12

m%ﬁ1ﬁ&a<%4m\ﬁ%ﬁ%%) H AR 3 4 5 3 7
* 20224511 HEET (45 3 W)
871139
Bk SRR
HEAR : 364 A ” -
MTADAE $E50mg $£100mg
Bl MAZEEERRY | 22800AMX00432 | 22800AMX00433
JaYINEE W5 B Ay 20164 8 H 20164 8 A

ELNYEF3:50mg
EL/NYEF:100mg

VIMPAT®° TABLETS

i) EE-ESEOMTEICLVMHTL L

2. 2%

M ]

2B (kOBZEIZEIBELEWIE)
2.1 RFNOKAHR LB OB ED H 5 B H
2.2 EIEDNHEREREEDOH B HEHE [9.3.1, 16.6.3 &

3. fHRE - MK

3.1 #HBk
W 7% % E A8y b §E50mg Y 2478y F5ELIOOmg
=
%?ﬁﬁf 599 3 F50mg 524 3 F100mg

o Al

Mmoo — A, AKE R
Ferefs7uit
Va—Z, #ifhtro—
A - WORIEK T A, 2
OARERY, AFT7Y
VR T AT A, BF
oFy 7otk —
A, RJE=Z V7 IV Ia—
WG ALY ). BE
ftF% v, ~zad—)
4000, ¥V, FH 25
TII=Zw AL —F,
SRRk R sk

Fidhv o — A, {RiE R
v fufy 7ot
a—A, khtre—
A - BERMOK T A W, 2
BARE RV, AF77
VEE AT A, B R
oFy7ruitkina—
A, FYVEZ V7 Va—
Vo GR AALY ). BE
tF% >, ~z7uad—)
4000, 7 vz, =
Ak sk

3.2 RFEOHERK

W e % Y48y b E50mg 2%y ME100mg
o HIE o2,/ 740 ha— N |t 7 4 V53— N

st 12

* &= flj

& Wi

FfE A #104mm. #4.9mm #131mm, #6.Imm
=4 B #3.2mm #74.1mm
S S #125mg #1250mg

# % # %
kgl T —

SP 50 SP 100

4. RHEER IR

OTALPABEBEDOED?HRIE CRELMIEHEEEZED)
ODMTALPAETHREBHIRPEOSNEVNTAL
ABEDRERREEICHTIMTALPAELEDHA
ik
.RBERUCHAE
WA R, EAICIETarI FELTI HI00mgX 0
BHERIBL, 2o 1EBIEOBEZ S TH=
L. MEERHEZ 1 H200mg&E § 525 Wiy 1 H 2
T TREO S35, 2B, FERICE D 1 H400mg%
W2 WHEIPH TR E RS 5 25, W 1EM U Eo R
fgZ &1 HHEE LTI00mgl F§ 2479 2 &,
NRCEE, 4D Eo/RRBICE T a I FELTIH
2mg/kgL VG- ZFIE L. Tk 1 AKL EoREZ
HIFTLIHHEE LT 2mg/kgToME L, MHEL
K E30kgA: i O /NE 11X 1 H 6 mg/kg. K E30kghl b
S50kgAdmO/NEIZIE 1 H 4mg/kgk 35, Wiitd 1 H

2 AN T CTRO% 59 %, B, ERICE ) AKE30kg
Fil o/ EIZI1E 1 H12mg/kg, 1K #30kgbl F50kg 7k i
D/RNIZIZ T H 8 mg/kg% il 2 22 WP TR EBR T 5
5 WEZ 1AM LELoOMBEE®H T TIHHEE LT
2mg/kgbl P 2479 2 &, 7272 L. RES0kgUL Eo/h
WCid, RAELFEUME: - HEEHWAZ L,

RAERVHAERICEEYT 5XE

(hEEHE)

71 2V 7F=02707 5 Y AHM30mL/minbl F o & JE
R ORMEREER ED D 2 BEITIE, AR HiRE
JH3R Z300mg. /NI 1 H 3 i 2 25% K & 3 5
R OHEICHEGT A, o MBENZ 2 T»
HEFE T 1 HHEIOMZ T, MEEN#ICRKT
1 HEOFEOBINELE2ZET 5 L, [9.2.1,
9.2.2, 16.1.2, 16.6.1, 16.6.2 =]

