% %k 20264F 3 HET (E7H0)

2025410 H k5T (4564R)
B R SRR
AER : 34

MTADAE B - BRI EERE. FREAERA
INIVTABRF U LRIUERERE
W EEEE R

| BREEESSEES] 871130, 871179 |

ARES
21700 AMX00085
21600AMZ00426
21800AMZ10040

Ll
19914F12 ]
20044E7
200657 5

MHRI40%
$£200mg
$£400mg

L - R=:40.

SELENICA-R Granuies402%

MTAPAEN BR - BRIREBERE. FERRARA

BARERA

VLT OB kU AR

WS EEERY

T 7 R:200m
T 7 Rsao0n

SELENICA-R tabiets 200mg-400mg

) EE - EMSEOLTEIC L YV EHT A L

2. B3

- FIRITY

ROBEICEIBELEV L)

2.1 EERIEEDD 5 8% [9.3.12H]

2.2 HNAR LRBUEWE 2 x5 b o B [10.120]

2.3 WEVA 7 VEFIEOEE [EELET ¥ =7 MIEDDH
LMD ENDHDL.]

(RERREFEAF D SAEIH)

2.4 IR L T W B W etk & 5 1k [9.5. 1% 1]

3. HERE - MR

3.1 #mk

W 58 % L = AREIRA40%

AR K o lgh N7 afgd )7 a 400mg

A7T7Y vHECa e Fuafd vy FJuiltio—2,

&
i HVRFIEZ LR —, TFLEru—2R

W % % | Ll =#REE200mg + L = #R$t400mg
15k 18z

HA 4| 2SOV TaiEF M) s | NV TaEr ) A
200mg 400mg

IFNVra—A, BHERTAHB A77) ¥
fCa. A¥ 27 V) IVEIRY~—L, 7B
IFI)N, HlvFooNary

oAl

3.2 WADOHERK

W 5% %4 L = 7 RETK40%

Tk W | OeoRA (REtka—7 1 » 78k Th b,

W % 4| EL=/RE20mg | L =AREH400mg

{3 W ABO7 1 v a—T 1 v 7 (e Thbe

® O @)=

B 92mm EAE  11.2mm
JE ¥ 50mm E&: 65mm
Hi - 250mg i 0 490mg

A i

ol a—F & 603 604

4. REERIIHHR
OBETADPA (IRE - ERRE - BHEHRFELSVICE
BRME) BIUTADPAICHEIMBITEIRE (THEEE - B8
HE) DRE,
OBR & LUE S DROBIREDEHE,
OR SR FAEDOFRAEIFH

5. PEERIIRHRICEET 23E

(FEEREEOREMED

5.1 R#N. HERBSIEO BWEINGEO A TIEHEEFICEE L
ERLTWAIBHIZOAKGTHI L,

5.2 ARFNIFBLL 7B FHAEZ BE T 2 EFTE RV T, AHF

e i S HR TV EA E I L 7235 8 S I3 B0 U C B s R
LW ST 2 & HGHNTIDZ &2 BFHITHIITHI]
LTHL T,
6. AERUVHAE

(BETAPABLIVTALAICHEI HMRITEIREDARE. BR
LUV DR DBREDAE)
WEL SV T alEF b)) A e LT400~1200mg % 1 H 1R
B’59 %0 72720, i, SERIE CEENET %0
(REERERAE D RAEINH)
HEEL NV T aEF MYy AL L T400~800mg % 1 H 1IEFE
B53 %0 b, Al FEIRIS CETEIRT 225 1H®EE
L C1000mgZ @z w2 &,

7. BERVARICEET 3358

(R b LV S DRDOIRIRED B HE)
PNV T U OEERB X O DR O BRIREELC
FoREWAEHIZOWTIZ, FNA DR
23 ESRTWRnD 2

8. EELEANEE

(hEEE)

8.1 EELIFFE FGMM6e» AUNIZZ W) BdbosbhbZ
ERBHDHDT, a‘f“EﬂJJEHGﬁHFﬁn;tmﬂJiE’ SRR REMAE 21T O
HE, BEOWELZ TSI L, TORbEAPIIE
WA 21T S e E Lwvy, [11.1.1BH]

8.2 @7 yE=TIMJER ML) Bk ENH LN EVH LD
T RIS T v E=TEUET 5 % EBIEE T5IATH S

o [10.2, 11.1.28H]

