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9.5.2 JTHRIC X O ARF DI AR RE R GRS R IS
BEVED D 5 720 (BRI ARFI DAL IEE DML T L7z & v ) it
H523H ), IR LA 2553 261203, BEOIREE
FIZHHEET AL,

9.6 =R
AR G-I FL e T S5 2 L, AFIZe bILTHhARBAT
L. AP OAIRIIB T M RE L, B ool
JEDRARFIS0%IZFE L 72 L OHMEDNDH 5V, T2, BIHLINT

WA, FLBIZBWC, I, HIR, AEMINSNRESE Y
T EMEIN TV L,

9.7 INRE

(Ghgett@E)

9.7.1 EELEBEEDRIFIZ, NNEIBVWTEWI LEAVRE
NTWw5.[1.3, 8.151H]

9.7.2 /MRIZBWT, BEOMBBEILEGR LRFZ NPT Vo
T, RAFES-BAGSHE M LN 3895 K N8 B O FEIR DS B L
AR IR T A Sk,

(BECADADEE

9.7.3 RMAMAREN, FraER, LR E2mAmOLNE, LOE
IR SEAE LA O BAFE 0§ 5 BN ERR BRI L I L T v
2\ [7.55 0]

RUBEEEZEICBIFET[OIEY — ROBH - BIAMDED

9.7.4 NRFE I8RO EF bR & L BRI E5 L <

WV,

9.8 S
BHOINEZBR L 205 EEIRG T A2 & —fkiz, &3
HREDMLT LT\ 5,
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FEN)FFEE LTV O RS (312UGT1A4)
THRBENS[16.45 1]
10.2 HREFE(HAICEET ST L)
ES e IR - S 15 A
SNV TOFEF ) A RO SR AR E T | FIC B 5 2L
[7.2. 7.3. 16.7.1. |2 L OWENH S, VA=A Lot
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ESiEE FRASEIR - Bk B - el T
TEHFFEL+) b F|TEZHFFENLOY b F EVT|FI2 B S ARFH
|59,% Hl & ARF EPET LG EICARA | 07V r o sl
[16.7.2&H] DI EEAET L7z & o a0 g s

WH5b %o

RAKER A E ST &
Ck) ULV RSB
FHEGHIET A AT, AA

11.1.5 BFR. RFEEERRERUEE(0.1%)
11.1.6 SEEMEBRIRSE (LA

THEPREIE., ZEBy, BN, Bl - IEMSUI BRI G D REIR © fF
O MHERIR DD b D T DD Do KHIOBHEGIZ X
0. EOICEBRIERE M) MR TR CIoHse
L7 DHEDH 5o

11.2 ZOHthDEIER

OH=MEIZEZRET 5 L,
HINTEE BHFIE VN Y v OFEHIC | B
[6.21] L. oFw, KR B &

B EAEDSFEH L7289 it

HRH Y, . IS ORER

BFAHNNTEE O EIZLD

HET %,
AR R KFNE ) AR R v OPE | BB

[16.7.22H] & ZRTh OB SR
BT, HROHEENZ VLD

WEdd 5.

RIS (I ROV | R & T F = V2 A DT V% —

Er - WAKKRIVEVENDL - LR VA LIVELAFH

GH) EOPEHIZBWT, LT o

[16.7.2&1] Wb

DAF O MAEED B Lz L | DIFICBIT 54K
DEED D B DT, KAEKERE Horvsa
RS PSRRI A 3 BRI A YR
SR 3 Gk 254 HEshb,
Wik, RO MRS EZE
T5HZ L,

2L E VT AN LIV | 2) B AR
JEAIE A L. I IR AR OV E
> (FSH) K N #ARTE i s L &
(L) ER L, =AY
F=NVPEPCEA LD
WEDD 5,

5% 1~5% Al 1% A SR
S e BB ST 2 g 1 I
S BEIR FEE PR
3]
FERIRIRER | IR (15%)  |BE . AR, | B0 s, &5 fr BE &

LA
HE V- SR-y: SR/ SN VAN
HAE, TADH R )AL S—F
ABETEIRI LD | BRR. BV Y EIR D

B - 1t R
IR N
VAV AR N N
B
HALER  |E W BE | AR
Ao MR, T
HI5E)
i B e AR A il
FE
ki3 H M ER A, |4, (87 > < 71
WA R, | ) CoSEIE |7 VI E
AU 1) > 2NIE
i} HEHL Tl A
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Jifi
DAt WV— T AR
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1. 8EA
ROBEWER DS S5 b I ENHHDOT, %L T5512170,
BEEDRRD b NG E 135 2 ik 5 7 S ) 7 WLE 2 1T
RN

1.1 EXKEHER

11.1.1 hEMREIEFERIERAE (Toxic Epidermal Necrolysis :
TEN) CGHEARH). REMRIREIREF (Stevens-JohnsoniE
{RB¥) (0.5%) « BRAIHE HEAH)
s IRFIM, EEOMERE. T - OEMECETOUS AL
PeFE 0K, FLBE. WEER. 9 fE. SFBERS0R
WHFRO LN AIIZE B IS 2k L, @) 2 WLE 21T
9T EL[1.2, 7.1, 8.1zl#]

11.1.2 ZERIMEBBEREIREE OH )
895, BAEPWPICASNLZ LB Y, HIZY »/RFE
M. PEIFAE. Mgl E (GFERERI £, ek, 2A) >~
ISERO L) K Ol RR b (PR REREE L) O 4 O & G iEik)s
HHbNDT END D HEHIE BB BIE O B UL FEIRY
BT T 5o SRR BUERE T O BUEAFED H L7z
WEZid, ARG 2 EHIZHIEL, SYIREYIT) 2 &,
F720 B PAVRZAT AV A6(HHV-6)Z0 7 A v ZA DR
D ZEHL L HEFIEBRLE. RBE. IR EREEED
SERDS D 5 VIBIEALT 5 2 0D D, 5B, BEFEDH)
WRERIZ, BB EED RV LD HLDT, FEUSOREIR (5
O NEIERES) OBBUC D IEEDSLETH A.[1.2205H]

11.1.3 BEABMEM GHEAH) . RIMBREA HEARH), &
SERIERAE (S ASHT)

11.1.4 MIRSEAEIREE R
FEE FEE. FERREIR. MIE. ) Yo EIER. mERERA. &
7 ) FVME. BN 7)) &) NIE, RGeS, ks
BEEDQIFEDFRO bNLEITE, BEhIEGadhIk L,
WY R EZITH T L,

