#* 202510/ 8T (310 AAREBR A EED
* 20254FE5 HekET (BE2R0 871139, 871179
B, MAEEESD
MTADAE
SEMYF VSR
SEPMIYF VsngmE2mgrb—7]
FEMIF DmnezmSmgrr—o]
MTADAE. RIBEEERERE
SEMYFUE
FEMIF 525mgrb—9]
FEPMIF :=100mer =9
LAMOTRIGINE TABLETS FOR PEDIATRIC 2mg “TOWA”/ TABLETS
FOR PEDIATRIC 5mg “TOWA”/ TABLETS 25mg “TOWA”/
TABLETS 100mg “TOWA”
igs i BERE $E/NEH2mg $E /N2 5mg $E25mg $£100mg
HRIWIR : 548 RS | 23000AMX00305 | 23000AMX00304 | 23000AMX00300 | 23000AMX00301
F) FE-EMEONAFEICLOMHERTEIE RFEPA A 201846 H
| mma 3.2 BE DMK
AR DOEEIC & Y hEMRFIZIEMBE (Toxic Epidermal 74, 7E R F G 7E R F G
Necrolysis : TEN). FZE#:IEIRAEIZEE (Stevens-JohnsonfEf& = 2mg Th—1) smg Th—Y)
B). ERMBBEEREREOREAKENS BENRBRE PP . YA ORI D
BHEbNHCEtHY. FLEICE-flbREENTINDD PEIR - A | BRI B DERRAD DR GE i A D DG
<. LUTOEEICEETSZ & = S -
1.1 BERURBEBA CAMNERS LB CHEREDRS = )
ENBOC LMD, FHD6. FERVAREEFT 5L, " | FERVES PmU 2 | FERUESS RV
1.1.1 BERBRBERED SNEBERVAREBAANE, N % V) '
VT OB MUY AHBREOREREEAME CRBAKREIC =%
TBZE (BADH), [1.188] | = o
1.1.2 AR E TCOHERLEOOSNLAEZRVAREBAL e | & -
W&, £, HEEREREDHAOCE, [7.188] , — —
1.2 REREBCAEHICREREMECHAKL. BYSLEE i
Ao, £ BRBLCMAUTICRTERS S Sbn-igs T (mm) 5.0 8.0,/4.0 (Bf/ G
CREELEBREEICESZ - EAH2DT. BEICAHORE e Eg— 20 26
#EF32L, [11.1.1, 11.1. 28] < \mm : :
Fe# (38°CLIL). BEM. OF - OEMEOVS A, WEE. B & (mg) 40 80
LEEER. UL AGEE %
1.3 BEARBREOREEE. NELCEVNTENZLMREN — _ — _
TWBDT, BICEETH L. [8.1. 9.7. 18] Wi 2, 7%E F('J*‘/%%mg 7:E]\FJ$‘/ﬁIOOmg
1.4 BERERKICHLT, BBEPLEOERDSS>bNLIBE k=71 k=7
CRELICERTSL5E8T 5L, IR - EEDERA D O
Atk | & FERY 25 SERY 100
2. B2 (ROBECIFBELEN L) R @ | SERUEY R—T 25 | SERUEY F—1T 100
AHI DR 5 U HE OBEERED & 5 % 0
& =Y
3. 4R - MR N
3.1 $8Rk -
e, SERUFGNR SERYF G e &
- 2mg [h—177] 5Smg [h—"7)
%%‘;E}?ﬁ I F }\ I);‘i‘/ ............ ng I ]\ U;\i“/ ............ 5mg {EUE @ @
D-v>Z h—)b. HEZTEE. BEEAKT A B, E % (mm) 6.0 8.5
EIKl TR TF—4A -7 2oV T I ALA). AT =
VBRI R YA, T OMIMS J2& (mm) 2.8 4.2
B & (mg) 85 252
Wi % 7% ]\rl{\:‘i\g%ﬁ%mg 7% I\FJI\:\i‘/]%ﬁlOOmg 4. WHEERITIHE
OThhAEEDTRRIECHT 2 BHEE
e | TR Ry e 2Wmg| TERUHED e 100mg MARME (CRHLBIRAEESD)
% MBI R
D-%>Zb—=J)l, AL AO—ZAH)>IA, EROF ERIREWRIE
I 7o) ello—R, REEKT B BEtlo—
o~ A, AN TF—5 (L-722)V7 I 46&W) . A
FTU R R L, ZDRI3EE S




OtDMTAPAETTRENENRDSNBVWTADABREDT
RREICHT IR TADLARLEDOHBEE
BRRME CRMELRIEEEZESD)
WEBARE
Lennox-GastautfiExBEIC 31T 5 MFIE
OVBHEEZECEIFZRNIEY — FOBH - BRI

5. EEX (IR ICEET S FE
(EBIR P FEAE)

5.1 155 %L EOBFITBIT 20K ORE2EITDONWTIIMILL T
WIRWz B, 15RARM CAKOERZRHB L ZBFITBNT, 15
LA Bk L TARI 2 M T 28551013, BFOREZ 48
KL, BELOFEENEREZ LR S HE SN DHEITDH
BE5T5T L,
BMBERBECEIFTIR9IEY — ROBR - BENH)

5.2 BMEREED RS TE Y — ROAMEMBEICH T 2AA DAL
PR N2 2R L TR,

6. BERURE

OTADABEICAWDIS

BRA (GERUF825mg Th—71 RUOSELUF U §100mg
rk—omn

(MHEAEEDIZE EoRE CRESHRIEREZED) RUBRE
BRREEICANSER)
WH, SERYFCELTEYOLARMIZ1IA25mg% 1 H a5 014
L. XRO2AMIZ1IAmgZ1IH1EZEO#K S L. 5#HIZ1IH
100mgZ1HIESUF2ENC 8 L TROKRET 5, ZT0%IE. 1~2
HEFEEICIHE E U THRAL00mgd DMiEd 2, HeRFAHEIZIH100
~200mg& L. 1H1EXIX2ENZHE L TROEE T %, ERITE
CCHEEHEET 22, HEERUEMM EoMREEH T TIHEEL
THRA100mgd D, 1HHEIZEKR40mgETEL, WFNH1HL
EIIF2ENZHE L TRORET %,

@QN\)V7OBF )Y LAEHBAT ZIEE
WHE. SERIF D ELTEYOLARNZ1E25me % I HICR& 1%
5L, RO2EMIZIA2mgZE1IH1IEKRO#&K ST 5, Z2D%IF. 1
~2AMMEICIHEE L T25~50mgd Dl d 5, #EFHEIZ1IH
100~200mg& L. 1H2[ENCHEI L TRO&L 59 5,

@YV TOBEF bU Y AEHELAZNESED

G)-DAFDSIN o0 VEBEEEFET IEMND2HBT 51548
WHE., SERIF L ELTEYOLARNIZLH50meZ 1 H 1A 1%
B, RO2AMIZIH100mgZE1H2ENIC 4 E L TRO% 57 5,
FO®BIE, 1~2EMEFICIHEE L TR AL0mMES D#iEd 5, #
FH 2131 H200~400mge L. 1H2[ENCHE L TRO& 59 5,

@)-ii) G)-NLUNDEFRE /BT SI58
HAREDLEITHRED .,

B L TAUDABFEITHVWSEA (RA)

1E3) AFIO SV 7 O VBT LB E RIFE WIS TUE T —)L,
TSI, JIHI R, ANRIF, VAFUL, REIT—R, 7
VAN UFT L, LRFIEY A RT2NFIL, FIHI R
[7.2. 16.7.1. 16.7.22#]
WNE (SEMIFGEMNNERA2g Th—71. SEMUFENEA
smg k=71, SERUF 425mg [h—71 RUSERUF 8
100mg Tb—"71)
MEBRFEEDOHE (BRERHBREECHNDIEES)
WE, SERUFCELTHRYO2EENZIHO. 3mg/kga1H1[EI X
WE2ENCHEIL TR OS5 L, KRO2ERIZ1HO0. 6mg/kgZ 1 H1[E
IX2ENC B L TROB 5T 5, 20%I3. 1~2EMmICIHE
E U THEAKO. 6mg/kgd DMiEd %, M HEIZIHI~10mg/kg&
U, 1H1ESZ2ENZE L TROE 59 %, ERICR U THlEE
WI 20, HEEZUAMI LOMEBEZH T TIHEEL THRK
0.6mg/kgd >, 1HHRIIHEA200mgETEL., WTFNH1IHLE
2N EIL TROEET 5,
@7’ O+ O LEHBT 3155
W, TERNYFRSELTRIO2EENE1IHO. 15mg/ke% 1 H LM
BOBEL, KO2AMIZIAC. 3mg/kgx 1 H1EKR O ET 5, Z
D#%IF. 1~2BMICIHE S U THEKO. 3mg/kgd DiliiEd 5,
MBI, VOV TOBF MY T ARMATAF D7)V 0 g
G Z2FET HHANED Z0HT 25 A/131H1~5mg/kgs L. &
FIOZN o0 BILEZ#AET A 20 L ThanEEi
1H1~3mg/kg& L. 1H2ENZ/EIL TRIOKE S5 5, 2B, 1H
FARIZEA200mgE TET 5,
@G/ TOBF U Y AEFBLAEVESED
R)-DAFDI I IO VEEEFET IEADE2HAT 2158
W, SERUFCELTRAO2EMIZ1IHO. 6mg/kg 1 H2[EIC
DELTROKES L, XO2AMIZ1IHL 2mg/kgz1H2[ENZ5EI L
TROKEGT 3, Z0%IF. 1~28MEFICIHEE L THAL 2mg
/kg SO T 5, MR EIZ1H5~15mg/kgs L. 1H2EIZ53E]
LTRO#EST %, 8, 1HHRIZRAL00mgETET %,
3)-ii) G)-NLUANDEFRE /AT 58
NV 7 afgEF ) I LAEHATLHEEIHKD.
BE  TANAVBFTHNDEE (N

