% k20234 THOGET (55400
#*20214E11 HekET (A53HR)

- 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
HESKR AR SEIELLTL2BZNW0H 5, [15.12H]

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 [FEREDH 3 BENIIEMDH 5 8F

FEH DM AT SN HIEREBRE & 725 2 WD b
(BB TADPABLVTALPAIE D MRITEEEDEE BE
@)
9.1.6 E5HE

BG 2L 2 EI0E, IRAICIEET 52 ERISERT 52
Lo [8.62MH]

*%9.2 BHREREERE

9.2.1 BHEEEEE
BEHMEGEROBKTEOREMI LY, GEEERESEY R A5 5
BENDH D

9.2.2 MKEFEE
MBI X B RFNOBRERE A GHEDZILIC X 0 bR S8
MREPKT T A2BENNH 5,

9.3 FFipEEERE

9.3.1 EELIFEEDH 2 EE
BeHLwnwa b, FEEDMRL H 5 bNBIEMIC R B BEFNRA
Hbo [2.12H]

9.3.2 FFEEEENZZORERODH 2 BE (EELTEEDH
BBEEKRC)
HRBERLEDTR H O DNDEIBENYDH 5. [11.1.15/H]

9.4 £EREZH Y %E
MRS AWHEME D H AP 52 86101E, AFNC X 2%
AN DWTTHISHA L. RAIOMHANEY) T 2 2 EEIZH]
Wi 5 Z L ARHITHRFEED LD 5N TW5,[9.5.4.9.5.85 K]

9.5 1117

(FEERRAE D RIEIHI)

9.5.1 M AR L T AR O H A L HEICIE, 5 Laew
Z k. [2.43M]

(BETAPABLVTADPAILES MIRITHREEDSEE. BF
B LU S DIRDRIKED L)

9.5.2 MEim AR L T A TR O H A L HEICIE. WELR D
RSN EXIRE, &5 LT L,

9.5.3 MRFICR L2 HETAFZ 853 A4, WhHEZR R D Hil
HHTHIENET L, BOPLTALARK FFZHh V=¥
YY) LR, BEE AT 5 8% HEE L 72602545 Bl
Ll L IR L TH W L OEZWRAEREYD 5,

(hBELIE)

9.5.4 ZAHMHER A HE L2, KRR OB % iR
PG SN BIDSH IR X D 2 v & OEFFRERESH D |
F 7o RF ORGP G SN R, DERRERIBESEOLE
TR ZAiE. H#EZ JRE TREONEFE. ZoodnEz
HTHWEMELZLOMREDND D, Tz FRAOHES (R
Thze . MiREERE. SRR, R RV ARE, BuES)
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)
k| L LNy F LKA
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)

WH 4 5% BRARIEIR - 58 | W5 - a1
PNV EY = VEER] | NV T aBEOERAY | LLREEER ANV T
7z NNV E S | ES. ERLIEFIOfE | v oREE
— VA AR B2 25| L, ANV T7aBo
H5bo MR FEAME T3
bo Fio, Kitdk
Fl ol % -
HEgr9
TJrz= k¥ 2NV T aBOVER DY | LRSI NV T
AN LY WG, ARSI O | oo %
FASEER ZWE T | L. NV T uBEo
LIENDH D, I Hp g E AT
5, ¥/, it
AN DM R %
FHAE T &
59,
IMAZ VIR e RESEH OV 23 HE | 26 RS o di b
TIMNITFYY |BTAHEAIENDHL, |JEE LA IES,
JNVEYTFY v
VA=UAL N PNV aBOVERD | R EAHTH S
WHRENDL Z 0D | A NIV T afEo
%o MR DS AT
%o
FEM)F FERSEH O I | BB 7N s
ARG RS 5 | 0 v BIaH» e
L OWEDD 5 35,
k| O T EIRA TERRIER DWW | FCB 2 7V s
WSR2 2 L% | b0 Y BHAD A
H5bo T 5,
kx| Z V70 VIBREA | NV T aBEOMEHN | FICBT A AHO
% T B ] WIGTHZEND D, | 7NV v Rias
U hFEN PRAES NS,
V< LY
Vo) eV
¥+ -1k
F EOVELA S
Ny VT XY V|G OVE R AT | b EER 0 /2 FR )
SIEH WYL EDNDH B, | DMHEE % E5.
D TAWN- 2H 5,
TINT7 7Y v
T FOVESREEA] | NV TR BEOE A | EEERD NV T a iR
TAEY U WMENLZ LD | IRESEAT 5,
%o F7-. N7l
DR AILE S
%o
IYAURA Yy | SN TUROVERD | AR DT b
VAFY U WENDZ D | 7 a—LP-45012
%o B 2E LY ]
fL. Nvrag
DI DS 5
5
VA= 5 TAPN 7T AER (K| P IEAHTH
MR IEER) 2°H5 | 5.
btz oWwENDH
5o
1. BMER