13. BEKRS
13.1 fE4R

QRSIEE DB HE XN T WS, HE FRO10~20f5812 &
DARYRE. P, ERREE. REMEE, SRS OMEIRO I
MEIN TS,

14. ERLOFER
14.1 FAIZHFOER
14.1.1 PTPEE OFEHIPTPY — P25 ) L CTRAS 2 &

IIREFTH Tk, PTPY — FOREEKIZ LY, B A EE
A A L, I35 B 2 L CHEFS T &5 0 5 & 7 4 6F
EEPRET LI LD S,

14.1.2 KHNIAEOREIZZDOE ZIRMT 5. B 5\ INHE

i34 7% LB FERDR D IEED VI OKIZED L TIRAT 2
LORET LI L,

16. ZDfthDER
15.1 BRIREAICE D < 1FER
16.1.1 #EFLTHEME S N2 AKF 2 SO EBOMTAP AEIIB T

by CTADA. FHFEBEZ ISR E L7219 7 T 1R )
RERBROMEHERIZB VT, BRESELCHBEEROEH D)
A7 MUTADPASEOIRMIETT T 1 R L g L CTH26%
B WUTADPASERME :0.43%. 7 v R 0.24%). Pt
TAPAREOIRHAREETIZ, 77 KRB L HL~<1I000AH7201.9
AL\ ERTR SN2 (5% EFEIXE 0 0.6-3.9), 72, TAD
ABEDOT T 7V —TTlX., 77 1REEL L1000 H72D
2ANL W EETHEINTWAL[8.2-8.4, 9.1.15#]

16.1.2 RNV & FosEfRtiR o LEWEERH 26§

bz, BIRGIC L) ERAHZHET 2Rz, %
By MIBT L RMRGOEEICBWT, &GIER LTI
ANEZ T, SPIRMERERL, M R O IER T o 32
R E LR 59, £/, H&54EE ETRIMER
T D ZERRE LN R AR H N dr o 72,



16. ZEMENE
16.1 MAERE
16.1.1 FZERARA

TEHER NGB T & b 1) F »25~200mg % HAFE 1% 5 L 72k, %58
1.7~2. 55 CCmax (23 L. 112038931 ~3805 [ Td - 720 Cmax KL U

AUCoo (3G EOHANAE IR L 720 T72, fEFA6H

27 E b

) ¥ 250mg#x 1H2M10H M AERE ¥ 5 L 7z, 1#Eh 5 € ~ 1) ¥

IREEIIBG6H HISEHIRABISE L2V

K1 EFENICTE M) F 2 25~200mgE HMAE 45 L 2D 7€ b ¥

v DIEMEIEINT A — 5

Eracn -y il Cmax Tmax te AUCo-e CLU/F Vd/F
(mg) (ug/mL) (hr) (hr) (ug-hr/mL) | (mL/min) (L)
25 |6 /0.338+0.031 |1.7+0.8|37.9+11.1| 15.2+4.9 |29.77+9.12 |91.0=8.1
50 | 6]0.718£0.049 [2.56%1.2]35.024.7 | 33.7%5.9 | 25.33£4.09|75.24.8
100 | 6]1.488+0.261 [2.3%1.4]30.5%3.3 | 59.9%12.1 | 28.79+5.65 | 74.2%9.2
200 | 6 3.075+0.336 |2.5=1.0]32.4%5.5 | 136.1£33.2 | 25.64+5.69 | 69.8+9.3
I + AR 2

16.1.2 ThhhEE

WANTAPABREZ SR E LZENERRBRICBWT, M) F

200mg % #x5- L 2B M 7 € b ) F R,

AVIAZA=L &l RV

LEBH L, SEMNYF DIV O UERIAE % FHET 5K & 0
L7 Wi4a139.6ug/mL, 2NV 7 afigd by Az SE MY
Frorvya rBEEe%FHES 588 % 000 L 72 88132. 2ug/mLT

o7,

BTN T ADABREZ S E L2 ENERREIC BT, BEE
DI CTADAEDOE G %2 T T L BHICTEN) F U 2855 Lok
DEFIREICBIT AP T E ) FBREE DTSR L. SEHILT
ADPASEIZEY T M) X OMFRAEITRL 225, RO Mo
DIRENT. 720 TE M) F Y ORGHEIZTIHHNTA»AZEDINL

R ICBEE IR SN o 72,
F2  WANEEICBIT B I

BEE]
SEN)FL[TER)FE|TERYF| s, . )
s rum|os vy oy oxmmiien|sne 0T 0EETE L)
3000 B A & |55 T A o) (mg/F) B
FREAT T A AE
" TR | AR - 5%
it I Jeopi | 100200 | 5000 5T s9)
JEBEH BRI 175??;;;3: 200~400 60(99) o 33"?; 28)

EDANVNTEBE Y, 72/ NVES =)V, FTYIRY, T bV
13:2) H LA (/M ~ S K H)

%3 NEE B
[GEEE]

TEP)FLTEPYF Y L|TERYE | 9 k1 5 .
PSNVTORE| D Z N s Ty | O S AR | AR ;fﬁ; @;;;5;55
F R0 4| Bfa s & | & A C 7 v (me/kg/H) RIE

FHIA BT AP A

JEbE 1~3 | 1845) 385
A BRI IO (1L.07~11.38)

BEH 2.32

EE B =5 1 48A0U | (g 9975 g
HER sk | s~15 | e | 2%

FEDANWNIYEE Y, 72/ EY— )b, FYUI NV, 7= bV
11:2) Hh LAl (/M ~ K )

IV a s REBERE Y FET I TAPAEZIHT L 2O T E b
) F VOt Td - 720 GEAT— %) BB, HHE AR
NNV 7afEF M) 7 2 %GR L72EEO T E MY F 2 Ot 70

MTdho7"
16.1.3 E£WMZRHIEFEEAER
(GERUFVEINEH2MEY D 1D

FE M) FUEUNEH2me T A 1T 37 5 — Vi NEH2mg %
BABFICFNENLEE(TE MY F 2 & L CT2mg) 22 H AR 3% 5-
(7O AF—N—) L, MFHTE M) FURELHE L2, BE5N
73R ERE /5 A — % (AUC, Cmax) [V TI0%EHEX [ 1 Thtat
TEAT % 47 - 72546 F. 1og(0.80) ~log(1.25) DHEPHAITH V) . WHI DL

FFSE AR S N2y,
F4 KRG GROEYBRE ST A -5

Cmax Tmax Tz AUCo-720r
(ng/mL) (hr) (hr) (ng-hr/mL)
7E MY FUE
gzjé N 2mel 47 1 | 34.44+3.89 | 1.4+0.8 | 50.7%23.2 1227 +207
IMls s vy — g
T H N 2mg 35.72+4.73 | 1.0+0.8 | 49.6%19.8 1233+190
i |7 E B E g R R j R
%1( N 2mel 47 1 | 33.31+3.70 | 0.9+0.7 | 46.8% 9.7 1152+138
LR 15 s 25 — g
TH N 2mg 34.03+4.10 | 1.0+0.8 | 43.8+ 8.8 1137+157
(Mean=S.D.)

