* % 20204E2 1 UET (B2hR) D28
* 20194F9 H &ET

- S bR

FRHE - 34

MTADAEN BRIS - BRIR
INIVT OB b LR R
W BE S

ERES AR 5cRata

REARAl FERBAEE] | wra0% |21700AMX00085 | 19914:12)]
5:200myg | 21600AMZ00426 | 2004457 H

$¢400myg | 21800AMZ10040 | 2006471

| BREEESSEES] 871130, 871179 |

L -1 R=:40.

SELENICA-R Granuies402%

MTADAEL B - BRIR

*BERERA

REREE]. FEERAES
NIV O F M) LIRIEEB

WS EEERY

T 7 Rs2200m
T 7 Rsao0n

SELENICA-R tabiets 200mg-400mg

i) EE - EMSEORTEICL VT A L

2.1 EERIEEOD 5 8% [9.3.12H]

2.2 NNAR LRBUERE 2 x5 b o B [10.131]

2.3 WEVA 7 VEFIEOEE [EELRET ¥ =7 MIEDH
bMWD b.]

(R ERFESAEDRAEIH)

2.4 ISR L T 2 W etk 0 & 2 1 [9.5. 1% ]

3. ML - R

3.1 #mk

W 58 % L = AREIRA40%

AR K o lgh N7 afgsd )7 a 400mg

A7T7Y vHECas e FueFd v Tuiltio—2,

7
i HVERFIEZ LR —, TFLEkru—2R

W % % + L = 7 R$E200mg + L = #R$E400mg
15 15

ARG | SvTamF )y a | v TaigF by A
200mg 400mg

IFNVra—A, BHERTAHB AT7T7) ¥

WO A | BCa. ¥V NVEaARY<—L, FT VBN
IF, HNFuaay

3.2 WHIDOMHR

W 76 % L = 4 REH40%

1 K| Ao BRH g —7 4 v 7 k) TH 5,

W % 4| EL=/RE200mg | Ll =7RE400mg

{3 WO 7 4 vaa—F 1 v 78 (Eige) Th s,

® 0 —[®0O=

& ® EE : 92mm HE% : 11.2mm
JEX :50mm E&: 65mm
Hi - 0.25g a0 049g

ikl —F &z 603 604

4. BEERIIHHR
OBETADPA (IRME - ERRE - BHEHRFELSVICRE
BRME) BIUTADPAICHEIMBITEIRE (THEEE - B8
HE) DRE,
OBRH LUE S DRDBIREDEE,
OR ERfEFAE DO FRAEIFH

5. REEIIRHEICEET 33E

(FEEREEOREMED
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o [11.1.3, 11.1.5%H]

8.4 M5 1R - =) - AT EBREI SO T 5 2 &
B DT, AHIE-HOBE I HBHEOMEFEEHRZ
BIROBMEIHFE SR L VIIERT L L,

8.5 fhod ST afs by 2B 2 T OB BT
A AHNZED Y B R DY, MARED LT T 52 EWH 5
DT, MHRZEZWES S LT L\,

(BETAPAB IV TADLAILH D HRITEREDEE)

8.6 MHMICBI 2H G ROZM AW L LIS OHIEIZL D,
TADPAERIREP S SDNDZEDHLHDT, HH5EHIET S
PR 2 1§ 2 7 EEIEIAT) 2 £69.1.5.9.8.25 ]



(REERRIEDRIEMH)
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BB, BB R R ESEORERAFHIRD 5V IZBIE L
FTHLIERHLOTEETLHI &,

11.1.8 BOER. DEERER. N—F >V HBER (WTih
b HEEANH)

PAVERGEIR & LT, ReNakkesE, SERkEd, Eoh. Mgk
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DOBEHERICBW T, AR 2B L CEBRERORB D) 2 7 33,
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2NV 7 B O WA R BRI HDE O I & S 3R100% &
DEERDH B

