% % 20244E8 HELET (45500
% 20234E7 H 5T (5480

- S bR

ERES AR FeRata

AR - 34 MTADAE. R - BIREARER. FEBAES [ mr40% | 21700AMX00085 | 19915121
NIV OBEF M LR FER A 52200mg | 21600AMZ00426 | 200447 H

MFEERERD %2400mg | 21800AMZ10040 | 20064%7 H

| BREEESSEES] 871130, 871179 |

L -1 R=:40.

SELENICA-R Granuies402%

MTADAEL B - BRIR

BARERA

REREE]. FEERAES
NIV O F M) LIRIEEB

WS EEERY

T 7 Rs2200m
T 7 Rsao0n

SELENICA-R tabiets 200mg-400mg

) EE - EMSEOLTEII L 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. G - MR

3.1 fEm%

W% T L = A RIHA0%

H R K lgit sy 7ufEr b A 400mg

277V YHECa e FeFd 7ol tio—2,

7
WM RE SV m R v e, Tl —

W 7 % + L = 7 R$E200mg + L = 7 R$E400mg
15k 18z

HA 4| 2SNV TaiEr ) s | NV TaEr ) A
200mg 400mg

IFNVra—A, BHEKRTAHB A7T7) v

W Al | EECa. AFZYNEaR)~<w—L, T UMY
IFI), ANVFroNa

3.2 BAIDMR

W 7% % + L = » REHR40%

i K| BtoBRH RREa—7 4 > 7 k) TH 5,

W % 4| EL=/#RE20mg | Ll =7AREH400mg

{3 WO 7 4 vaa—5 1 v 7 (Eige) Th s,

® 0 —[®0O=

& ® EE D 92mm HEE : 11.2mm
JEX : 50mm E&: 65mm
Hi - 250mg i 0 490mg

ikl —F &z 603 604

4. FHEER 3FHR
OBETADPA (IRE - ERRE - BHESHRFELSVICE
BRME) BLUTAPAICHIHRITEREE (TR - B2
HE) DRE,
OR 5 LUV S DROBIRED B,
OR ERfEFAE DO FRAEIFH

5. MEEIIRHEICEET 33E

(FEEREEOREMED

5.1 AR#N. HERBSIEOBWEINGEO A TIEHEEFICEEL
ERLTVWABHIZOAKGTHI L,

5.2 RFNIFBLL 7B FHAEZ BE T 2 EFTE RO T, AHF
P G-I TEATE B L 7 5 X B0 U CHUm B
WA S5 L, HEHICZ DI & &2 BFITH5ICHY]
LTBLZE,

6. BERUHE
(BETAPABLIUVTADPAICE BRITEHEEDEE. BN
B LUVES DOIROBIREDEE)
SEE, NV alEF M) s LT400~1200mg % 1 H 1K
%595, 72720, 4. JERIZIS CEERKT 5,
(REERFEDSAEIH)
SHL, NV T O Y AL L T400~800mg % 1 H 1EKE
#5355, B, E. JERIS CEEET A2 IHRE
LT1000mgZ Bz 2\ a &,

7. BERVARICEET 335
(R b LU S DRDOIRIRED B E)
PNV T OBEOBIRE X OB ) DO BRI T 5, 3B L
LoRMERIZOW TR, ERAOBRKRABR CHERZE T~
BN TninD 2

8. EELEANZEE

(hEE @)

8.1 BEERNFRE 56 » ALUNIZE ) b 5bhb
ENHDBDOT, FHW6H A ENZEM I FEEREZ 1T
HE, BEOWELZTHICBSETH L, TORbEAPIIE
WA 21T S e E Lwvy, [11.1.1BH]

8.2 @7 yE=TIER ML) Bk ENH LN EVH LD
T, BT vESTEERIE T 5 % EBIgE T &
Lo [11.1.228]

8.3 I L EMIM IR, MREL21T) S EPEF L
Vo [11.1.3, 11.1.58H]

8.4 IRA&. R - b)) - BEERE SO T2 52 &
W HDT, AL O EH I3 HEEOEES R E )
B OB RF STV I ITEET LI L,

8.5 Mo V7 ulE ) b v A8 Z o BEIS B WO
WH 2 ARFN Y B2 B%A. MHRENEET L EhH D
DT, MPEELZIETAIENEE L,

(BETAPABLVTADAIES HMIRITHREDAE)