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

8.4 fhoo N7 ulF b vy 2B 2l T o BB
WH % ARANY Y B2 B%E. M RENERT L LhH D
DT, MHREEZMET LI EPET L,

(BETAPABLIVTAPAICHES HRITEBEEDRE)

*%8.5 [R&L HEST - b)) - IEHEENE SO TS 5 2 &A%
Hb. ABEOERLE G Z L) BMIREO@E G I, s 0
WEFE 214 IE@W)J: PRRfiASEEIHIBI L, fabz o i
4?&%%1’15%??5%/\ ‘f;c&%rbxz%f%é_aéiﬁw:ﬁ%‘

WZRET 52 L, it\ ﬁEm b7 a2k, HEEOE
TSGR P ) B O BIEIRE R L v k). $% A D Nl

8.6 HHIHICBIT A HGEOAMALBD v LG oIz Xy,
TAPATERREDR D LbNEZ EDHLDT, F5%2HhIET 5
WAIIE AR 2 R A2 EEEICIT) 2 8.[9.1.6.9.8.28 ]

X34, 3EM L



(REERRIEDORIEMH)

8.7 BEBEOHWAIGADELIEN % o725 —BAROFK G % i
L. #5850 BEEIZOWTHRFT 5 2 &, EROLHED
ROLNBWEAIIE, BREESERBEL RV L,

(R H LU DOROBIREDARE. RERREORIEMS)

*%8.8 IRA. 1R - Frh)) - W HEBREISOK T RIS L

DB DT, KAAFGH OB HEHEOBRF G2 1D
BROBMEIHF SR L VIIERT LI L,

9. FENHEE2HITHREICHETIEE

9.1 ABHE - BMEREDH 2BE

(heEE BHIHE)

9.1.1 EWBRBEDREEDH 5 BE

9.1.2 BRERIDBEFERVEBSED H 3 BRRUES DRDEE
RENBE
HBAN R HASEATEALT 2B n0d b, [15.1.123H]

9.1.3 REVAM VILVEBEIPRDONIEE
UTDX) ZRBHEIBWTIE, ARIEGHICT I 7 BRONED
MAEEZERETL L DI, ARG T, 7V EZTHOLS)
WCEEL, ToaBlgERT) 2k, BELST VT TIED
HobNBEBENNH S, [11.1.28H]

- JERAHOBES L < XERAHOFMED PEED B 5 B
CRFETA 7 VEEHE SRR ARHOFLER EORERED H %
BE

9.1.4 EELTHODH 2 BE
AANZEFN LNV 7 alEF b Y 2o 2 1 L TRk
LEE725DTH Y. IRAHE—ERE LS NICHEY T 2 0%
WHHDT, MHPRESTHIC LA LW REERD 5,

(GhEEHE L = HRER)

9.1.5 BEFEEDH 2BEIFERDH 2 EE
SERI O BTG T S, I ERBETRRE X 2T e d b,

(BETAPABLIVTADAICES HRITEIEZNDEE SIK
@)

9.1.6 E5E
BeG2IET A8A10. A IRET AR EHICERT A S
Lo [8.63MH]

9.2 BiEeEERE

9.2.1 BiEEREERE
BEAMOROBRTEOERIZ LY, B REDS ERT 5
BENDD 5,

9.2.2 MKkBEHEE
MGENT I & 5 ARA OBRERLEARERROZIC X 1 RS
WREPRT T2 BEZNDD 5o

9.3 FFigelEERE

9.3.1 ERLEENH 28%

G LanwZ b, FEENE D S5 bNEICNIC R BZEND
Hbo [2.18H]

9.3.2 FIEEEER I ZTORERDH 28 (EELHEENS
PBEERC)

JFREREd A8 H b b BZThddh 5, [11.1.153K]

9.4 &JEREEH T HE
RS RO D 2 LT 2 A1013. RANC & 2
RO WTHAITHEA L, REOMEH2SEY) TH % A E I
Wi % 2 & AHI TR MDD 5T 5,6[9.5.4.9.5.8% 1]

9.5 1FiE

(REBERIEDRIEIH)

9.5.1 M UTITIR L TV A WO H 2 Mhicid, #5 Law
Z k. [2.43H]

(BETAPABLIUVTAPAICES MRITEHREZDEE. BR
BEUES DRDERIREDBE)

