sk 20264 3 HEkET (BE7H)
% 2025410 7 EkET (456H0)

Bk SR IRAT
FREIE - 34

HTADAR. B - BARAESAEAL. HERRGAREH
WL )
BAEES /SVTOMF kU LR

TN 2 ®8E100mg
TN > ®8E200mg

Depakene® Tablets

BAELAmanEES
871139, 871179
100mg 200mg
HAEREE | 22400AMX00867 | 22400 AMX00868
BR5ERANA | 19814F9H 19754E3H

) - EMSEOWTTEICL WV ERTA L

2. B2 (KOEFICEEELEVWI E)
(hBEHE)
21 EELFEEDDH 5 HEH (931 1]
2.2 FVNNA LGRPUEWE 2 B 5 R 0 BE (101 2]
23 RFEVA 7 VEFEOET [EELST ¥ 2T MIEDNH
SEbNAET ENH D,
(REBRERIEDRIEINH)
2.4 TG SAIER L T A REME O B 5 ot [95.1 &)
3. Hmk - R
3.1 fHm%
W7e %4 T8 2 §E100mg T8 2 $E200mg
sy | R Lo -
SNV aEEF R A 100mg | NV T EEEF R A 200mg
IFVbra—A, EOET L. AvF o gy, 7
WAO—=ZAA N A, 7Y)x) VEETZA TV, BBL
RINA FE Y, ATFTYVEER AT YA, B FRFRYSOE L
tlO—A, e7axu—A (EHRES A7 12910), D-v
Y= bh—b
3.2 WEIDOMIK
Wie 4 787 25E100mg | 7/ ¥ §200mg
@ - FE WD T AN AT—F 4 ThE
s Q Q
o C
[EXRES 8.2mm 9.2mm
|58 4.2mm 49mm
B 0.19g 0.26g
ﬁﬁk?g?g F KH102 KH103
4. WEEXIIHR
OBRETALA (IEME - ERRE - BHEHRMELSVITES
FIE) BLUTAPAICHEIMRITEEES (FHE - 284
%) OkE
OERH LUV DRDIBIREDAE
O R EERRIEDHAEMH
5. SHEEX IR ICEIET X8
(REBREREORIEIFH])

5.1 AFNE. FERIEIEO2WINGEO A TIEHEARICEE X
L TWAEEZIZOAKET LI L,

5.2 ARFNIFBLL R BIE % BFET 2K TIE VO T, KHFIHE
S ZHERSSTEAIEH L 72 A X B S U C IR SRR IR SR
FHP ST L, GO L2 BREICTICHEL TS
Tk,

6. AARUVAE
(BB TAPABLVTADLAIEI HIRITHREDRR. BRS
LUV S DOROBREBDEE)
HELH & OV 7O M) Ak L T400~1.200mg# 1 H2~3[
(2T TR S %
7272 L AR - RIS CEE BT % o
(R ERFS 51 O FEAEHIHI)
HHLHE LT AERF )y AL LT400~800mgE 1 H2~ 30
2T TR S %0
2B, A - ERIZIS CEEMKT 4725 1HEE LC1000mg%
RN L,

7. BERUHEICEET 3EE

("5 LU S DRDORIRED AE)
NV T O EOENE X O DO BRI T 4. SHERIDLE
OFEMEHHICOWTIE, BN OEKRRBE TR =7 v 2
BN TwiawnD 2,

8. ERLEFNIEE

(GhEe#E)

8.1 HEELNFEE (HSGMH6» AUMIZL ) bbbl L
Wdp b DT, B5M6n B EIZ ISR 2179 % &
BHEOWREET5IBIST 22 L, 20O EHHRIEEIHF
ERERAZIT) L E L, [1111 2]

82 w7 YEZTIMNEZ M) BEENRHLDONDL I ENH LD
Ty EHMIZT y =T ES H % EBIE LTI 2
Lo [102, 1112 ]