40 F (ZDFEFKTHRAFOMPIREHIR)
ifi —e— JELUF I H/NEM 20T A )
o3 —-0m- T30 5 — LGN 2ng
7 Mean=S. D. (n=19)
£
8
Jo20
| ‘\E\
i i ‘
10 f P
(ng/mL) i
I 1 1 1 i 1 §f 1 {
0Mitels 4 6 12 24 48 72
b5 U7 1525 B O (hr)
40| (MRIE L TR CRRAR O MPIRE iR
i —e— FENUF UGN 2mgM YT A )
a0 —-o - TR 5 —)LERINEH 2ne
S Mean=£S. D. (n=18)
£
N [
yo20
* N
. N
= ' S
E 10 SN
(ng/mL) : 1
I 1 1 1 i 1 §f 1 it
02111213 4 6 12 24 48 72
048 067 1529 B 5 6 ORI (hr)
(GERYFVEINRRASMeY DA 1)
7F M) FENEHSmel YT 1 18 T 3 5 — VG N HSme % fEHE

BABFIZENENIEE(TE Y F & L CThmg) 22 B 14 5

(7 a2

== L, MmiEh 7 M) FUOREZNEL, Hoh

7 HE M ERE/ 8T X — % (AUC, Cmax) I22\>T0% fEHEX R 2 Tifeat

JEAT 2 AT o 728 H 10g(0.80) ~log(1.25) DFEFHATH H) \ WiH| DAy

FEEEAHERR SN2,

5 KEHGER G RO BRE ST XA — ¥

Cmax Tmax T2 AUCo-720r
(ng/mL) (hr) (hr) (ng-hr/mL)
7 E MY F U
{7%)7%3 N ismel 0 1 || 65-48% 8.36| 1.3£0.8 | 44.7%8.5 | 2279298
IMls x5 — g
| e sme 67.26% 9.12| 1.2=0.8 | 45.9£9.0 | 2327261
7 E MY F Vg
%7%3 N mel 0 1 ]| 72-16£10.93| 1.0£0.5 | 44.2£7.0 | 2544272
L s 3 2 5 — g
TH | Lo fi5me 73.41%15.47| 1.00.6 | 44.7%6.6 | 2549+314
(Mean=S.D.)
80 | (ZDOFEEK THRAFOIMFRE R
Jn,%l —e— SENUFH/NEM Sngl U1 )
i 60 F -—0-- T2 —)LEE/NE 5 ng
7 . Mean=+S. D. (n=20)
% - -
~ L
1 e
Lol &
é e
i 3
%20 TG
(ng/nL) = -
) | 1 1 1 i 1 §f 1 (
011213 4 6 12 24 48 72
048 067 L 29 F 5 6 DN (hr)
80 F (DRI U C7k CRRAABF DI iR HiR)
g]l —e— FENUF G/NEASngl 71 )
& 0= 53— LGN 5 g
7 Mean=+S.D. (n=19)
£
]\
J 40 ‘\E\
¥ - ‘\5\7
% ‘
bl ! T
%20l ~
(ng/mL)
) | 1 1 1 4 1 i 1 [
01112t 4 6 12 24 48 72
033 067 15 25 #5545 OIS ()
(GERNIUFVEI0mgB D11

FE MY FUEI00mel T A 1& T 32 & —VEE100mg % fEEER A5+
WZFNZENLEE(TE MY F 2 & L Tl00me) 22 I H a3 5 (7 1
AF ==k L, m¥EHTE ) FURERNEL 2. 55N 723
BHE/ ST A — & (AUC. Cmax) |22\ T0%EHHEIX 812 TREEHET %

_6_



172 7245 % 1og(0.80) ~log(1.25) OHFANTH V) . W] DL F 1]
EED R SN2
F6 ARG G OEMBRE/ ST X — 5

BB EIZBWCCmaxDIE FAA LN DD, Mho/$5 X =% T
TR L ORICEE R ER A SN Do 2, EEFHZEE TR
TR & B L TCmax % O Tmax kD /35 A — 7 1258033 5 e,
AUCo-o M Ot 3Bk 72 L THI2M%. kD ) TR L. CL/Fik
JEAK 7% Lc2/3, KD Y TL/BIZHA L7z 2 (ShE A7 —4).[9.3
2]

27 HREEREEEFICBITA T E MY XL OB BEHEI ST A — ¥

Cmax Tmax Tz AUCo-720r
(ng/mL) (hr) (hr) (ng-hr/mL)
7E MY ¥
0%)7%3 100mgl 47 £ ] 1638+334 [1.420.9| 33.9=5.6 | 55877+6321
IMls s v -
| oomg 1598310 [1.4%=0.8 | 39.4=5.5 | 56495=6366
NN
%7% L00mel#7 £ | 1624=158 |1.2=0.7 | 39.9%8.9 | 574577211
LHE [5 < —
< 1700\ 78 =V 1666106 | 1.240.8| 40.3+7.5 | 573106457
mg
(Mean=S.D.)
2000 | (ZDFFK THRAFOMFEE /R
s —e— FE L UF EEI00mgM YT A
X 500k 0= 7375 —)L§i100ng
5 . ‘ Mean=S. D. (n=20)
+ R e
k o= 1
1 1000 H}! ‘
¥ i - "“‘*E\
e [
] / .\6\(
& 500 f TG
(ng/mL) -
el I I 1 1 1 45 1 §f 1 4
0111213 4 6 12 24 48 72
08 A7 L5 29 5 E DR (hr)
2000 | (DRI U Tk CRRABF DM R HfR)
luk —e— FERUF 4E100mg T A
® 1500 0= 7375 —)L§100ng
= Mean=+S. D. (n=20)
£
I\
1) 1000
¥ ‘ I
P
i N
¥ 500 TG
(ng/mL) -
) | 1 1 1 45 1 i 1 45
0011213 4 6 127 24 7 48 0 72
033 067 15 25

55O (hr)
AR 7 & ONIZAUC, Cmax&50/35 X — % 13, WERE ofEIR, 1§
ORI L - BEEISEORERSAFIC L > TR D WML D 5 .