DR (1) BAIEE D
@V TOmF R LE | BE
PEFI L7 LA CH 5r % 1
sy | QLW TR @ k0| o g 4
waggoms | T YT LE o | o Ul ey R o
BT EHE | apmEd 2 3 - Lstd ‘ =8
St e SHKED 2 pf | T AFE AR IT
FADEI Tyams | 0o
1-2#8H 25mgZ [ H %5 50mg/ H 25mg/ H
(A1) AH 12 5)
3-4HH 25mg/ H 100mg/H 50mg/ H
AHEES) | (L2015 (A1)
#LTHE)

SHALE | 1~2i M | 1~ 28 51 58 H13100mg/ H
25~50mg/ H | fA100mg/H | (1A1EUS2EIC /%L T
FOWHT B, | TOWHT 5. )

Z 01~ 2l M K
100mg/ B9t .,

MeRr = 100~200mg/ | 200~400mg/ 100~200mg/ H

A H (i 400mg/ F)
AH2ENCS | AH2EIC S | QALEIE2EI 0 E LT
#LTRY) | #ILTES 3

R TER - ORIk E 5
FTEA100mg/ HED)

AENZFEE LTIV Y 0 VRS EER TRI#END,

ED AFIO )V 7 0 VBRI S 2 8 5y TRV X D AL T

3 VO b U ARG 5 ORERCHRICES 2 &,

2 AFOVN IO A EFET DK T2 b >0 VN EE

Jx/)NVEY =), JUI K2, UT7y 2 ET Y, OEFEL - URFE

IV B

[7.2, 10.2. 16.7.1, 16.7. 2Z:H]

DF AL
VAV Avanl & ul URVARCIPAVI Avinl. & al RV
LEUAT S5 LZEPEHA LA (1)%%&?’\
smepm | AH07L S0 @ DR g | e
THEHD | 7Ol | 0| OZ VT o | g iR iz B L
il GEAEY | GEREY | CRILE DEHAED | DHE)
B ALY | B EAED | FHT 55| D
ZOERT S | 20 L7 | #IED 2 of TN
Be WS | T R5E s
1-2iH |0.15mg/kg | 0. 15mg/kg | 0. 6mg/kg/ | 0. 15mg/kg | 0. 3mg/kg/
/H /H H /H H
AH1E#E | AHL1EEE | AH2[EC | AHL1EE | AH1EY
5) 5) SrEIL TR 5) EAE N
5) =L T %
5)
3-4#H |0.3mg/kg/ | 0.3mg/kg/ | 1. 2mg/kg/ | 0. 3mg/kg/ | 0. 6mg/kg/
H H H H H
(1H1EE | AH1EEE | (TH2ENC | AHLEE | QH1EX
5) 5) rElL TR 5) 120801 53
5) # LT
5)
SEB LA | 1~2i/E | 1~20EME | 1~2 R e | 1~25ERE | 1~ 285
I R ORI R K| R KK & KK & K
0. 3mg/kg/ | 0. 3mg/kg/ | 1. 2mg/kg/ | 0. 3mg/kg/ | 0. 6mg/kg/
HE DM | H9 O | B3Ol | B3O | 59 D
T 5, T35, T3, T3, T3,
MeRF & | 1~5mg/kg | 1~3mg/kg | 5~15mg/ | 1~3mg/kg | 1~10mg/
/H /H kg/H /H keg/H
(&% K| (& K| (& K| (& K| ( & K
200mg/|{200mg/|400mg/H) |200mg/|200mg/H)
H) H) (1H2ENZ H) (AH1EX
(AH2ENZ | QAH2ENZ | 2E L TH | AH2ENS [ 20E 12 4
SEILTH | 78U T 5) SELTHE | E L T &
5) 5) 5)
(HEEIXL
JAFEILA £
fuibe & &5 1 F
T & K
0. 6mg/kg/
HY™D)

ARG FEE LTIV 0 VB R#E TRE T NS,
D AFO )T 0 D HRIE IR 2 B S I TIRWEANC K 2GR T
3 VT OREF U Y ARG 256 OMERHERICHED 2 &,
1E2) AROIN o O BIEZFET LA 1 722 b > TVNTEE Y,
T /)NVEY =)V, TUI R, V77 ET Y, OEFEN - U MFE
IVBL A
(7.2, 10.2, 16.7.1, 16.7.25]



1E3) AFO Yo 0 VA LB E RIFSBWER : TUET T =)L,
FSHE, JIHI R, ANRCFL, YAFUL, RESI—h, 7
LANY > UFTL, LRFSEY A RTFI. TIFI R
[7.2. 16.7.1, 16.7. 28]
OVMBHEBEICSIFTAEHNIEY — ROBHR - BRAIGICHAW515
& (SEMIYF V2 Th—71 RUSERUFE100mg
rk—o0n
(M BEEEDIHE
WE, RAIIZSERNYES E L TR O2ARIZ1IA25mgZ1HL
B OS5, RO25ERIZ1H50mgZE 1 H1E IF2[EN 55 L TR
O 5. L. 5BEIZ1H100mgZ 1 H1EXIE2ENZ7E L TROES
T 5, 6 HEHLIRIIMEHE S L T1IH200mg % 1 H 18] i 2[=12 45
L TROERET 5, SERITSC CEEERT 25, HEEIZLERM
IEOMEZEZHFTIHEREL THEKXI00mgd D, 1HHARIZER
400mgETEL., WIFNHIHLIEIF2ENIC/HE L TROKST
%,
@NWVTOBF N OAEHBET 258
WHL. RAIIZSE MY FE D &L TR OUAMIZ1E25me % FEH
CROE, ROJAMIZIA2megZ 1 HIER O 5L, sEEIZL
H50mgZ1H1EIE2ENC 48 L CROKZEGT 5, 638 B LRI
A8 EUTIHLI00mgZ L H 1E X2 5E L TR O% 59 5,
FERICE U TR IS %25, HERLEML EORFEZ H 13 TL
HE& L THRASOmMEYT D, 1HHEIIHEA200mgETEL, WTh
H1IHLEXI2ENCHE L TROES5T %,
@)/ OBF MU U AEHBALARWNMESED
B)-DAFDS I /O BAEFETIEHDEHAT 2158
WE, RAKIZSERYF S E L TR O2HEMIZIA0mgE1HL
B OS5, KO25ERMIZ1IH100mg %1 H2EIC4HE L TRO% 5
L. 5EBIZ1H200mgZE1H2ENC/3E L TROBEGT %, 6B
1H300mgZ1H2[ENZHE L TRO% 5 L. TEH DRSS
E L T1H300~400mgZ1H2[ENC2E L TR O 5T 5, fERIC
U CHEEEmY 22, EEX1IEML EoMEE2H T TIHEE
L THA100mgd D, 1HHREIZHRAK400mgETEL, WInH1H
2B E L TR O 5.9 5,
F-ii) G)-DLUNDOEFDEHAT H5E
AR EOBE IS,
5 | WMEEEICBT 2 R0 T EY — ROEH - HRINEITH WS 5E (]
N}

OF %
(Q)VAVI2wan] & al NURVIN ;5
@) /N)V 7o LI BET =3
- 1) HHPEED
ARG | FRUDL | QDEADT | g o Oﬁga&
HEHOME | 20T B35 |V IO BRI o kg
& BEHRETD|
& ElCR Rs HEH|ED 2
SEHFNED 2 OF A
Sama | HTBHA
1-28H | 25mgzl@H#E 50mg/ H 25mg/ H
(1H1FEHS) (1H1[EHS)
3-4AH 25mg/H 100mg/ H 50mg/ H
AH1EHES) | QH2ENCHE | AHLEE2ECHE LT
LT#E) Eiaca)
SIEH 50mg/ H 200mg/ H 100mg/H
(IHLEGE2 | AH2ENCHE | AHLEE2ECHE LT
EZHEL T LTHRE) Eiaca)
Eita=a)
63 H LAKE 100mg/ H 63 H300mg/ H 200mg/H
(B K200mg/ | 718 H LAR#300~ (FR400mg/ H)
H) 400mg/ H AH1EXIZ2EIZ5E LT
AHA1EXE2 | (FAK400mg/ ¢ 5)
[EHZ &L T H) (R LAER L, o kg 2
3%5) (LH2ENZ 53 | BV THAR100mg/H T D)
GHEITLAR | LTS
EoRmz | GERIZ1AR
HFTHRKRK|EOMEZ
50mg/HT |H Tk K
) 100m%/ET
D

FENFEELTYIVY 0 U gEBEEFR TREE N 2.

XD AF D7)V 70 BT

SEINY] S INTIRNERNC LSO AFELT

d VT Ol MUY AR 25BEORAER RIS 2 &,
2) ARNOIZ) 0 BIAEZFHET 2HEA : T2 b 2 VAR EE

T /NVESZ =), FUI R,

IVELEH

[7.2, 10.2. 16.7.1, 16.7. 2]
3 AFIDZ )V o 0 UEEITN UEEERIFSIRNWER  TUET T — )b,
FSHES, VIHI R, INRIF, YAFY, FESY—hH,

LAHNY 2,

V77 >EY>, OEFEI - U bhFE

UFI L, LRFTES L RT2), FIAHIR
(7.2, 16.7.1, 16.7.2%H]

7. BERUVHEICEHET 25
(ZheE@)

7.1 RPEOREREORBHRIT., TOONHELAVHBZBE A
TERELESBICEVWIENRINTVSDOT, AT 2HEAD
MAGDOEICHELT, 6. HAKRUHEZEFT L2 &, BB,
REHELIZIOFAGT U ZHBIC -T2 OHMAGOENE
WA, FASLZARICEDIEL. "OBARBRVWHERILRS
IO EHAGDE RS S E, [1.1.1, 1.1.2, 7.3,
8.1, 11.1.1, 17.3.1, 17.3. 2]

7.2 BT 2EANIONWTIHUTOEBOHHINSDOTHEET S
&, BB AFOT IO VBILEIIHT 2 EENHS N TR
WHEFNZ X B EHBE TR, NV 7a@g>r NI AZ6HT 58
GORHERCHBICHES 2 &, [6.. 10.2, 16.7.1, 16.7. 25/]
- AHO IV O LG BT DA