ROBWER S bbb D Z WL DT, BEL T5IATv,
BRSO O NI GE IR G- 2 Pk b % L) R AL & 4T
R

1.1 EX%EIEA

.11 BIERRZFOEECEE. #E. BHFE (WIhi
HEAH)
JFRESE & & D ICRMREHREEYNSH 5 bN D D H 5, (8.1,
9.3.22 1]

11.1.2 87 FZ7MEZ# D ZHES BEAH)
[8.2, 9.1.3&H4]

11.1.3 BMMEM, FFEE. AMBED. EELM/IMRED .
FERIERR D (WD BEEAD)

[8.3& )]

11.1.4 2HER GHEARH)

WLV, 78, R, WS 0REIRE D Sbhiz b, B
FEO ERAIRD SNAIE, &5 2R L, By g
219 2 &,

11.1.5 BMEMEBR. 77> I=—EGEE (IR HEERH)
[8.3& )]

11.1.6 hEMEREIRFERBMAE (Toxic Epidermal Necrolysis :
TEN) (BHEAH). BREFERERS (Stevens-JohnsoniEfE
) (0.1%FME)

11.1.7 BBUEEMRR (BEEAW)

PIHEIR & LTI, DA LN, S 512 Y SHilER. BF
PEREREE, FIMEREGIN. FREkiL ., 8 Bk BIS o
W23d o b A d G 2k Lt 2 0@ 2479 2 &
BB, B G IR EE ORI TR D 5\ 1T Bl
THIEDRHLIDOTHEETHI L,

11.1.8 BOZEM. BREFEIR., N—F >V HER (Wih

b HEEANHH)
PRAVERGEIRE LTS, MR, SREmE, BB, Ak
BT, BEMBRSERD HbND DD b, /S—F 2V VEE
RE U THRIERHRR, A, £3% - RMTRESFHObNE
LB D BB, INODOIERIFEH L 72FTiahIkic L v,
FEAEDNLI~25 ATHELTWAE Y

11.1.9 ERUHRARAE GHEAH)

MiWF. B, CKES., MR ORPIFZue ro ks
DR LN A G ARk Ll 2@ 2479 2 &,

11.1.10 AR FRIVE > RNEETBIEREE (SIADH) GHEEAH)
K MU AdIGE, REEEMEE, R U Y AR08,
ERIREED D S b N7z HA 11, KR O HI RS 0 @) 72 L
BEITH) T &,

111,11 BEEMMR. IFEEERMRR (3 d BEARH)

WMk, PR, SEEEEARD HNA T, BRI HER
Xty BRCTSOMEZ E T 5 2 & o BIEPEN %, IFHEER
PN s g b N3k G- 2k L, RIB B AV E V#
DOYHEOHY 2 WEEZITH 2 L,

11.2 ZOOEIER

0.1~5%A | 0. 1% Aqi BHREANH
R JH i E
OF v, IR TR, AR, | AR B
R ARE R TR HRE, KEE
1t #5 >
L - MR | TIPSR, SRR | R, BRI
H oAb % BEAPUE | AR K.
T
AST EH.
liis g ALT E &,
Al-P 15
Fai, FMER | 7 0 7 | MR R
I | WA J = VIME. | T
IR ERIG 2
M i | 38
HFEE (A
i, AR, %
sok| G 2R FENL IR HL, A
TR N
THEB AL T
W7 YEST |\BRK ME | B, 8.
Z O M|, AR P, s 2,
bl BV =F Vb
D) FEHBE ISR RAE ST
H2) AFOFEG RIS, WHES N L OWEDRD 5.