16.2 ORI

16.2.1 BEDXE
HERE N12601C T B ) ¥ 2 150mg % Z2fE I L OV A # S AR 1% 5
L72BE, ARG TIRZEIEE AT 5 E ) £ 2 O TmaxI3 IR E
L72H5 AUCICHERZEZ RO Lo 720 WEAT— %),

16.2.2 EYFHFIRE
faEEE L ASBIIZ T € b Y F 2 75mg HLIAIRE 1385 L 72 o0 2R W 22 A F1)
FIZRI1397.6% T - 72V WHEAT— %)

16.3 91
In vitroTD 5 F + ) ¥ (1~10ug/mL) O b b M R A 51353, 1
~56.2%TdH - 7217,

16.4 {8
SEMYFUIEFEL LTV O Y BEBESE(TICUGTIAY) T
HWEIND, e MNFHBICT I bY FF) v, zaFEsSa, Oy
F—=b, b L<idu g E8a (BRI RE) fAfE FcliC-g € ) &
CERBIMLZEE, SE MY FI-N2-Z VT 0O VRIS RDER DT~
209 L 7219719, [10. 28]

16.5 HEtt
B S N6BIIZMC-F € b ) &F > 240mg (154Ci) % BRI 135 L 721,
B 521680 F TIZHEFI2/2%. SRAIZHI94% D5 HEME S 7z R
FEICTEN)F-N2-7 V70 v ERAART71%) & L CHRIES L,
PUFRZAAE(10%). 7 M) F2-N5-7 )V 7 1 > EiaE (5~10%)
BT E R F2-N2- A F)UE(0.14%) DIETE - 7219 (GHEANF— % ) o

16.6 HEDERZEIDEE

16.6.1 BEpEEEEE
R EEELRA(Z LT F =2 ) 7 5 2 A F13mL/min)
CEN BB (2 L7 F =~ F35854umol/L) 125 E b 1) ¥~
100mg#% B M5 L2, € M) ¥ oteldlERADZ 12
NI .60 K U2, 205 12 E L. AUCIE B BE R & % TH1.8/5 12
BN 720 F 72 M0HGENT 2 ARE 206 L 72356 RNICHEET ST E T
1) F 2 D#I20%HENTI L D IS S (BHE AT —4),[9.2.1%
sy

16.6.2 FHiEEEEEE
FERE R AN 1200 K O ZE R 245112 5 € N 1) % > 100mg % Hilalke 3% -
L72EED T E N ) F 2 OBEYBRE/ST A — & 2 TR LIz, PEEsE

_7_

TEHER SR hEEEE HEEF A
[Copiitii) P22 R JEAk 7 L Bk
(1281) (1241) (781) (561)
Chll%\i%ugh _ A B c
Cmax 1.61 1.34 1.48 1.65
(ug/mL) (1.14-2.53) (0.99-1.81) (1.22-2.26) (1.12-1.84)
Tmax 1.00 1.00 1.00 2.00
(hr) (1.00-8.00) (1.00-4.00) (1.00-4.00) (1.00-9.52)
iz 32.16 35.99 59.68 110.13
(hr) (22.27-49.29) | (30.16-89.08) | (34.79-145.12) | (50.11-158.14)
AUCo- 69.07 70.60 110.72 248 .86
(ug-hr/mL) | (38.77-98.09) | (47.86-215.75) | (73.53-225.35) | (73.72-368.62)
CL/F 0.338 0.312 0.237 0.103
(mL/min/kg) | (0.267-0.593) | (0.165-0.443) | (0.114-0.356) | (0.061-0.260)
rhufE (HE5H)
16.6.3 St

EEE12E om b, 2Ly F =2 ) 7T v A F361mL/min)
127 € M) F 2 150mg%x HERE PG L7z, 7€ ) ¥~ OCmax.
AUCo-w+ t128 O'CL/F O F i (LR 22) 1245 4 2.35(0.40) ug/mL.
93.8(21.0) ug - hr/mL. 31.2(5.4) B [ J& 1°0.396(0.063) mL/min/
kgTho7ze b, BERABEICTE MY F 2 150mgk H 0]
4% 5 L 72# OCmax. AUCoo. tizft (NCL/F 351l (RS kR 7)) |
% %2.45(0.18) ug/mL. 117.30(24.61) ug - hr/mL. 31.2(6.4) i,
0.313(0.087) mL/min/kg & B35 72 75 1% 7 72 o 729 20 2 (FLE A 7 —
5o

16.7 EYMEEER

16.7.1 FEID T Lo OVEIASIC BT B HAERIDHE
[6.. 7.2, 7.3, 10.2&1]

ES T E=] RIS YA AR At YA s

EOHET D HA 8 () 5 5 34 B TS W EEH
SNVTUBEF R YL | T Y TIVETIT =
AN LY~ ER A
T/ NVES — ) V=3I N
AR Y HINR Y F-
V77 rEY Y VAFT Y

oS-y hFELE|NETY— b

il TVLHINY) v

TEHFFEV+Y bPFEN | )T T A

ITFZNVIARNTTF = LART TS A

Vo LRIV A NLIVE|RT V83

B R IREAER) a3 R

16.7.2 fth&l& DHAHRER

MW 708F cUD L
TERER AR PEIZ NV 7 a8 F b ) 7 A500mg (LH2[E) & 5 €+ F
50mg. 100mgM& '150mg(1H1A) % KAEFH L 72FDF € M) F oo
SEWERE R LUT ISR L7z BERAIC T E M) F 2 0k & ERE#E
HL7BOREE X, Ny 7 afEr vy 2O E M) ¥
Dtipl32fF L L TH ). CLUFIZL/ 2T THh o720 F 7z, MEEF NV
TOMBREICEBTASN b OO—FOMEAIzAS N, TOHER)
TEEEUA HEFE L CW B JMEIAN T — %) (7.2, 7.3, 10.2&K]

78 BB ANV T UEEF YT AL TENYF UEFHALLZEOTE R

) ¥ OIEYETE ST A — 5

FENFY o Cmax Cmin Tmax 2 AUCgs CLt/F Vd/F

58 (ug/mL) | (ug/mL) (hr) (hr) (ug-hr/mL) | (mL/min/kg) | (L/kg)

50mg 3.45+0.612.53+0.46|1.83+0.98|75.3+14.1| 66.7£10.9| 0.17+0.03 |0.94=0.10

100mg [1816.78+1.13]5.02+0.97|1.961.00(69.6+14.3| 132.5+22.6 | 0.17+0.04 |0.88+0.09

150mg 9.44+1.7116.48+1.53]|2.02+0.96(69.6=14.8| 178.2+37.1 | 0.20=0.05 |1.03%0.18