7.2 BE LI EEONEREEDH 2 EH (Child-
Pugh% #AK O'B) 121&. AN X1 HEEHE %2
300mg. /NEIE 1 HIRE R 225% K & 55 7% &
G THT . [9.3.2, 16.6.3 =]

7.3 AF O 1 HigEHEIZAEIkgRMGO/NETIZ T H
12mg/kg. 1K #30kgbh E50kgA: fif o /NIRRTl 1 H
8mg/kgThH b, A#l% 1 H8mg/kgx it 2 THH-L
TV B RE30kg A O/NED, RV ZRICE
E30kglh 1 & %o 72845 101E. BB OWREL 4512
BIgE L, EKOCBMERORBEZEZEE L) 2T,
YR ERGT A2 8o BB, AR E LD S
Nl 8

(RE R FEE)

7.4 AF) & uEE BRI LT3 2 354121, i
DYTADAFEEDHT S & [BRRBRICB VT,
SR P RIS V5t 3 2 A Bl 5 C o fii I #R S 2
o]

8. ERLEANIERE

8.1 WMHTIZB T A HERO AW E 2w LIk ik
W& 0. TADARIEDRE X TA DA ERIREDS
HobLNLIEBHHDT, HG5 2 LT HEEC
3. A D LAY ENF TIRAICRET S 8
HEIZIT) 2 &,

V2 FEIMED o, B RS EED - B - K
EHRENEORTASEZ 5 2 & 23H 5 DT, KAHKS
MO BE I HBIE OIS, Bl E Pk ) B o EE
RS RVIIEET LI &,

.3 PREIIBOIEENH S5 bILEL I L HSHDT, KHD
PGS EL EoREE 70y 2 SIS B REIR
CHIIR. BRI DRIOAEE, B 5 5 5 B I, 2l
B, BN oFHIEET LI L. ARy
FIZZD &9 RIERD D B bNIGEIE, EioZ
BEZTHEIBEROIZFORBEEIREST L L,
IMRE R ERLEE O LIRS (OHIZE LA L)
DYFEDOHLEBE, F )T AF v R IVEE (T
FREGEREE) o b EE,. PREBOEEZEZ B2
NOBHLHEFN 2L TV BESTIX, RAIB S

[=<]

[=<]



IR B A H e G- AL LR 217 ) 2 & BFEO
WM OO IEBRCBIH T2 .09, 1.1,
10.2, 11.1.1 &)

8.4 D, B, BURMESRORAERD D 5 b,
HABRAEMICEL 2L HHOT, AHRGTIZEZO
RN IO LZL 2 EBRBIHET 52 &, (8.5,
15.1 2]

8.5 BH MU OFRPAFITBIENE, ARBARE O R
PRHBLOTRIEIZ OV THAHM 2TV, BT & B
(AR ID 59 KO RET AT Lo [8.4,15.1 B

8.6 #ifll, BHFOMIEEDEL 2 W RMLDH % DT,
BHEMIC, RESEICOWTHZ 2T SRR L, 2%
ARRD LN YA R L 2T 2. [16.2.1 £
Hi]

L. HENERERTHBEICHT IR
9.1 AfHE - MEESEDH 5 8E
9.1.1 MEEREPEEOLKEE (DHEER LR
2%) OREOHBBE, 7 LUTLF ¥ IIEE
(FIVH SEREE) DH5EE
AAOPRIFIERAEIIC X ) 70 v 7 %558
TEBLNNH L. (8.3, 10.2, 11.1.1 2]
9.2 BiERESRE
9.2.1 EEBHRERENS 3 BE
(7.1, 16.6.1 &l
9.2.2 MkEH %% TV B RABRERERE
[7.1. 16.6.2 ZH]
9.3 FrigeERERE
9.3.1 EEQFRERENDS 2 EH
BH LRI L, AAOMAREN LR 2520
Bdhbo [2.2, 16.6.3 2]
9.3.2 BERIIPEEDFHEERED 5 5 B (Child-
Pugh%4EARU'B)
(7.2, 16.6.3 B
9.5 413
HEAR LI IEAR LT BT REPE O & B IPEIZIE, T -
DATAMEASE e & LIl 5 & WIS L2 5510 D Ak

