* % 202448 F ekET (5H4hR)
* 202347 HIET (583hR)
BTE © ERRAF
EMEAR ¢ (58 100mg) 24 & A
($& 200mg) 34

RS EERR" MTADAEL BR - BIR

DH

BREERROEES

871139, 871179

EaEA. hiEmaEs

BAZERFA NIL7O8FT bU D LRBREEA
T\ RHE 100mg
FI\T Rt 200mg

DepakeneR Tablets

E)EE-BRAEOLSZICIVERTS L

$£100mg $8200mg
ERBES [22400AMX00869|22400AMX00870
BRFCRIE 19914 1H 199141

2. B2 (ROEEICIFH/S LRV L)

(ZhBELtiE)

2.1 BELFREDSH 58BE([9.3.12]

2.2 HUNRKLARFENE 2 B 5RO BE[10.158]

2.3 REVA VVEEROBRY [EELST > T 7 ME
NHEDONDZENDB,]

(KRR RAED RS

2.4 TR SUIIENR LT W A ATREE D & 5 &K [9.5. 15 18]

3. #HRY - MK
3.1 #EmK
HR7E4 7% Y REEIO0mME 7% Y REE200mg
L SRR LT OB R L R ER LT TR R 4
ARG 100mg 200mg

HIFonNay, BekFy . ATTY VB TRY
Ly ESF . REREAILY YL, REHELE N
x>y 7uvitiu—A, HEtS vy 7, B b
FaFyFubiltiro—x, RUFAF>ITFL >
(105) RV AF>FavLrB)ZIVa—N, A&7 A
B7IVI VEEY TR A, ZFOMARS

3.2 REIDMHER

Al

HR7E4 7% »R§EL00mg 7% VREE200mg
BEfE(mm) 8.3 10.6
JE& (mm) 5.4 6.6
it (g) 0.26 0.52
=
- O | O
w | OO O
@i H B
1153 FEIRSE PEREE
KHI113 KHI114
WHla—1 (SERIA A, (BEAIAAE,
PTPY — MIFR) PTPY — MIFR)

AENI= N w722 E L, ZOL2RBERETI—
T4 UTTRIEICEVBBILLBAITH S,

4. ZPREX (IR
OBBTHAD A UNFIE - ERREE - BBHEBFRFELRSUIC
BEFRE) BRUTANAITH S EBITEIRS (TR - 5
REF) Oia%
OBRB K UIR S DIRDRIREDEE
OFR EEmAEEO RN

5. MMEEXIFXRICEHET FE
(REERFEIEDFENH])

5.1 KA. FEEBEREOSMHEINAEO A TIEHEEGICE
[ER&E-LTWHRBHIIOARET S &,

5.2 RANIHH L -HRREEZBHT 2FAITIE WD T,
AFN G HICEERFEIEDPFBE LGS IR EICS UTH
MREREREZEHSE 2L, BERIICCODZE2EBE
IR L TBL 2 &,

6. FENUHEE
(EBTADAB LU TADAICHES HIZITEREDRE. B
TRB XU S DIRDIRIREDBE)

ERIAR AL OB~ U AL LT400~1,200mg#1H1
~ AT TROZST 5.

772 Uy 4Ef - FERICIS CEEERT 5.
(KFEERRIEDFIELH)

EEIARAL OB LU YA E LTA00~800mgx 1 H]1~
AT TROZET B,

B, EB-ERICOSCEEMET 52, IHREELT
1,000mg% AV &,

7. BERUHEZICEET %F=

GERD L VIE D DIRDIRIREEDBE)
NILTOBOERE L OB DROEIREICHT 5. 3EM
D EoEHERICOWTIE. BRNOERRE CHELZ Y
FrARBELRTVZRVY,

8. EEREANER
GheEHE)

8.1 BELIFREE(HBEMH6» ALNICZW) BB 5bNh5
CEDHBHDOT, HEWH6H AR ERIC IS RERE
EIOoRkE, BEORERZTHICHBEI S L. 20K
HEAFIXEHNICTFREREZITO ZEPEE L,
[11.1.128]

8.2 B7 VETIEZ O BHBEELSHOSDONDZ ENDH
DT, EHMIC7Z Y E=TEEZBIET 572 EBE 2+
IZIT5 2 &, [10.2, 11.1.2%8H]

8.3 HEARIIEHMNICBHEERE., MRRELZITO I EHNE
F LW, [11.1.3. 11.1.55H]

8.4 IRR. FET - £ - RENEFHRENEOETHIH 5
ZENDHBHDOT, ARREHOEEICIHIHEDEESERE
B S BHOBIEICHESE R VWL OERT S L.

8.5 /N )L afES b U LB R ERROBREICBWT
RS2 AR DB Z 254, MTAEESEEHT S
ENHHOT, MPBEEZREIET S EHNEE LU,

(BRETADABIUTADAICHES EETEIEZEDEE)