9.5.2 X ATHEIR L C W A0 & 5 ek, mHE LR
RV EHI SN SAERE, 5 LI L,

9.5.3 MR L2 S TAK 253 56, WHERER ) Bk
HHTLIENET L, MBI TALARK FRZHh <X
YY) EORHERC, BBE AT 5% PE L 226l ASAH] Ak
L L I LT\ E OFEFRERS S 5,

(GhEeLEE)

9.5.4 ZOpFMEN & W L7z BEBLlo WIS, ARA D 55 % A
WP SN BIDSTHBEE & D 2w L OEERTAERESDH 0 .
$ 720 AR ORS %G SN, DEPRRIESEDLH
BRL i, MEL, RETREONEDE. Tothornks
B3 REHELLEOMREDND L, T2, HHEOER RiHE

o, WilREER. SAURTE. RV AR HuES)
EEHTLREBELZEOWEDRDH S, [9.481H]

9.5.5 MR O X . BRI RS, KT 4
7)) = VIE. RN, GBIEERE (k. Rk,
R B O bNb EOHMENRD D,

9.5.6 EAF T S NGB T, IR ICHITA »
AREZG SN2 TADLABREDP S O MA 22460 % 5 R126
IO MR 1Q) [FF¥E (95%EHEIXHE) ] % ikl 7
MR, AFNERGENZZTAPABEDI OO MAERNIQ [98
(95-102)1 &, I MU [108 (105-111)]. 7==h A ¥
[109 (105-113)]. H I <L E ¥ [106 (103-109)] =5
NIZTADABEPLORARDIQE KL TR2r 722D
WERH B, B, AROLKGEHL,000mg/H (RIFEICE
A HYLE) SR oMAE (104 (99-109) 1. 1,000mg/ H % i#8
ZA%EE [94 (90-99)] TH o727

9.5.7 AN CHME S NBIE R BT, IR AR A 2 32 5
SN 5 O MAERRS08MIE, KA Z LG STV Wi
B0 O MA 65510760 & ik LT, HEHEFIE) A 7 256
Mol DWMEDDH DL [N — I 2.9 (95%EHHXH :
1.7-4.91 7% ,

9.5.8 Bk (v R) T, RADHEBAHZHEEL, HFERD
RRMBICH G T MDD 5 & OMERDH L9 , [9.45M]

9.6 I
HEHEOFBE R OAREOFEEZ ZEE L. FIAL O L
Bk A HET A2 . b ML ARBITT A2 EAH B,

9.7 \R

(GhEEHE)

9.7.1 EHERENIIHAERZ R E LA RO
TRRE & LB ARER T FE 0 L T,

(R ERRREREORIEIHD

9.7.2 MRFEZFG L LARER RN Z B L L7z KR
BRIZFER L TWiwv,

9.8 EE

(GhEEHE)

9.8.1 HEICHELTHEICKRGTHZ L, AHNZ, M7 VT
I VL ORAMEATRVAS, HEE T T VT I s L
TWAHZENL WD, BEEEOIEYOMAFRENREL RbBZ
nadb b,

(BETAPABLIUVTALAICHE HRITEIREZDEE)

9.8.2 5 &I 2HAICIE. HAICIRET 5% LRICERT
HZT E, [8.65MH]

(RERRREREORIEIHD

9.8.3 HilH E R L LARER ORI L L7z KR
BRIZFER L TWiwv,

10. tHEER
10.1 HFRAZZE BFALEVWI L)
HH 4 5 R ARREAR - FEE 5k
A NN A LR | TADADFAED T
W T BHIEDN BB
INZR AL - R
yI7sav
(HR=>)
F=R0 S W/ 3117
(ArExY)
£ I RA LKA
W-vox8Fv
(FxF2)
P RZAVERN T
Wy £ 3IRFLK
- 525+
v
(LANVTY )
Sy A NVA
(FAHT V)
F 1)~ LKA
(74 ="y 7 R)
FERRL ER
FTU
(54 2)
[2.2%:07]

W - fafRA T
2OV aio il
MM T T 5,




10.2 GEREE (HFRICEET S L)
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L. N7 afgo
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REen?
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I EBYE

2NV T aBOVER A
WEG. LRI Al O
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LT DD D,

JERRERAN DNV T
TR O A
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I v i AR T
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FEH O 1P K %
ERIET s%
67) o

2= N
FAT 2= A
T )NV EF—)