8.3 HH ML EMIMICEARRA, MMAEZIT) JEPEEL
v [1113, 1115 ZHd]

(BETAPABIVTALAICHED HBITEIREDER)

w0k 8.4 AL TERT) - ) - BUOHEEREFOMTAES 5 2 £A®
b B ABJHEOBEIE IR E D BMRIEOMTIE, PHalirao
RS 2 o B RMAMERIZHE L. fElre i b
WARVEZAT ) A\ T RIEEPLETH L 2 & 2@ EH
WIRET 5 2 ko 70, IRKSED D S bNI2YEIZIE, HEHO
MR ) M OBIEIEF L 2w L) BHEITIRET 5
NP

85 HEIHHIZHB T 2 GEOZH AW %V LEGOPIkiZ kY,
TADPAERIREND S b L 2 EHbDT, hEdIET 2
WA, IRAIET 2 % SHEINAT) 2 &o [914, 982
1]

(R ERRERAF D RELH])

8.6 HEDHEAENDILED % %o 72 b—HAF O 5 2 ik
L. #GMBEOLENEIZDOWTIRET 2 2 & o SERD AT
SNZWEIIE, BRERG ML v Lo

(R H LU D DIROBRIKEBOEE. FIRBEFREORIEMF)

w3k 8.7 MRS TERT) - ) - BAHEEREIFOMT IR 5 2 LA
BB DT, AFFG- A O BE L HB)H O G E R ) B
DB RIHBE SR VE I EET L &,

9. HENHE=ZHIHEEZEICHT IR

9.1 AfHHE - BMEEZEDH S EH

GheELLE)

9.1.1 EYWBBEOREEDH 3 HE

9.1§;2 g gﬁ@ﬁ%?ﬂwf BRSROH 3 BHERVED DROEIR
FEH0)-
HESKSHRSEPET L2 BE1W0H 5, [15.1.1 ]

913 REVAIIVIVETEIEDLNIEE
UTDL) HREEICBOTIE., ARG HICT 2 7 BROTTESOM
EEERTH L DI, KFFEGHIE, 7Yy E=THEOEENIIE
BL, TORBI%E2THIZ L, EELET Y E=TIVEXH 5D
NbBENDDH D, (1112 2]
c HEAHORES L A ZERAHOEEOBEFED H 5 B H
s RFHA 7 IWVEREE IR EAH O CORIREE D & 2 &

£

(BETAPABLVTADAILHED HRITHREDLRE)

91.4 EHE
52k 284121,
Lo [85 ]

9.2 BiEEEERE

921 BiEEEZERE
EOBAFROMTEOERICL Y, ERERESEYEEN LA T 568
ENDH 5,

BAHE S 5% ERHFICEET A2

A-03



9.22 IM&KEREE
MEENT I & B AFOBERLEAFEAREOZLIC L Y BEEERISEY
EEMETT52BZNMD D 5,

9.3 FFieeEEEE

93.1 EELFTEBEENHSEA
BH5 Lz &, FFEEITRLS H O DLNBFENIZ R 5 BTN D
5o [21 B

932 FEEEEEXLZOREENH28E EELFEBENH
BEEKR])

FFHERERE EAR H O bNLBZNNH D, [11.11 ]

9.4 4£JEREZE I HEF
TR 2 W REVE D & 5 WA T 2 541218, RHNC X A HE
TEHEZOWTTICH L. AFOFHAAEY)TH 5 A EEIZH
Wis 22 &o RFITHRTFBEDEZD SN TWAE, [954, 958 &
1]

9.5 11w

(R ERREREORIEIH

9.5.1 R AR L T A TR0 & 5 i,
Lo [24 H]

(BETAPABLIUVTAPAICE HRBRITHEZDARE. BFs

KU S DR DIRIREDAE)

9.5.2 IE ATATIR L TV 2 ReED H 5 Ik, iR R T %
B EHI SN2 56%KE, 5 LhnwI k.

9.5.3 R OCE G T ARAZ LG T 256, WHEZRRD BEdk
B35 ENETE L, fBOMTAPARK EFRIZH VNN Y
V) EBERERC, TEE AT A& WIE L 72 B A A HAlE -
LI TH W E OBEZTERE T D 5,