H55Z &,
7 v PZBWTHREBITHEN RO SN TV S,
%9, 6 RILB

W LA R KR ORI Z BB L. 25
ORI TIEZ A5 2 &
v AT A 2 eI ST b,
9.7 /IE3
9.7.1 MRHARER, FHAlE, LR IUT 4 KD %)
JBATH 3 B BRIRERBRIZEIE L T v,
9.7.2 /NREFH ORI IEAEIIH T 2 HAFREICH S 5
RPRERBRIE N - ok & B I Th T v,
9.8 EEE
—RI R CIIAEBERE DML T L T2, [16.6.4 2

)
10. A E{ER
10.2 HEAERE (BERICERTH L)
A B - T | BE - b T

PREFEOIE R 2 2 |FE7 1y 75035 | 0 A 12 X YPRM
FTBENODLIEHR | BT BN D Do | IR A
(8.3, 9.1.1, 1L.1.1 & RS 552
1] nNhs s,

1. BIEA
KOBWER DS HbNDZENHLHDT, gtz 14512
T, BE25R0 O NA IS 2 k3 % 2 Ll
YRMEZITH Z &,
1.1 EXLGEMER
111 BE7Ov 7, #ik. k@ (WFhd 1 %Ki
PREIMBOLEZ R $BENTH 5, [8.3.9.1. 1,
10.2 =]

N2 hEMEKXEEREBMIE (Toxic Epidermal
Necrolysis:TEN) . & f§ 4 [% IR JE f& 3% (Stevens-
JohnsonfEf&EE) (W31 b HEAH)

FEEG KLHE, AN O°S A 29 5, THSEN. MRFI,
TN %0 R 03380 5 N2 133k 5 2 ik
L. WY REx479 2 &,

1.1, 3 FHMERBUEEGRE (HEEAH)

WIEIR & LTI, JEEA A LI, BT HaERE
L) VOSHIENE, HIERN. GFERER L, BLRl
VOSBRI BLAE & 0E D JEIEVE O T 2 MU IR D B
LbNLEZENDHDL, B, B PALRZIT A IV A
6 (HHV-6) S50 4V AOFEEALZLES & &2
%<, Bk b 5. B IFRRBERTE S O
Jﬁﬁifﬁﬂg@w}% WITEBELT LI EDNHILDOTHET
HZ kY,
1.1, 4 EFERIERE (HEARH)
1.2 ZOOEER

WEVBUE] 3%ULE | 1~ 3%Ki| 1%k | SUERN
IO E | MR | D oW LI3L) B A T
W (178%) B, B | SORTE. BB BE . %
s MU | 2 WALSR, 3 | 45
Wi, b
& AT,
- SARE i
p BBEE, F
HHEER b, IR
s M.
G, TR,
4 SN S
IFr7u—3x
AMTANA
m . B
i [EETE
L W | R N
WL PO, B
kL
e LT | L
W TR R
A Ak
Yok
, S5, | I
B PP
R S
Py ek
i D % |30
s BATRE | 1 |
1] 351 EAZ N V5]
ol SR |, S
s, WA

13. BEHRS

13.1 fFERK
WP (RK12000mg) (2 & DR 57z E ik
13 IR T, B, TR (Aek iR e AT,
TAPAERIRE), OEEEE. ¥ 3 v 7 LTEIE
Tholze 720 7343 F7000mgZx —EEIZHA L
TP THEIHE SN TV 5,

13.2 &
AHANIMPLENTIZ X D BRETRETH D HHL TS
FEIR DL U CTMBLEN OEMi % T 52 &
[16.6.2 ZHi]

14 @A LOZEE
14.1 EHBIZXFEOEE
PTPEEDHFHANIPTPY — F 2L WY L TIRH$ 5
XH4gHT 5L, PTPY — FORMKIZE D, BV
IR A ARG AR A Ly BIIE 2R L2 2 L CHER
HESEOEELGIEEX T SHI LD 5,



15. ZOMHOZEE

15.1 EERR{ERICE D 153k

I CEM SN2 BEOIMTAPAEIIBIT S, TA

A, BB RS L L1990 7 5 & R R

RO FERICBNT, ARSE R AR O

BB 2705, PLCTAPAEROIRARETT I R

LI L TR 255 < (BLCAD ASEIRAEE © 043%.