T b2, AN EES, T/ N)VEY =)L, TU =
R, Uy ET>, gEFEI - U MFENEEH

< AKEID 7V O S ERA TR U R E KT S R IR
TUETI=), T, JZHI R, ANXRCF 2,
SAFTY, PETT—b, TUHANUZ, UFTL, LXRF
5L RT)NF)V, TAYIR

7.3 AFNC X D RBEO K EGERD DI 2L =B E1213.
B EOBE WG ZE LR S &S N5 EEUIMIERS
LianWwZ &, BEREICHEZ->TIE. WhinsHHTRGZPIEL
SERFIZBWTH, MIFHELVRWHENSHE TS &, It
B, FHH LD S ARFOERFEI OEOHK 0N O k
U L%z fEH U 7ZREEKI3501 R, )NV 7O N U o ARG T
TARAOZ) 7 0BG E#HET 2 A %0 L 2RISR 651E
Bl (WINHAEADT—%), N 7a@Er by Ab AR DS
Vo0 P EBIE BT HEES O U sh o 7RI 1705
R L TWDEEIE,. HEAEN 56, AiEAUHERICHE S TH
B9 2 ZEnHEREIND, [7.1. 10.2, 16.7.1, 16.7. 25H]

7.4 REFEGHIC, AFOZ IO EBIEEEED 5 WIXAEET
DK E R GRG IR SR IET 25513 AF 0 HEHES %
EETHE,

(BIETADADARE

7.5 AHK| % E R RAFEIELISL D /NE T AN VBFITHW S B EITI,
MO TANAEEHLUTHEAT 2 Z &, ERIRMFEIELSND
ENERBABFICBW T, KA MG ToOMEHARRIZR W,
[9.7. 3% 1]

7.6 NETANAVBEARETZHEIC. 500 ~2) 12k
HIBE U2 1HHAEDL~2mgDHiPHN T b > 7= & 13 2medE % ba H
WA T %, REHRELZ1HAEN ImgRiE DB EIIAK 2
AL T3 sk, AFEGHIX, AREALEHEHRL. BLEIC
IWUETICHBOEEZITD T &, 8B, 2~6ED/NEDEAX
MEFFFHE O BRI O A ENBERIFEN D .

8. EELEARNEER
(Shaetid)

8.1 AFIDOFHIZXBFHBIIHIR - EBRICHSOND ZEnLL,
BEELLEREORBRIL, AHRS AN S SEMLANICSE <,
Fz. NV Taigr MU LAERALESES. HDNE/NEICE
WTEWI ENRINTVEDT, KEOHREIZHE> Tidt+40
WHEREL. BESHEDSNLEEIE, 52k Uy iE
ZF>2&, (1.3 7.1, 9.7.1, 11.1.1, 17.3.1-17. 3. 28]

8.2 MiMEERF 25D, > DEREZETI2REIREIEN D
D, HEEHOBZNNHSHD T, ZOLDEBEZFIIHKGHIBE
HRt I ERBEZ AT T HBICITEFORER HEEOLILEZE
BELB®RIZZE, £ Fi-RAE. KOEH. THITT
SREMEAESEOBHARLEOREE, BLEINS DIERD
HMEMEHRINZGAICIE. REEZMETT. RaITHEL.
PSR EBEYRNBEETO I, (8.3, 8.4, 9.1.1, 15.1.1
28]

8.3 HAHMTOBEIRMZEi </, HBEENZRD 5N HEE
LA 5HE123, 1E QU FHEER/NMNRICEED D Z &,
(8.2, 8.4, 9.1.1, 15.1. 1]

8 4 FEHICHA B HREN, BE, Bt BllEtSoT
FOLLR OEBIEBEAND 5DN DY AT KT DNT o
T, B EBBIGEKERO S LOEETH 2L, (8.2,
8.3, 9.1.1, 15. 1. 1]

8.5 MR&. EEH - £ - KEEHRENSEOEFARIZ Z&n
HHDOT, AR GHOBZEIIEABEDOERELE. G2
OB ESERNWEIEETH I L,
(BRETADADRE)

8.6 TANABRETIX. EHMICBIT2HRGEO2MBEDIZNL
BEOHIEIZED., TADAFIEDOBEEIZTANVEIKEN
HobNBZENHZOT, FLHEPILTIHEGICIT. HBOH
BERZ2MOBENSEB IS E P IEL BT IER S Bnigs
whrE, Pl EB2EMP EMNT TRAICHET 27 EEEICT
5 &,



9. BENDBERZEZETHEEICHT I EE

9.1 BfHHE - BEBEEDHIEE

9.1.1 BRSEXIZHFACKDEFNHS5EE. BRSEOHSEE
[8.2-8. 4, 15.1. 1&Hd]

9.1.2 HOBREMBEEIREKIMEOERDH 5 EH
FEER 2 EEIE S 2 E0nH 5,

9. ;"3 g,%)?ﬁf/umhﬁl:% L7 VIVF —BXIIRBRIROBREREN

58
HEETIXRWRIB O FITBEE IG5,

9.1.4 BrugadafEfRBEDEE
BrugadafiE (E IR OERZ L BT O v 7 KOG RIS
H (VI~V3) Dcoved®IST 57) EIEL L 72 & OGN D 5.

9.1.5 (AL, BEROERE (LHEE. ABE. OHES). FEEE
EEDHsEE
FIEREE 2 2 T ISBEL S B2 et d 5. In vitro idBRIC
BWTE MULHRBIKEENaT T+ RI)VERZIH L. PIAEIR
#7772 ET 2EF L RO EH T2 2 EAVRE Nz,

9.2 BisEEESRE

9.2.1 BRLEE
BIUTSUAMETRFLTWS =0T, EREY (FILro g
TEER) OmPEFRENMEFEBRALDORESBRDILEND B,
(16. 6. 1]

9.3 FHgsEEESRE
BEEEETL L, HMEEREOREICSCTAFIOZ )Y S
SAMMETR L. HEEEINEET S 2 ENH S, [16. 6. 250]

9.5 1F1%

9.5.1 IFTOWMEZZEE L. EEXIIERL TWHAEEDOH 2 L
IR, BE OB BENERIEE RS SHET SN 2BEIC0
AEETH L,

BN TOEKO TO AR T4 TREBEICBWT, FIREHLI= M
I AH 2 B 5 X N7 K EF20004 LA D IR DI ATINE X
NTWs, AAMFERIZE D KFEFEEY X7 ORELHENZ
HD LN TVRNA, W DNDIFREFTICB W TIMHEED O
HOBHFRAEBR) X7 OBEMAHMEIN TS, ¥yr—23>
FO—)UFFEIC BN TIE, fHOFR LKL T, AFIOMHIC
S OBOBHOFEHY 27 NEW EORERIZHE SN TN,
RIFRRAED T — 71X, LA ARERO R REERBOY X
I TBAFNOEEZODNTHMT DI+ b D Tldk
WY,

B (S R) RBWTEHIDOBREANDBITNEDSNIZED
WEND D,

B E A D AR A EERRICB W THEITBEERILRD 5
Niamoh, AFNEZ P b R OEER BRI LW EEE
MERT S0, RRFICAKZRS L ESG. BETEES
BRI DHEmENEL5ND, £/, v P TEMRRKAETDH
%5400mg/H D0. 12650, Lo H& [RERHELRE (mg/m?) 1T
O] TBWTHE O —HREDEICBEE L 2R KE
DR, FHEBIE - HRIBH R K OIERE RE OB, RIEE%K
EROFEBUFER, HERICH T 2 MRTE R R, e
IBENNER (HEHOENS HAERZEL. 55 LINICREA B
PICHAERZENRET) O/ FXUIHEBROEERE RNHAS
N7z,

9.5.2 IRIRIC L D ARFIO i PR EDBEEN R ITHEN A 5N D Ak
PEND D7 (REFICAFIOMPEESK T LEEWD RGN
H3), EFITHUAF 25T 25103, BEORESIC 45
EETHI L,

9.6 7L
AR EGHIRAZ BT EIESD &, AFNTE PEHHRABITL.
BAFROAIRICBT B EER. FAA OO I EE DR
KHEIBOKZEL 72 & DMENDH DY, Fo WAINTWEHAER.
AWRIZBWT, HITK, HR, AREEINAEEZEIT I ENH
sExnTns,

9.7 INRE
(Shiedti@)

9.7.1 BB REEEOIEB I,
Twb, [1.3. 8 1%l#]

9.7.2 /NRIZBWT, BEOYHIBBRITBEILRZINPT VDT,
AHN% G- BHES I LANICF 15 K OFBVE DERN TR L 2551
BHHCEET S 2 &,

(BETADADEE

9.7.3 [KHAEMAKEE., FHAER, AR UIBARMOIE, KOER K
ﬁ%@%ﬁwﬁﬂﬁﬁkﬁT6EWﬁWﬁ%u£mLfmmw

7. 5204

(RBHEEZ(CBFI2R9IEY — ROBEHR - BRI

9.7.4 /NERISHERMDOEBEE MG E L BERABIIEBLL T
VAR

MNBIZBNTENWI EAUREN

9.8 EhE

BEOREZBHBELBNSHEEIKRS T L, —&RIT,

RN L TS,
10. HEFRA

SERM)FVREELTHIVY OB SEESE

A

(FITUGT1AY) T

R#xNn s, [16.421H]
10.2 HAEE BRICEETSZ L)

A4 5% EEAIEIR - B H % T - faRAT
NIV 7 OEF N U | REOH IR0 | FicB T 5 7))
N HETDHEOREND D, | 70O BREGN
(7.2, 7.3, 16.7.1, BET 5,