(hBEEE)

9.5.4 TATHENE A HE L BB oIz, REIORS & IR
B ENERHREL Y S W EOEFNRAERESH Y. £
7oy RHENIOW G & ¥ G- S B, GCEPRBRKIBEDLETER
ZIRiE. 32, RETREONEGE., Tothon e HFT 5
WEMELZEOREND L. T2, FrfrOEM (REEEZEH,
HREER . SAURT. L RWARE., HuES) 26750
EHE L EOWREDND L. [94 BHE]

9.5.5 IHRFPOEGIZE Y . HAERICIREE JTREE, K717
V) = VIE, RIS, GRSERERE (i, BESER. s
) 2255 5 b s & OHEDRD S,

9.5.6 MM/ TEMINIBIEMEICB VT, WIRPICITTADASE
HRG-ENTAPABRED S OHAEE2246) % % G265 FE O Hl
TR (1IQ) [FF¥HME (95%EIEIXE)] ik L5, K%
T ENTTAPABRBE»SOHRAEROIQ [98 (95-102) ] i,
FEMYF2 [108 (105-111)]. 7=k A >~ [109 (105-113)].
AN E Y [106 (103-109)] 25 S N7z TA»ABRED
SORAERDIQEIE L TR > 72 DMEDRDH L, B, &K
FlOPe5-=A71,000mg/H  (REFZEIZ BT 5 hdfl) Ko d
[104 (99-109)]. 1,000mg/H % # 2 2341 [94 (90-99)] T
% D f:4>o

9.5.7 WALV THEM S NBIEEICB VT, HRPICAF 2 %5 &
N7 P8 & O WA RL08F11E . ARHK| % 5 S L Tw» R Wi »
5O AENE655,10761 & LR L. HEERIE) A7 B Eh o7z
& ?iﬁ-ﬁfﬁdbé [FAEENF— R 2.9 (95%EHEIXE - 1.7-
49)]1 9,

9.5.8 BWEL (7 R) T, KHEVERRHLHEL, FrELO
TRUEGICEG T 2R D 5 & OHMENH 50, [94 S
i

9.6 #®3LiE
EHELEOFERER OBFLEEOFRMEZ EE L. 2O
FIEAHETT 428, & MELHRABITT A2 0B 5,

9.7 /hR3

(hEEH@)

9.7.1 MHARENR I ERZ SR E LA e at ik
HEE U7 BRRERIZ IR L TV,

(RERREREORIEIHD

9.7.2 NEEEIG L LARER L& TR & L7z BRER
IF5EHE L TV 722\,

9.8 EE

(hEEH@)

981 MmICHEL CHEHEICKSG T, I L, AFNL, MEET VT3
VL OREETEATRVAS, EEE TIRMEE T V7 I VAN L Twv
5T LNz, BEEEOIEYOMAEEN L RDEBENDD
50

(BETAPABLIUVUTALPAICE MRITHEEZDRE)

9.8.2 L EWIET 2HAICIE. HBAICRET 2% EFICERET S
Zk, [85 ]

(FEERRIEDORAEMH])

9.8.3 HMiEE MR E LA R a2 181 b L - iR R
WEFESE L TV v,

KGR Z

10. HEER

10.1 EAZER BrALAKWVI &)

E SR FRPARAEIR - H5 1 51 R - fabRET
HIVINR A DNRPUED | TADADOFEDSTIE| NV 7 1 B0 b Rz

%{-
INZ R L - RNE 3
Ja
(HnR=y)
A TR LK)
(AEy)
A4 IR LK -
IR F
(FxF2)
VL oNZ Z AKA
WA I A TKH
Y- A5F
(LANT) )
Sy WA
(FXTv V)
F1) Ak A TR
(74 =1y 27 RA)
FENRRKL ERF
PRIZ
(FF_A L)
[22 ZH]

TEIENDH D,

METFS 5.