8.6 HEAMICB I A HREEBDEM LR W LIRS DHIEIC
K0, TAPAERBRENGDHLDONEZZENHHDT, #
BExdkd5BE&I03. BREICEET AR EEEIITY S
L, [9.1.6. 9.8.2%M]

RBHFE



(FEERRFEIED RN

8.7 BEDODHELEBAOXEN L o7z 6—BARADKS
L, BEHEGEOBREEICOVWTHIT 52 &, SERD
WENFRD HNZVIGEICIE BARER G ZMR LT &,

9. FENE=RZEITDEEICEATIER

9.1 GHIE - BEEZEDSH 2 EE

(GhEeE)

9.1.1 EYBEUEDELEFEDSH B EE

9.1.2 BREHOEENUBERIENSD DERNUEES DR
DIFIREDEE
BRENPERSEIENT H2BEFNTDH 5, [15.1. 12H]

9.1.3 RRY A JTILEBENTHONDIES
PTRo &> zBE BT, AAKRSHICT I BOWR
LEOMEEZEERTHEEDHIC, KEHRSTIZ, TUEDT
EOEHERL., +ORBEE2ITH L, BEELBT Y
ETMENHS5DONEBENTH 5. [11.1.280]

- BRARBHOEES LU < JRRARHOFEOREF D H 5 BE
« REBY A ZOIVEERE IR R RO RIEC O RKERED
HHEE

9.1.4 EERBRTHNGDEE
ARNIBHIZANNIL T aEEF MY T L 0EHZRIEL TR
BILSE72H0THY ., RAZ—EREHLENICHET 2
AN H DO T MHFEES 3 LR LA WATEEED B 5.

%9.1.5 [BEMREDHDEENIFEWDHDEE
SERI OB SN, BHAESCEERER 2 /-2 EN
H5

(BRETADABELIUTADAICHE S EEITEIEEDEE)

9.1.6 EFSE
BEEZRIETABEICIE. REYICHEBT S CRICEET
BT &, [8.620]

*9.2 BipEEEEE

9.2.1 BikHEEEEE
BOBAROETHOERICK Y., HEEERISEYEE D L7
THEBENDDH 5,

9.2.2 MiBENEE
MBI K A AFOBREPLEAMAREOEIC XV BHE
RIEYIBENMETT 2BFNDH 5,

9.3 FHikHEE=EEE

9.3.1 EERHEEZEDSGZEE
BELEWZ &, HBRENRLS HOONEFENICE S BZ
nNhdHs, [2.138E]

9.3.2 FFREEEN (FZ DEFEED & 2 BE (BEERITES
DNHBEEZRL)

R EDS TR o5 DNEIBENLH 5. [11.1.1BHH]

9.4 LhERE =BT &

FRT A REMED B A R IHITHER T 558101, KA K
HEEFFEHICOVWTHFICHA L. ARIOFEHASEYTH
HEEICHNTT S 2 &, RFITEREEEITZDShTW
%, [9.5.4, 9.5.8%#]

9.5 1%

(FEERmEIEDREH)

9.5.1 HF IR L TV A EREE D H 5 ikicid, &5 L
mWZE, [2.4388]

(BRTHADABIUTADAICHES S ITEIES
IR LU S DIRDIRIREEDBE)

9.5.2 R R L TV A A REED B B ki ix. AL
RUEELTVWEHIESNAEEEZRE, BELEWT &,
9.5.3 IHRFICR L EZB/IARFN 25T H15H. WHERIRD
B 5T 5 EAEE LW, OB TADPAFIERICTHIL
NeXEy) LRI, HEZET 2R 2 HE LIFIAR
FIBHI G & B L T2V EDBEENRABTREN H 5.