8.6 MAICBI 2HGROZMABY WV LIEEoHhIkIc X,
TAPAERIREN D LML EDHLDT, 5 2HIET S
WA AR 2 1T A 2 LEEICT) 2 8.[9.1.6.9.8.28 ]



(REERRIEDORIEMH)

8.7 BB O HWAIGADLEEN % o725 —BAROFH % i
1EL. #5EOBEEIZOWTHRFT S 2 &, EROYHED
ROLNBWEAIIE, BREESEZRBELEVT L,

9. BENHERZFEI2REICHETIEE

9.1 ABHE - BMERZEDH 2 H8E

(hBEHE BAI @)

9.1.1 EYBRBEOCREEDH 5 BE

9.1.2 BRERIDERFERVEBSRD H 3 BRREVED DFEOEE
KENEE
HECKR AR SEPELTL2B8ZN0H 5, [15.1. 18]

9.1.3 REVI1 VIVEBEIEDONDIEE
PUTOL) HRBHEIIBWTIE, AFREMICT I BOWSO
WAt T 5 L & bia. KA L. 7y B TOZES)
WCHEEL, ToeBigsir) 2 b, BERET Y E= T IED
HobNLEBENDEH D, [11.1.2511]

- FHRAHOREL L I ZEKRAHOEIEDO A O H 5 &
s RFEHA 7 VEEREX SR RNAHO A CORKED H %
B

9.1.4 EELTRDH 8%

RANT AR OV 7 afEF b))y 2o & HI#E L TR
L8250 THY ., RHHB—ERIEILENICHEE T 208
W B DT, MAREN T A LR WITREEY D %

GheEHE t L = HRER)

*9.1.5 BEFXEDH 2BENIFERDL 2EE
FER O MG 5L, Rl E & 2T 2 LD b,

(BETAPABLIVUTADPAICES HRITEIEEDEE SIK
HiE)

9.1.6 E5E
Hh 2RI AE101F B4 ICRET AR EFFEET A
Lo [8.63H]

9.2 BHEEERE

9.2.1 BHEEEERE
FEHBOROBERTHOERIC L ), SGEERSEY RN LA 5
BENDD D,

9.2.2 MKEHEE
MENT I & 2 AR O L&A ERROZEIIC X 1 bk 5
WREMETTA2B8Eh0H 5,

9.3 FFigerEERE

9.3.1 EELIFEEDH 2 EE
BH LW &, FFEEIRL DS DNBILINIC AR D B L)
Hbo [2.12H]

9.3.2 FHEEEER I ZORERNH 28E (EELFEENS
2BEERC)
HRBERLEDTR H O DNDEIBENYDH 5. [11.1.15/H]

9.4 &JERkEH T HE
RS W REE D & 5 LT 2 54120 RANC X A3
AN DWTTHISHA L. RAIOMHANEY) T 2 2 EEIZH]
Wid % 2 & AHI THRAIEMD D 5T 5,[9.5.4,.9.5. 88 1]

9.5 1Ti@

(REERRIEDRIEMF

9.5.1 M AR L T AR O H A L HEICIE, 5 Laew
Z &, [2.42M]

(BETAPABLIVUTAPAICEI MRITEIREDAE. BiK
B LU S DIRDRIKED L)

9.5.2 MEim AR L T A TR O H A L HEICIE. WELR D
RV EHI SN AR EERE, 5LV L,

9.5.3 IHRHICR L 2 1T AH 259 B4, WHEZRIR O Mgk
HHTHIENET L, BOPLTALARK FFZHh V=¥
YY) LRI, ATEEA T 2 a2 HE L 72 B AR Bl
L B L T\ & ORI RE DD 5,

(hBELE)

9.5.4 “HMENE A M Lo RIc, REIO RS AR
WG SNBSS REE X D S b OERIEARE S .
F 7o RF ORGP G SN R, DERRERIBESEOLE
TR ZAiE. H#EZ JRE TREONEFE. ZoodnEz
ETHWEHELLLOMEDNDH L. T2 HEOHEN (AiHE
e, TIREER . BRI, R AR v IUES)
EATAHRENELZEOMERD S, [9.45]]