16. 7. 2% ]
AFOZ)N 70O # | AREOMFEENMETT | FFICBT 5 ARH
HEZHETIHA | 5, D7)z a g
Tkt e nEEIh
VN EE > 2o
Jx /) NIVEH —
)12
JUIR>
7y EY
oESEI)N U
FEIVEL A
(7.2, 7.3, 16.7.1,
16. 7. 22 1]
TEYTFEN+Y N TYTFFENKDTY b F | FITBT 2 EHF
>El EIVlA AR EHL | O 7)o O g
[16. 7. 222 ] A CAROMFRE a8 EES N
METFLEZEDREND | 5,
5,
AEIMEFF BRI 5T
YHFFEINEY M FEI
& 5B E O3 5 1k
THEEITE. AFIOH
EHHiEEET DL,
HIIVNIEE > AFNETIINNIEE > O | HEFARE
[6. ZH] BEHICE D, HFEWN, &
. B, BH RRE
MEH L= &0V HEN
HO, BHE. ZH5DIE
RIZANWNTEE > DF
HICLDEIET 3,
UARY K> AHNIEUZRY R OBt | HEFAH
(16. 7. 2] MBI, ZhZEhoi
ML GRICHEL T, E|
ROHENL V& DO
nNdH 5,
RROBIESE (Uil | AFETFZIIT XS
WEY - BEBFIVE| DA =)V LR JIVF R
> EAEAD FUIVELGHI & DRI
[16. 7. 22 H] BWT, UFO#ENH
5,
1) AF Qi FEENEA 1) FFICHBT 54
Lz OHENH DD #o 7)o o
T, AFHERH RS CEERE DR
FITHE B ISR 2 12 5 HEIXN5,
BAgR X 3 e 5 IET 5
BEIE. AFOHE
i EEET D &,
2) LRJIWTZARNLIVOD |2) HEFARH
o AR A U I
S | A SR
(FSH) K& AR
FIVE> (LH) 2k
HL, TAXAMTOFH—
IVMEMNT ER LU E
DHEND %,

1. BIEA

ROBWERDH 5DNDZENHDHDT, B2 TV, &Y
MRS LN GBI G 2RIk 5 EWEYRLEZTO T &,

1.1 EXAZEHER

1M.1.1 WEMRKEIEFEMBAE (Toxic Epidermal Necrolysis :
TEN) (BEEARH). HEHMEIRIERSE (Stevens-JohnsonfEf&
B) (0.5%). WA FHEARH)

FE IRFIM. HEEOMEE. 08 - ORESERESOUS A, K
[EORE DK, LB, WEEE. O, 2RBRREOREN
BOOLNEEEICIESICHRGZRIEL. #E@URLEZTD 2 &,
[1.2, 7.1, 8. 1&HM]
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11.1. 2 ZRIEBBUEEGRS (A RED)

5. BREDYHICHASND Z LB D, FIZU > I/SHIER.
PHHE I, Mk (FmeEkigs, BmEkEm, S22y >Nk
B KOigdsiE® (FRERES) Ofx 0RHERNS 5D
N EDD D, AL BIESE R O BUE SUIAERD 1EFEMEIC
RBT 5, HAEEBUEE G OMBENRD 5 N2HEITE &K
FloRGEEBICHIEL, BMYSAUBEETS &,

Fiz. E MANVRZTA ) A6 (HHV-6) ED A )L X DFIEEAL
BES ZENEL, BEPILBRO RS, KA IFHEERES OIE
WOERD B WITBEAT B ENH D, /2B, WEOE D YIHHE
RiF, RBEHEDOBRNWILEHDDT, FBUSNDIER (FEX
3 OONHIERS) ORBUCHEEMMLETH S, [1.25H]
11.1.3 BEARMEN GEEAH). AmkEd GEERH). \E
WIIRE GHEARED)
11.1. 4 MIXKERFEGER GEEAH)

FEEL, TS, MHROEIR. MR, U SONEIER, Bk, @ x
UF2ifdE. @b Uty R, FFRREREE. ik E R
FORENRDSNLGLEIE, BhIC#HSERIEL, @MYz
BETO I &,
11.1.5 BFK. FFRRERRERVEE (0.1%)
11.1.6 WMEEREIRR (R

TERREDE, FERL. FENE. L - MRMSUIRE R E S DR S
IEHMBER D SN2 LD D, AFOEEGICED, &
SICHEBIERZ M S M ERRA S RGBT ITHELZED
WEND S,
11.2 ZOfDEIERA

15. ZDMDEE

15.1 EBRRR{ERICED < 1]

15. 1.1 A TEES NZARF 2 EDEROTTANAEITBIT S,
ThAh i, BHEREBS 2R E L1990 7 5t R 5 IR R R B O
BaHERICBWT, HERBRUEHZREROREOU X7, Fi
TANAEDORABET T SR E L TR2EE L FiTAM
ASEIRFIEE - 0.43%. 7 REE 1 0.24%) . PLTAMAIKDIRAR
T, 79 RBEHENI000AHZD1L.IANLWEEEH I N
(95%{ZHEIXRT : 0.6-3.9), F/=. TADABEZEDY T/ —TFT
3. T REEELENRI0ADHZD2. 4ANZNEFHREIN TS,
[8.2-8.4. 9.1. 1%H]

15.1.2 AANI P & ROEREBCEERICH LEBWHEERZHT 22
», BRU#FGICL0ERRBMZHET ZEENH S, 2B, &
MBI 2 EMBREGEORBICBWT, #EIFEHETIRAEY O
A, FEIRIMERARE, Mg o & OR Bk O RS IR I H B
2RO 5N, £/ FEHFEH L TRINERGD OLEREEICH
BREILED s Nho iz,

16. EMENE
16.1 MAEE
16. 1.1 BERHRA
fRFEREA6BIIZ 5 E b Y F225~200mg & HEE O# 5 L -k, %5
#1. 7~2. 5K TCmaxIZE L. /203 %931 ~38Mf Tdh 57z, Cmax
F UAUC)-ool 3 $2 G EDEINTENER U7, F 72, (EEERRAGHIIC
ZE MU F>50mgZE1H2EII0HMKEROES LR, miEd €
MU BB 56 H HICERIRBIEL /2.9
1 BEBALSERUF25~200mge BEEORSLABEDOSE N F L OE

5% E 1~ 5% A5 1A A MENEE/NS A — %
K& 12 g SRR O R #2258 || Cmax Tmax ti/e AUCh CLYF Vd/F
TR (mg) (1 g/mL) (hr) (hr) (ug+hr/mL) | (mL/min) (D]
2 B E IR ?D;;ﬁ? B 25 | 6 |0.338:£0.031|1.7£0.8 |37.9£11. 1| 15.24.9 |29.77+9.12|91. 0+8. 1
e | IR | SR SE| T 50 | 6 |0.71840.049] 2 5+1.2|35.0:4. 7| 33.7+5.9 |25.33+4.09|75. 2+4. 8
(15%) . | R4e - 60 - | SRz, 230, ;\;p‘ %*E%L 100 | 6 |1.488+0.261|2.3+1.4|30.5+3.3|59. 912, 1 [28. 79+5. 65|74. 2+9. 2
EW O |BE, TAD KRB, L5 | N—F Y > 200 | 6 |3.075+0.336 2. 51 0]32. 4+5. 5|136. 1+33. 2| 25. 64-:5. 69|69 8+9. 3
T & / # A A 0750, 541,032, 45, . 1+33.2|25. 645, . 89,
FE R hﬁ%@ﬁ@ﬁ%&&%@ §§£JQ£ TEELERRE
W T T 16.1.2 TAhhHhAEE
h—t., maE RATAMNAEEZ SR E LZENBRABICBNT, SERUF
e > 200mg % 5 LR 5 N FBRER. VL TaiES
N (ES - U LAEHAL. JENIFZOI) T 0 CRIAE EHET A
HEds g, EOHLVEAR9. 60 g/mL. NV IO R U AZBET,
L) SENIFOOTIN O BIEAEFETIER AL SR
o 2.211g/mLTH> 7.
i ﬁﬁgﬁ B SUEANE T At AR 245 & U= ENERRBICB W T, B
Tl B HOHTADAEDEEEZZ T TWLEBEFICSERNI X 2HEL
B BR A | B A (KT > v Z o FROEFREBICBI 2P ST N FUREZURIRLEZ. 6
Ifi i of o ER B A L | U )N HiE 7 . APTADAIECED SE RN FOOMBEMRIIRL D, FED
21 IPIPZAY MEEIRINGE, £/ FSEMUFCOBRSHBTHANTA
i} ) T, EEEL MAED M ICHHE R ETRD S R o .
o xR2 BABBICHT2MHPREE
15 e %ﬂﬁ B A 1 P35
— 5 \ 5 L |FERUE S SE Ry R E K kS E R
Zoft ;k 7 AR ru7o| 7T RN C o | | (o |
- -3 @;@ﬁyg%g{/ﬁfﬁm%bﬁ‘ (mg/H) IVED (1t g/mL)
PN & 2 SEHED ff;mﬁ}ﬁ/u
13. BEIRE i
13.1 FEIR pe | DRI OS] w0200 |5 a0 | 2B o
QRSEEDHEBAME TN TS, AELEREDI0~20EEICLD pre— e
WRAE, oA, EABEE. KSR, SRS ORERO RS e | pEm RS | 200~a00 60 09 | (o o257 o0
INTNW5,

4. BRALEOEE

14.1 ERIRMFBEOEE
14.1.1 PTPEOHEFNIPTPY — b5 O L TIRAT 2L 518
B HIE, PTPY— b OEBKIZK O, BELNSIA A BRI
FIAL., BICI3sl 28 2 U THEBIARS O EE L& OHE 2 0F 5

T5ZENDH D,

14.1.2 AANZDBDOKEKICZDOEERAT 5. H D WIEHE XL
Dl EHHRAANBLIHREODEOKITENLTRHT 2 X515

BIHI L,

#D WNIREES, Tz /0NVESY =)L, JUI R, Tz b1
12) ULl e IMiE~ B A )

®3 NEBECHGEMTRE
DB
_ L |ZERUEAATEL YV F i w5 E Ry
AV A4 %E;gij & DEYME /(’f/“*/ki} (4> F| o
@ii”@@ﬁ%%§¢2§?%$ mé SR 3) (ytg/mL)
RIS I I S
3.85
e 1~3 |18 @9
D eI SO (. 07~11. 38)
JEBE BT I~5 |48 Q0D | (g 595, 91)
LB A 330
R BESURIEBER|  5~15 |30 GO | (o 00 o

