BofEEHR: 2007 %£02 20 H
&2 HHA: 2008 £03 B 19 H
2009 &£02 B 11 B
2009 £ 05 A 22 H
2011 %02 501 H
2011 405 8 24 H
2011 & 128128
2013410 B 09 B
2014401 507 H
20144 09 A 13 H
2015 406 B 30 H
2015412 B 23 H
2017 %03 827 H
2018 ££05 B 18 H
2018 11 B 27 B
2018 £ 12 B 21 B
2019 %02 B 26 B
2020 £ 04 B 01 B
2020 £ 06 B 19 B

FEMLARR 1 AR B
BFREERABHEERES TER

[%&4#%]

i 4 AR AR

CEEA SIS

# X4 #: Topiramate capsules

PIEHEE: Tuobizhi Jiaonang
%1

TE M AR B

F AR 2,3, 4, 5-W-F- (1-F 2T 2 35) -B-D-vih g RAE & A6 B g

b3 2 R

Add MAH information into label



\CHEGSOQNHQ

om
Hacjl\ & CHs,
HaC CHj

éj\%f& CIQHQINOSS
2T E: 339.36

HOE ZAAbAR. WK, BERRA4EER. R K30, BAEAY. ALRE. oA
B

€:2/9

AEABEFTARRE, AREEANEEMERE, ARAEERXEBRHUBELRDR.
[ fi ik 1

A TR 2-16 %)L 3 - M o & 1Ry m R I8 Y
[#i41

(1) 15mg (2) 25mg
[REAE]

MBRAFLE B ANER ET I, NEEIE A E, AEZHIGE
kLR B B A 3%

JER T ERAAE R, wLELFA.

FEAALBE o T LEABIR, B DUNO AT IR B 23 A B IRE D B8 (R &
ﬁ@%iﬁm,%%ﬁ%%\%%\Wﬁ%\%%H\%Tﬁ%%%% ik, EHE
ARBE, BT LEE| “TOP"—id. T TR e ERH 2, R EREREG RN 7%
i & ﬁ%&%wa%kﬁi%ﬂ EAUMERN L. BE 8 CHENFRN /R

MREMLEAERT £. T E2H8, LHUAENTRIEEEERREN. H50MREE
P2 57 BR A AR, A RLKCE PR

A Ria T B, 00 Yo SR R P B IR DL B R Y R A A R % SR T A
AR B ] 7 8 B K 2 3 B DL B R R I KT R AR B IR Y B 1], e R =A%
RARZEAFL P R EREAR RN E.

P& B R A,
yiy: NP
BRA (17 3 FZ U E)
FUE PR NE W 25-50mg FH46, RA 1A, (TAHEAEREHEAENRE, Bk

Add MAH information into label
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HATRAR. ) FEEER 1R 2 A 25-50mg (£ 100mg) /H, 22 RIRMH. MARYE
e RBRRAATH ERE. KEEETERFE 1 RHAZT K.

FeAn BT Bl AR B, 200mg AT R AKA &, A EAR. Fik, FEHE 200mg 1E
HARA R ', FHEFEN 200-400mg (4 2 KA ). M EFEHEZ 1600mg/ H H 7|
577,

TREEFNEER FHALZABRET AR RA, BHEEFEH.

2-16 ¥ )L ER#H

YE R BT, AR B EFIEN S-9mg/ke/ B, 2 2 KRR . 7R A B 25mg
e (RED, FERE 1-3mg/ke/H ), RA1E. K& 1% 2 EmE 1-3ng/keg/H
(22 KRR BABHBBAENERER. MAAREERZRIATH B E.

Y Xt H A E 30mg/ke/ HH#ATH R, BH LR <M LA,

BB

Bz e

FEREEDRLAEE Cla <T0ml/2) TR FEZERARERNE. BHFELHANEMER
HIE A B B —F.

W T A 2 BB AT LA R R IR, E AT B AT R, T A8 B R E R
A E. AR B K 2 KRBT 46 1 Fu R A2 F . A7 B T H BT A B AT X
NGl

igal L&y
FIF 2 e 5 40 6 A R IR b B
[FRRAM]

T RR M AT A IA A REUE S WA E I, A5 6 BB A SR K AT
REMF. EMAROIF, TRTe%HESHUEOMEXE. TE, &TERREEEMNTE
FAETHAT, B — MR AR AR BN T R A SR TS B — A
B W PR AR H P A~ B RORL & A 3SR AT LU, JF ELVT B 70 o R 78 M JR 52 Bk P LS B B 1 BRI
KA.

W R R 3 2k 3

F R — e AR $ 38 X AT B By e A M ATITRE, ERNEHE 20 X EFREFH
4111 ) B4 (H A 3182 4EAER A 929 | L RLF ) Ao 34 A BRI 1y 2847 ] By
I RIR I 50 G, PR B H HE LM AT R E L. MBI A(E. Lennox—Gastaut 4
AAE R K AE 75 W7 B B 5 W T B AR SRR T 48 % 60T . ANER 4 i AR IR TR A SR

ZHABRN AN BEFE.

B . ZRRS B A R 8T RIS AR A B

F 1AM TEMR BT RABMELNNE . ZRAGE XL E, T F 1%hFEabes
BN EERENT R . ERE . ZRF BN & B ey ke, R

Add MAH information into label
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FIEGE (200-400mg/H ) F2y, KAERKT SUHARIE (LA AEMENETHT) &
H: BE. L2 FKZ. ZRE.KRETHE. BAREG. BRERE. 0. thiAXE. T,
MR, B R, MELAR. EN. R&TE. RZRENEE.