102 HHAZEE BFRICEETS L)

AN 2AF

B RAEIR - A58 5

Wy - fabrE T

IV B — VR
T /) NIVEF — )

=3

NV 70 O AR
59, e Rt S8 H o 1E H 23
BRI 52D Db,

FERREEFI ANV T 0 R
ORHEFEL, NV
70 R O I 23R
T4 2. 72, Eit#
Ao i & L5 S
w57,

Tz
NN E Y

NV 7 a ik OAE AR
§5. AR SEH o 1EH A
b B S A e
W5 o

FEFLEFAN DN T 0 R
ORFEFEL. N
70 B O I B A
T35, £/, Kk
FI o I AR A b AL
IR T 8857,

TJr=hr ¥
RAT =" AV
T/ INVE Y — )b
[82. 1112 ]

PNV TOEEIZXDET
VEZTIMED S Y
AT IEE D BEND
5

WIFIIAHTH %,

IhAZ IR
TINITFY
SN TFY

T2 FL ) O 1 F 205 1 5
THILD DD,

TR A LI
EREES,

VA=PAS PN

NV T 0O A
BENDLZENDH AL,

R IEAHTH B A,
2NV 70 R o It H
WEAT 5,

JEM)F Y

T AL HA O 7 KR
BRIELET B & O
HD BB

fricbsidbs 7 vz r
BRIaEHET %0

|5 PAVA

72 AN O 08 2
PERETHZ DD b,

fFricksidbs7vrur
BRI E»HET 5.

FVvrurBiaeE® s

2NV 7T g o R Y

iz B2 RKHF O 7 v

5 FEH 95280 Hb, 7RI E HRAE S
JRFEL Nbo
Z VX MLV EN -
) hFEL
oE¥FEL -y kI
YOV A
Ny DT XY R TERREE A O 1 A3 1 o | HE R o 78 GRS o i
il THEIEND D, PEELY LA S L,
DV AP 1
JV77) v
VAR FEREFAOBMER (G| EFIEAHTH 5,

#5985 & UHF Rk A
i) AT BT AT
VdHbo

) F OV EEREEH
TAEY v

NV 7 a R O AR AY RS
HMENLZENDH D,

BTN L T 0 o
HEAT B, 0N
V7 RS E
ENb,

TYARA T

NV T a O AE A

KRR DT b 2

VAFT Y MENDLIEDNBH D, | O— AP-4501C K B3
R zHHE L. v
o iR O I v R S R
T5,

VA=DETAVN T AEE (K| EFIIAHTH 5,

REEM) PHobh
L OWEND Do




11. EMER

ROBWERDH 5bNE I ENHDHDT, BEEE 5TV, B
WOFRO NI G 2R 5 % EEY) R LE AT 2
k.
11.1 EXEEIER
n;1%ﬁﬁ%%@i%&ﬁ%§~ﬁﬁxﬁﬁﬁ%(wfﬂ%ﬁ
E N

JFBEE & & HICAMAEREENH LI LD L. [81.
932 &)
1112 B7 EZ7MES S BHESE HEARY)

[82. 9.1.3. 102 &[]
11.1.3 BOHEEMmM., FFHRB. ALK . EELM/NRED .
FEMIERIR D (W3 HUEA)

(83 =]
11.1.4 SMER (HEAH)

WLWVIER, 28, R, WHSORER D bz, HEER
fED LA RS SN, B2k L, ) 7 i & 1T
T &,
HJSEQF%%\77>::—ﬁﬁﬁ<wfﬂ%ﬁ§$w

8.3 =M
11.1.6 hEMRRIBREBMMBIE (Toxic Epidermal Necrolysis :
TEN). FBEtGIEREEIEEE (Stevens-JohnsonfEMREE) (W1 d
SHEEARH)
11.1.7 BBGEEREE (HEAH)