(GhEEHE)

9.5.4 —BEMEIRZHE LBEHORIC, RKEIORSD % TR
MEICE S SN FIPMBE L D 20 E OB ENFERE
BH0., iz, FHORS 2RSS N-BHIC, DEFR
RIBEDDZEP BI80E, OBEA. RETHEDOINELSE.
ZOMDOFREET A2 REHBE L EORENH . 72,
A OESR (MEEH. MIRERE. BRET. EEL
A, HWOB%) 26720 2HELLZEOBEND
%, [9.428]

B,

9.5.5 IR OHSIC LD, HAERICFIKREE, FREE, K
T4 7)) =V IE. RIEE. B EERE (HRa . A
RiE, EiE, EH)END o bbb EOWMENDH S,

9.5.6 BN TCEMSIN-BEWRICB VT, BIEEFICHTA
PAEZBEEINTTAPABED S DA IR 2246 % Xt
FICOMBFOMAEEE(1IQ) [FFEME (95% 5 HEXE) ] % Hik
L7-kER, RFIZHRESINTTAPABREPSOBERD
IQ[98(95-102)11&. FE b UF[108(105-111)]. 7z =
M > [109(105-113)]. AN EE 2 [106(103-109)] %
BEINTEZTAPABREPSOBERDOIQE HER L T
Motz DWEDNH 5. 7B, RAlOHSEN1,000mg/
H (KRB 7RI B 2 H9RE) RiE O35 A3 [104(99-109) 1,
1,000mg/HZ#8 2 535413 [94(90-99)1 TH > 72%,

9.5.7 BN TEBS NI-BREWRICB VT, HIRFICAH %
BEsNZBE,» S OHARS086IF. ARElZFS SN T
Wiz WEER D 5 DA IE655, 1076 & Hdk LT, BEER
TV AT DBED -2 EDREDH S [NV — N 2.9
(95%(EHEXRE : 1.7-4.9)1%,

9.5.8 MER (T R) T, KEDVEBRNRMEZHEEL.
EROERETICEET AABEENH 2 EOREDN D
%9, [9.42H]

9.6 RIw
BB OB ROBARBEOEISE2Z B L. A0k
XigHiEE R T 52 &, b MREALHRABITT A2 N H B,

9.7 INR

(FhEEILE)

9.7.1 BHAEMFERIIFHERZNRE L-AMERUES
HEIEEE UBRRBRIEER L T,

(FrEBRmEIEDREINFI)

9.7.2 /NRE#WRE LI-EIHEROREMEE2EIZE L
FRERBRIZFEME L T WLz,

9.8 SHhE

(RhEEE)

9.8.1 HEICHE L CTHEBEIEET S &, A, M7
LTIV EDEEEIBRVY., BRE CIRIMET LTIV
BEDLTVEZENBNW-D, WEEOEY O IR D
Bl EbBBENNH 5,

(BRETADABELUTADAICHE S ERITEIBREDEE)

9.8.2 552 HILT 2BEHICIE,. BLICEERT D5 EEICHE
BT 5T &, [8.62H]

(FrEafmEIEDREINFI)

9.8.3 BlE 2 RE LG ROR2MEE2EIZE L
REBRIZFER L TV,

10. #HE{ER
10.1 HAER HALEBEWI L)

A2 % HARRER - BT | K - fERET

FIVNRILBHE TADPADREENE
LYK= HIHZEDND S,
NSRRI L - RNEY
RvA=
(HNR=Y)
A TR LIKFIY)
(ATy)
A IR LKA -
VIARITF
(FF L)
LU NT % LK
M- A IR LIKH
ey AFF
(LALTYF)
E7 AL
(ARFTY )
DR E YV Viit7]
(74 =NNv 7 R)
FERZL ERF
D)
(FFREL)
[2.2218]

LT OO mAE
EPETT 5,




% %

*

10.2 HAES (HAISEE TS L)

A E

ERAAER - BT IR

WP - fERRE T

NILEY — LEEH]
TN —
p =3

NLTaBOER D
LSS AR EEAI O F
Mm@ T 2 &h
BHBo

EELEF SN T 1
BoORBMEZFEL.
NIILT OO M
EPETT %, £72.
ZE S EE A o 1 v R
Z LERSE59,

A =N N V4
HILNTEE

NV FagoER A
S ARLEA OF
FH 73 858 SRS
5T ENHB,

EREA AN T 1
BofR#EZFZL.
NV a g o I A E
EPERT 5, £z,
7o BB A o Ifn o
» FRENIZERS®
%9,