7T 2R R 024%). MUTADPAEORHETIZ, 7

F e RBEL HRI000AH72DIINL W EFE SN

(95%EFAX M : 06-39)c F7/on TADABHEOY T

TN—TTiE, TIEREEELLENI000AH7-024N%

WEFHREN TS, [8.4. 8.5 ]

15.2 FERRPREAERICE D 5%k

15.2. 1 JEERRIEW B RERER IC B W T, a4 3 M
5 v b OKREERICH G- #5350 B £ THA L 725
T v~ O2638 [ F 010458 [ SCAE £ 535 1 7B TR
WICHEAIEFRO B NT . A X OS2 [ K AE 531
BBV TRBEDOZALIZED SN dh oz B
B BHEOICHET 2RMEH ORHEFILT 7R
FEX D <L 163 B G-o H LR 45 AR ER o 7
F L REETIXL6%IZ0F Ly A#I200mg/ H #ET4.9%.
400mg/ H#ET122%, R 5-ClE55%TH 0. iEsh
HIMMHREE (PR © 7 F 1 KEETIR44%I125
L. A#1200mg/ H#:T89%. 400mg/ H #ET18.0%.
600mg/ H#ET305%Td - 720 [8.6 BIR]

15.2.2 RAFEAEEF IV THHWAG/RjT v b (3.
10K U30mg/ kg% BEEWNIES) ROA b T AT =)V
AR TAD»AT v (1568 081.2mg/kg%
JERENFEG) 1B\ TR AFEEOBEN RO H Tz,

16. M ERE

16. 1 MeRERE

16.1.1 KA
(1) HERES
R A B PELI8HIIC 7 29 3 K100, 200, 400mg
RIS R L G- L - & & 54505~ 4
FEI] CCLalIE Lyt 314 TH - 720 AUC
JLUC,, JE G He i LTl L 7=

(ug/mL)
18
®8® 7 43I I 100mg
15 OBE 743 F 200mg
it AAA 5393 F 400mg
s
i
7
a
¥
N
=3
JiE

5t
WG RO SE B E ST X — 5

PG 100mg 200mg 400mg
%L 12 11 12
AUCqy..(ug - h/mL) | 570 [204] | 1164 [182] | 219.1 [16.1]
AUCy, (ug + h/mL) 550 [187] | 1121 [17.1] | 2125 [15.0]
Crnax ( g/mL) 296 [15.2] 534 [250] 11.8 [154]
t (b 1.00 1.00 1.00

e (0.50-4.00) (0.25-1.50) (0.50-4.00)
t1,2(h) 14.0 [20.2] 14.6 [13.0] 137 [15.3]
CL/F(L/h) 1.75 [204] 1.72 [182] 1.83 [16.1]
Vd/F(L) 355 [134] 36.3 [13.0] 36.2 [12.8]

EAPIfE [CV (%),

tna(EHRAE (HEPH)

(2) RIS
HEHE R AN 5 6112 5 29 3 F200mg/l % 1 H
2M 7 MRS Lz e &, 3RS a9
I NI B G BG 5 3 H RIS E RRE I
L7206 AUCy0® BB EIZ24TH - 72 (FHEIA
7_:_ 57)0
16.1.2 /R
FEEM 3R O EM 1 ABRIC BT 6 » T
M O17 T TORRTA D ABE4I4E (H A N46
Bz&t) »oEonmiEhs a3 FigEE2H
WCRHERISEM B REFEAT 2 1T\, MBI BU A5 2
B3I FOIEYHRE T X — 7 2 HEE Lo RN
BIFE7a%I Fokb5=1E2 ~18mg/kg/H % 1
H 2 m$%5 (RE50kgbh o /NE T o m &
600mg/H™) Th o720 BT DH4iER (VA/F)
12071L/kg. W T o4 %2 ) 7 7~ A (CL/F)
AR E N OVE ISR AE L. R E1bkgD 4% B T
0.88L/h (0.058L/h/kg). fAH25kgd 8 /%2 T118L/h
(0.047L/h/kg) R F40kgD 125 T1.60L/h (0.040L/
h/kg). AE50kgM167% )8 T183L/h (0.037L/h/kg)
Lieg s nt, (7.1 )
1) AANE 4R EO/NRICH LT Z A LTV,
2) AHOKE SN 1 HREAEE, B RO E0kg
PLEo/NRI213400mg. R HE30kg L 50k g A fif @ 7]
Bﬁ;g 8 mg/kg. ARE30kgA il D /N IZ1X12mg/kg
Thbe