NIV TaBIZ X B
T UEZTIMIEDY
AT 5 &0

B EANTH
Z)O

WIAPERS 5 2 &%
Hbo

(8.2, 11.1.2&W] | #E21H %,

IRAZYVIF e RCEEF O VE A3 EE | Ao AU A o i v

TIM)TFIY |BRTDBIEDNDHL, |Er LRSS,

JINVRINYTFY Y

7 TN L 2NV T aEOVERN | P IEAHTH S
WRENLZ DD |25 NIV TafEo
5o I H g KA 1

60

SEN)FV FERCEEF O P | BT E 7N s
MR EET 2 | v Y BEAHE
LOWEDRD L, T 5,

s PAPA FERRER DWW | B2 7 vy

=N S LURE ey

$ %o

(L 98B & O
HIRAIE) AIHIBR
LR D B o

Fvra RS | SV T aBoE S| FIC BT B ARF O
T B HFH] WISTHIEN DL, | Vo0 B
U e PRESN S,

= A D A
D)2V N < %
=R RSl 2R
FCOVELAHIE
Ny I TEY V| SR ORI A | bR o7 3l 357
SeBEH WY LIENDL, | OITEEEZ LA
IT LG ¥ 5,
gNVT7 7YY
% 7 a¥r s L EAORIIEH P EAPTH
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) FOVERRIEH
TAKEY V&

2NV T aEEOER A
WiRIhbZedd
60

SWEEER NV 7 O R
WD LA 5,
F72, N T afE
DHDIHE S
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VAFT

2OV T a OV A
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Z’O

LERR SR AIASNFF b
70— AP-4501Z
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HL, NV Tam
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Z)O
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1. BlEA
KOBWERDRH b b Z ED3HHDT, % 51247,
T DPERD SN 3G 2 k3 5 7 L) 2 i & 4T
5z &,

1.1 EXLEEAR

111 BIERREOEELFEE., BEH. BHHFE (Wihd
BHEEA)

g & IR EREErD S DONLEZ LD 5H,(8.1.
9.3.2%8 ]

1M1.1.2 7 E7hEE#E>E
(8.2, 9.1.3. 10.2&MH]

11.1.3 FMmMEMmM. FFEE, AMBKKLD . EE L M/IRED.
FRHEGED (WD HEARH)

[8.3%1]

11.1.4 SRR (HEARH)

WLV, JEE. A, WHESEORERYSD Sbh/ ., EE
FEOEARD SN, 5 2dk L, w2 i
#1192 &,

11.1.5 BEMEX. 77> A-—EEE (Wb HEERH)
[8.3%1]

11.1.6 hEMRKIBILBMEA (Toxic Epidermal Necrolysis :
TEN) CHEAW). REERERE (Stevens-JohnsoniEf&
) (0. 1%AK™)

11.1.7 BEBUEEREE CHEARH)

PWHER & LTHE, BEDA LI, X512 Yo EilEE,. B
FERERTE, FMBRROIN. AFERERIGZ . SR O OSERBSE %
KRB S bNIGA IS 2k LoEb) 2 0LE 2179 2 &
B B RBEL TR ESE ORI FRD 5V IZBIE
TLHLIEVHIDOTHEETHI L,

11.1.8 BOEM. BEEREIR. N—F> VYV HER (wWih

b SHEEARIH)
PRAVEREIR & LT, WYk, SEERRE. 5. Mgk
T, BISMRERH O bND I DD b, S—F 0V VREE
RE UCHbBERIE, M, B3 - KMTRESrRHLbh b 2
LD D, BB, INSOIERIFEH L =6 CladIkic L v,
L AEDT~27 HTHELTWEY 9

11.1.9 HRUHBAE CHEAH)

WA, B&, CKEF., MR ORPIFZue yo ks
EENFRD LN A IS ik L) 2 iE 2179 2 &

11.1.10 HFIRFIVE > RNEE MRS (SIADH) GBHEAH)
K U T AEE, RREEAE. Ry b Y 7 A g o8,
FEIRIREEN D S b NI, KB HIBREE 0 #b) 7 AL
HEiTH) T &,

11.1.11 BEEMRR. IFEERMERX (3 b BEEARH)

R, PRI B, FEEAEEATERD O N AITIE, R
X, BECTEDREZEld 2 2 & BEMM%. IRk
Pl g3 b A G- 2k L, BB B AR v £ v #)
OGO HIEEITH Z &,

1.2 ZOMOEHER

MEE (BB

0.1~5%AF™ | 0. 1% AV B HE AR
B I i E
DF WV, B | FE. AR, | JGH. AR B
R P ik TR AL
1t #19H >
ol - WEnk, O, BRI, AROLE
H oAb | BEATUE | AR BEE.
T
AST k5.
JiF i [ALT E &
Al-P_E 5.
Fi, AMER ([ 7 1 7 U | /ML B
1 | A J =7 viidE | T
SRivEss P4
WO | BB
WK g | RIR - BUR MR, JRIEE