=N
RATz=hAL
Tz ) N)LEY—)L

NLTOBICE DS
7 YEZ T MIEDFR
HIRAIPEESB

BFFPIIARHTH %,

[8.2, 11.1.22] | #hhH5,
IMRAZYVIFR TEFEEEA O /R A3 HE | 2 RL SR A o i A iR
TINITSFUY MY A ENDD, | LRSES,
JIVRITFY
TN L NV T aOER D | BEFIEARHTH 5755,
WS NI ENH LTI
% BN ERT 5,
FERMIFY A OHE KRR AFICBIT S L0
HPSKUSEET 2 & | VBAADHEET %,
DHENH 5,
S EIAVA A OHER R A ICBIT S0
HIPEEST 5 D VBIEAADHEAT 5.
H5o
ZuruarviBiags NNV TaBoERS BT3RO
G A WIS B ENDH B, L7 rBEiaE S E
U rFEL EIND,
Il hrLLE
U+ hFEL
o> -y b
FEIVEEAIE
RV IT7EY Y ([ ERRIEF O V8 A 1 3 B o 72 33 Al o
A BT HIEN DD, MHPEEZ ERIE
D VAV %o
ILT 7YY
YU FIVBEREA NV TaBOERAD ERERDN L T O
7 A % WRINAZ WD ENFLERT S, £72.
%o NV T OO
[HEXN 5,
IV AARAYY (NLVTFOBOERD | ELEEASHF -7

RFTY WmIhsZEPH 0o —LP-4501C&K 5
%o EERE & L.
NV a g o i iE
ErERT 5,
A= 2k FAVN 7 TY v AERE (R EFIIAHTH S,
HIEER) PHODN
7L DHEDDH 5.
1. BHER

WORWERDH 5oNB T ENHZDTBELRTDHITTL.
BESROSNBEICZ RS 2hIET 54 ST 2 0B 2

752 &,

1.1 EXBENER

1.1.1 BIEFNSOERGAEES, =6, TS (LT

b SHEA)

FREE EB IR BEBREGHoDNLIENDH 5.
(8.1, 9.3.25H]
11.1.2 87 VEZ7IEZ# S BEHEE GHEA)
(8.2, 9.1.3\ 10.2&M]

11.1.3 BMAEEM, RIFIRE. NMERHRL.
FRRIRRIA (W 9 N B SHEEREA)

N
[8.3%:1]

11.1.4 2EER (BHEAEA)
BUVEERE. 32 IBR. BHEOERYH S5 DNIZD.
ERAEO ERPRO o NHEIIE, HESehikL, E
PREZITS T Eo

EERIM/IR

11.1.5 BBEMBRN. 77 Y IZ—ERE (W h & SEARR)
[8.3%8]

11.1.6 thEHREZIFFERIERAE (Toxic Epidermal Necrolysis :
TEN). BZEH5ARARAEIREY (Stevens-JohnsonfEl=aE) (W
THNHSAEAH)

11.1.7 BEUEEIRES (S8E )

VIR & U TRE. RED A LN, & 512V VSHIER.
FEfaemRE, HMmBREM. IFERERIEZ. B O/ BRHIA
EORERMNH S DONIZBEHICIIBEEFIE L, B 0B
EITD T &, B B, FE FFRERESOERIHE
WD 5VIBHENLT B EFHEDOTERT B &,

11.1.8 MDZEME. SRAMERRER. /N—F Y VR (0T

NHFEEAR)
PRAMERSER E LTS, RYEEE. SERE. &3,
HIBEE T, BIBSHESEN DS DLNBE I EN DB, /N—F >
YV URREIRE U TR IERHREL. REE. K% - SITERESH
HoDONBEZEDND B, 2B, INODIERDPFHEIE L 24
TIEHIEICED, BEAEN]I~2sATHELTNVS,

11.1.9 HEEHRIERAE (S8 S ANHH)

AR, AR, CKER., M RORh I+ 7y o
FRESTFO SNHEICZREE IR L, EY R LEZ
7r2 &,

11.1.10 FIFIRNIVE Y RNES 7 EIREE (SIADH) (35E
ANHH)

K MY T LAME,. KRBEEME. RPN T LAE0H
. BERREDS D &5 b IBEICIE. KIEROHIRED
WY R WEZ2IFH &,

1111 FEEEMERR, SFEEERMERN (W3 i SHEAHE)
WMk, PRORRSE, FEEEDITRD 5 NIHEICIE. HP I
I XAR. MECTEOMREZEHET 52 &, MM,
BRI R AR D N I3k G 2hiE L., BIgRE
FIVE VHIOBREEDOBY R MEEITH &,

1.2 ZDtDEIER

0.1~ 5% =D 0. 1% SHFEEANH
R EIRED, |7 ¢ 7Y 7 —| iR
IFREERHE S 3 s (EF
\ (7 NET NEOFTINPN NSt
FRHMER | s e ES
B - M. EAR| B AR, O, (B
W . T, R
Foe
AST &, ALT k&,
P AP o
&l T
BEE BB
- %ﬁ\ﬁﬁ~ﬁﬁ%%
RERE (A
GRIE. WA
). SapE
R YN e
WA, T
S R
BER. B7 > T= Bl (8. & aAEE %
Zof | 7M. KEEN | B, HL=F
A

T FEBSE I ERRERE 2 &,

*E)RAN OB EH LIS, ABESN-EOWMEN D 5.