16.2.2 BEORE
L= ARER KO L = A REE200mg D LR R X A FH 0 i
BRIFLAELZT o729 o [16.1. 18R]

16.3 2%

16.3.1 BERAFEEE
2NV T OO MR FIREERIZI0%ETH 0 . MILTE T IRED B
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5T EDPHIEEINTVBEY 2 (n vitro)
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s, DTNV 7amg, 3-OHE, 4-OHfE, PGA. 5-OHfAK.,
4-ketofk, cis-2-enff. trans-2-enfkDIETH - 722 ,
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ug/mLET5MELH 5.

(R H LU S DROBRIKEDLE)

(2) AAHMLHHEEE1340~120 1 g/mL & HiE SN TV B, KHiD
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ug/mLETHHELH D, BMEMHEREEYHIE L TS0,
JFEHII IR EE =7 ) ¥ 73 AETIE R WA, AR E
B R IRBE DAL DS o 723560 T L 72 iR 1A%
BONLWEASIIE, LIS CIMPREE=42 Y ¥ 7 %21F
W, HEFETLIENEFE LV,

(REER RO RIEMFI

(3) AZYMAEEEASHHEIC 72 > T ez, TR M iR
E=F ) VI TIE R WA, ARFH O R R R RE
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2TV, HERBETLZENETE L,
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17.1 B3R URLM(CEET 28R
(BETAPABLIVTADPAICHES MIRITEIEEDSE)
17.1.1 L Z AR5 & AV -ER—REERRER
MRZELTADABRE 2RI L = HRER 235 L7—
R R OB RIUTOLEB ) Th oo EMUERIL, T
VESLFEEE, ATE)NE ORI IRE % 2 J OFEEG (Bidk) st e
ORI L 22
NBTANABELN 2RI, & L = A RER0.75~3g (N
V7 afF b 4300~1200mg) % 1H 114~ 4858 F#E
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NRTADABZE200 %2 FRI12, £ L = A RER0.75~2g (N
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CTADPABE2HZWEI1C, v L= ARER1~4g OV
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AR - T/ BT (4.8%). AL-P LRI (4.8%). &
1B (4.8%) TH-o722 ,

c CTADPABFELIWIZRWEIC, £ L= AR 1~6g OSV T
afgF ) 2400~2400mg) Z1H1E2H B~1338 Rk
B 5 L7z, ek, gl EA%15/1861 (83.3%) THh -
7zo EIMERNZ2/186) (11.1%) ICROLN, MHFHT Y E=T
i LA (5.6%). HEHABKLIB (5.6%) THo72% ,

17.1.2 BASENIH#HEL ZHRFEH & &L = HRED I X LB HER

NNV TaEEF MY AHFNERC X0 1208 DL R I

FENTVLmULEDTALABZELBNC, NV T afiE) k

VY AOFGEAZTEETIC, L = HREE200mg 2~65E X

3t L= ARER1~3g OV 7 afiEF b 7 2400~1200mg)

Zra A — =25 ) 1H A28 9 2 512408 B SRR 13

5. U7zo WiSEHI ORI PARATEIREE R Ok L (TA

MAFER) OUWEEIZLUTOEBY TH o720 BITEHIE5/4961

(10.2%) @D LN, MHFT v E= TS (L = HREEHE

SR eV = ARERIB G HNCSME) TH o2

#£ L= AREK L €L = AREE200mgDI GH] (N7 aEESF b
Y A OHFEEN) 12K B AR Mk

L = ARk
iR 1 ks EL e
T 4301 14 4471
BVSARGE Ty 0f 2 2
200mg
e 4351 36 4651
McNemarkf %€ p=0.3173
Y L = REHR
VAR AT WAk | B e
MR 0l 4651
LSRG Ty ol 0Fl ol
200mg
e 4681 0Fl 4651
L= 4 RYER
WTR, (TABAIESD) | e/ Ak | EiE e
i AR 2 4201
TVSARGE Ty 21 2] 451
200mg
e 4251 A0 4691
(B 5 & U8 5 >R OBRAED L)
17.1.3 5 = BRI EEER
RET. SRS 5 1790 % ARz, /v 7O, ) F