PEIR E L CTo95. BB ARSI, S 512 YNHilER, FFE
REME S, FIMERBEIN, GFEeEkig %, B BRI B O RER A
HobNHEZHEGERIEL, BYRLEZT) &, &
B, BE. B FREEESOERIERD 5 WIEBILLT 5
CENBHLEDOTEETLHI &,
11.1.8 BOEM. BEAESFER. N—F >V BER (WIhd
HEEA)

FRHVERREIR & LT, FLURkE R, SEEREE. HEh. HIREK
T BB H S bND I END D, /S—F 2 UREER E
L CEf bR, E, B8 - FTREENSSH L DONL T DD
bo BB, INOLOERPFEH L 2FITIEHIEICED ., 1FEAY
D1~2» A CHEEL TWwh,
11.1.9 HBNEBBRE (FFEEAH)

WA, W& CKEH. Mk RORh I+ 7uero b qs
RO LNTGEIZ IS 2k L, BOAMEEIT) 2 &,
11.1.10 HFIRFIVE > REES P BAEEEE (SIADH) (HIEEAH)
B N Uy AUEE. AREEEME. R b A B0, 5
RIRED S 5 bNTGA I KRB OHIREE 0@ Y) 7 WLl %
17928,
11111 EEMMHR. IFEBERMEE (9 O HEERE)

MLk, DR R, FEEEEDERD SN2 AICIE, R I X
WL WERCTS oMt % Eiis 5 2 Lo BTN 75, FFRERIE N
RKHEEON AT G 2k L. BB E RV E CHOFRS:
HEOMY) R NEEITH 2 L,
11.2 ZO/OEIER

5%LL D 10.1~5%AEY | 0.19% A D HHEEARY]

M FIMmERRA A, SRR Bk
W% IR
BEERRACT
K74 7Y
J = v E

R, ©F
(ANl DR

MAER IR S B | AL
AR, AR
UL R

Wit EL - WM. |OP%. PO | AT, I8
AHARE, § 3
HR B,
i

Wb AST E 5.
¥

13. BEHKRE

131 fER
FAEKC BRI X 2@ EIRANC &) Bk (IR, ERE) |
TR, WP, W7 ' = T IE,. BKIE &R 2 L - oS
SNTV D, FHETIIRTH I HE S N TS,

13.2 &
TH R AT, RPE R RE S L To, BRI
U CHERMEHET . MEET 21790 T a¥y X ORGHIHET
Holt T HMENDH D

14. BHEDZEE

141 EFFENEBFOITE
AFNE—ALHA % BT 2 2 b, [20. BE]

14.2 EEZHFEOIE
PTPAED#HHIPTPY — M A S0 L CHRAT % & 5 iy
52k, PTPY — b ORI X 0 BB R AT ARG 5~ A
L. I3l B L THBRASOEE 2 5 HEZ 5T 5
CEHH D,

15. ZOMDEE

15.1 BREREAICE D 1B

1511 YN CE SN A H 2 GLEBOMTADPATEIZBIT S,
TAD A, FEEBSEZ R E L 721990 75 b Kok B St
OBEIFRERIZBW T, BREELVCHEEROZRILD ) A 7 75,
MCTAPAEORAETT IR BEE L TR2EE ¢ T
A AEIRIE © 043%. 77 v REE 0 024%) . FiTADAED
RIBEETIE, 79 REEEHRI000AH7-DIINL WV EFES
N7z (95%IEHEIX [ : 06-39)s 72w TADABREDS 77—
TTIE, TR RELEARL000AH D24 %0 EFTEINT
W3, [912 B]

15.1.2 AH| & ORFEREARIEIH S 2 Tld e v2s, JbRRCHERE S 7z
BIEIZEIC BT, ZIRT O3 » ABICAFNCREE L 2 XEo
. FEM)FULILARF T8 LIRE L2 CHO R & g
LC. MR A 7 ORI Z RIET 28527 H 5 GREN
F— FH150 [95%EHEIX A © 1.09-207]) ¥, —H T, TADA
FHETHRBE MR E LI TER S N BEREICBWT,
ZHEH D120 H B AHFNCIRSE L7250 B Id. AFNEREHE L T
W2 WICBO I & Il LT, MRS B S EE ) A 7
DOEINERD SN T5HEDH L9,