9.5.5 MR O G X D PR RIS EE, iR, KT ¢
T 7 = VE, ARIEE, GRIEAERE ChRamE, EERE.
#OEH) ExH bbb EOHREND S,

9.5.6 A CHENE S N BILHIIEICB W T, HEPICHTAD
AEEBG I N2 TAPABE S O WA 2246 % 5 5126
WO MR 1Q) [FFHE (5% EHIXH)] ikl 72
WL AF G IR TAPABREDP SO BAERDIQ [98
(95-102)1 &, € MUF [108 (105-111)], 7=t A ¥
[109 (105-113)]. # U N<¥E ¥ [106 (103-109)] %5 =
NETADPABEPLOBMAERDIQEHKL T2z D
WMEVRDH D, B, AFOFKGEN1,000mg/H (KiFFRICE
5 L) Riodaid (104 (99-109)1. 1,000mg/H % i
ZA%EE [94 (90-99)] THo72Y o

9.5.7 A CEM S NABIEIIEICB W T, IR ISARH % 5
BB S O HAERS08FIE. AR %L ST whE
B SO WA 65510761 & ik LT, HBHERIEY 2 7 255
Mol b DHEDD D RN — R 2.9 (95%E X :
1.7-4.9)1 * &

9.5.8 EFEER (v A) T, ARFIPLERAHZHEL, HlRo
FRVEF I G-3 B0 B % & O H 55 o [9.451]

9.6 B3LB
HE OGN R OB REBOG I E ZRE L. 2O
Bk ERGETT A2 &, b MR ABITT A2 0B D,

9.7 NRZH

(hEEE)

9.7.1 RHVEMRE IR I AR Z R L Laatk kO R et
FEEE & LR BRI 0 L T,

(REBREEOREMTD

9.7.2 NREZWG L LA O REMZIREL L L 22K
BRIZFER L Ty,

9.8 StE

(FhEEHE)

9.8.1 HEICHEL THEEICRG T4 L, KA, MIETIVT
IV L O, FEE TIRIMET VT I A L
TWAHIEDNLVI0, EEHOEY O MM RENEL b BE
nrdb b,

(BETAPABIUVUTALPAICEI MRITHEEDRE)

9.8.2 %52 WIS AMAITIE, HBAICKET 5% EHICEET
HZE, [8.68MH]

(REBREEOREMTD

9.8.3 HiliiH AR L LA O REMZIREL L L 22K
BRIZFER L Ty,

10. #HEEA
10.1 SEARE BALLEWVI L)

FH 25 FRPRIEIR - H18 7

B - Sl T

ISR LB | TADADFIED T
W BT BN DD,
INZ R AL - X
y3I7arv
(HR=>)
AT L IRHN
(Am~y)
4 I RA LKA
Wy VI AEF
(FxF2)
L LoNT & KR
B £ 3IRFLK
- v 25+
v
(LAHNVTYF)
BT R4 L
(FAHY V)
[NRRA WVIS 1 L7]
(74 =Xy 7 R)
FENRARAL R
F v
(FF A L)
[2.2501]

7NV 7 a O I H
IREDME TS %0




10.2 GEREE (HFRICEET S L)

FH 2 3%

WRPRAEIR - HEE 5 i

Wiy - fafrKr

2NV — VA
J /) NN)EF
— V&

2NV 7 EEOVE A
L CENSEnE S IoN (3
MRS 5 2 Lt
Hbo

it 3 VAV A
TR OH %
L. N7 afEo
A AME T 3
5o F7o. itk
F O MR % 1
Hxg59

Tz
DI ZANa

2OV T aEDVEH A
L CENSEE Sl (d
LT S @S T
Db,

FERRERAN DN T
OO A
L. A"V 7ago
I v i AR T
5, ¥/, it
FEH o 1P %
FHAE T &
59

k% 7= b A ¥
KRAT =M~

T/ NVEF—)