D WNIEE>, 7z /)NVESY =), JUI R, Tz b1
112) Pl R~ Bk fiE)



TN 0O R EZFET P TCANAEZHH LD S E
MU F 2 DOt TH o 72 GREAT—%), 2B, SEA
fERERR NNV 7O MU I LEFALZRDOTE R F 2Oty
IHIT0B R T dp > f=, 971D
16. 1. 3 EYEHIR S ER
(GEMUFNERSME Th—71)
SERNIFURNEMSmg Th—7) &5 375 —)LE/NEH5mg
., JOQAF—N—jEickoZzhZznléE (NI FELT
5mg) MEMRAB FICHAREREOKRS WA EWTKTIRAR
CZDEEKTIRMA U TliEFREMKRBEZREL, Bo5Nhk
HEMFEE)NS A—% (AUC. Cmax) 12DV TI0UEHE X R I THE
SHEM 2T o 7245 5. log (0. 80) ~log (1. 25) DHEIFAINTH V. WA
D EYENR SRR S Nz, 12

(1) H L FZEWTKTIRA
(ng/mL)

= FEMIFENEA Smg [h—"7]
—— I35 —)LEE/NEH 5 mg
SEEfE 4 RS, n=16

EETEE

12 2 36 18 60 72
B E#%ORE (hr)

&4 EYBENSA-5

(SEMUF$E100mg Th—71)
SERJFUHEIOmEg Th—T) &5 74 —)L§E100mg%, ~ O
AF—=N—{FEIZ L0 ENTNIE (SENYF &L TI00mg) #EE
RAB FICHABEEREOKEG WAL FEWTKTRARVCZD XX
KTHRA) U Tl REMRBEZREL, 55 N7=8yEhE
F A—% (AUC, Cmax) 12D TI0%{EHE X H 11 TRt iRt &
To 74558, log (0. 80) ~log (1. 25) DEFANTH V. WHIDHEWF
MRS D R X Nz, 12

M M#HL EWTKTIRA
(ng/mL)
3000
o= FERMYFEELI0mE [F—17)
2500 —— 7374 —)L§E100mg

T + FRYE R, n=31

Q
0 12 2 36 48 60 72
HEH#ORRE (hr)

R6 FEYMIEENS A4

HIEINT A—4 BEINT A—H
AUC)-72 Cmax Tmax ti/2
(ng + hr/mL) (ng/mL) (hr) (hr)
FJERMYF 8
100mg [h—17 63295+9171 2380477 0.51£0.49 |47.92+£12.90

T35 —)V§E100mg | 624119492 | 2111+473 0.73+0.77 | 48.31+10.99

HEINT A—F BHEINT A—F
AUCo-72 Cmax Tmax t/2
(ng + hr/mL) (ng/mL) (hr) (hr)

FEPVFANEM| ga740 534 | 10264119 | 0.66-0.30 | 44.50+9.29
5mg [h—17)

7304 =)V fSmg | 32564 +499 94.7+£14.4 | 0.98%+0.50 | 44.96+7.97

SEEfE R 2, n=16
M8 I NCAUC, Cmax%D/N T A—# 13, P& 0@, Rk O REUE%K -
B DRI & > TR D RN D 5,
) ZDFEFKTIRA
(ng/mL)
150+

o= FEMIFUHENEHSmg [h—"7)
—— I35 —)LE/NEH 5 mg
SEEfE 4 RS, n=15

RS

12 2 36 18 60 72
BE#ORE (hr)

RS EYBENSA-S

HIEINT A—F BHEINT A—F
AUCo-72 Cmax Tmax ti/2
(ng + hr/mL) (ng/mL) (hr) (hr)

FTEMF AR

5mg [R—1 31574361 | 98.83+£18.73| 0.78+0.34 |43.89+10.84

7375 —=)VEE/NEfSmg| 3159+368 [92.91+£19.30| 1.18+0.94 |42.81+11.17

SEME £ ERE R, n=15
MAEHEREEN ICAUC, CmaxD/N T A—F 1, #lEE OEPR, (RROERIUEE -
e DRBR SR K o TRIZ S aTRetEN B 5,

SERE (R ZE, n=31
I 4E PR EE N N AUC, CmaxD/8 T A—F 13, #BkE ORH. Rl O REEK -
FE S DRI L o TR D WREM D 5,
2)ZDEFE/KTIRA
(ng/mL)
3000

—o— FEPMUF HI00mg [F—7]
2500 1 —— 374 —)L$100mg
SEEfE + RS, n=19

08 ‘ ‘ ‘ ‘ ‘ ‘
0 12 24 36 48 60 72
He5% DI (hr)
KT EVBENS A4
HIEINT A—H BEINTA—H
AUCo-72 Cmax Tmax ti/2
(ng + hr/mL) (ng/mL) (hr) (hr)
FENYF
\Oomg [l | 67807901 | 2586521 | 0.67+0.41 | 43.68+6.58
737 % —)L#E100mg | 671769003 23051498 0.99£0.96 | 46.00+38.49

SR+ R (R, n=19
M PN TNZAUC, CmaxZ5 /85 A— 4 1E, W ORIR, RO R -
RSSO R BRI 1T & o TS B TTRERE D B B
16. 2 MRYR
16.2.1 REOHE
TR A 126112 5 F b U F 2 150mg % 22 8 W7 fx OV B A% 12 B R 4%
H UK, B%%5 T EBERICEmEF 5 N F > OTmaxid
BHEL 72708, AUCICH BB ZZRBDIMo 72 REAT—4),19
16. 2. 2 E¥ZEHIFI A=
fRBERLASHIIC 5 & N F 2 75mg 2 BE#E D% 5 U 72 0 W1
FIHZRIZI. 65 TH o7z GHEAT—%).Y



16.3 9%
In vitro TOSEMYF> (1~10xg/mL) Ot bMEEARKEER
1353, 1~56. 2% TdH > /=, 19

16. 4 {35
FJEMNIF R EELTTIN Y O BEBESRE (EICUGTIA4) T
R ns, e MM I MY FFU . ZOoFE/A. NDO
XY R=)b, BLLZOTE/)NA ERMEFEE) F4F FTHUC-
SERNUFCZHEMLEKL ST RNYFO-N2-Z)L 70 VEgRER
DAERMLT~29%K F L 72, 19-10.17 [10, ]

16.5 HEft
B A66ICMC-5F MU F2240mg (15 Ci) ZHEFEOHRGL
JoWE, R 5551680 F TIZEITRI2%.  RAITHRI94% A M X 7=,
RP~NEZEICTENYFO-N2-Z)V o @BREER #71% &L
THEEE N, DURARZEE 10%). ' RNYF-N5-Z)br o g
&k 6~10%) MUTEBRUFI-N2-AFIVE (0.14%) DIET
Hole GHEANF—%),19

16.6 HEDEREFTHEE

16.6. 1 E"H&%ﬁd‘% £2E

B e ERFELE UL TFZ U TR IiﬁISmL/min)

KOENTEEH (E2 L7 F=> : 5854 1 mol/L) 12T E b
U F100mgZ HEREOHR 5 Lz, SERY :F/O)tuz FEFERRA
DFNTNKIL 645 R U2, 25 1R ZE L . AUCH iﬁx’f% [EEEH T
1. 8fFITHEIN L 7=, 72 MEENT 2 4RI E L 72546, RNICTE
FET5IER)FLOR04BIICEDBRESIN (5’*!/\7—
5),19.20 [9. 2. 15:1#]

16.6.2 FFiLEEREEERE
f FERR A 12450 T OIS AR FR A 2461012 5 & - U F 2 100mg % Hi [m]#% O
BELZKROTE RN FOEYBHE/NT A—F EZLTITRL .
FEEEFE AR FICBNTCmaxDE R A SNZH DD, D)8
A—% TIIEEEER A & ORNICEZE RZEIIA S NN =, HEME
LBEETIIEERA & i L TCmax & OTmaxPIdt D)S5 A —4 12
ZNH 5. AUCo-oo X Ut /203 EK 7R U THRIZRE, 1Bk D D THIARS
#imL. CL/FIZiE/K7aL T2/3, jE/KdHDTL/3ICEA L GLEA
F—4),2.22 [9, 35Hd]

£8 FEERERECBIIZSENF L OEYFEENS A —4

16.7.2 fth#l & DHAFER

M NIVTOBF YDA

R A BNV T O B U AS00mg AH2E) &5ERY
F>50mg. 100mgkr150mg (1H1E) Z2KEMHLZEO ST -
U F > OEYBREE LI T IR UTze RN CAKI O A% KRN
BE LIRS, NV 7O N I ABHEBEOSERY
FoOtAI2AEA ETH D, CLYFI/ 2L FThH o7z, £z, I
FNL T O IS A 5 02D DO —E DT A 51T,
ZTOEMEERZHEFEL T GHEAT—4).20 [7.2, 7.3,
10. 22 18]

xR BERERACNNVTOBFMIOALAESERIF U EHALEBOSENYF Y

DEMENRE/NT A —5

FEMEY il Cmax Cmin Tmax ti/2 AUCss CLt/F Vd/F
#5& (ng/ml) | (pg/mL) (hr) (hr) (pg+hr/ml) | (mL/min/kg) | (L/kg)

50mg 3.45%0.61(2.53+0.46|1. 83+0. 98|75. 3+14. 1|66. 7£10.90. 1740. 03 |0. 94+0. 10

100mg |18 (6. 78+1.13|5.020. 97 |1. 96+1. 00 {69. 6+14. 3|132. 5+22.6{0. 17£0. 04|0. 88£0. 09

150mg 9.44£1.71(6.48+1.52|2.02+0. 96{69. 6:14. 8|178.2£37.1/0. 20£0. 05| 1. 03+0. 18

28 L
(12450) (12) B ?
Child-Pugh _
e A B c
Cmax 1.61 1.34 1.48 1. 65
(1t g/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)
ti/2 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)
AUCp-0 69. 07 70. 60 110.72 248. 86
(pg+-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)

el ()