13. BERS

13.1 fER
AP BRENIC L 2 EERAIC & E#EE (HR, &
WE), yEHE, MRIRINE], &7 > B 7IE. MKEZEC
L7zBIEE SN TW S, AETRFETHAPRES LT
%o ARIIRBHEHAITH 5720, ERPENTH S5 DN
HIENDH D
13.2 WiE
TAL EHRES 2TV, Rt (EES S5, £ B
S U TEEIMBER. MEER 2175, Fuf¥y o
BEDPAEMTH 7T H5MENH 5.



14. BRALDIFER

14.1 FEHRIZMEFOFR

14.1.1 ARNIWAREPTIZ, KEEBIRESESZ &,

14.1.2 ARl O HBOFRE I FEERICHH SN 5,

14.1.3 PTPEEOIEANIPTPY — 26O H L TIRAT
5EH¥EET B L, PTPY— FOBEEKICK D, BV
FEREREREAR A U, BICIZZAL2 B2 LU THERRRE %K
BOEERSMWELZHRT LI ENDH 5.

15. ZDHODER

15.1 BRAREAICE D <BER

15.1.1 ¥ T S NI AR H 2 ETEBOMTAD AZEIC
BB, TARA, BRRESENRE LEI9D TS+

A BERRBORIHERICBW T, BRSERCERE
KDOFHEDI AT, MTAPAROIRABETT SR it

EHB L TH2EE < LTADPAZERAE : 0.43%. 77

LA 0.24%). MTADPAZEDORAFTIZ. 75K
BEEHARL000AH7-D1.9ANZ W EFTR SN2 (95%SHE

X[ :0.6-3.9)0 £z TAPABEDOY 77U —TTE,
TI e RBEEHARL00AH7D2.4NZ NV EFHRSATY
%0 [9.1.25H]

*%15.1.2 AEl & ORRREBRITHS P T> LW, LR TESE

SNLBEMEICE VT, ZIRETO3 7 ARICAFICEE
L7=RBDORIZ. SEPIFUXBZLARFTH LICHE
BLERBHOREHEL T, MEFEEY A7 OBin%
RIET BIMEN D B (FARNY — FH1.50[95%E X :
1.09-2.071)7y —H T TADPAZET HRBENFRE
L7z CEES N-BEMTICEWT. ZRrO120H

FHCARANCHRERE L7z RBORIE, FENCEEL TLa0nR

BOREHB LT, MEHENICERRMEFRBIEY 270
ENERD s WET2HELH DY,

16. EWENEE
16.1 MR
16.1.1 BOgS

TRRERR ASHIIC 778 4 > R§E600mg (RH8200mg % 1 [E35%) R U7

28 V$E600mg (@ $E200mg % 1[|138E) % Z -2 W BRI O# 5
Liz& ZOMBEFRNLTOBBEORBRUENHEIT XA -5
WU TRDEBYTH-7Y

LESE & HB L TF 87 YREECIR B S hziEHICHK T 5
WBEDORE L= Fikilk (IR3ER6. 12K 24O Z N Zh0igfE
I RBISHEE : 28.0. 28.8% U016.3ug/mL. ZERERHE SR 1 22.9,
27 .47 U'16.8ug/mL) iR 5 iz, [16.2.25H]

(u%gu

—a TN UREE (B
50 s—a F)INVUREE (ZREEBS)

—e F)\r iR (BH)
o—o F)Nr ik (ZRREEY)

m

&

Y

b

|5

60 (B57)
R ICEERRO#KRS U & S0 miEhiEE#Es

T T T T
20 30 40 50

0 T
0 10

TERRNICHEREOHREG L & 2 OFENFRIIZT A -5

tmax Cmax AUCO*OG tl/2 CLE) Vd

(h) | (pg/mL)|(ug-h/mL)| (h) | (L/h) | (L)

10.26 | 27.9 863 12.92 14.00
ZERRES | 151 53 71 | =3.34] 07 | 42,03
. 8.95 | 3.4 83 12.18 12.84
BEBG | g | 153 +262 | +4.03] 08 | 4135