NV TamBIC L B
T UEZTIMIEDY
A7 DT % &0

B EANTH
Z’O

WMEDND 5,
IRAZYVIF e RCEEF OV A3 EE | e RCSEA] o i
TIMNITFY) Y |BTLHIENDL, |EEEAIES,
VR TFY v
VA=VAL/ PN PNV T a RO | B EAHTH S
WRENDZ DD |25 NV T uio
5o I H g BEAS 17
éo
JEMN)F FERLEF O I | BT LN s
WKL R T 5 | v vy BRA 5
LOWEDH B, T 5,
LR R FAUN FERRFER OW I | B2 7 vy
WINERS 5 2 &h% | v VA HE
H5bo T 5,
k7N u yBias | oSvTaBolE A | BT 2 AK O
T B HEH] WIS HIED DL, | 7V o0 BT
Y rFEL PRESN S,
= A D A
V) M FEL
=R RSl 2R
F EOVERA RS
Ny V7Y | R O HH | e o 5E3ER]
SeHEH WY LI ENDL, | DI EEZ LA
DS TAVA A b,
g7 7 v
B FOVEERIEA] | NV T U BEOER A | ERERL NV T O R
TAE) VA WRINAZ LD | BENLAT S,
5o T2 NV T Ol
DA ES L
Z)O
IYAuRA Yy (NI aBOERA | AR F
VAFTY W5 LMD | 70— AP-45012
%o X 2 A2 T
HL., SV 7u
DA EEAS b5
j—%c
VA ok JAPN T AER (K| EFEAETH
MREER) 2H5 | %,
bz ORENDH
E)O
1. 8

ROEWER DS 5bND T DD T, Bz HoIATv,

FLHEATFRO DN 3G 2 kg b 7 LY 2 ALiE 2 AT

)T &,

1.1 EXAEHER

11.1.1 BUIEFRZEOEELIFEE. HE. BHHFE (WIhd
BHEEASH)
FE L L D ICAMAEEREENH SN 2 LDH 5. [8.1.
9.3.2% ]

A2 E7 > E-7IEL# S EHES EERY)
[8.2, 9.1.3&M]

11.1.3 JRMmMEEMm. FFERE. AMBRRKD. EELM/IRED .
BERIRD (TR AR
[8.3%11]

1.1.4 SRR (BEARY)

WLV, S8, A, WSR2 H Sbh/z ., Bl
FO FARED SN BEIIE, G 2R L, Y R LE
2T 2k,

11.1.5 BMEMER. 77> I —EREE (WFRDHEERY)
[8.3%11]

11.1.6 hEMRFIBILFAELE (Toxic Epidermal Necrolysis :
TEN) (HEAW). REHRREERE (Stevens-JohnsonfEf&
) (0. 1%A™)

11.1.7 BEUEERE (BUEAH)

MPRER & LTHRE, BEDA SN, X512 YoSHilER,
PERERE S, FIMBRROIN. AFRRERIEZ . SER1Y O SERINBLAE O dE
KB S b Id G %2 Pk L BT R LE 479 2 &,
B, SB. JEE. TR ESEOREIRD TR D 5\ IZBHE(L
FTHLZENHLOTEETLI L,

11.1.8 BIOEMR. RDFERER. N—F >V HBER (WTh

D HEEANH)
PRAHERGEIR E LTS, RYakkiE, Sihbes, S8, gk
T, BEEHREDL D Db A LD b, X—F vV VHEE
e UCRkFEREE, W, B3 - RMTRESESSHLbh b 2
LB Db, BB, INOOIERIFEI L 726 TladIkic L v,
BEAEDI~27 ATHELTWED Y |

11.1.9 #HERUHRARE (AT
WG, B&. CKLEH. MmO h I+ 7 o by
RO SN EII G 2 Pk L BT R LE AT S &,

11.1.10 HARFILVE > TEESTBEEEE (SIADH) CHEARH)
iKF b U AdE, RRBEAE, R b A oBin,
EIRIREN D S b NI, R TEELO HIBRAE 0 8] 7 AL
BEITH) T &,

11111 BEEMRR. IFERERMR A (I HEARE)

WK, RN, JEEAEEATED H NI, ER ISR
X WEHCTSHEOMEE FEMT 2 &o METEM %, IFERER
PR g A b 7 a1 x5 2 ik L. BB AV E V#)
ORGHEO Y R EEITH 2 &,

1.2 ZOMOEHER

0.1~5%Ai™ | 0. 19%AK5iH HHEASH
B ] JBiE
HE v, IR [ FE. AR, | KR AR B
TR TRk HRE, EEE
it #5 >
L - MR, | TN g, Ak | AR, AROTHE
H oAb % | HEAPUE | AR, .
T
AST k5.
JiT i |[ALT L& .
Al-PL5
i, HIER | AL 7 4 70 | MR SR R
I | WA J =/ VIE, | T
TFEEERIS S
WO E | %
woR | R - R MR, PRYEE
AR (AR
E, AR, %
| B 2 FENAVEINEE, HE
THEEATD | K
TFARBYPEE T