16. EYENEE

16.1 MeEE

16.1.1 BEAERS
el HE R8BI 75754 » $8600mg (200mg# 1[MI3§E) % HilnkE
PG L7z & &I 3w 7 0 fRIEE QR K S BhaE 85
A=FIFUTOEBNTH-7210, [1622 =]

50 o B
o—o ZEIIIFE

0 0 20 30 40 50 60 G
fRERRE I S HLRIRE 152 5 L 72 & & oIl i B HE RS

PR B 1455 L7 & E O BRE/ ST A —%

Mg, Mgk
(i Tk 2k 1% %
=5

* 1R

] e

SBE 5

i Cona AUCoe w2 | CL® | vd
(h) | (ug/mL) | (ug-h/mL) | (h) (L/h) (L)
092 594 964 954 967

S R
ERERT ) Lo57 | 67 +936 +o07| O | L1y
omrs | 346 506 868 792 909
BRET | Joge | w42 +195 =178 083 | a2

IR - HIR

MpR, PREEE

Ve

A (A
FEANE, A
#%)

% % Ji T 90
Yoo M
i) A

TP i

Z 0

TR
S
R
=

M. i
FEE

BT VEZT
HRE . PR A AR
L= N
. V=

%

D) SEBUHEE (R E R A 5 o
H2) ARF| OGP IEBIC, BEINLOREDLDH L.

) Vd. Kelk ) 55
16.1.2 2U722 X
SNV T OREORIEEEZ100% ERELIZE S, &7 )T T VA
WA E R (16~607%) T6~8mL/h/kg. #MEIA/NET
ADAEE (3~166%) T13~18mL/h/kgé OHEHH 510,
TEINERE TR, &8 27 ) 7T 2 AL EEIE RS, i
Ro7 )75 AT 5 LoMmErH 512,
INIVTABEOEE 7 ) 75y AETEIFEA 2 ) 7T A L i
EHIFEERORE Y 2T 5 1),

16.2 DRIR

16.21 NAFTXXLZEU T«
INVTAFEDINA FTRAFEY F 4 IZFIEORNIZ L ST
100% & OEDIH 514,

mean*S.D, n=8



16.2.2 BED
fEEEE R N8B 773 » $8600mg (200mg#% 1MI3%¢) % ZEfE I K
O EfRICH A 1% G L & &, 2Bl L R TaEBI% S T
IR SE RN O Cmas DB AT L tmax DA B3 IR ATRD
L7100, 1611 2]

16.3 9

16.3.1 AHEBENDOS
Ty MZUCoNV T afE) ) v 4 (100meg/kg) = #EO#% 5 L
72k &, 353055 ORI~ DA LT >N > I > R >
R > i > i > Ol > SR > 45 DI T dH - 7219,

16.3.2 [Mi% — R EE
FAHT O/ E AR B 9FIC Ny T aEEF ) A (600~
1,600mg/H) ##5 L7z &0 BNIREE L. MR iRE D68~
279%Cd - 7216,

16.3.3 Mm%k —FRIEREIFEEM
HIEF O CTADABRZEAFIZ NV T ) v 4 (600~
1200mg/H) #8455 L7z & &, B rr e ik, RHARinsE
BEDOLETH - 7217,

16.3.4 BEHRADBITH
Ao BEE2N NV FaEET b)) A (1,000~1,400mg/ H)
PGz &, BEFLHRIEE L, IMAPERED3~6%TdH > 7219,

16.3.5 BERADHITH
TADAEBEIBN T/ Vg BRI G- Lz b & Bhiiirhigy
. M IEED12% TdH - 7219,

16.3.6 EH#EEE
NV 7 0 B O AR RS A ERIZ0%B TH ) . FEILE LA B
$ 7100 u g/mLU L CTIEF 2RI 5 L Ot H 519 20,
BEEEGEMET LA, ERRIE LI e v B 12K
TT5EE20N505, FHEHEREEIHMET L shitw

Z_) 13) 21) °
HEHAMEE (n vitro)
gi?}i’% 20 50 100 150 200
e o (0 9139 9136 8863 8552 8003
whaH (%) +072 | +020 | =072 | 074 | =037
SEENTC L B mean=SD.