) Vd. Kel&k D HH

16.1.2 RIEH"RS

[RBRR A &6611C 734 > REE1[E600mg (200mg: 1[E135%) 1 H 2181,

2H15[E 0 RAEH 5 % U1, 200mg (200mg # 1[E63E) | H 1E, £t8ED
REBG ATV, NV T OO MBI e % L7z,

ZOfER, 1E600mg 1H2E O REH S TIE6~7H TIHEHFREA
85.4ug/mLTH -7z, F7z. 1,200mg 1HIEIRKERS %O MmEEH
REOHEBIILITOEBY THY, THHTEFIREBIGEL., mi&m
&5‘%@Cmax&UCmmLi%ﬂ%ﬂ1039&061 S;Lg/mL’(‘Z‘i)a 7‘—:10)0

mean=*S.D., n=8

_4_

(ug/mL)
200+
1004

I
o

10 11
®

R AIC RERORS Ul & & O Mg R EHER

16.1.3 FINT Vi E T INT VREEDHEL
FEFRRR I T8 V88X 773V REE (£600mg) % FO#H 5 L7z
L&, AUCICEBEIZRD SNZD o727, BIZIER %2R I
iiﬁéfﬁiﬂl\ tmax&(ﬁCmaleiﬁ%ﬁuFﬁE‘ll:ﬁ%’f%ﬁi‘ég\&) 6 ﬂf:o

16.1.4 JU7P S5V RA
NV TaBOINERZI0%ERELZEE, 2HET7YT TV R
SHE AR (16 ~605%) T6~8mL/h/kg. HENNRETANA
BH (3~16/%) T13~18mL/h/kg& O#igEr H 5,
NEANBHEETIE. 287075 RERAEEE B WA, b
BMorI7 5 AMERT 3 E0HENH S,
NLT7aBOEE 775 ARFEICHEEZ Y75 > A &I
BHIEHEAROPEZZ T B,

16.2 ORIY

16.2.1 NAAFPRASEUF ¢
NLVTABDONA FTRASEY T 4 ZFTEOBVICE ST
100% & DIEDH 59,

16.2.2 BEDFE
fRERRR S8BT 773 > REE600mg (200mg % 1[B138E) % ZERERE KX O
BRICHERO®RSG Uiz & &, ZEERS E/BBRE TIEIEDH
BNIA—FICERZILL. BHOMER2ZUTICRE LR
/6N [16.1.120]

16.3 2%

16.3.1 {FHEB~ND DT
F v MHC- NV T aEEF Y 7 A (100mg/kg) 2REOKE Lz &
=, BE307BOEHEBANDOIHIEE > /NG > FE > KE > B
> ifi > fii > D > BH > BONETH - 725

16.3.2 % — BxBEPT@E %

FHETO S E A RIS B ZEIFINL O T b 7 4 (600~
1,600mg/H) 25 Lz & &, RMABEIX. MEHEED6.8~
27.9%TH-7:19,

16.3.3 MK —RRBERAPT @B 14
FRFDOTAPABZAFICNLTOBF + ) 74600~
1,200mg/H) #FO#E Uiz & &, BRI EE L. A
BEDCL.IETH -7,

16.3.4 BIAPADBEITH
BAMoBE2HN VT aiESF MY 7 4 (1,000~1,400mg/H) %
BE L&, BAPEEL. IFHEED3~6%TH 72,

16.3.5 BERNDBITMHE
TADPABEFNCT I VEEERZOREG Uz & &, BEiRTIREIX,
MmiEFEEDI2%TH > 72,

*16.3.6 EEREEXR
NIV 7aBEOMEEAEERIZNBTH Y. BRINEPEENS B
& Z100pug/mLLL L TIIAEE RT3 L OWENH 5140,
FEEREARPETLGE, EFRE T FERMFERREIET
THEEZONZY, FEHEBEIERLAnESh TN,
EHEARUn vitro)

VRIEREE 20 50 100 150 200
(pug/mL)
91.39 91.36 88.63 85.52 80.03
N2 (0
WERO) | 070 | 020 | +0.72 | 074 | +0.37
SEEHENTIRIC K B mean=S.D.

16.3.7 HMmEHE
N7 aBEOAAEREX0.1~0.4L/kgTH 0« 12 ITHASEICAE
LI HLD|ENH B,

16.4 X3
N7 aEEOREIFETRE SN, e b TREIR. FLra v
Gy b, w. wkVwritz2 352 EPHREShT0nSY,
59 5 RBIEEREOEAIEF 70 —L4P-450(CYP) #°10%. 7L
ru v BEEBESR (UGT) 5%40%. B-EE(L230~35%EE Th 5 2
EBREShTW3Y,



4-enfADAERRIZIZFEICCYP2A6, 2B6. 2C93 TR, NIV Ofg
D7V a B EOARICIZUGT2BIS FEASEET 5 2 &
BME SN TWB22 (in vitro).