0.1~5%A* | 0. 1% A ) BHEANHH

BT VEST |(BRE FE | R, 0. R
T o | MmdE. RER RIREIE,  FE2#A,

m NN =F VA

HED FEBUFEE IR R 2 &8,
H2) AR OFEGHIERIC, WS h L oME»D b,

13. BEKRE

13.1 ER

KR FIRRAS IS & B MRS & b Bk (IR, e
JERE IRIRHIE], BT VB = 7L, BN i O L 72 Bl AR
HEINTWD, SHETIIIHEH A HE SN TS RENIRI
HHAITH L7720, ERPENTHOEDNLZ DD 5,

13.2 @

THL SRS RO, RIEEERE S S5, F72, LB
& U CHEBMERER . BN 2179, T ud Y v o554
HCTHolz b THMEDND 5

14. BHEDZE

14.1 EHZFARBEOEE

(L ZHRER)

AFNF—UALTAA 2 WET 5 2 & [20.25]

14.2 EHZFEDZE

(BIFEIE)

14.2.1 RANIERERATH Y. RAOWIRIZ X Y #EH2m#
ENZZEDRDHHOT, WMBLEVE)ICHRGFESEDLZ L,
[20.1. 20.2Z:H4]

14.2.2 AFNIHEHEEAITH Y, BHZ DAL S &I X El)s
MEEND D38 % DT R % AP RTIRASESZ L,

14.2.3 ARHAFEG B ICA ORI RE S FEMAE PR S h 2
5 THEREAO—FTH 5,

(L= HREE)

14.2.4 PTPEZEOIEHNIPTPY — b0 L CTIRA§ 4% &
IEST L L, PTPY — hOREIKIC X D, WS ER &E
BRI~ A L, I3l B 2 L CHERRIIN 5 o B 2 40k
WEZDERT A DD b,

15. ZOOEE

15.1 BREARERICE D <153

15.1.1 AL CFEM S M7 A H 2 & S EBOPT AP AT BT
b, TADA FIREFEZNRE L721990 7 7 £ R0 B
IRABR OB RERIC B VT, AREE LT EBREMDOFEB O
VA7 H PLTADAREDIRMEETT 7 R & B L TH2
R < FTADPASEIRMEE 1 0.43%, 77 LR 1 0.24%) .
PTADPAEDIRHEETIE, 77 R RELH<L000AH 72D
LIANZ W EGHR S N (5% EHXMH £ 0.6-3.9) T2, T
APABEDY T 7V —TTid, 77 tREEL L1000 H
72D2ANZVERIHENT VS, [9.1.251]

*%15.1.2 AH & ORERRIEN S 2 TlE vy, LR TEEXh

B RICB W T, ZIEMT O3 7 ARICARANCEESE L 72803
DOWIZ, FEMNIF VIV ARF T 7 LICREELZLHOR
LR LT MRS ) A 7 O A RIS 5 HENH B (H
o — FIK1.50 [95% 5K 1.09-2.07]) ¥ o« —H T, T
ADAEET DB NG E LWy CHM S - B
BT, ZIERTO120 H B AHFNCEETE L7250 ik, AH]
WCHERE L TOARWRBORE L LT, Bl A0 A 5 2 ik
FEEREY A7 OEINIRD SN WETLHELH B0 ,

16. E4ENRE

16.1 MAFigE

16.1.1 BRE%E

(L = HREEH)
fEHERE AN L12F1C 2 L = A RER3g (V7 afF by oA
1200mg) % 7 | A F — 8N —3E12 X U £ OV A 14 1 HL %
05 L 723548 D AUCos0s Comax L P Tmaxld. FNEFNLLT D
LB THo72Y o [16.2.28]

F L= ARERHERE O GROEYEE T 2 — 5 (EHERA)

AUCo-s0 Crmax Thnax
(ug-hr/mL)| (ug/mL) (hr)
AR G- | 2141.8£299.4| 56.9+5.5 10.2£2.1
T H S |2069.4+349.9| 71.0+7.6 7.5%£2.5
T3 = R (n=12)
(L ZHRéw)

HEHORN6HIIZ 1 L = #R$E200mg 15E% 7 1 A+ — /N — il
Lo R oaER (BIRIE) ([CHEERIERS LS a0
AUCo72 Coac L U Tnaxldy, ZNENLUTOLEBY THo2? o
[16.2.2&H]