0.1~5%A* | 0. 1% A ) BHEANHH
HfeEeH (HRAS
. AR, %
FERUVEIR B, K
TR K
TR BN PR T2
TN 4 7K (b
Bk &)
W7 YEZT S, 1. R
HMLRE A PRI, FEEk
m HN=F VR
D) FEBUBHEL I B A % &

112) A OFLG R IEBIC, WEESNEDOMEDVDH 5,

13. BEHKRE

13.1 fEIR

R FIRRAS IS & B M EIRIC X b Bk (R, )
SR REIREIE], BT V= TULE. KR E R S L 72 AsH
HBENTVD, FETIIETCHIAHE SN TV B, RFNIEIK
HHAITH L7720, ERPENTHOEDNLZ 2D 5,

13.2 L@

THL RGO RPEE R RE S5, o BB
o U CERIMEHER. MEENT 2179 T axy v of50H
WTHol T HHELD S,

14. BALEDEE

14.1 EZFANBSOZER

(L =ZHRiE)

RHNE—AALRF) 2T 5 2 &, [20.280]

14.2 FEEIZFEDEE

(BIHH£38)

14.2.1 RANEHRERATH Y. WA OIS X 0 EHANHE
ENBZILENHLOT, WBLAVWEIITRAEZIEDL T &,
[20.1. 20.2&%]

14.2.2 RANIEHERANITH Y, BHEHAKL LI XD D
M ESNDZ LD H 5D T HKNZ PP R NTIRAZSESZ L,

14.2.3 RAPLG %A OR T OIFRE ST E P IR S b
. ZNRIERO—HTH 5,

(L ZHRiE)

14.2.4 PTPUEOHFANIPTPY — F 2250 L TIRAT % &
IEST L&, PTPY — hOBEIKIC X D SIS AE
KRAHIA L, HIZI132e L2 B 2 U CHERRIN &5 o B 2 &0
MRS A DD D,

15. ZOfOEE

15.1 BRER(ER ICE S {155

15.1.1 WA CEE S MR 2 GECBEBORTA» AL
5. TADA, BARESEZNR L L2199 7 7 & K3 I
RO HER BT, BRSER AR EK DI O
VA7 BUCTADPAEDORMEETT 7 &R & L T2
B FUTAPASIRMEE £ 0.43%, 77 LA 1 0.24%) .
WTADPAEDIRHEETIE, 77 & RRELH<L000AH 72D
LIANZ W EGIR SN (5% EHXMH £ 0.6-3.9), T2, T
APABEDY T 7V —TTlE, 77 R L HLX1L000ADH
72D2 ANV ERE SN T WA, [9.1.25 1]

15.1.2 AKH & ORRBRIEH S A TIE RS, LR CEBE N
7eBIBEMTEIC BT, AT O34 B ARHNIBERE L 72508
DOWRIEF, FEMN)FVNELART TH 8 AITRELBONR
LI L O SEIESE ) A 7 ORI A RS 50 5 (i
BN — FIE1.50 [95%fEHHX R © 1.09-2.07]) ¥ o —F T,
TADPAEHET 2B G L L2y CEM S 7 BIgi%
BT, ZIEHT 0120 H B AHFNC B L 72300 lid, &
ANZHESE L T WO M L B LT, REat A a B
REIEEIE Y A7 ORINIRO LNV ETI2HELH DY o

16. ZEYEIEE

16.1 IMAEE

16.1.1 BE%ES

(L = HREEH)

ERER AN12601 -t L = A RER3g (XNIVFafBF 1) 74
1200mg) % 7 | A4 — N =P & ) # ARG OV A% 12 L E

* W

BRI, IE
z o i

D?&%"" L f:i%%@AUCO*SO\ Cmax O Tmaxlds ENENLLT O
EBYTHo7Y 5 [16.2.2201]

#* L= AREMH PO S R OEMBE T 2 — 5 (RBGRA)

AUCo-s0 Crmax Tinax
(ug-hr/mL)| (ug/mL) (hr)
RIS | 2141.8+299.4| 56.9%5.5 10.2+2.1
T HEY 2069.4+£349.9| 71.0+7.6 7.5%£2.5
FIgfE = FEERZE (n=12)
(£ L =HRéw)