16.5 Hkittt
TRERERAOM %2 MR T3 Y REEXIE T /87 > 8 % 600mg B [E]57%
A5 L7z & &, RPAOKRIRE I HBHHSHETEE 2L
BEZSHNICEEEDORN0% (N T aigbE) Th - 7z, RA
AFEIC3-ketofk & LTHEtS W, IRV a0 7L 7 a >
Esfadrik. 3-OHfA, 2-propyl-glutaric acid. 4-OH{&. 5-OH
{£. 4-ketofk. cis—2-enf&. trans-2-enfADJETH V. RE(LIK.
3-enfk. 4-enffizIiF & A EHREES N D 5722,

BB NIV TUBOREED RPHERIX]~3% & O B 55,

16.8 ZDfth

16.8.1 BMMIREE

(BETANABLUTADAICHES EEITEIEZE0EE)

() AZD MR IZ40~ 120pug/mLERE SN TV B A, FEOHRE
BHD. £ORRIFS0ug/mLERET S8 E P LRIZI500g/mL
LT 2MELH S,

(R B K UR S DIRDERIREEDBE)

() Bz IREEIZ40~ 120pug/mLEHE SN TV DA, FEOHE
BHO. ZOTRRIXS0ug/mLERET 28 E P FRIZIS0ug/mL
LIAHELDHH. SEERELEHNE LTWAzD, JRAKIC
MAEEE=5) > ZIZBETIE RV AH O FERREICE
RREBOED B > - H/EP. PHLULIBEDRERSBE SN VG
A%, RBEISCIMPEEE=SY > 72TV, HEHART
BT ENEFE L,

(HEERFEIEDRAEINE]

QR) A EEASEREIC 2 > T no, JRARICIFEEE=
FY 2 TIZMEATIZ R WA, ARAI O R B ISR 2 ARRE O E L
BH-oBEEIIE, BERSCMFPBET=F Y > 72T,
FEHRARIT A ENEE L,

17. BRIRRLE
17.1 BHHERUR2MICET 2R
(BETCADABRUTADAICTH S EEITEIREDEER
17.1.1 BR—ARERAREER
EAN36HERRIC BT T/ V8E (@) IH1~ 30512 & -
THBESNTVLER (4136)) 2R E LT, ABZEET S
e < TN REE(FRAEE) 1H 1~ 218 51 A 2 55 LTl L
T HER . 2RUEE TIIFHIE42.5% (171/40261) . tiE45.0%
(181/40261) T FELL EI87.6%TH - 7222,
Fio, WMHAIROEL 2B LBERIEUTOEBYTHY ., [H
FE LTI YREDPBELBDZH -T2,

TR RGN S| B CHE |7/ S RENED
BRI RS 5 145 25001 56
MR (5.0%) (92.8%) (1.8%)
VER 7 B (T 301 3001 0f
THME 9.1%) (90.9%) (-)
T 4701 20601 160
WIS BBR|(17.5%) (76.6%) (5.9%)

BB TINT VDS TN VREEADIH OF S EBDOZ 1206
—1EA217HTRS Z < v W T3E—2[E80%]. 2E—2[E524], 3
[\ —1[E44%1, ZDAIBIDIETEH -7z,

B SIS 134.6% (19/41361) TdH > /oo EREITEAIE. &/
AE BED - B OBE %1.0%. EIRZROEH - 560 &
0.5%TH -7z
17.1.2 0O A —N—LEEER

EN305ERR DI EMIEICBWT. TAPABEIOFNC, T8>
FELH2M 5 & 78 YREELHLEIEE (W $400~1,200mg/
H)YOZaAx—N—ic& D, 128 S5 248BRERO#RS L
7o MEFIORISM: % MM L 728, 2REE. EREC LR
P EEHES N2 B DH98.9%(94/9561) TH - 7122,