ANE 75 2R % 3MM PG 5 ZEERILIABRAFE N S
Too ZORER. FHYGE (BWEEMIRE T 7% < L 350%LL 1
i) RARL7EAE. NIV T OEERE4A8%,. ) T ATE49% T
HY, NV TOBEER) Ty AREE T T L REE25%I2
NABIEN Tz, HEHLEIIOW TNV T UGRETS 5
HL2H81%, BHEOEROATH- 7120
17.1.4 B —_EGHRILEHER

KET, VF 7 2IE LD b WIZEEED R W36HI 0
BB EREZICOWT, 72 REFBIINL T OBO%R4
P& B T E G MILEGRERIC X ) MG Sz, E ORI,
FEAREFTMIEH T & 2 B i R ER G m i o2k o
HEINV T OERETH4%, 7T £ REET5% & N )V 7 T iR
THEIENR TV, 77 2 RBEICI~UN 7O B CTHEIC
BHFEOFE WA ERZ TR SN h o722

18. ZhZEIE

18.1 fERt%RF
VEHBFE D12 LT, IMNDGABA « 7V ¥ 3 U EROHFE
FEIZBWTGABAGBUIHE- LTWa 7V 7 3 VBRI bRk
DI T HIHIRGABA MR IC S L CWAGABA N Y AT

IF—ERVINIEEE I TUT e FRKEREE:Z T
HTEIZX D, IMNGABAREZ ML, B2 HHl3 52 &
WEZSLNTWBETS

PUBE I B Ol BB Z6VE O FEREFIHIEFH I DT S GABARE
(EREERAAFS L TR RENEZ SN TnE? ¥
18.2 ZEIB(EH
18.2.1 AMESEETTILICHT 21EH

<Y ADR KBRS, X7 SR oo s F Y
VRS, Yy 7)) VRS AN Fo AR, VT UR
FEIE 2 5 52
18.2.2 R EFBRELHA-ETIVICHT 21EH

AIOF VR VR o AOREESE, & b ONFHIE
ﬁ-ﬂ:ﬂ‘ L*;mﬁu{/,;m;&ﬁ@—zx)‘ 29), 35). 36) R
18.2.3 R DEMET VIS T B1EH
EROBMETVEEZONS, FERF 7y IvEITL
TTEERFY FEOBHEGICE VAL 5 ARESITEEH %
AEICHHT 257 (7 A0 T Mo

19. BRI SICET 2E(E2ER

— MR AFR - NV 7 a g Y 7 A (Sodium Valproate)

1t %% % : Monosodium 2-propylpentanoate

g 3 CsHisNaOz

5 F & 166.19

{3 W AORKREORETH 5, KITHD THEITRT
v 7 —)v (99.5) IEHERR (100) (20T
TV, BRETH S,

s St CO:Na

HsC

20. IRV EDEE

(£ L = HREE)

20.1 ARANIWERT S ENnHLHDOT, FHERITRG T BT TR
F5aHZ k. [14.2.158]

(L ZHREE)

20.2 ARHNIWIREA RN O T, TV 3 ¥ o —wiHEZIERR
M CTRAE L. IR R E CPTPY — M2 5) & RwnwZ
Lo Fo BRAAICBELCPTPY — 2R L VI D EET S
Z &, [14.1, 14.2.1%MK]

22. A%
(L = HREEHI40%)
N5 1 100g. 500g (75 AF v 7K bv)
(L = HREE200mg)
PTP : 1008 (1042 x10). 1000%¢ (10%% % 100)
(t L = HREE400mg)
PTP : 1008t (108 % 10)
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