Pl + R AR 2

@QuUJrvEYY
RSB 77 > ¥ Y »600mg(1H 1) #5H B35 L7228 H 12
FE MY ¥ 25mgH HEREIIES L2HEO T E N ) XL ORPITO 2
)75 Y AR Oteld N2 N5 13L/hr K 14 1 Th o 720 T F
M) F Y HMPES (77 AR5 H MG OBHICTE M) ¥ 25mgx H
% S) LB RT D2 ) 75 v ZE R Ozl Z 22 .6L/
hrfk U238 TH Y, V77 Y EL VORKSGIZLIYIEN) F
DIRPTFDOZ )T 5 v ZEEEZITEI L, vl 5286 L7222 (b
EAF—%).[6.. 7.2, 7.3, 10.25H]

(3)OEFEI - U MFEIVESE]
EFERAZ RS E LR BIcBWT, SERN)F aEFEn -
MU VELAH L OBFREGICE D T M) F oM A HI50%
BT L2 GHEAT—%).[6.. 7.2, 7.3, 10.22/]



@T7H5YFEIL+U RFEI
EERABEE R E LztBRicBWT, €M) F 2 (100mg) & 7
&+ (300mg). V) b EIL(100mg) D3F % G HIS L 720 5
E M) FUDAUC, Cmaxid. TF b1 F 2 (100mg) % HAHH L 72k
LI L TENRENI2%, 6% T L7220 (FHEIAT— %) [10.251]]

BYURANY Ry
R A Z R E L7zaBRicB VT, 9 MY F 2 (400mg/H) O BIE
G030 AR R 2 HLER S (2mg) O FEWENRE I BRI E & 7
LEBEG R o, AR F2mgk 7F M) X2 ot HkS
By 14ABIR12BNCEIR DS A S /2. T M) F ¥ HARE 56 TIEIR
O L) AR F 2 HMPE G L2060 1@ IR A A 5
720 (EIN T — %) . [10.25: 1]

GROBFR(IFZIVIA NS IF—IL0usKRULKR/IVT R UL

150ug=98)
BERER A CEIS S b)) 2 300mg & CMAESE 2 OF L 720, i
5% M) FYDAUCHt FCmaxid T F bV F ¥ O HMPL5-E 0 £+
NZENA8% L 61%TH V. FEITMALIE & OPEHIC L Y i d Z € b
VO VRIS NI L. RECIBESARSEIIMN (TR M) Tk, 5
TN F U OMAGEEDG 212 EA L. RIEHT R IR RT3
FAHIR & e L T SR L otz 20 LRI VFEZA ML LD
AUCo-20 8 USCrax b # 71 8 A 358 B $% 5165 ) 2 12 1.81% M 1N88%C
Holzo — . TF VI AN T T F — )V DAUCo-aald A 18 AT- 4 Bk
G HED93% T - 7278, CmaxlZiEWIEA SN 722 (JEEIA T —
%),[10.251]

NASIHTEY
fEFER AN B I £ B ) F2200mg(1HLE) & 4 5 > H ¥ »15mg(l
H 1) % g5 Lo E®IREGOHE)ICBIF5I7E M) F U0
AUCo24% O'Cmax|d 7 € b 1) F v Bl 5.0 2 L2 176% K% U80%12
BT L7 $729F MY FUVHHESEOF S VY Y DAUCH 2R
CmaxD AT FIEMEILF T 3 E v HAhdk 5.0 & MR ETH - 722 (4}
EANT—%).06.. 7.22H]

®)Y=ZH=R
TAPAEZEIZBWT, 9 M) F(150~500mg/H) &V =43 F
(200~400mg/H) Z35H P L 728, 5% 1) ¥ 0 3pahhec
Br Y2 eho720.06., 7.25M1]

OQHIRYFY
FEM)FUHMBBROTE ) F D E TN T OHHEG 2T
1B D TANABRZIZBIT DL PO ARY T 4 T L,
TR FVIETERN)FVOEPTDOI )T T AEEY G2 7%
o720 (FHEI AT — %) [6.. 7.25H]

10) rESZ—H
TAPABZIZBVT, JEMN)FEMETY— MRS : 400mg/
H) otz T € ) ¥ 0 FEREROAUC, Cmin, Cmax|lizEE
G2 o 72P (EAT—4).[6.. 7.25H]

(MMURFSEIL
TAPABRZEIZBVWT, M) F 2 ELARF T L5 L1000~
4000mg/ H) & OB L. HEOEMBIFEIEE A 5 2 %o 7233
MEAT—%).06.. 7.22HK]

)RS VIRV
TADPABEIZBWT, JEMNYF L ERT V00V (12me/H) % B
G L0 TEN)F L ORPTOI) T T2 AE, RT V5%
JVIEDE I & Rl L CO.3% DB L HEE S, B R E T AL NE
o729 (GHEANT—5).[6.. 7.251]

(13)5a=R
TADPABRZIZBWT, 9E M) F L5 3% 3 F(200. 400mg/H)
EOBERIE. MEEHR T b ) F ORISR Y 52 b o 729 (SHEA
F—=%5).[6.. 7.251H]

a4 FuvAHIKV Y
7 E M) F 2 (100~600mg/ H) & HH| CHEFFHEG L TWE TAPAR
HANZT VAN »200mg (1 H 3R % AR G- L7z, 7L AN
VIZEEIREBICB AR T E M) FUEE(LN T 7)) ISHER S
Al o2 (BHEINT— %) .[6.. 7.25R]

(DI AXFIV
TEHER AN B Y AT Y 2400mg (1H2A) Z5H &G L 7221125 €
FYFU25mgh ARG L-BESE M) F U EMES (7T ¢
ASA MG ORAICTE M) ¥ 25mgs BRI S) L7205 £
) F L OIEYEHE ST A — &\ ZHEE R AT A S L Hr o 722 (SREIA
F—%).[6.. 7.25]

() UFIL
R ANBEIZ T E MY F 2 100mg(1H1E) &K 7V a YR F
L2g(LH2I) %6 H SRR S L7z L ok 7 v a VR 57 LK
S GEED ) F 7 L OB BEIFE T A — F IZHHE R EIAS N o
72 (EN T —%).[6.. 7.251]

aON7VEFSY—=IL
7€ MY F 100~400mg/ H & #EFiE 5 L T 2 BUR RS & B 5128
WT, 7Y ET IV —v10~30mg/H # B SG L2, SEFYF
> OCmax ft TAUCIZHILI0%IE T L 7239 (JHEIN 7 — %) . [6.. 7.25H]