£ L = AREE200mgH BRI G- O SEYBYRE /T X — & (REEEIRA)

AUCo-72 Cinax Tmax

(pg-hr/mL)| (pg/mL) (hr)
ARG 296.29+23.93| 8.82%0.52 18.0+4.7
T HhES [249.91+117.76| 8.13+2.78 14.7x£1.6

I+ FUER A (n=6)

16.1.2 R{E#HE

(L = HREED)

R NI2B0IC 2 L = ARBNZg (NVT Ui by A
1200mg) % HilREII#% 5 Lz & S0P HE NS 2 —5 2 |
W, v 7aEr vy sl LT1000mgZE1H 1A, 6 H B RIE
BOWS LA 2 Y Ialb—Ya v i, ZORE, Mk
RO S & B 1H IR G CHRM AR E 2 MaF L. P55
ATR6~T7H B CEMIREBIET 5 L H S h Y

(L ZHREE)

ERERASHINC £ L = #REE200mg 488 % 1H 1M, 6H M IER
35 U728t G- HEHASHB TERIRBISEL, HN
B L hahol®

16.1.3 EL ZHRFEN & L Z HRED LS
TADABEIHIZ L L = HRHE200mg 2~65E X idt L =HR
WEkI1~3g ON)V 7 afgF b U 2400~1200mg) &7 0 A F —
NI X D TH M2 3 DRI 24 8 [ BOERE LIHES- Ly higEHA]
DA MIE P SR % LU U 728 2R, EIOE D 7 D 90% 5 HH
X[#13-9.72~13.95% T&H - 72'¥ &

16.1.4 JU75 20X

IV T OBOWIEEZ100% EIRELIZL &, &7V T T VA
EAHE RS (16~605%) T6~8mL/hr/kg. FHEA/NET
A A (3~16i%) T13~18mL/hr/kg& DEaidH 59 |
MEINERE TR, &5 2075 Y IR L2 WD, i
MERO 2 )75 AMETT 5 E0WMENH LY

NV TUEBEOEE 7 )T 5 v AFIFEICFELAG 2 ) 75 v AL
HEAIOGEOREZZIT 5917

16.2 ORIR

16.2.1 £HFHFIBEE

2NV 7 a iAW AHRIZHIE OV X 5 9%100% &
OHEDH B

16.2.2 BEORE

+ L = HREK KO € L = A REE200mg D ML E X EFH O
BRITEAEZ T o212 [16.1.128]

16.3 9%

16.3.1 ERFEEE

2OV 7 O RO MAER IR ERIZ0%EBTH 0 . BILEHIRED B
L2100 ug/mLYL ETIIAH G T 2 &L 0GR H L1919
AR AFEIET L2g6, EHIRE TR b B ik
T2 EEZ 5NN, FHEHIEEIET Lenwe: Sh
TWBID 20

16.3.2 2 HAEIE

2NV T aBO G ERZ0.1~0.4L/kgTH 0 . (T ITHMILAME
WHINT 2 L OMETRHBY |

16.4 {34

16.4.1 XEHRER

IOV 7aBEORPEIFETRHE S, e b TiREIE, Svru
VA, B-TRIE. o w1 kD wRIbE 25 2 &Y
EhTwap®




53 AU EOEEIEF b7 0 —24P-450 (CYP) 7510%.
svra s EEEBEE (UGT) 5%40%. f-BE{L)330~35%7F
ETHDIEIRGEENRTWEY

4-enfkDAEIZIZ FTNCCYP2A6, 2B6. 2C9%F-HiAs, N7
o vy oy BIAERO L KIIZUGT2B7 4 TS B 5§
5 EDVHEENTWVBE 2 (n vitro) o

16.4.2 MRV RPRED
ERERA6BIIC L L = A RBK3g (N T HBRS MY A
1200mg) % HEFRIOHS L7284 o b 2 OSSR AR 1.
M TIEF123-ketofk (AUCo-328.15+94.73 (CFIfili + ¥k
fW#) wg-hr/mL) 2B S, R T D EIZ3-ketofk 3Pk
WS, DUF SV alg, 3-OHMK, 4-OHfK. PGA. 5-OHAE,
4-ketofk, cis—2-enff. trans-2-enfADIHTH - 72%