RS A6 L = #R$E200mg 1§E% 27 1 A+ — N — kil
LM R oG (SRR ([CHEBROR G L2 E o
AUCo7 CoactUTmaxld, TNENLUTOLEBY THo7Y
[16.2.22:1]

# LU= ARFE00mgHLHE 1% G- O IEWEE ST A — & (HEFEN)

AUCo72 Crnax T max

(ug+hr/mL)| (ug/mL) (hr)
ARG 296.29+23.93| 8.82%0.52 18.0+4.7
%G 249.91+117.76 | 8.13+2.78 14.7+1.6

I = B (n=6)

16.1.2 RIE#HRS
(t L = HREBHL)

TEFER NLI2B0IC 2 L = ARBA3g (VT aligd b)) oA
1200mg) % HilREI1#% G- L7z & EOFEY LS 2 — 5 2 H]
W, N7 aEd by A e LT1000mgZ 1 H1EL 6 H K AE
BOHRE L EE Y Ial—Yar i, ZOE. Mk
RO EHRRS & B 1H1RR G- AR AP R 2 MR L. 355
G16~T7H B CERWIREBIGET 5 LW S h 2
(L = HREE)

TEREASHIC £ L = A R$E200mg 458 & 1H LM, 6 H [ RAERE
O35 L-8a, S HmBASHECERIREBIEL, HA
EEL VoW
16.1.3 L ZHRFEN & L Z HREEDIHE
TADPABE3HICE L = A REE200mg 2~68E L iEt L = AR
Tkl ~3g OSv7afigr b v 4400~1200mg) % 27 2 A F —
N—EIC X D TH M2 3 DR 248 B SSRGS Ly hi3EA]
D IARIMAE PSR LR % LR L 7245 9. SF3 M 0 2 0 90%1E 1
X 13-9.72~13.95% Cd > 729 ,
16.1.4 U7X

2NV T aBOWINFEZ100%EKE L&, &H VT T VR
FAHE DA (16~605%) T6~8mL/hr/kg. JHEIA/NET
ADABE (3~16/%) T13~18mL/hr/kgk D HH 59
SHEAEE TIE, 282707 9 Y ZARMAEEIE WA, i
BRI 27 )75 v AT 5 & ofiErd 57
NNTaBOLEG 7 )T 5y ARTIFEAEZ )T T v A &
HEAEAROPELZ T 0B
16.2 &I
16.2.1 &MEmFI AR

2NV 7 aEEO AR R IEIFIEOENIZ L 5 FH100% &
DOEDBDH B
16.2.2 BEORE

+ L = H R K Ok L = A REE200mg D I i E IX £ FH O
BRITEAEZT eh o728 [16.1.121]
16.3 2%
16.3.1 ERFEE=E

2NV T OED MR FIREERIZI0%EBTH 0 . FILETIRED B
X Z100 u g/mLEL ETIIAEED T 5 &L oG H 5190 2
BEORAEMET L7256, @R IRE Tl i b i
T2 EE20N50, PHEHMREEIIKTLE2wE Sh
—(L\E)IBL 21) o
16.3.2 A HAHE

NV T aBED A ERZ0.1~0.4L/kgTH ) . (T ITHNBI K
NS % L OMERHZY .
16.4 {Xat
16.4.1 {XHHZEE

PNV T ORI S, e Tk, Frvso
VA, B, . o KT weBRLE 2T B 2 L H
ENTnasY



53 AU EOEE1EF b2 0 —2P-450 (CYP) 7510%.
Fvra s EEEREE (UGT) 5%40%. f-BE{b)330~35%7F
ETHDHIEDIMEINRTVEY |
4-enfADARICIZFTNZCYP2A6. 2B6. 2C9%5 FHEAS, /Nv T
Qo 7 vy a v GO A X UGT2B74r T A 23 5.4
B EDPHEEINTVBEE D (n vitro)

16.4.2 Msh KO RPREHD
R AN6BIIC L = ARPK3g SV T OERF MY 74
1200mg) % MRS L 228 a ol & O A3 &,
M TIEF123-ketofk (AUCo-328.15+94.73 (CFIfili + #ZHE
fW#) wg - hr/mL) 2B S, R T EIZ3-ketofk 7Bk
WS, DUF SV S alg, 3-OHMK, 4-OHfK. PGA. 5-OHAE,
4-ketofK, cis—2-enff. trans-2-enfADIHTH - 72%

16.5 ittt
R A6BIICL L = #REK3g NV T OB b)Y YA
1200mg) # HEEEII% G L7284, RycidE123-ketofk At
Pt S, 4257656 % TOHEMERIZ34.05+2.57 (FIME
+EHERE, DT %Thole 72 R0tz
B 514561 £ TT61.20+£5.59% Th - 722 o
B NV T OO REIEORFPEIESRIZ1~3% & DA
%525) .