16.7.3 In vitrosi&&
FEN)FVIIEES T AV T U AKE—F —(0CT2) 24 L 72 &AM
By E 2 W REMEAR 7210,

16.8 ZDith

(GERUFVESEMg[T D1 1)
FE M) X EE2Dmel U A REREENICES S, TEN)F U
100mgl 7 A | & B[RS L Ak S,

17. BRPRREEE

17.1 BMRURLMEICET 5558

(BETADADER

17.1.1 EREHESENEER (A, BHEIEE)
BN B 2 855 NERE MASEE A3 A7 1B s e
A ABE TLOTESS L 72 T A D AEE CRIGIH) 6561 (H AR A3961) % xf
RIZ. HARN OEEENZ B I BRIEEMatER © % 50 L 7o s
F#E%200me/H & %% & 9 %58 L CHEM L 720 SE1ERIBI o HEF 0
(AR T e & 2438 ) 12 B U 2 BIEH AR IE, TEOLEBY
ThHo7zs

e FFl % S JHERF AT (%)
[aE HEFS L [95%e < ]
FTRTOFER 65 28 43.1[30.85,55.96]
,,,,,,, woysefe | S5 |22 ] 40.0027.02,54.09]
SHIE [ AUTETE 10 8 80.0[44.39,97.48]

) PRI 2 SR e i S 7RI T b ) F AR G R
MERFE S 2 A8 T L 22 e Ok Fes 5301 (2438 1) 12 351 B SR JelErr
3. TROLEB) Tho7z, b, MG MIEHROATEBES NI,

— FFl e ST SRR (%)
JaE HEF5 L [95%a L ]
FTARTOFER 19 16 84.2(60.42,96.62]
,,,,,,, soysefe | B8 |12 ] 92.3063.97,99.81)
BRI i FRIETE 6 5 83.3[35.88,99.58]

V) R 5 ST A AR S NSRBI T E b ) L B B
BIE RSB X, 31%(20/6561) TH - 720 FEREIMERIE. 569515%
(10/6561) . BEfe. O F v, KO E IR E%43% (2/6561) Tdh > 72 KRR

17.1.2 ERHEEZEDERER(NE. BEIEE)

INBIZ BT BRI R MG 2 B 5872 B S N4 S 12D T
A AR (RIEFR) 2060 (H AR N1660) 23 Ri2, HARK OEEIZB W
THAH G2 L 2 IR I M © % 2 L 720 MR 381E
DIKFER L4V E R L T1.2~10.2mg/kg/H X 13400mg/H (W § 11
PME ) OB CHEETRE L L7,

MERRFEIIR T I (HE 2 351 2 1238 15) I2 B W THV-EEGIZ & 1
SETIRMFEVEDTE R S N BRE RIS GBS 58 B 20161
THTH Y ZOEE (95%EFEXM) X, 35.0(15.39~59.22)%TH > 72,
HMEFRHREIN 2 42T L 72 R ofikbide 5- 01128812 8¢, HV-EEGIZ & )
SER NGO AR S N BB T UL, MR SIS AT L 72761
FEBITH Y . FDEIE (95%IEHEX M) 1£85.7(42.13~99.64) % TH - 720
BILVE 5 B 5 1, 35% (7/2081) T » 720 O MWFIE, FE25%
(5/2011) . JFHERERA i F2 5 K ORI %:5% (1/2061) T - 72 (RFEEE) o
TE) AN O SE RIS 12 53 2 AR S AL 72 AH] O BAFe 5. O MEFR T B X1 H 1~

10mg/kg. % AR200mgTH %,

17.1.3 BAEMERABR(NERUBRA. BEEIEE)
TSR AT E 2 AT 72 IS8 SN TADPABRE L
OF5E L 72 T A D ABE CRIERR) 34361 (12~72/%) % xF %12, AL
< B Y U IBIEE RS D EERL 2. TN F U OMFFHEE
100mg/ H 3 13200mg/ H & 75 L 720 MEFRFE G-I G I T 22 524
TR 2B B IREE SRR, TROEBY TH -7,

JFEMN)F FJEMN)F U N [
100me/ H # 20mg/HEE | TVIYEESH
SEAM 5 115 111 117
FEAE ARG 59 67 64
TR JAE R (%) 51.3 60.4 54.7
[95% = A< ) [41.81,60.73] | [50.63,69.52] | [45.23,63.92]

) MERHE S0\ S VRN Je Do s S U7 BI R 5 E b ) 3 o R SR
ZE M) F BB BRI SSBUEE X, 26% (58/226() Td - 72,
17.1.4 ERSEMERER (KA. HEEE)
B B B R 5 OV S8R0k % Add-ondi 5-12 & B S5 TTAR
R (CEERILERBR) W02 EM L /2o T M) F 2 ORI
sV O ) A EE I21E150mg, NV Ot k) o A3k
BRI 1213300me. AR T R MIHISE M & 7% E L CEEME L 72. AhiE
SEAT RS SAEBI 2 BT D I e 35 BE e OV 58 RS BT B I 4
YUHBEIILUTOLEBY ThHol,



BRI ot
P 5.4 FEBIEL [ 22h > %0 . e e
R R | % e e | 1 | witconon
_ o 10 | 20 | 16 | 26 | 12 3
TERUFELE BT | (100 | (23%) | (18%) | (30%) | (14%) | (3%)
p=0.0119
o ERE | 89 8 13 9 34 | 23 2
(9%) | (15%) | (10%) | (38%) | (26%) | (2%)
B eS| m |
; b el ~E | E %
e FEMYXUHBE |66 6 | 179 [22]10] 2 | 23(35%)
0 . -
R ToEABE |66 6 12| 7 | 2020 1 | 18(21%)
i geg. | TERNUECEE | 71032110 3(43%)
LRl
HRIEMAUFEAE Fow kB |11 1| 1] 1|7 ]1]0] 208%
Lennox-Gastaut | 7 FUF U8 [ 11 ] 1 3 3 2 2 0 4(36%)
EGREOSMSIE [ o w8 16| 1|0 | 1]10] 4] 0| 1(6%)

FE M) F BB L EIVERASSTUEE (X, 37%(32/8761) Td > 72,
FEREWER X, BIR20% (17/876)) . FEED $ 1 13%(11/87%1) . A
K OB A5% (4/87H1) Td - 720

17.1.5 ERE MR (IR, HEBEE)
INRAZ B BB FEVE T OV R FE IS0 3 A Add-on$% 512 & 5 S TLAH
B (B ERIEEGEER) Y PR EE L 72, T M) F 2 OMEFHERN
V7S h) o AP EE G ~5me/kg/H ONV T O RS b
TAERGRAL. ZVvru rBiEAe T FHET 28 2 EIH O BEHE I
#1~3mg/kg/H). 7SV 7 OfEF + ) 7 A IR EEI2IEH5~15mg/
kg/H . MeFRF IS M & 528 L CIEME L 720 A PRI R G B
2BV D it T N NS BERNC B 2 ol ik deE I DUT
DEBYTHoT,