13. BERE

13.1 K
AR BRI & 2 MR & 0 ik (R, EE)
FEAE, IFIHIE], &7 ' = T E. BbKEE AR 2 L 72 Bl AR
HENTWD. SETRIECHIDHE SN T WD RANIRK
MHANTHH720, FERPENTHLDLNDL I ENDH D,

13.2 @
THL IEERES AT, Rk R RE S B, T BEIS
JO& U TR, BT 21790 Fudy Y oRGHH
MTHo72ET2MEDD Do

14. BRAEDEE

14.1 EEIFANBEOER

(L ZHRER)

AFNE— AR 28T 5 2 Lo [20.220]

14.2 EHZFBEOZE

(BIHH£38)

14.2.1 RANIERERACTH Y. WA ORI X & H A IE
ENBIEDHEOT, WLAVI I ICRFESEL L,
[20.1. 20.2&M]

14.2.2 RENIHHERFNTH Y, BHE AL S LI XD D
TS NG 2 EDH 2 DT HAE PAMDP RN TIRITSEL2 L,

14.2.3 AANPEG-5IC A ORT G FRE I it s e 2
5 THEREAO—TH %,

(L =HREe)

14.2.4 PTPEZEOIEFANIPTPY — F 200 L CTIRA§ 5% &
IfES LT L, PTPY — FOFREKICE D, BV ATRAAE
REBEAGHIA U, I3 2L 2 B 2 U CHEFS T 25 o i 2 &0k
SERRT A ENH Do

15. ZOMOEE

15.1 ERR{ER ICE D 155k
W CEM S N7 A 2 G LEBOWMTAPAEIIB TS, T
AH A MBS Z WL E L 721990 75 & Rt IR Bk
DOBEHERICBW T, BRSE L EREH OB ) A 7 A3,
MTADPAERDIRMEETT 7 RBEE LB L TH22EE < (i
TADPAERMEE 0.43%. 7R 0.24%). PLTAD
ABORABFETIE, 7T RBELIERL000AH7D1.9A% N
LR E N (95%EHXM : 0.6-3.9) /o TANARE
DT TNV —TTid, 757 REELILRL000ANDH7-02.40%
WEEE STV, [9.1.22H]

16. ZEYEhEe

16.1 Mgk

16.1.1 BHERS

(t L = HREEHL)
e AN128012 2 L = A REN3g (XN T afEr b)) oA
1200mg) % 7 0 A F — 8 — 2 X ) i e OV E R | Bl
1355 L7258 DAUCos0. Coax X P Tmaxlds TNEFNLLTF O
LB THo72Y o [16.2.25H]

# L= A RPR IS G R O BE ST 2 — 5 (EHERA)

AUCo-s0 Cinax Tmax
(ug-hr/mL)| (ug/mL) (hr)
HEAEERE G- 12141.8+299.4| 56.9%+5.5 10.2+2.1
BB Y 2069.4%349.9| 71.0+7.6 7.5£2.5
I = B (n=12)
(L = HREw)

R AN6BICE L = 7 REE200mg 15E% 7 0 A F — /N —:(C
LM ERE R O EE (BRI ICHBEREORS L 25G60
AUCo72 Coax L O Tmalds ENENLUTFOEBY TH- 7210
[16.2.221]

# L = AREL200mgHLMFE P G- OSE BN/ ST X — & (FEERA)

AUCo72 Chnax Tinax

(ug-hr/mL)| (ug/mL) (hr)
HEATIERE G- [296.29+23.93| 8.82+0.52 18.0+4.7
%Y [249.91£117.76 | 8.13+2.78 14.7+1.6

Pgfl = AR (n=6)