16.8 Z Mt

16.8.1 B FiEE

(BETAPABLIUVTADAILHES MIRITEREDAE)

(1) AR 1340~120 1 g/mL E E SN TV B A, KD
WEAH Y, FOTHUI50 1 g/mL%E RIS 5 Hidh = FRIZ150
ug/mLETHHEDH %,

(R b LU S DROBRIKEDLE)

(2) AAHUMLHEEEE 1340~120 4 g/mL & HiE SN TV B A, KHiD
WEAH Y. ZO FRRIZ50 1 g/mL%ERET 55 FIZ150
ug/mLETHMEDH L. BMEMHEHEZHNE LTW5720,
JEHI IR =4 ) ¥ Z 3BT R WAS, KFI 0 &
BRI I BRRIRIE D ZAL D D - 723 ar R0y T L 7= 1R R) as
BONLWEEHICIE, LECDCMPREE=5") ¥ 7 %17
W, HEFEBETLIENEF LV,

(REERRIEDORIEMFI

(8) AR ASWELS 22 o T e\ F20d TR Y L2 I Hh e i
EZF ) Y TIEMHTIE R VAN, AH 0 ] BN | AR
DEALD D - 725651, LB CMPEEE=51) 7
2T, HERETL2ERET L,

17. BEERELIE

171 B3RO RLM(CEEY 255k

(BETAPABLIVTADAICHES HIRITERE

17.1.1 L = HREEN % B -ER—HEEEKR R
INEEEGLTAPABEEZNRICE L = ARER 255 L7z—
MR AR ORI T O L BY TH o7z, EMUEE I, 3
VECCE RS, ATE)IE VA MIE RS E S L O'EEG (k) s

ZRA I L 72,

NBTANABELN 2SI, & L = A RER0.75~3g (N
V7aEr b A300~1200mg) % 1H 14~4858 [
Bl U7z i, gt bl E2%15/16461 (93.8%) TH -
720 BIERIZEERD BN o722

INRTADABE2060% K502, £ L = REH0.75~2g (N
V7 amEF b £300~800mg) Z1H 14~ 3438 R L1
5 U7z &Meaki®isid, sl kas17/206] (85.0%) TH -
720 BIWERIZERD SN o 7277

CTADNABER Z W52, v L = HRER]I~4g ONVT
afEF b £400~1600mg) % 1H 14~ 3638 Fi% 145
L7zo Al g, Wbl 1A%9/2160 (42.8%) TH o720
RIVEITZ5/2160 (23.8%) 12320 S, BIRER26 (9.5%) .
BRAE - TR/ (4.8%). AL-PLSA161 (4.8%). &I
JR1BI (4.8%) TH-72 o

CTANABELIW ZWSIC, B L = A RER]1~6g OV
afEF b £400~2400mg) % 1H 112 H B~ 138 R
Bl U7zo Uiz i3, S Ll Es15/1861 (83.3%) TdH -
720 BMMENINE2/186) (11.1%) ICROH SN, MHT ¥ E=T
i ESH1B (5.6%) . HEHAPIELIBE (5.6%) TH o722 ,

R

17.1.2 BRE It L ZHREEH & L Z HREED I X HLEHER
PNV Ta RS ) A HARGERIC XY 128 DL RERIRSEME s
HENTWB6EULEDTADLABEZLBNC, NVTaES +
U AOFRGEELEHEESIC, L = HREE200mg 2~65E X
3t L= AREkR 1~3g OV 7 afES Y 2400~1200mg)
o0 AF —N—{EIC X ) THLEN12:8 9 252458 [ SRR 3%
5 U720 WSERIORRAEN . HAEATEIRE S ) ORI (TA
MAFEE) OWFEEIIUTOEB Y THo72o RIVEHIX5/4961
(10.2%) @D BN, M7 v E= 7 LA (B = AR
SINCE 2 L= ARG HM) TH oD