16. 2 DRIR

16.2.1 BEOFE

fRERRE RS N B PE246112 5 a9 3 F300mg % 22 1%
ERICHARRORG L E, AFETa VI Fo
AUC, M UC 2 % T K o 72° (UHEA
?—y)o
16.2.2 NAFATFXRNLSEUF«

fREERE N 249012 5 2 3 F200mg#% 30 )% 1860431 T
Wil s IR B GO0 R OG- Lz e &, 5
a9 3 FOAUC, M UC, JIFRETHY, T3
I FEEDOHII AL FTRA T F 1 121E1F100% T
})07‘:‘”0

16.3 9%

fERE R A 2405012 7 24 3 F200mg % 3043 18] °C H ] i
RN L7z L &, ARk (Vd) 1Z31ILTH D,
7 3% 3 F200mg#x HLAIEOG5- Lz & Bl o
SR (VA/F) 13328LCTdh o 72,

in vitro (5 3% 3 F15~60ug/mL) K Wex vivo (5 2
3 F0.7~55ug/mL) REROFER, T34 I Foll
SR RS B RIZ15% K Td - 727

16.4 3

7 a3 FISEPER S N XD RNA SR L 72
in vitroiBR DA, SEAINIATFNE 2 TRBY TH
B0-Wi X FIVARA WA T 53 2 CYPo 1R,
CYP3A4, CYP2C9K UFCYP2C19TH - 72

16.5 Bttt

16.5. 1 fHep A PES 5 BiLc [MCI-F 24 3 F100mg
(40 u Ci) 7 Hilali ¥ 5 % OF 1 1R [ C 4 [a] 2 3
MRNE G- L7z & &, $25-12168FE [ F T2, R
P 5 0 94% J US97% A HEM: S A, FErp e~ o HEif 1
05% AR TH > 720 RFI~NZFaH3IF (30~
40%) . O-Ii A F VAR ($930%) . HPEm 45 (#920%)
O ofE 2 (056~2%) & LTHRHES
720 EAF— %),

16.5.2 HEHERABYEIC T 24 3 F100~400mg 7% Hi ]
RO G Lz b &, $5 721 M % F T o R ik
X, Z 3% 3 F20~33%. O-Fii # F L 1K10~15%T
Holze MIEHO-BE A F VKD AUC, (2% 5 a
HF3I FOMI0%TH - 727,

16.5.3 MEHEK AIZ 7 29 3 F200mg % 3075 i < Hi ful
FEEIRNES L2 5, 827075~ A (CL)
131.78L/hTH Y. T 2% I F200mg#r Hi 15
L7z &, Ardosy sy 7S5 (CL/F) &
1.84L/hCTh 5727,



16.6 FENDEREEF T 2E8E
16.6. 1 BEWEEEESEE

EHERED R D7 5 NERH 12T 34 X F100mg
ZHEZIORG Lz &, AUC I3 B IE W &
(CL¢g:>80mL/min) & Mg L TS M (CLey:
50~<80mL/min) TIZ27%. HEEE T (Cleg :
30~ <50mL/min) T22%. T EE K F % (CLy:
<30mL/min) T59%E < v CoaelTTREE A & HEE O
BRI T % Tl0~14%E 20 o 720 $RIEH S EHE O
BEBEIR T2 B 2 0-I A F VKD AUC, (3B HE e

WHEDIE~A6ETH o 72 HEAF— %),
(7.1, 9.2.1 /]