BIVE S BSERE136.0% (6/1006]) TH > 7z ERBIERIE. IHIR
3.0% (3/10041) . fAZEHEHN2.0% (2/10061) TH - 7z,

(RO LU S DIRDERIRREDEER)
17.1.3 BN _EGHRHEER

KET. WEERERFEITIfZHRIC. NLTaiE. UFTLY
275 REJARIRE T 2 EEMIERBEAERES N, 70
FESR, EHIHE (BRHERE T % < & BH50% L EikE) #R L
ToEIEE. NV OEEREA8%. U F T LBAI%TH V. NIV T O
BEO) FILBRELICT S RBEBRICHNERICERLT W,
BEHRIIOWINLVTuBBETEZ S HEBE LLHERIE, BHRO
EIROATH 712",
17.1.4 ;B _EERHESER

KET, VFILICRIELRVDH B WIEEBAEMED 2L 36H DM
WEFREREICOVWT, IR 2RBICAN LT aBoReME
AN —EEREERBRIC X VRET SN, ZORR. EEEF
SIPEETMIE E T 5 BRI R ER S SR EOZELOEI &I

L OBREET54%. It RBETS%ENL OB TERICEN
TWize TSR RBICHAN LT OBBE CERICHEREE SV
BEHRIIZO SN2 o727,
17.2 BHERRFTHRIATE
17.2.1 (ERRERE

7RERH (1990.9.28~1994.9.27) 14T b N 7= FI BAERH AL TORER (78
FEBIEL : 3,03560) T, T8 UREEMHANCMO NV T O g S
R U L BIBIOER A 7 W] 21,0136, 198148ED TADAFE
TEDEBEZFICTERBDO D > 7EFNICOVT, DIRICEE 2 RT

TN REEDHEEGI R E R U

AR AR DERE T
(19814 (R DL LRl R PIR (%) )
IREFNE 119/125(95.2)
IA O —FHE 20/27(74.1)
MR 29/36(80.6)
R BRI 98/109(89.9)
SR R FEAE 340/393(86.5)
W%l 13/19(68.4)
B He 55/71(77.5)
5l SRRl 142/174(81.6)
= SR 5T 135/181(74.6)

18. EapEn

18.1 {EFRIER
AHOHEIC K VIMAGABAEE. RS VBEO EREEBIC,
to b VREPEESNSZEDRDENTVNSE, TNHDHE
Eh 5, KEIOHTADAMER R EEWEOVER £/ L=
HOMEIRDIIEERICE DL LHEES N TV SY,

LB R O R R FeE O FIEMHIMER 12 D W T b GABATRRE
EREERANES L TWAAEENEZ 5N TS,

18.2 FIR(ER

18.2.1 BEFEREE (NI D1EH
BRBEREE (T A, Ty b UYF), AN Fo— (<
TRA), ErahFyvUoERE (v R), BEREE(S Y M), EEE
B (v R), RYTF IV EE (T A, THF), ARXS
T A N (v R) Z2HT 539,

18.2.2 2R TAHLAEFIVICHT B1EH
R TAPAETIVONFEREE (), BERHEE(TT R) 20
%U’g”%)36’38)o

18.2.3 R TAHLAEFIVICHT B1EH
WA TADPAET N OKindlingfE# (: 2) 2 MEH3 2%,

18.2.4 BEBHER ORI OREEREICRIFTHE
WEBMER ORI ORI RE 2 MH T 2 (75 %)%,

18.2.5 chEsHERIRHIRIC KX 2B MHIREI DIBENRICRIFTHE
R AR X B 7 ARG IR B o 2 el SR & SRR 9 5
(75 F)Y,

18.2.6 BIRDEMITTILICH T D1ER
BROBMETIVEEZOND, THFY 72y IvE&runy
TERFYREDHABEICE VAU HREHTTEEHZ AR
IS 5 (AL T B9,

19_.ﬁj§§ﬂﬁiﬁj\(2l3§§”%ﬁﬂ1 EZHRIR

VT afgF Y A (Sodium Valproate)
==

Monosodium 2-propylpentanoate
AFR

CsHisNaO2
NFE

166.19
e EE

COgNa

H3C CH3

[EZ7N
HEOEREOMEK T, BRZIZBLWAHD., HKIZDTRITE L,
FKICHED THEIFR T T ) —IL(99.5) UIEERE (100) 1B 90,
AR TH 5 (18 TIRIBMHEA R ZBRHP TR 2 ICHIRT %),

DERE
logP’ oct=0.26
(BB : 79 2a¥ A F 2 7 n-A 7% ) —)V/pHT SEEER)

22. 8K
(3% VREE100mg)
[PTP]1005% (104 % 10). 10008 (108 x 100)
(314 VREE200mg)
[PTP]100% (105 % 10). 10005 (108 x 100)
DNZ | BZJEHIA D 1100058
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