F BV HRER L £ L = AREE200mgDFEGHT OV T aEEF ~ Y
v A OBFEB) IR B AR ik

T L= R
W RS 1 R | B | 4
IMECEREE 190 14
BVSARGE Ty offl 20 20
200mg
&t | 43 361 1661
McNemarki & p=0.3173
L = A RFHL
VER 7 By W/ Az B | 4t
AR 0f 161
TV=AREE Ty ol ol ol
200mg
ait | 46 0f 1661
Y L = H Rk
BT (CADATED | S/ A% | Bl | &F
i W/ A% A0 2 1261
’“;*“ﬁ L 2 2 491
00mg
ait | 2w 4 16/

(R 6 LU S DIRDRIREDAE)
17.1.3 BHA_EERIERFR

KET, BURIERE =B 1790 &2 212, Sy 7 amg, )Ty
ANE 7T R %W PG 5 ZEE RGBT FE N S
720 TOFER, FWHUE (BURFHIIR E T4 7% < & 150%LL |k
) R LEAE. NV aiEiE48%. V) F 7 ARE49% T
HY, NSV TaBEERO) F 7 AREE HI2T T B REE25%IZH
NEBIENTVZ, FERZIZOVTNVTHER TS 5
HLHGE, W OO ATH - 72V
17.1.4 B —EEHR LB R

KET, VF I AR LW DH B WIZEEED 736610
PR EEEICOWT, 77 RISV T a o4
T & A REDS ZEE IR X D RET S, ZoRE.
FEAARNEFEAG I H T & 2 B sl R E RS s gl o Z2bo
HEIE NN T O MR T54%, 7T & REETE% &NV 7 Tk
THEIENTW . 77 2RI~V 7Ol THEIC
HEPFE O WA ERTRIIZD LN L o727

18. ZExhZEIE
18.1 1EAA¥RF

PERBETE D12 & LT, IMNDOGABA - 7V % 3 Y EOHHRE
HIZBWTCGABAGHICEE LTWB 2V 7 3 VI R %
TGO TR GABASRIZE 5 L CWAGABA NI Y A7
IF—BRaANTEEYLI TV FRKEREEEZ T
HT XD, BMNGABAREEZ ML, B2 WHl3 52 &
ﬁ%i %nf‘ﬂésmﬁm R

UV B O F O S E O FSFESIHIVE IS D W T GABA MR
(LEREERAAFS L TR IEEAE Z 5N T % |
18.2 ZFEIB(EH
18.2.1 AMEEETILICKHT 218

< ADRKERIEGE, X7 TR oo F Y
VMR C 7)) VRS AN Fo— R A V=TV
A 2 Pl 5 %0
18.2.2 EREMRELHEA - ETIVICH T 21EH

FADF P YRR <y AOBEEEE. L OHIIE
BRI LB & 7% 350, 92 39,39



18.2.3 BIROEMMET IVICKT 21EH
BROBMETVEEZOND, FX¥F Yy T7F IOl
DTEREF Y FEOPHPEGIC L Y E L 2 AREETEEH %2
BREHHT 20 (xv A Fv )

19. B#ESICEAT 2 BEENMA
— M ARE NV 7 a S Y 7 4 (Sodium Valproate)
25

1t % : Monosodium 2-propylpentanoate

5 1 3 CsHisNaO:

g F a1 166.19

1 WK ARORSEOMKTH 5. KITHD THEITRT
v ¥ 7 =)V (99.5) XiZBEEE (100) 29T
RV, BRETH S,

b5

CO:2Na

HsC CHs

20. RIEVL EDIEE

(L = HREEHL)

20.1 AANIWRT A ERHLHOT, FHERITER L #IT TR
F3hAZ &, [14.2.1]

(L ZHREE)

20.2 ARANIWIRIEA RGO T, 7V I ¥ —uZHHZITRK
W CRRAE L. IRAER X CTPTPY — M5 & RnwZ
Lo T, REFICBLTCPTPY =’ 2B E L AWVWE ) FEET 5
T, [14.1, 14.2.1%HK]

%22, A
(L = HREEKI40%)
NF 1 100g. 500g (75 AF v 7K bv)
7E s 1gx 1008 (28 x10x5), 1.5gx 1008 (28 x10x5)
(L = HREE200mg)
PTP : 1008¢ (108 x 10)
(t L = HREE400mg)
PTP : 1008 (108 < 10)
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