Hin$ G- O SEW BiE X T A — &

EREHE EH# HRJEACT | & ST | AR
T 8 8 8 8
CLeg (mL/min) 580 | 50~<80 | 30~<50 | <30
470 596 576 748
AUCu(ug-b/mL) | o5y | [175] | (1901 | [269]
269 295 306 302
Coax (ug/mL) (3501 | [207] [10.0] [23.3]
) 10 05 05 10
max (05-20) | (05-1.0) | (05-1.0) | (05-15)
. 132 182 154 183
2 76l | (1871 | 11891 | [278]
213 168 174 134
CL/F (L/h) (2081 | [175] [19.0] (26.9]
0500 | 0354 | 0277 | 0143
Cly (L/h) (3791 | [513] | [244] | [3L8]

AT [CV (%) ], AUC,4E 0 ~96HFRIfi. t,, \drhoefii (HipH)

CLg :

BrVT oA

a) 7H
16.6.2 MK ERZ 2T TV I R\BEEREETRE

MLEENT % 20 T 2 KB RE R E 0 1 ANk
2y FREMTHE L OB B AG25R RIS T 2 3 K
100mg#z HiEFE IG5 Lz & &, JEENTFREIC X4
[ 0 BT F2 I TU1E T a9 3 FDAUC,, 1346%i#,
AL, BIIC X 2BERRIZT 2 3 F57%. O-i
AFIVARS3%TH ), BNV T TV AET IV
F140mL/min (840L/h). O- i £ F )V #£149mL/
min (894L/h) TH 72" MEAF—%). [7.1.
9.2.2, 13.2 ZI]
Wil 5 DS YBRE S5 R — ¥

ML EHT

JEENTIE 4 IR BT IR

Bk

8 8

7 a

IF

AUC, (ug - h/mL)

432 [20.2] 232 [151]

Cra (g/mL)

318 [224] 279 [221]

s ()

050 (0.5-4.0) 0.75 (0.5-2.0)

ti2(h)

195 [194] 19.2 [26.8]

O-Ji » F W1k

AUC,,(ug + h/mL)

6.63 [74.3] 343 [685]

Conax (ug/mL)

048 [69.5] 0.22 [69.1]

BATTIGNME [CV (%) ], AUC, (& 0 ~24H¢Ffi, t,,, \drhoefii (#ipA)
16.6.3 FHEEEEERE

TR RE AT & KT L7z (Child-Pugh%33iB)
125 a¥ 3 F100mg/lal % 1 H 2 81 5 H [ KAE R
BeH L7zl &, BERACHERTT IH I FOEF
RHEE DAUC, 1 2 UC,dd 7 12 161% K TN50% 5
motze Fio, ARETHE[LL 72 HIREDAUC
M OC ot Z N ZENAT% I O 3T% 1 2> - 720 TEFEAT
Befg i E B (Child-Pugh/HC) ToO Y EHRE 1L
B LT GHEAF—%), [2.2.7.2,9.3. 1,
9.3.2 BH]

SEHRIREDOSEY BTE T A — ¥

BT EH Child-Pugh43¥iB
% 8 8
AUCqyz (ug - h/mL) 53.3 [17.3] 85.9 [21.7]
Cuae (ug/mL) 583 [133] 875 [18.7]
oy (B) 15 (05-2.0) 15 (05-2.0)
ty, (h) 14.8 [19.7] 24.1 [235]

BT [CV (%) ]\ tauddrhgefii (HipH)
16.6.4 ks

655 DL - o> E i B L1 [ O B s 120012 7 3

I F100mg/Ml% 1 H 2 |5 H ARG L&
&, A5/ LN O AN B YEL260 & iR LT il
FOLZEIZBNTT 3% I FOZEIREDAUC 5
1 ENZFN33% KL U50%5E < v Coadd T NZ129% K
U53%E 22 o 720 F 72 RETHREEIL L 72AUC 9,
R L YIS B T E N EN26% K 1N23%
o2 BHEAT—%). [9.8 BH]

16.6.5 CYP2C19&zF %R

FA N R O ] A AR 1 N B P 44181 % . CYP2C19
B TR IED M L 0, 2ftHes
(UM : CYP2C19*1/*17) 1%, =R (EM :
CYP2C19*1/*1) 1761, v B 1t i it &% (IM:
CYP2C19*1/*2, CYP2C19*1/*3) 10%l. K Ofkft
WHeH (PM : CYP2C19*2/*2. CYP2C19*2/*3) 8
BIC . S OEMIIZS 34 3 F100~400mg % H
[REORG- Lz &, a4 3 o5 w L ORE
THHEAL L 72AUC,. 12, EMIC H <X TPMT24%.