16.1.2 RiE#HE

(L = HREHL)
R N12B11C 2 L = AR 3g (NvTafEr by oA
1200mg) % MG L2 & T OB ST X — 5 & H
W, N7 aEF by A e LT1000mgZ 1 H 1, 6 H #RE
BOG LEEA2YIal—Yar iz, ZORKE, Mk
T VA S & b 1H RS- THRY M 2 M5 L. %55
A%6~THR CTEFREBIET 2 LS h Y

(L =ZHRiE)
TEREASFIC £ L = A R$E200mg 458 1H 1. 6 H K S AERE
L5 LSa, G HmBAsHECEFIREBIEL, HA
BV hholzV

16.1.3 T L ZHRFEN & L Z HRED LS
TADPABEIHIZ L L = HRHE200mg 2~65E LIzt L =HR
Wiki1~3g NV 7 a@gF ~ U 2400~1200mg) &7 O A% —
N X D TH 1128 3 DR 2408 B BERE e G- Ly i)
D IARIMAE PSR % LR L 2245 92, SFI9E 0 25 D 90%13 i
X #13-9.72~13.95% Tdh - 722

16.1.4 U752 R
VT aBEOWINEEZI00%ERE LIzE &, &H 27 )T IV A
AR B (16~607%) T6~8mL/hr/kg. #HEIA/NET
ADABE (3~16i%) T13~18mL/hr/kgs OEAHHY |
SHEIE#E Tld, 282707 9 v AR EEIZ VA, i
RO 2 ) 75 v AT 5 &EofiEsd 5 |
INVTAEEOEH 7 ) TS5 Y AZTFIFEAZ Y TS VAL
PERAEERORELZ T2 D

16.2 R4

16.2.1 M2 HFI A=
2NV T RO AR EIIHIE OIS L S TH100% &
DD B

16.2.2 BEOHE
L= AREHR L O L = HREE200mg D ML HHE RS X A FH 0%
BRIFLAELZT o729 o [16.1. 18]

16.3 9%

16.3.1 BERFEEE
2NV T OO MR FIHREERIZI0%ETH 0 . MILTE T IRED B
X Z100 ug/mLUL E TR A DM 5 & DG H 2917
BEAKAFMET L2WA. EHIRE TR b iR i 1z
KTFT2EEZONL0, FYEHERREIMKT LawE Sh
Tb‘élS)‘ 18) o

16.3.2 P H ST
PNV TaEOGAERNZ0.1~0.4L/kgTH 0« (ZIZHILAN
WAHYS T B & DG H B

16.4 X3

16.4.1 XBHZRE
2V BEBEORPIIFECRH S, e v Tk, Frvso
VERIA. f-TRAL. w. o R wrBILE 2T B 2 LD
ENTn3e
53 2HEEFE OEEIET 7 a—24P-450 (CYP) 2510%.
o rEEBEE (UGT) 5%40%. B -BR1EA730~35%%
ETHrI ePMEINTNBY
4-enfK DA FIZIZTFIZCYP2A6. 2B6. 2CO%F-HiAS, /N7
Dy vy v AR ERIZIZUGT2B7 41 A 5-3
B ENHREEINTYDED D (n vitro) .

16.4.2 M RO RBAHEY
ERER NGB L = ARPK3g SV T aEEF YT A
1200mg) % MRS L 228 A ol K O3 &,
M TIEF123-ketofk (AUCo--328.15+94.73 (P39l + #ZHE
fW#) wg-hr/mL) 2B S, JRH T EI123-ketok Bk
s, TNV 7amg, 3-OHE, 4-OHfE, PGA. 5-OHfkK.
4-ketofk, cis-2-enff. trans-2-enfkDIETH - 722 ,

16.5 HEitit
TR NGB L = ARPER3g NV T aEES MY T A
1200mg) % HEHRELR S LA, IRHICIZF123-ketofhd)®
Pt S, 425755650 % ToOHEMERIZ34.05+2.57 (FISME
= HEHEMR S, DT REE) % THh oo T2, R O#EIEERIE
B 514561 £ TT61.20+£5.59% Th - 722 o
BB, VT aBOREAED KB PEEEIE1~3% & O A
Z;)Z)ZZ) o



16.8 Z Dt

16.8.1 HxhHiRE

(BETAPABLIVTADPAICHES HIRITEIEEDSE)