16.3.7 9HEE
2NV T OO A 1201 ~04L/kg TH 1) . I ZITHIRLAMCA]
BT L OHEDNDH LW,

16.4 X3
PNV T HEEORFIINFETR# S, v b TEFEIIC, svra s
Ry, [-BRIL. w. w1 R P werBILZ 25 2 LD s
‘(\/X%M)o
ML 2 HREOEE&IEF 70— 24P-450 (CYP) 72°10%.
7o a s ERESEEE (UGT) 2%40%. B -FR{LAS30~35% 2% C
HHIEPRESNTNED,
4enfhk DRI IEFEIZCYP2A6, 2B6. 2C9% THEAT, /L 7 Ol
DTN T RSO ERIZIZUGT 2B+ A 545 = &
DRE ENTWDE2 2 (jn vitro ).

16.5 HEftt
TR ERE S N6 % #1778 V88 2 600mg Rl 13 G- L7z & &
SR ORI B 555 H IIZH#5-2 0860% (N 7o
BE2m) Tholzo RIPNZEIC3ketofk e L THRIES L, DT
SNVTaEO 7V a yBiEAR, 3-OHME. 2-propyl-glutaric
acid. 4-OHfA. 5-OHfE. 4-ketofk. cis-2-enfk. trans-2-enfk® /I
“Ci; D, REALK, 3-enfk, 4-enfhiZiZ L ALHER SN2 Do
7LCZ4 o
&io;\ 2NV T A RO RZEALRD R FHEIEERIX1~3% & DTV D
525 o

16.8 %Dt

16.8.1 ERhMFEE

(BETAPABLIVTADPAICHED BRITEIEEDEE)

(1) AR 1340~120 4 g/mL & & STV B 75, ZHOH
H23H O, FOTFRIZS0 4 g/mLE RS 5 s FERIZ150 u g/
mij‘%iﬁlﬁj:%)j;)éo

(R H LU S DIRDIRIREEDEE)

2) AR 1340~120 n g/mL E HiF TN TW B 25, FHOH:
H23H O, FOFRIZS0 4 g/mLE RS 5 #Hise ERRIZ150 u g/
mLETL2HED DL, BWNNERTBWE LTn5720, EHI
B EE T = 7 ) & I3 Tl e\ ds, AH] o b ey
IZERRIREEDOZALD D - 726 %0, T L - iGE R E o e
WIBEEIZIE, REISUMHREE =4 ) v 7R, HER
B LI ENEF LV,

(FERREREORIEIHD

3) AL IEEEDSHIEIZ 22 o TW i /zo, FHIAYIC IR+
=5) Y ZIZITIE R WA, AH O FH 1 R (R IRIREE o 7
LA dH - 72 EEIE, REISS LI EET =% ¥ 7 %17
WV, HEFBET L2 ENET L,

17. BRPRFSER
171 BIMROCLL2M(ICEET 55k
(BIETAPAB LIV TADLAICHED HIBITEREDEE)
1711 EREEFRRER @&, 2Oy 7Ic&3)
I B 5 2H 0 B H IR % & R AR I B W T

R ER RBIL,30160 TOEHRIEHMOBE LT D LB Y T
& o 7220 200

A R bR
BRI HRE/5E ) BRI (HRE/5E )
EfETADA 87.7% (128/146) 69.1% (414/599)
W TADA 75.7% (28/37) 654% (134/205)
Z DA 80.4% (37/46) 705% (189/268)

