, F72,
BB LCPTP V= FEBIEL ZWVWE D BET L2 &,
[14.1 =]

22. A3
GSv7OgF YU LS 100mg [7 A IL])
100§ [10$E (PTP) x10]
GSv7agF YU LgE 200mg [7 A IL])
100 42 [10 % (PTP) x10]
1,000 $8 [10 4% (PTP) x100]
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