R G I .
wEEE R = %% . L HsE |
d | S |y | FE | Bl | g | Wikoron
- o 12 | 26 | 18 | 18 9 3
TERVELHE) 86| ) | 30%) | (21%) | 21%) | (10%) | (3%)
p=0.0009
[P 3 17 | 17 | 22 | 2 3
(4%) | (21%) | (21%) | (27%) | (24%) | (4%)
, I ﬁ% @ Slalw |2
S 1R Fr it o ME NI T B o
& & i3
P 7ERyF B (3315 [ 77 [9]5 0] 1206%)
I NBE |39 3 [11]9 | 8|6 | 2| 14(36%)
. SEMN)FUBE 1739|1211 12(71%)
AT A S
BEMART 5w 12 0 31440 1(8%
Lennox-Gastaut | 7 MU ¥ 33 3 |11 | 8 6 4 1 14(42%)
FEBEREDO MBI | =3I P8 |34 0|5 |6 |11]12]0 5(15%)

ZE M) XIS B BRI SEBUBIE L, 43%(37/8761)) TdH - 72,
FREIERN. EIR269% (23/87H1) . FEITED 1 179% (6/87H1) TH - 72,
17.1.6 ;BYMRREER(RA. HEAEX)
BN B B BB FE ISR A Add-ondk 512 & A “HEMR Y 0 A4 —
IN— HERER RO Y 2 FE G L 720 T F b F U O #MEFE ] %2 400mg/ H
OOV afEF b 2 JE0ER) . AR I RO I & BE L CERI L
ToAER. TN F UBICBU B REHEERDEIT T T B R L L
LTHEICE» 72,
FE MY F UGN BT A REIVERZEBURE X, 70%(66/9461) Td -
720 ERBEWERIE, FEIED F130%(28/94%1) . 2:7H27% (25/9411) .
HEH18% (17/94451) TH - 726
F72. MY F U OMEFNEE300me/H 0NV 7Ry by AFE
BEM) X1E150me/ H OV 7 i g b ) o AP R I R 1258
Ml ERELTHEMB LR, 9F M) FUBICBUT 2R R
377 RBEL L CTHEICE 572,
ZE M) X UGN B B EITEHFEBURIE X, 719%(29/4161) TH -
7oo FERBIERIE. FEIMED T\ 17%(7/4161) . TE0015% (6/414%1) . A
i S OV R £512% (5/4181) Td o 72,

- JEBIE FEVEBREE I T rp (Y
400mg 88 25%** *
150mg™ X13300mg 41 26%***
)T IR EDE
H2) T algr by AEH O E
*EE L p<0.001

17.1.7 BSVRRHBR VR, HBEEE)
AN B BB S B Add-ondk 512 & B T EEHUEATRER I
BB DR F NG L7 T MY F L OMFARE 2NV TS Y
7 A PFF B 213 #5me/kg/ H (k250me/ H) « 75V 70T - )
L JEBE T 12 1A 15meg/kg/ B (e K750me/ H ) HERF 01 ] 124
Ml &R LCHEMB L KR, 7% M) F RSB 2 SR A5
77 L RBEE B L THEICE D - 7,

facxid SEBIEL SEVEARE D S v gL fil
SENY X 98 36%* *
75 E AR 101 7%
** 1 p<0.01

FEM)F BB LEIERSEBUEEE L. 65%(64/9861) THh - 72,
FEEIWER X, BIR18% (18/98%1) . FETE D F1115% (15/9861) . I
10% (10/98%1) T& - 72,

17.1.8 ;BYMRREROUNERURA. HAEE)
Lennox-Gastautfi 5 #E (3~25%) 12 BT 5 &M 5E 12k 9 % Add-ond%
Bk ZEEMRIATEE B GRS VA EE L2, T MY F
OMFERE T 2OV 7 a i b)) A5 EE I3 85me/ke/H (K
200mg/H). 2NV 7 afgs b))y 2 JEPE B E 121389 15me/kg/ H (e
KA00mg/ H ) HEFREFAE AR 10:8 M & 3o L CFEf L 724G H%. 7€ b
DEFVHICBI ARMEFERLRI TSI L RBEL B L CHEILE
Nolz,

B SEBIEL FEVESH LI A 3 rp il
TE M) F R 78 32%*
77 v R 89 9%
* 1 p<0.05

FE M) F VBB LRSS BUBER X, 309% (24/7961) TH - 72,
FAREEMIE. 38958% (6/79%1) . WEI:, .U US4 454% (3/7961) ©
ﬁ)o f:o

17.1.9 ;BYMGREROUNERURA. HAEE)
SR 4G 38 (2~555%) (2% A Add-ond% 512 & 2 H B MG AT EER
RO E/ L 72 7€ M) FrofifFiEz v 7o,
7 A PEFEE T 2~12%12 13 93me/kg/ H (5 K200mg/H )« 12i%
HI213200mg/ Hy 2NV 7afEF by AJEGEHEAE TIE, 2~12/%12
1312mg/kg/ H (% K400me/ H )« 128812 13400mg/ H o 43 &= 11 1
12 LB L CHEM L 2R, 5F MY FUEICBT B3R
VEIT T T RTEL IR L CHEICE D> 72,

PG B FEVEAR LI S L ff
FEDMYF R 58 82%**
77K 59 43%
** 1 p=0.006

FE M) F OB BT EIEHIEBUEE L, 22% (13/58) TH - 72,
FEREWERIE. FEIED T v, IR &L OHEL45% (3/5861) T - 72,
CUBHEBEEICHT2TIIEY — ROBEE - BIAMNHD
17.1.10 EASE I /MEHER (FEA)
BARIR B % 459 5 53 (21560) 2 MR, 451 (8~16:80) & LTIk
BT CTTE M) F200mgx %5 L. B2 (26:80) & L <. JERAD
WELIZEEENRIZT T2 RNE T & bt b 3B % %
L7zo FEFHMEE Cd 5 E2M a2 SR E ik - BE T2 To
IR (Time to withdrawal from study : TWS) &, THEHE B TH
N, AXRY MNEBFETORFEMIZ, TN UBETET I REER
BLTRL, MM AEEIRO SN2 (p=0.010. B7 5 v 7K
7E) o
5 10/ MAHRERIZ 817 A5 TWS

75 b K

FERM)F UM

REf 1

5861

4561

1> N SEBEE

74.1% (4361)

53.3% (24%1)

TWSH it [95% 15 FEIX 1#] (H)

67.5032.0,127.0]

169.0[111.0,n/c]

7T AR L O

n/c : HHARRE

Hayg s e
LB 2 BIVE IS B 1X, 32%(69/21561) TH - 720 ELEIE
&, 36956.5%(14/21561) . A J4.2%(9/21561) . 1 IK3.7%(8/215
B) . HL2.8%(6/21561) THh - 720