IMT10%E522 5 727

16.7 EWHEIER
16.7. 1 EYHEERAFR

Z aH 3 NI, R LA R B 3 TCYPLA2,
2B6. 2C9. 2C19M UBA4ICHK L CFEEH AR S
9. CYPIAL, 1A2, 2A6. 2B6. 2C8. 2C9. 2D6.
2EL. 3A4JUBASIH L CHEEHEZRE b o7z
A% CYP2C19IZK 3 2 BLEEH 2RI S i,

7 aY 3 M PEEE O MBI 43R T A
<V P-HEAEICH LTHBEEHNZ RS dh oz

(in vitro) o

16.7.2 ERAREMHE/FARER

(1) AINTEEY
TR N B E19BLC, 5 2% 3 K (200mg/IHl,
1H2MH) OEFKREIZBWT, MWCYP3ASE
ST 0N AR OCYP2COFEEHE TH 5 A VN~
¥ (200mg/M, 1H2ME) %0k HKERL
BHLZEEX, AN EE L IET7aH I FOE
’_I%A;I}(EE\ O)AUC(HZ],))—,L ZﬁCmaXK %ﬁ% {( & [EY é f;: 7.)\ el
720 MEHE NS MELSHINC, A VN E K~ (200mg/
W, 1H2M) OFFREBIIBNT, 9343 F
(200mg/Ial, 1 H 2 [6) #PFHRERORES L7
LE, SaV I FEAIMNATEE Y OEFIRED
AUCy B UC o\ % T T S 2o 721 (MhE
ANF—%)

2 #Xx7TZJ—I
FEEERE AN B ME3AFIZ, 5 a9 3 F (300mg) DH
[T 512 BV T B5WCYP2CI9ESETH 5
F ATV =) (40mg/ll, 1H 1) ZH:HK
BFROKG L&, FATITV— VT 43
FOAUC, M OC o\l B2 RITE e dh o 7
CYP2CI9ETH LA A 75— (40mg) @
HARROHS1CBWT, 9233 F (300mg/[[l,
1H2mE) Z#PFHREROHES L&, Fay
I FRARATTFT V= IVDAUC, St UC, 2%
FAEE o2 WHEAT—%),

@) IH4IT L
TR AN B PE33BIIC, CYPSARETHH IV VTS
A (75mg) OHEFEOEGIZBWT, 7343
F (200mg/Il, 1 H 2W) % ff H KERE DS
Lzt & a4 3IFEIYVT2DC,,. 230%
B S 72 A AUC \ZEHZ BT S e dr o 727 (4



]ilj\?'—y)o
4 779>
R A B VEL6HIIC, S-T V7 7 ) ¥ HCYP2CI
WETHLTINT 7 v (25mg) O HEFEIIH
bW, a¥ 3 F (200mg/Al, 1 H 2MmE)
EOHRERORS L2 &, %3 FIESk
UOR-7 V7 7 1) Y OAUC, M UC, M2 % BT
9, FubturyerviRMEY T ha v Y Uk
[ o FERSEHEL (INR) @ KA K OFAUC, 155,18
MR RITE e ho 72" BHEANTF—%),
16.7. 3 BEMEYEREHT
HARN K OFMEA O BN L OV D T AH A BE D
SEFELN-MmEER T a4 I FiRET—7 21w,
BEEE SR B RESHAT 2 47 o 720 Z OFEH, CYPHE
TERMZAHTAIMTANAIETH L I VNI EY V|
T b U XIE 720 EY — VORI X
D, 3% FOZEFIREOAUCIE., BALO/NG
Ty %% 25% K O17%WA L7211,

17. BRER RIS

17.1 AR CRESMICET 258

FEHE (CRELBRIEREEESD))

17. 1.1 EEERFETHEGR (BEEEE. RA)
FHIC LI TAD A L B S N80 5sE (—
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#1200~600mg/H ™ iz H Vv N< ¥ ¥ V&
(CBZ-CR) 400~1200mg/H™ % HiHIZ TR OG-
L7z& &, FEFMIER Td % Kaplan-Meieri: 12 &
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