(1) AEPMLHHEEE1340~120 g g/mL & FE SN TV B A, KHiD
HEDH . FOTRIZS0 u g/mLZ RS 4 i FRIZ150
ug/mLETLHELDH 5,

(R b KRS DROBIREDABE)

(2) AR EEI340~120 1 g/mL & G STV B DS, KD
WE2H Y, ZFOTHUZ50 1 g/mL % 7RIE$ 5 itk % ERIZ150
ug/mLET MDD L. BMMERZHNE L TVDE720
FERIE ST = 5 ) v Z IR ETIE R WAL, $%®ma
ﬁﬁh’ﬁ%ﬁ%@ MDD o 72 e, T L 7GR R

BONBRWASEIE, BB CIFRETE=45) ¥ 7247
HERET LI ENET L,

<HE§%¢®%EM%)

(3) AL IEEEDSIMEIC 7 o> TW Wiz, IR i B
E=FY yﬁ“ﬂid&iﬁﬂitzuwﬁf AF O F 3R 1 R IR EE
DEALD D - 72 A, LRSS CIPREE=57Y v 7
%ﬁw\mE%%?5 EDEFE L

17. BRPREXIE
17.1 B3R UREMICET 555
(BETAPABLUVTADAILHED HRITEREDAE)
17.1.1 L ZHREN & AV -ER—iRES KRR
INEZELTADPARE Z NG L = HRER 255 L—
W R AR DFER I T O LB Y TH o7z SFUGEEIX, 3
VESCEEE, ATE)NG O IRE IR % BE B OYEEG (i) diesta s
B RATNHIW L 72,
NRTADABHEIH R, £ L = REH0.75~3g (N
V7 amF b A300~1200mg) A 1H 14 ~48E R
Be 5 U 7oo Ao i i3, Sl EAs15/1641 (93.8%) Th -
720 BIWEHIZED SN D o728
cINBTADABE200 %0512, £ L= HREK0.75~2g (N
V7 afEF hY s 2300~800mg) %1 H 114~ 3438 % P
H L7z &g, el E2s17/206] (85.0%) TH-
720 BIERIZEED BN h o722
CTADABEE 25T, v L = HRER I ~4g OSVT
ol b 2400~1600mg) % 1H 114~ 3658 k5% 5
L 720 Affcaieid, Sl b2%9/2160 (42.8%) THh -7z,
BITEE5/2161 (23.8%) 272 v, HWAER26 (9.5%)
WRAE - MR/ (4.8%). AL-PLA161 (4.8%). &H
JR1BI (4.8%) Tdho722 ,
CTADABELIWZ RS, v L= ARER1~6g OV
afEF b 2400~2400mg) % 1H 1012 0~ 138 R
e G- U7z ERRUGE L. Sk L EAS15/1861 (83.3%) TdH -
720 BIEMNZ2/1861 (11.1%) ([2BDH SR, M7 v E=T
i ES1B0 (5.6%). HEAPELS (5.6%) TH-o72% |
17.1.2 ENELIHEL ZHRFER & & L Z HREDIZ X ILEHER
sV aEF M) A HFRGHC XD 128 DL R ERR TS A
HEN TV LR EDTADABRFZAIBIC, NV T Ol »
U ADRGEELZEETIC, £ L = HREE200mg 2~65E X
Xt L = ARER1~3g OV 7t Y £400~1200mg)
7 UAF—N—=2 XD TH1EN2:8 5 D 5248 M AR ¥
B U7z WiSEAIOBRRSEME, MERSATEIBE S ) Ok T R (CTA
DASEE) OUREEIZDTOEBY) THo 7o BIVEHIX5/4961
(10.2%) SN, MHF7 Y E= 7l A (2L = AREeH
HINMC1E L= 2 RER PG ThHo7?