17.1.11 BARERRSHER(BEA)
85 11/ T AH SRR |2 ke L C 920 L 725238 B 0 JE B M B % 530 BR 1 B
T, BEMEEIC & 0 FRET L 72 R O E (50~400mg/H) TF € ~ U F
VARG LR, TROEBY THH P P,

p=0.010

o . CGLS™ HAM-DIT® YMRS™

R\ e T R | AatA | BIoE | AurA | IR

RERRIIARE | 92 | 2.9%1.1 - 9.7+£8.0 - 3.0£5.5 -
61 84 | 2.2x0.9 |-0.7x1.0| 4.3x4.9 |-4.7x7.2| 2.6%x4.4 |-0.3+5.9
1634 78 12.1£0.9 |-0.7x1.2] 5.2%£6.0 | -3.8x7.5] 1.7+3.0 | -1.3%£6.1

2838 77 12.1+1.0 |-0.7#1.2| 45%#5.1 | -4.5%7.7]2.0£5.2 |-1.1£5.8

4018 70 | 2.1+1.0 | -0.6%1.2| 4.7#5.5 | -3.9%7.7] 1.7£4.0 |-1.1£6.7

5218 68 | 1.8+0.8 |-1.0+1.1| 3.9£5.3 | -4.4%£6.9)| 0.8£1.7 |-2.1%6.0

SORGFIEY | 92 | 2.1%1.2 | -0.8+1.2| 5.527.3 | 4.3%7.2| 1.9%5.6 |-1.1%7.1

P + R

D) X SR B O EAE

H2) N3V b ) OREEHE R EE (175 H)

W23) X v 7 R A R

#1:4) LOCF (Last Observation Carried Forward) (K HlME % #fi5e. HAM-D17&% O°
YMRSIZ DWW TIEILH]

B3G5 UR I RAT L 7B 30T 2 BV ZEBUBEE 12, 219%(19/92f1)
THolo ELEEHIE, BHREET.6%(7/926]) T o 72 URFEEE) o



17.3 ZDfth

17.3.1 ENERFRIRERICH T D2REDEVICKZDREEEOREEZEDRIR
ROV TOET MU D LHBAEE)
AR (P2 K O OB OB HE) X ) @y TS Lz
NERREER NV 70l b U A EE) TORBEO R FREED
FEHERI210.4% (18/17361) T o 72 DIZxF LW, /v 70+ b)) w7 4
BRI IZ B W ORI E TG L 72 8 A IR B2 T 1d2.9% (3/102
BI)TdH-729,[7.1, 8.15MK]

AR B | 5B S OB MR E O S ILBIH GEHE)
RBIRCIT L7 )
45 T AH B kB 102 3(2.9%)

ARHE L) EVHRT
25 L 7z EN R B
17.3.2 EINERIREERIC S 2 R EHLIRIRAE(RE¥ (Stevens-JohnsoniE
1=E¥) ORITR
BT O/NET A D AR b G & L7245 T I OV 45 TAR B R 3B 12
BT, 547BI 3B (0.5%) (2 7 i HG R AE 1% 7 (Stevens—Johnson/iE &
RO L, WL V7 alE; M) ARG L. KR E ()
FAREKEONZoFOEHE) L) EVHEZ S LZERTH - 72 (%
N 13356011850 (0.3%) . /N < 2126012651 (0.9%)) %9, [7.1. 8.1Z1)

18. FEEIE

18.1 {EFtER
Na'F v %)V & B EEARAE 0 2 D BEARAF IS HIH 2 2 & 12 X o CTHlifg
A& 2wl S &, 7V E 3 2 EREE O B R R EY E o A )
TAHILICL VPR 2R T L EZ N TWET 8,

18.2 HiE=E{EA
BAECAD AT ET IIZBWCHHESER 2 7R3 2 LG ST b,

18.2.1 ¥ AR T v b+ O KBRS & T4 29,

18228 ( Ry FL YT VNI =N 47 I /YT VD
6, 7-dimethoxy-4-ethyl-f-carboline-3-carboxylate (DMCM) ) IZ & ) <
7 AN SN B SRR & 3 20T,

18.2.3 7 v MR UM X DB BT 2 BRI ER I £ 15 57,

18.2.4 B OHEE X >~ K1) v 79y MZBWT, ¥ FY v 7 %1E
AL, BRISHHRRIRE N 2 i 2™ T, F o WY v R v
75y MZBWTIRFE Y Y ¥ 7 OB 2T 57,

18.2.5 HALHEIZIN TADLABIWE TV (BEHEMEFE~T ARDT v b,
EL~ 7 A, lethargic~ ™7 ) DT AN ARRISVEZ I 5™,

18.2.6 7 v MCBIT iR ES)EEIEAILES <. BHEAR (1 E
B E % R T EDsofE/PUEEEFA OEDsofED ) 1Z, 7 == b 2D
TENRALD bENEE RS,

19. B ICAAT 2IBEEMAR

—fi%% : € 1) ¥~ (Lamotrigine)

{£%42 : 3,5-Diamino-6-(2, 3-dichlorophenyl)-1, 2, 4-triazine
DF © CoHiCLNs

SFE : 256.09

[ =
N
Cl ~Z SN
cl X J\
HeN N NH:

MR AE~MEHEON R TH D, 2 ¥/ —IceREITIzL L,
T4 7 — ) (99.5) JIXHEERE (100) 12T 12 < <L AKISHRD THEL
RGN

21. FRERSRMF
BESESD ) A 2 A BRATIH & HE5E O by YN ERT B 2 Lo

22. @&
(GERUFVEINEAMET D1 D)
PTP : 1408% (148¢ x 10)
(GERUFVEINERSMeT DA D)
PTP : 1408 (148 x 10)
(GERMUF VDM DA 1)
PTP : 140%€ (14$€ x 10)
(SERNUFVERIOMgT DA D)
PTP : 1408% (148¢ x 10)

173 18(10.4%)

%23, TEIH

1) HERTADAHSE  PICAPAREREZMHAL T2 TARADD
5 NIZBWT, HEh R fabi 2 O SMERE 21T ) oW sE
TH (20264F3H17H)

2) Newport, D. J. et al. : Pediatrics, 2008 ; 122 : e223-231

3) EAGEE  EEAWERREERNRNE~Y =2 7V SEHIEE e

4) IR (RN (5 2 7 & — )Vt - 20084E10H 16 HA&ZE, HGh
BRMEEE2.7.2.2.2.1)

5)

S O o~
=L o2

MAERE (CAPARE) (537 % —VEE 20084510 H 16 H AR,
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