16.6.3 SihE
EEL26] 65U E. 2 LY FZ2 2 UT SR FEH61mL/
min) IZFE MY F150mgEEERFEORSG LK, SERN)F O
Cmax., AUCp-co. t1/22T'CL/FOEHE (HEUE(RZE) 134 42. 35
(0.40) 1 g/mL. 93.8 (21.0) ©g-hr/mL. 3L.2 (5.4) K&
0.396 (0.063) mL/min/kgTHo7=. TN 5. EERABMEICS
E MY F 2 150mg % HERE OS5 L 2RO Cmax, AUCp-oon ti/2Z TN
CL/FOYigMl (BEHERZ). % 42.45 (0.18) pg/mL. 117.30
(24.61) g+ hr/mL. 31.2 (6.4) KR, 0.313 (0.087) mL/min/
kgL HHEREI Mo GFEATF—5),29.29.29)

16.7 EMHEEIER

16.7.1 SERMIF>O OOV IO VBRSICEITDHBERDRE
[6.. 7.2, 7.3, 10.2%H#]

AHRET N0 CEBERE ARNOZ I 0 X BRIAEE | AFO 7)) 0 S RILEIT

AT D HHA FAY (e oA 2 2 AR ]
VAVI2wAnT "5 al VRV NN b/ Sunl N (4 TUET I
HIVNREE >~ FIHE
7/ NVEY =)L VIHIR
JUIR> FINRF >
U7y BT SAFYL
OoESFEN - U MFENE|FEST—1
a#l A VAL ING

TEFFEN+Y FEN [UFTLA
IFZNIALTTF—|LRFITEIA
W LR IVT A LIVE| T 280
B CRAE ) ZaY3IR

I £ e

2 vzzrELY
fRERABHICY 77 > >600mg (LH1E) Z5HRM#REG L%
HIZZE MY F225mgZ HEROHES LEZKOTE RN F 2 OHMN
DI T T2 AME R Ot N NG, 13L/hr &k 4. 1R TH >
2o ZEMNUFUHMEE (5 R5AMKSOERICIENF
> 25mg & AR IS LEREOBMT DI )T T > 2l K Otiold
FNZTN2. 6L/ hrk 23, SIEITH D, U7 7 2 ES > ORixREGIZX
DIERNIFOHNTOI )T T2 AEIARITHEML. tldf
RIEMHE L GHEAT—%).2 [6.. 7.2, 7.3, 10.25:H]

3) OEFEIN - U MFEIEEH
fEFERANZ NS E LZRBRICBWT, ST NYF > oEFE)L -
U R FENEEFIEDHAKRGICED, SN FOOMAPEEN
KS0HME R L7z GHEATF—4).% [6.. 7.2, 7.3, 10. 22H#]

@) 7HH¥FEN+U MFEN
TR A B Z SR E LERBICBWT, SEMYF> (100mg)
E7&ZFFEI 300mg). U NFEIL (100mg) D3F[ZEHEHEE L
RO ZE MU F 2 DAUC, Cmaxid. IENUF> (100mg) #=H
EI#HE LR &L TENEN32% 65X T L2 UEAT—
). 2 [10. 2208]

5) URARY K>
fEFER A Z S E U-iBRIcBW T, SERNYF (400mg/B) D
RIE#RGIZY ARY R HERGR (2mg) OIEYBIREICERIKRAYIC
REE IR D EE 52 3ho7z, UARY R /ngt73[‘: rUF>
OFFAEG#%. 14BIH 1260 EIR A 5Nz, TF MU F 2 B
HSHTIHEROHEIZ/R <, U ZARY R 2 BMEG Tl3206H 14112
RSB SN2 GHEAT—4).30 [10. 28]

(6) BOBMIE (TF NIRRT —N30uehLR/IVGFR K

LIL150 weEaH)

fREER A MEIC S E B Y F 2300mg & #% CBEESE 2 08 U 7=/, 1fn
wHHZE MY F 2 DAUC) 24K O Cmaxid 7 & b U F > OB 58
DZFNZTNA8LK V6L TH D, RBIEIEE L OfAICE D iEH S
EMUFUEEIHS MUK N Uz, RGBTSR (THR)
Tid, FEMNIFOOMPBEENRZICER L. KREKTRITIZ
CHREATSEAR A I & bhis U T2t & ixo 7= E/20 LRV
Z b L)V DAUC)-24 S NCaxhd ek LB BA% 505 0 #4117 41181%
KO8 TH oz —H. TFZIITA T IF—)LDAUC24I3RE
CBE SR B B 0 93% TdH o 7275, CmaxiZEWIEA NN
7z GHEAF—%).3D [10. 2]

"N 55>
fEER A BT T E MY F2200mg (LH1[ED &2‘5 >HE > 15mg

AH1ED) ZEHRGLEROEERE G6HE) BF2IEL

U F > DAUC)-24% UCmaxid 7 & k1 F > B 5RO ZF 4112 476%
KUK T Uze £2T7E N FHHZEGROL T > FE> D
AUC)-24 % OCmax DM BT A T > H Y > Bl 51 & B
THhol GHEAT—5).%2 [6.. 7.28H]

®) Vv=H=z R
'C/u??‘hﬁ&%‘lta‘%b\f‘ SERUFES (150~500mg/H) & =%
IR (200~400mg/H) #35HEPHL R, FERUF > OEY
FEICHEE 5 Ao [6.. 7.2811]

Q) ANRIF>
FEMIFOHMKEOITE R =\f‘/<‘:7‘j‘/\“/\°‘/?‘/®ﬁ?)ﬂ?§57&§
3B DO TAMUBZITBT DL OAXRT T 1 TR ¢
HNRFZTERNIFOHNTOIIT T A ’E’@%ﬁx
sinotz GMEAT—4).30 [6.. 7.250H]

10) FEST—h
TAUNIVBZEIZBWT, JEMNIFEIETIY—F (BHE
400mg/H) EOHAIXTE N F 2 OEFIRERDAUC, len
CmaxiZEEE G A5 o7z GHEAT—4).% [6.. 7.22H]



a1 LRFSESA
ThAMAVBEIIZBWT, JERNIFLELXRF TS L (1000~
4000mg/H) EO/FHIE. HEOREYBRICEEEZEX RN >/
GNENT—%),%9.3D [6., 7.25]
(12) RS VRRIV
TADAVBREIZBWT, JERNIFERT ORI (12mg/H)
ZHABRGSLEROSENIF L OANTOZ YT 52 R0F, RT
SONFIVIEDE IR & bl U T, 3% DN & HEE X, SEE LT A
Siainofz GHEAT—4).% [6.. 7.28MH]
(13) Zav= kR
TAMAVBEEZEIZBWT, JEMNIFETIH IR (200, 400mg/
H) oftfR. miEh e M) FOREBICEEEZS I Mo
GEAT—%).3 [6.. 7.250]
14) FLANY Y
FERNUF> (100~600mg/H) % HATHIFHES L TWDTAD
AEFIZT LAY >200mg (1H3ME) ZREFROKS UK
LANY EFREBICBIAMETSENYF D EE (57
i) ITHEEG Ao GHEAT—%).9 [6.. 7.22Hd]
(5) AFTD
{EFERRABMEIZ S AF 2 2400mg 1H2E) Z5HR&RSG LR HIC
FE MU F > 25mgE AR O%KLEL LzREE TF MY F 2 HMEE
(7S RSHMBEGOEBIZTE N £ 225mg# HERE O 5)
LEROTE N F2 OEMENE)NT A —F ICHHERZITIA SN
Mol GHEANT—%).20 [6.. 7.28]
(16) UFIA
TR AN B E MY F2100mg AHIE) SHEKZ)L T EEY
FoL2g QH2E) Z6HMKERRE LR &KV Y
F 7 LB GRED ) F 7 L OFEYBHRE)N T A —F ITEHE /R B
SHisinofz GHEAF—4).9 [6.. 7.280H]
an FUEZ>SV -
ZE MU F 2 100~400mg/ H 25 U T 2 Btk R E 1T
BWT, YUESS5J—)L10~30mg/HZHEH#REG LR, Sk
U F > OCmax &k CAUCIEAIL0ME F L2 AEAT—%).%2 [6.,
7. 25]
16.7.3 In vitro X8R
FJERNIFIEEAFA > N T O AR—%— (0CT2) Z/NL7=BIR
W& iz HEY B alRErEAvRE Nz D
16.8 ZDfth
(SEMUFgRMERA2mg Th—71)
JEMIFENEH2Mg Th—71 &, SN FENEH
Smg [b—17] ZEHEMFE L&, BRHEBNFES &R SN,
LN A% E B SNz
(SEMYFfE25mg Th—71)
FERNYF E25mg Th—7) &, SERNUF > E100mg [~—
7 EREMERIEIE Uz &, IRHEENFEE BB I, EWEN
IS EABEINZD

17. ERPREREE

17.1 BHERVRLMECET SR

(RETADADERE)

17.1.1 EEERSETARER (RA. BHAEZR)

RANIZB DEFAE S RE IR TEE 2 B T 2 H 2 gk iz
TADUVBEROBERELE CADAUERE GRIBE) 656 (HAA39
) 2RI, BAKRUEEICBWTCIERBIEE R ZEFEiEL /-,
MeRFH B 2200mg/H &78 5 KO %E L TEMU 7z, FIERIB DO HERF
FEE GBI TR 5240 R) 1BV B RIEMEMERRIZ. T
EHDEBDTHHoT,