) RARME. WIEEE . TADLAICHE S W% - fTEIREE, HARIEESE

(R 5 LU S DROIRIRED AE)

17.1.2 B _EEHRILEHER
KET, BUBPEREE B EL1TIB 2 f RI2, NV T afig, U F 7 L4
XIE 75 RE3WMHxZGT 5 - EERILERBRIER S N,
ZORER, FWHUEE (BRREEGNRE T 2% < & 550%LL Riis)
R L7ZEIA . NV T O ERIEA8%. U Ty AHE49% TH D L N
VTOBEER ) F oy AL 2T T B REE25% I A E I
NTWwiz, HEFRIZOWTNALTOBETE EILL -FH%
E R OO AR TH - 720,

171.3 B _EERIEERHR
KET, VF 7 LIS L2028 5 WA D 7236610
WV EREIZOWT, 7T RERIBIC NV TalEoe et L
AR EERILERBIC L WV BE S, 2o, B84
REFEMIE H Cd 2 Bomaf il AR A mh I B o2 Lo E G 13N
V7 O EREECH4%,. 7T L REETE% &N )V T O EREECA B ICE
NTWwiz, 77 BRI~V T OB CHEICRBMEE O
WHEHRIIZAD SN D o722,

18. FuHFIP

18.1 1EA#F
AFOFGIZ X DV INNGABAEIE, NI ViEEo LR EED
2, v b= UREMBES N D ZEDFEDO LN T WD, ILh
DI S, BHOPLTA D AVEING RS EW L OMEM %/ L
7N OIIHLR O BIGTEIZ KD C EHEE SN TV LB,
PUBE I R O BB F6VE O SSREFNHIVE T Z D W C b GABA MR E
FEMEEH S S L CW A MTREM DS E 2 5T 529 30,

18.2 EHIE{EA

18.2.1 BIEFHRERIXHT 21EH
KBRS (v A, v b, HF), AN Fo— s
(RYA), ¥ru bFo vt (v A), BEEE (59 M),
HEFR RS (v A), XU T TV — VRS (v A, v
F), RRAT T4 FEE (v A) R 530 33,

18.2.2 £ TADLPAETIVICHT 21EH
Eft TADAET VONFERESE (b)), BERE (7 R)
NS 230 860,

18.2.3 A TALPAET IV T BER
T AN AETIVOKindlingl# () = Hl$ 530,

18.24 BEHERERURMBOREUHREICRIFTHE
S P R K O b O SRR 2 9092 (7 ) 3V,

18.@22.5 RSB RIRIC & 2 B ARMIREI OREEHRICRIFTE

FH&%EH%%;W%&L: &£ % B A AR ED o> B 5 s 5 & SRS FIH 5 5

YA F) 30,

18.2.6 BROBMET IVICKT 21EH
BIROBWETVEEZONDL, TRy Ty Ivbruny
TERF Y N DO AL 2 ASERTEEN 2 A E
T2 (v AL T k) B,

19. BRI ICBET 2 IE{EEIAR
— M RR VT a S 1) A (Sodium Valproate)
fb&44 © Monosodium 2-propylpentanoate
3% - CsHisNaO2
o fi 1 166.19
PR RO KT, HRRICBVEH D, Kb
PV, KITHD THEITR T, ¥/ —)b (995)
SUEEERE (100) 12T v, Rt Th s (DT
IR EATR < L ZBRH THEACHEIRT ),
s S5
CO:2Na

HsC

SrERARE  logP” oct=0.26
GUSEHE 79 2ay x4 XYV, n-d o5/ =)/
pH7 AXFAE VA

20. BEVEDEE
AHN SR EASR O T, BRHEH £ TPTPY — M 5D &
E.cw:;o] T/ RECELCPTPY — PEBIHL 2T Lo
141 208

22. 9%
(FIN > 8100mg)
1008 [10%2 (PTP) x10]
(TN 2 $8200mg)
1005¢ [10%8 (PTP) x10]. 1000%¢ [10%¢ (PTP) x100]

CH3s
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