16.5 HEitt
EFERANHIIC L = A RBK3g NV TaBRS MY 7 A
1200mg) # HEEEIH% G L7284, BycidE123-ketofk At
Pt S, #5756 £ TOHEMERIE34.05+2.57 (FIME
=R, TR %Thorzo 2. R ofdsiz
B 514561/ £ TT61.20+5.59% Tdh - 722
BB, VT aBOREMARO IR FPEISIE1~3% & O LD
%624) o

16.8 Z DAt

16.8.1 ARMPiEE

(BETAPABLIUVTADAILHED MRITEREDAE)

(1) AR 1240~120 1 g/mL E HE SN TV B A, KD
WEAH Y, FOTHUZ50 1 g/mL%E RIS 5 Hikh = F 2150
ug/mLETHHELDH 5L,

(R b LU S DROBRIKEDLE)

(2) AP 1340~120 4 g/mL & {iE SN TV B A, KHiD
WEAH Y. O TFRRIZ50 1 g/mL & RET 55 FIZ150
ug/mLETHMED DL, BUWEMEREEZHNE LTW5S7z0,
IR REE =4 ) ¥ I3 ETIE WS, ARFIO MR
BRI BRRIRRE DEAL D D o 728 B0, T L 7= 1R ER) a8
BoNWEGAEIE, BB CREEE=%Y ¥ 7 %17
W, BB TLIENEFT LV,

(REERRIEDORIEMF)

(3) ARDILHBLEE ASWRELS 22 o T 22\ F2 o, 5 EI Y L2 I Hh s i
EZF Y Y TIZMHTIE R VAN, ANH o I R BN | AR
DEADD - 2HE%IE, LEIS CIREE=y) v
AT, HERETALZENET LW,

17. EREREGIE

17.1 BIHRORSMICET 558

(BETAPABLUVTADAILHES HRITEREEDLE)

17.1.1 £ L ZHREER & AV -EN—REER R
IEEELTAPABEEF LRI L = ARBER 235 Li—
IR ARBRORBERIILUT O LB Y Tho7zo SMUEREIE, %
VESEE RS, ATHYIE VS e IRS 35 5 ). O EEG (i) Seslie
AT L7,

NBTADPABELH E SIS, £ L= A REEN0.75~3g (N
V7 afF ) 4300~1200mg) %1 H 114~ 4858 F#E 1
5 L7zo EMUGER I, Gl 12%15/1661 (93.8%) Tdh -
720 BIERIZRD SN o2,

CNBTADABE206 % 6512, £ L= A REK0.75~2g (N
V7 aEF v 4300~800mg) % 1H 14~ 34:8 R
57z dGiEER. gag E2%17/206) (85.0%) TH -
720 BWERIEFED SN h o722

cTCADPABEBZWEIC, v L= AR 1~4g OV
T+ ) £400~1600mg) % 1H 14~ 3638 Fi% 145
L 720 AfResieid, Sl 39 2160 (42.8%) THh - 770
FIVERE5/2140 (23.8%) 2B S, HIBHEER26] (9.5%) .
HRAE - T/ BT (4.8%). AL-P LRI (4.8%). &H
K1 (4.8%) TH-o727 .

CTCADPABELIZWEIC, £ L= AR 1~6g (ONV T
afEF ) £400~2400mg) % 1H 1012 H B~ 138 R
WG L7zo eI x, WLl 1A%15/1861 (83.3%) TH -
72o EIMEIE2/186) (11.1%) WSRO LN, HT Y E=T
i LA (5.6%). HHABKLIG (5.6%) THo72® ,

17.1.2 ERE Nt L ZHRER & L Z HRED X X B
PNV a RS N ) A BAERGERIC XY 128 DL RERRSEVE S
HENTWB6EU EDTADABEZLPNZ, NV T aES b
Uy AOFRGEELEHEESTIC, L= HREE200me 2~65E X
Zt L= ARER 1~3g OV 7 aEd Y £400~1200mg)
o0 A —N—{EIC X ) TH A28 9 252458 [ BUAEFR13%
B U720 WSERI OGRS, MEASATEIRE S ) Ot (CTA
AT OREEIRILUTDOEB Y THo 7o RIVEHIZ5/4951
(10.2%) D HN, M7 v E= 7 LA (B = AR
SR 2L = ARERB S5 ThH o2 .