BIEFISEBUBEIS, 31%(20/656) TH 7. FABIEMIT, FB15%
(10/6501), 5, EV, KOTHBRESSY (2/656) THo 7
GRFRE) , 404D

17.1.2 EERS IAFER (MR BHREER)

INBIZBU B2 ERRMFEEG T DH7Z B S NZ480 512K D

TADAEE CRIBE) 2061 (HARAL6HD ZXRIT, HAKOEH

WCBWTHARGICKDIEMRIEERARE LML 7z, AR

FRIEDIREDL 2 2EE L TL 2~10. 2mg/kg/ H X13400mg/ H
WTHMEWAEER) D OHEFEN THEEATFEEE LTz,

MERPRIE I TR (RERF RIS B 5 121EKF) 1I2B W THV-EEG

T XV EBIRMFEIEDH LR S NI HBRE . B GE

FIEOFIHTHEITH D, ZDEIE (SUEFXME) 1%, 35.0 (15.39~

59.22) % THho7z,

MeRPRIEHI 2 48 1 U ek D ki 5- 112K I B3\ T, HV-EEGIC

KO ERURMFIE DI HERR S N 80T, Mebcik 50k

fFLTRIH6HITH D, ZDEIE (95%EHEXE) 1385.7 (42. 13~

99.64) ¥ Th o=

BIVE R FEBBEET, 35% (7/2061) Thorz. TONRIL. FB25%
(5/2061) . FFHEREMA NS BH K OEH &5% (1/2061) Th-7 Ok

éﬁﬂ#)#smg)

1) NEOEBRMFIEITH T 2 KBS N AK O HAITR 5 Ot HEIZIHL~

10mg/kg. E&K200mgTdH %,

17.1.3 BHEDARR (NERVEA. BARIERE)

B SR REMATEIEZ A T Dz I S Nz T vEE
BROBFEL I TANERE (RIGHED 34361 (12~721%) ZXRIT
FNWNIEBE HBIEERHABZER L 72, ST MY F > OHERH
% 100mg/ H X13200mg/ H & &% & U7z, #ERFR G0 GBI T
e 5 24iH]) ITB T B FIFHEMERRIZ, FROLBOTH o7,

FENIF100mg/HE | TENYF200mg/HEE | LN EE 2B
APl % 115 111 117
BRBEES (2530 59 67 64
FRIEHEAMERRD (5) 51.3 60. 4 54,7
(95%(Z X A1) [41. 81, 60. 73] [50. 63, 69. 52] [45. 23, 63. 92]

1E) MERF G- FRIE R AHERF S NUEBISR/ T & b U F B 5EfIT R

TEMUFIHITBIT D AR FEBEEL, 26% (58/22661) TdHo

7= 50), 51)

17.1. 4 EBRETERE (KA. #RAER

FRAIC BT 2 E 0 FE K O BFEIEITH T 5 Add-onfk 512 X 2510
il (CEERILKRR) 2EELEZ, TN F O OHEHE
3NV oS RU D AR EFICTIZ150mg. NV T OfEF U
LIEDFRBEIT13300me, Ak EIRE8IAR &3 E L THEIMEL /.
BN EFRAT O RIEFNC BV B A M S B R UERIERITBT 5
REERSEERILTOEBD THo 2.

ek e | e

IRTOFIER 65 28 43.1 [30. 85, 55. 96]

o FEME 55 22 40.0 [27.02, 54. 09]
B T N o e

A e
LR | ERE | s =
X §§ e ;g NN ik %% Wilcoxon
e 10 | 20 | 16 | 2 | 12 3
TERUEARL ST quy | e3n | asw | Gow | a4 | G
8 13 9 34 23 2 p=0- 0119
TITEAME 89| g | asw | amw | Gsp | @ | @
REINEIREE
L o E N s E 52
I B | - S
& B fig
SERUELRE| 66| 6 | 17] 9 |22 10| 2 | 23 (35%)
5T s
75 REE 66 | 6 |12 | 7 [ 20|20 | 1 | 18 (27%
) SERUFCRE| 70| 32110 3 (43%)
WA T
JobARE || 1| 1] 1]7]1]0] 2asw
Lemnox—Gastaut | ZENUEB| 11| 1 |3 [ 3220 4 G
IERBOLBAEE | Jsemm (16 1 o] 1]w0]alo] 1 (6w

) MR SR R ATHERS S NI WIE/ 5 b U AR pIK

HeFEBE G 28T L 72 OfkE 54 Q4ER) 1ITBW B FEIEIHE
HFFRIZ, TROEBOTHo 7z, B, Mk GMIHADAT
Eiisniz.

st | SR D )
BI% | MR [95H FAR< ]
IRTOREMER 19 16 84.2 [60. 42, 96. 62]
ko FE1E 13 12 92.3 [63.97,99. 81]
 mEmRREE | 6 | s | 83.3 [35.88.99.58)

15 ke 50N RIEM R AHERF S NIIEBIER/ 2 & b U F 4R 5EHIEL

FENUFUBICBI DRIEMREBAER, 37% (32/8741) THo
7eo FZRENERIE. BEHR20% (17/87#1). @O £W\W13% (11/87
Bi) . SHE K RS, (4/87H1) T o7z, 525959

17.1.5 ERETARR (MR #RAEE

/NRIZB T 2 0 FEME R O 2RIEMEITH 9 2 Add-ond% 512 K 5 H5
B (HEMRLERR) 2EEL 2. SEMY F 2 OMRHER
NV IO U AHEEITIINI~bme/kg/H ONL 0BT
MU LAZEGHL, Vo0 CEBEE ZFEE T S HA 2 IO O
FiTI3M1~3mg/kg/H) . VIV T Ol B U T AIEGEHEBEFITIERG
~15mg/kg/ H. #ERH RIS E & #E U TR L 7z, ARIMEMR
HTRESRIE BT BV B I e B L K S FEE R BV % e i
YEEIILTOEBY TH o7,



FEMUFORICBIT SRIEARTBEE X, 43% 37/87#]) TH-
7= FEREIERIZ. HAK26% (23/876)) . IZEHED W% (6/8741)
TdHo 7,550

17.1.6 BIVERAREER (BRA. BtRAEE)
AT BT B EFEIEITH T DAdd-onIE 52X 2 “HEHRZ O R
F—N—HiRBREEmL 7=, TF MY F 2 OHFHE2400mg/ H
ONVVF o S LIEGEH) . MR EIMER it L TE
MU=FEE, SERNYFOBICBIT D REHERDRIT S SR
LU THEICE N 2.
SERY :’F/&L‘}ﬁﬂ B DEIERFABIFEEIL. 70% (66/94f1) T
Hotz. EBEWERIE. FEIED F30% (28/94%1) . Z3H27% (25/
94f), HERI18Y% (17/9445) TdH > /=559
F£/-. SEMUFCOHMEAEZ300mg/H OVVFOEF U A
JERER) UE150mg/H ONV T OEEF MY ABER) . HeR 8
P12 S f%E U CEMLU 2R, ' MY F O RITBIT D FIEH
ERVRIIT T REEE B L THERICEN D /2.
FE MY F RGBT 2RIERFESEE L. 71% (29/4141]) T
Holz. EREWERIL. BEMED FTW1T% (7/4161). FL15% (6/41
Bi) . SEIE R O #512% (5/416) Td o 72,5959

Bk Ak . 17.1.9 BHEKRHE (NERURA. HHEREE)
peom o | oo | e | o | o e | witE, WIERIRTEME (2~5550) 1KY B Add-onft 12 & 5 ~WE KT
wE | XF | g | TR | B e HiEERBREER L 2. TE N FOMBHERZ/N)L OB
‘ ) 2% s s 5 3 MU D APFHEE TIE. 2~125%113893meg/kg/H (FHK200mg/
FENFE| 86 | G | Gow | @ | e | am | 6o H). 125%81213200mg/ H, /L7 OE T b U D AIEGAEE T
3 " " ” % 3 p=0.0009 2~125%121312me/kg/H (Fk400mg/H) . 12%%5:014(‘)0mg/ﬁ\
IHIRE| 82 | | e | e | em | e | @ Hers R MR 2B E30F U CRMEL 22858, SERUFICH
B FEFEERAORII T TR B E R THERED S /2.
. ES * - kil REH SiE: 51 5 FEAE B R e D Z v UL fiE
el pane |0 0SSR E | wes S 5 prv—
| % #® e .
. il il AT N 59 A3%
- SERUKSBE|33 |5 [ 7| 7|95 |0 |12 @6% 0,006
VZHIREE (393 |11 98| 6|2 | 14 (36% FE MU FOBICBUT HRIEHARBIFEIL. 22% (13/5841) TH-
y SERUFESE| 17319121112 @Y 7z EREWERAZ. FEMEO E N, EIRKOE LAY (3/58%]) T
i P £ - 64)
R < vm (120 [ 1] | 4]4]0] 1o 55?;_0 e 2 LA ) e —
P X TS F I ES PN ET BN I e e v <3Jun_litIY$=.l\_sz%>;:ﬁlt Y — ROBF - BEIED)
e 17.1.10 BRI/ LEHR (BA)
S KB |34] 0|56 ]1J12)10] 50 REUHREE =43 2B (21561) S, H1 (8~16R)

abf#a*ﬁ?ffa ~UF200mgE G L, 2l Q6HARM) &
LT ERDPLELZEFEEZNRICT T RMRT > F ALk
1EABR 2 ML 7=, EEFMIEE T 2200 5E0 S G5z F ik -
7S % £ TOMIE (Time to withdrawal from study : TWS) 1%
TEOEBOTHD., AR NREBETORMIZ. SN F 8
TR 7R BE L TEL, M aEENRDSNE O
=0.010. O 7 F > 7 HE).
xR EI/MHEARICEITFSBTWS

7 I aREE FTENYF R

BRITZES 5845 4541

AR bFESEIE 74. 1% (43f) 53.3% (244)

TWSHtfiE [95%{F K] (H) 67.5 [32.0,127.0] | 169.0 [111.0,n/c]

77 R & DD p=0.010

G558 SE B FENFEBE Yo D Y fi 2D
400mg 88 259 HOOK
150mg™? X1%300mg 41 264 30H0K

D) TobREDE

#2) NV 7o hU T AHOEE

HOOR p<0. 001

17.1.7 BHOERAREER (MR, HHAEX)

INBRIZ BT B E S ST T B Add-ont 512 & B —EE T RER
itz Em L2, SENYF O OMBEAEZ/N)L SOfES RY
U LAPEREEICI3I5me/keg/H (K250mg/H). NV O b
U ARG ICI38915me/kg/ H (Bek750mg/ H) . #efs A &
P12 % U CEMBU SR, ' MY FOBICBIT 2FIEH
EDRIE T IR L TERICEN D .

n/c : BHIREE

) 0752 IRE
FBURICBVT 2EERAFHEE T, 32% (69/21561) Tholz. FEix
EITERI. F£926. 5% (14/21561). FEyw4. 2% (9/21541) . {HARE3. 7%

(8/21561) . Hn2. 8% (6/215(1) TdH o7z,

17.1. 11 BERRERSHER (KA
5510/ M AHGRRER I MkGRE L TR L 7252 M 0 I E M EIR 5ilric s
WT, JFREICK VRS LZHiEKUHE (50~400mg/H) TIE
FUFZ2HE LRI TEOEBOTHO .