# L= HRER & £ L= HREE200mgOFE G OV T O Y
% A OHHEF) 1R B AR L

U= AR
RS *% | ®it | &f
MECEREE 11 14
TVSARGE Ty ol 26 21
200mg
&t | 43 361 16/
McNemarki € p=0.3173
L = H Rk
VER £ Ty WAk B | A
i W/ A | 60 ol 1661
TL=ARGE Ty ol ofl ol
200mg
ait | 466 ol 161
L = H REk
BT (CADATED | S/ A%| ®it | &%
AR 2 1261
k;“ﬁRﬁ L 2 o 169
00mg
aat | a2m 4 1661

(R b KOS DROBRIRED L)

17.1.3 B —EEHRILEHR

KE T B PEREE R F 179 & G, Nv T alE, ) F
LAXIZT T R EIMMILS T 2 “HERILERB S h
720 ORGSR, FWUEE (BN E TR < L 50%2L 1
W) AR LA NV aERE48%. V) F 7 ARE49% T
HO. NIVTOBEER Y F 7 AEEE I T B REE2B%IC I
NABIIEN TV e HHEHLZIZOWTNVTOEIETS 5
HLH50E, W OO ATH - 72V

17.1.4 B _EEHRILEHER

KET, VF 7RIS LG WHH B WIZERED 72136610
BB B EIZOWT, TR e RIS OV T OB 0% 4
P& AR ZEE IR X W RET S, o,
T EAAVEREMIE H C & 2 BR R R A R YL ili o Z Lo
HEFN T OEERETH4%. 7T B REETH% & NV 7 O R
THEIEN TV, 77 v RECH~NV T a i TS
HBHEOBWEEFRIIRD N LD o720 o

18. ZExhERIE

18.1 {EHHF
Ve FED1D & LT, IMNDGABA - 7V % I VRO HHTRE
BIZBWTGABAGIKICH G- LTWB 7V 3 VR RIBEES%
TEEOAL T R GABASMR IS5 L TWAGABA N Y AT
IF—EROaNTEEEI TV FROKERSGEZ HES
HZEIZED ., IMNGABAIREZEZ ML, A& 5 2 &
MWEZ LN TWDHTI
PO E R B O R SRR ZVE O FEREFNHE IS DWW T GABA R
(RIEMEMEHAE S LT BRI E Z SN TWn 52 3

18.2 ZIE(EA
18.2.1 %Hf’@%?lbt:ﬁ'&'éfﬁﬁﬁ
XU ADRKEERIE, R~V T TV —VERE ¥ o by

Vﬁﬁ\zaau/gﬁ\xbu¢:—%@ﬁ\47:79F
A A P 52 3

18.2.2 EBEMIREEHA - TETIVICHT 31ER
A2IOF Y R v REE < ZOEIE,. b OISR
B LB & R %) 20 39230

18.2.3 BAROEMET IVICH T B1EH
BROBMETVEEZOND, FXY Yy T7s IOl
ITEXRE Y N E DRG0 4L 2 EREBEIE %
BT 25 (xv AL T Mo



19. B2 ICEAT 2 BEENMA
— AR V7 alg) Y v 4 (Sodium Valproate)
1t % % : Monosodium 2-propylpentanoate
7 7 3 CsHisNaOz
7 a1 166.19
W Ao REORETH 5. KITHD THEITRT
v =¥ 7= (99.5) SLEEEEE (100) 1CHET
RV, BEETH S,
b5

CO:2Na

HsC CH3

20. RIEVL EDIEE

(t L = HREEHL)

20.1 AANIWRT AT ERHLHDOT, FHERITRR L #IT TR
TF3hAZ &, [14.2.15H]

(L ZHREE)

20.2 AFHNIWEED RO T, T I ¥ o —giERHZITER
W CRRAE L. IRAERTE CPTPY — M5 & RwnwE
Lo T, REFEICBLTPTPY = F 2L AVWI I ERET 5
Zk, [14.1, 14.2.1H]

22. A%

(L = HREEFI40%)

NF 1100g. 500g (7T AF v 7K M)

578 1gx 1008 (28 x10x5), 1gx500@ (2@ x10x25),

1.5gx100% (28 x10x5), 1.5gx500% (24 x10%25)

(L ZHR§E200mg)

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

(L ZHR§E400mg)

PTP : 1005 (10%Ex10). 10005 (10%E x 100)
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