# Lo RPN & £ L= HREE200mgOFE G OV T O Y
% A OHHEFM) 1R B AR i

YU = % UK

WK 1 ks (L ait

R 4301 161 4491

TVSARGE Ty ol 26 2
200mg

ait | a3pl 3 46%1

McNemarti i€ p=0.3173
t L = A Rk

VERAFT B WA B e

j Wi | 466 ol 16%1

%;”ﬁRﬁ AL ol ol ol
00mg

ait | a6pl 0fl 16%1

Y L = H Rk

BT R, (CADATES) | e/ Ak | AL -

B 2 1261

BV ARG Ty 21 2 A1
200mg

ait | azpl 4 4671

(B 5 LU > SHROBRED AR

17.1.3 B _EESRIERHR
KET, BUBPEREEBRF 179 & G, Nv7alE, ) F
AE 7T v R % WM PG 5 2 E MGG ATE N S
720 TOFER, BFEWYGE (BURFHIR E T4 7% < & H50%LL |k
W) R L7-EAEE. NV aERE48%. V) F 7 ARE49% T
HO. NVTOBEEROY T LHEE BT T 2 REEB%IITL
NAERBICEN TV, HEFLZIZOVWTNALVTuBETS (%
HL2H50%, B L OEROATH 72V o

17.1.4 B —EEHR B
KET, UF I AIFIE LRV B WIZAEED 7\ 36610
BB EEEICOWT, 77 Re I 7T a o4
T & A RED ZEE WIS X D BRET S, ZoRE.
FEAARNEFEAG I H T & 2 B aEi R RS sh sl o 2 ko
HEFN T OEERETH4%. 7T B REET% E NV 7 O iR
THEIENTW s 7RIV 7O CAHEIC
HEPFE OB WA ERTRIIZD LN L o727

18. ZEhEEIE
18.1 fEA®AF

ERFEF D12 E LT, WMNDGABA « 7V & I Y EOACH
BICBWTGABARIICH S LTWB Vg 3 VIR IR
HIE DR TR R GABAZ R ICE S L TWAGABA NS YV AT
IF—ERPINIEEYITITe FEKRERZEE 2 e
HTEIZED ., BRNGABAREZ ML, B2 WHlT 52 &
BEZHRTNHD S

PO E I B O R SRR S8V E O FEREFNHIE I IS D T GABA R
REREERAAFS L TR RENEZ SN Tna¥ %
18.2 ZEIB(EH
18.2.1 AMEEETILICKHT 218

T ADRKERKSE, RF TV VR Yoo bF Y
VIEME YU 2 VR AN Fo R A V=T UR
FEE 2 5 52 %)
18.2.2 EREMRELHEA -ETIVICH T 21EH

FaADF YR v UEES oy ZAOREIE, b O
@c:ﬁ Ljﬂ]fﬁu’ﬂfﬁﬁ%ﬂf\‘?am 31). 37). 38) o



18.2.3 BIROEMMET IVICKT 21EH
BROBMETVEEZOND, FX¥Y Yy T7s IOl
DTEREF Y FEOPHPEGIC L Y E L 2 AREETEEH %2
BEHHT 2 (xv A Ty Mo

19. B2 ICEAT 2 BEENMA
— B AR NV T aES Y 7 A (Sodium Valproate)
25

1t % : Monosodium 2-propylpentanoate

7 3L CsHisNaOz

g F a1 166.19

13 WK ARORBEEOMKTH 5. KITHD THEITRT
v ¥ 7 =)V (99.5) XiZBEEE (100) 12T
RV, BRETH S,

b5

CO:2Na

HsC CH3z

20. RIEV EDIEE

(t L = HREEHL)

20.1 RANIWRT 22 EHH5DT, HEFZITIRAZ H#T TR
F3hAZ L, [14.2.15H]

(L ZHREE)

20.2 ARHNIWEEA RO T, 7V I ¥n —g2EpE %R
M TR L. IRAER X TPTPY — M2 5M) & RnwZ
Lo T, REFICBLTCPTPY = M2 E L AWVWE D ERET 5
Zk, [14.1. 14.2.1H]

%%k22, A

(L = HREEFI40%)

NF 1 100g. 500g (75 AF v 7K bv)

57E s 1gx 1008 (28 x10x5), 1.5gx1008 (28 x10x5)
(L = HREE200mg)

PTP : 1008 (10%x10). 1000%¢ (10%% % 100)

(t L = HREE400mg)

PTP : 1005 (10%€x10). 1000%¢ (10%E % 100)
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