CGI-SH%D HAM-D17#2 YMRSH3)
AR | B —— — —

et | BMbE | GEts | A | Gt | AR

ALBRBAARE | 92 | 2.9£1 - 9.7£8.0 - 3.0£5.5 -
63 84 [2.24£0.9|-0.7£1.0 |4 3+£4.9 | -47£7.2|2.6+4.4 | -0.345.9
163 78 |2.1£0.9|-0.7£1.2|5.2+6.0 | -3.8+7.5| 1.7£3.0 | -1.346.1
283 77 |2.1£1.0 | -0.7£1.2 | 45451 [ -4 5+7.7 | 2.0£5.2 | -1.1£5.8
4038 70 |2.1£1.0|-0.6£12|4.7+5.5|-3.9£7.7| L7440 | -1.146.7
523 68 |1.8+0.8|-10£11|3.9+53|-4446.9(0.8+1.7 |-2.1£6.0
FACGEAEED | 92 | 2.141.2|-0.8+1.2|5.547.3 [-4.3£7.2 | 1.9+5.6 | -L.1+7.1

B 58 SEBIER FEAE A R A v i
FJENUF R 98 365
ATA N 101 %
# p<0. 01

FTERUFORICHT DREIEHFEBEEIL, 65% (64/98%1) THo
7=. ERBEIERAZ. FEER18% (18/98%1). FHEi s W 15% (15/98
). HeEE10% (10/98%5) T > /=, 60.6D
17.1. 8 BIERKRAER (NERUEKA. HAEE)
Lennox-GastautiE fE#E (3~255%) 2B 5 2MFEIEITH 9 5Add-
onf% 52 k2 “EEMRUMI TR EGABRE R L 2. SENUF>
OHFFAEZ/N)L O U U AHEHRICIIKme/kg/H (&
K200mg/H). NV 7 OEF N U AFEGHHEBEEZIIIH15me/keg/ H
(BK400mg/ H) . Mk SR 10 M & 32 E U THEME L 725 5.

FEMIFOHICBI D RBEHEERDRITI T T RBEE KL TH

BITEMo T,

S + REAE R 2

D WREEOEEE

7#2) N2V I DN RE A7TEE)

3) ¥ R R

7¥4) LOCF (Last Observation Carried Forward) IZ

CYMRSIZ D W Ti 914

EM 5B BT L ERIC B 2 RIERFEREE L. 21% 19/
9261) Thor., ERBIEMIL. BIBEET 6% (7/926)) Th-ok
(KGRI , 60). 67)

17.3 ZODfth

17.3.1 ENEKREBRICEIIIAEDEBVICLIRBEOREEZTOR
B[R NIVTOEEF U O AHRAESE)
EiBHE WRHAENCZEOHOWEIEAE) KVEWHETESLGL
FENEERRS OV 70> MU D LJHEE) TORBEHEDK
JEREEOFEHHEIZL10. 4% (18/173%) THo7zdIZxt L. /N 7O

TRAE Z 5. HAM-D17J%

(i B FEAFHIEND A b R F R U AGFHBEC BV ORRM R THRE L5 IAT KR53 T
SERNYRB 78 320 132.9% (3/102¢) TH o7, [7.1, 8. 1]
7SR 89 9% R TEBIE | SO BRSO SERE GEBR)
% p<0.05 WHETHRG L 102 3 (2.9%)
ZE MU FRITBU B RIEAFRBEEEIZ. 30% (24/7961) THo 505 T AH B Rt i
Too EIREIERIZ. FEB8% (6/79%1). WEM:. O UK (3/ R R E D BT 173 18 (10,49
T961) TdH o 72,6269 5 7= ER R A :




17.3.2 EINERRAERICH 1T 5 G RIRAE(ZBE (Stevens—JohnsonfE
1%B$) OREAX
FRAKNETANVEBEE EW S E U725 T K OVES TLH R PR A Bk
IZBWT, 547619361 (0.5%) 12K JE kG IRAE R (Stevens-
JohnsonJEMRRE) 2GED 54, Win®/VL 7O ~U o L%
L. RBHE WEHERVZOROWIHAHAR L0aWHEZE
HUEBITH 7= (A - 33561H 141 (0. 3%) . /N2 : 21261924
0.9%)),89 [7.1, 8. 1%M#]

18. EINEHE

18.1 {ER#F
Na®™F v )V & HEKGERN N DBAKFERICHIGI T2 2 &1tk T
MR 2 Eb S/, VIV 2 % OB MIRASEY E O bk
Z2IHIT 2 Z LK DPUREIER 2 RS EEABENTING, 0.

18.2 EEER
BETANABMETIVICBWTHEBER 2 RT 2 &G TN
T3,

18.2.1 YURAKVT v b DR ARERE 2 M 2,7

18.2.2 #Y) (RFL>FRIFJ =), 4-TIJEY D KUVS, 7-
dimethoxy-4-ethyl- 3 -carboline-3-carboxylate (DMCM)) 2L D <
7 AN EAEFE S N D RE MR 2 H S 5,72 79,7

18. 2. 375)5 v MR X DHHIZB T 2 BN TR TS 2 M
5,

18.2. 4 kR R F > RU > T Ty MZBWT, F2RY U5
EZMIHIL., BIFFRMZ2ERT 5, £/, BEEF> R >
75w MZBWTIEF > RY 27 OB 2T 5,70.7

18.2.5 ZHBE LN TANABMET ) (BEERIETTIZARTT v
k. E)I;;\)? 7 Z. lethargic¥ ™ X)) O TANAEFEEZNME T
7, -

18.2.6 T v MBI 2GR EBREEMIITE<. HERE (Rt
JERBEE % o] I EDsofll/ FUK B EH OEDsof O fL) 13, 7 == Ao
CRVTENLIDBEWEERT,™

19. AR5 ICET SEB{EZHIMA

HEiE
NH2

N\ Cl

)l\ N a

—f4 : ERMUF> (Lamotrigine)

{t%44 : 3, 5-Diamino-6- (2, 3-dichlorophenyl) -1, 2, 4-triazine

57 F - CoHrClaNs

s F& ¢ 256. 09

H R ABE~MEABOMETH S, T /=) (99.5) XIIEE
i (100) IZ¥EFIC< <, KIZHD THEIFIZ< W,

21, EREH
RS 2 7 S A 2R E D L.

22. A%
(ZEMUFUNRE2Mg Th—71)
1408 [148¢ <10 : PTP]
(SEMUFf/NRBRASMg Th—71)
1408 [148£X10 : PTP]
(ZERUFEE25mg Th—71)
140%% [1482X10 : PTP]

10082 [)NZ]
(ZEMUFE100mg Th—T 1)
1408 [14%¢ <10 : PTP]

10082 [)NZ]

23. FEXHK
1) Newport DJ, et al. : Pediatrics. 2008 ; 122 : €223-231
2) JRAETHEE  EREAIEREENRIGY Z 2 7)) SERIMESEEEE R
3) fREEMERE ICBIT 2 HEYERE (5374 —)LEE : 2008410 A 16 H &
R HEERMEEE. 7. 2.2)
4) Wolf P, et al. :]J Epilepsy. 1992 ;5 : 73-79
5 Yuen AW, et al. : Br J Clin Pharmacol. 1992 ; 33 : 511-513
6) Binnie CD, et al. : Epilepsia. 1986 ; 27 : 248-254
7) Jawad S, et al. : Epilepsy Res. 1987 ; 1 :194-201
8) Anderson GD, et al : Clin Pharmacol Ther. 1996 ; 60 : 145-156
9) Morris RG, et al. : Br J Clin Pharmacol. 1998 ; 46 : 547-551
10) Yuen WC, et al. : Br J Clin Pharmacol. 1988 ; 26 : 242P
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29)
30)

31

=

32

~

33)
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36)
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38)
39)
40)
41)

42)
43)

44)
45)
46)
47)

48)
49)

50)
51)

52)
53)

54)

55)
56)

57)
58)

59)

60)

FUCAD G RR OREYERE (5375 —)LEE : 2008510 H 16 H &
A HEEE M. 7. 2. 2)

JRASEERIF A ¢ ERPREREE. 2018 ; 34 : 199-215
ﬁ%®%§(?iﬁ&~»ﬁ:%%¢wﬂm5%%\$%§ng
2.7.6.1

SEYEREAER © EARS S
FHEEHIZE2. 6. 4. 4)
Magdalou J, et al. :J Pharmacol Exp Ther. 1992 ; 260 : 1166-1173
Green MD, et al. : Drug Metab Dispos. 1995 ; 23 : 299-302

A R OSSR BEIER (5274 —)VEE @ 20084E10H 16 H &GS, H
FHERHYEE2. 7. 2. 2)

SAEINERERR A 25t R & U kiR O 5l (53745 —)ViE
20084E10H 16 HARFR, FHESERHIEEE2. 7. 2. 2)

Fillastre JP, et al. : Drugs Exp Clin Res. 1993 ; 19 : 25-32
AR FHIC BT BHE (52274 —)VEE © 20084510 A 16 H &,
FEHERMEE2E2. 7. 2. 2)

Marcellin P, et al. : Br J Clin Pharmacol. 2001 ; 51 : 410-414
JFHEREDME T LR AT BT 285t (5274 —)LE « 20084:10 H 16
HRGE, FEEERHEE2.7.2.2)
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