FLEXE. ZRAEBRABNR A A BT REY, £DF 1

ERBAETEERENTRERN
b B FoE ZRA
200-400mg/ H 600-1000mg/ H
RG/BEAR (N=354) (N=437) (N=382)
-3 % % %

R REFRKXKER
k& 5.4 6.2 1.8
BH TR 5.1 8.7 3.7
L BB
B AR 8.2 19.5 3.1
& B RIAER 4.5 9.4 1.6
EREHRE 3.1 5.0 0.8
AR 3.1 11.7 3.4
2 HR 3.1 6.4 4.5
B & 2.8 3.2 1.8
B 1.7 2.3 1.3
R 1.7 2.1 0.5
R 1.7 6.6 2.9
1] ] FEA 1.7 3.2 1.0
e & 1.7 4.6 1.0
WA R GHRR
v U 17.8 17.4 8.4
LE 16. 4 34,1 13.6
R H 8.2 17.2 3.7
WK 7.1 11.4 4.2
iR 2k E B 6.2 11.7 6.8
T & 5.6 8.0 2.1
HMETR 5.4 6.2 1.0
L E 5.1 10.8 1.8
HENERE 4.5 11.9 1.8
BB 4.0 9.4 5.0
KITE 3.4 5.3 1.0
ARG 3.4 3.9 2.4
R R R 3.1 5.9 1.0
EHEW 3.1 4.8 2.9
wk B [ 1.4 4.3 0.8
Ao AR E 1.4 5.0 1.3
= IEERG 1.1 2.7 0.5
R E R
M 7 12.1 5.0
A 4 8.9 2.4
5K [ 7 2.0 1.4 0.3
BRG]
T 6.8 15.1 8.4
fE 5 5.1 14.0 5.2
LR 3.7 3.9 2.1
fE B 3.7 3.2 1.8
HHAE 3.1 3.2 1.3
HAT B 2.3 3.0 2.1
o 1.7 3.7 0.3
i 1.1 2.7 0.8

Add MAH information into label



FLAERE. ZRA X ERABREH WA R BT R F, FDF iy

HERBETEERENTRREN
b B b B ZRA
200-400mg/ H 600-1000mg/ H
RA/BEAR (N=354) (N=437) (N=382)
-3 % % %

Nk Y EE RS I
JiIE 2.0 2.5 1.3
NS 1.7 2.1 0.8
J 3 R AR 1.1 1.8 0.3
A5 R KL HBAE N
el 13.0 30. 7 11.8
5 E 9.3 14. 6 3.7
B 3.4 3.0 1.8
ARG 1.4 2.5 1.3
EEBnE
HRET B | 9.0 | 11.9 4.2
R BUR B A R 6T By 3 R E G 200-400mg/ E .

FE % R xd B O A R v Y B B Bk - L

FLIW T A ETILEBRMESR Q-16 2)WNEF. ZRAGE KBS, FNTF 2%
HFERLEE VR Y B RAE T R, AHEFEAERE (5-9ng/kg/H) WHAZ, KAERKT
SUEYA R (DURAMEGEFHT) G R8TR. Bz, B8, B %%, &
BAMER. KETH. X&. K5 TARE. K& FHEs. 5.

F 2 ERE. ZRAXNELERNEL WA BT RET, TN 2589

FHBEETRERENTRR N
Forb B ZRA
RG/BERK (N=104) (N=102)
T B RS % %

RB|REFRLER
BT % 19.2 12.7
KB 5.8 1.0
LR ES
B & 8.7 6.9
THhRE 5.8 3.9
EREMIRE 2.9 2.0
e 2.9 2.0
L 30
s 15. 4 6.9
& 13.5 8.8
TR R 10. 6 2.0
- [ A 5.8 2.0
P 4.8 2.9
L E 3.8 1.0
FRES. BARYRERR
£ | 4.8 | 1.0
RN
R | 5.8 | 4.9
BIRRBE TAZR K KR
;85 | 6.7 | 5.9
A5 MRRRLHBAR N
BZ 16. 3 4.9
7 E 11.5 8.8

Add MAH information into label
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177 A | 4.8 | 2.0

BERE

HRET B | 9.6 | 1.0

JLE (2716 %) BREZ AR THEENEN 5-9 mg/kg/H .

MOE . xd BN 24 ie T e B AE- N\ B

K IFIMTELGBTRABHELNNE . FREARF, TOTF UHEAERT &
FWRENA R, HEEEFE 400mg/ H AL, KAERKT SWEA R (LR EHE
WP HET)) A BREFY. RETHR. Bz, K&, 8. 2IZRE . B8, K5,

Z. RAEMER. RERE.

3 EXE. MERABMEENELRTRREY, FOF 168

ERBETEERENTRERN
b B FoLE
50mg/ H 400mg/ H
AR/ BEAIHK (N=257) (N=153)
T B R R % %
M Kk B R SRR
i 0.8 2.0
RBEEFRLERR
K& 3.5 12.4
BT 2.3 2.6
LB
AR 4.3 8.5
B 3.9 6.5
BRI 2.3 4.6
&S KA ER 3.5 4.6
ARG IR 0.8 2.6
LER & 0. 4 2.0
03T A 1.6 2.0
WA R GHRR
R RH 18.7 40.5
L E 1.2 7.2
oW [ 2.3 5.9
R R R 4.3 5.2
- fy I A 1.6 3.3
HWETR 1.6 2.6
Agn AR 0. 4 2.0
I % 1.2 2.0
Ao AR E 0.8 2.0
A bz o B AG 0 2.0
i 1.3
N Bk 45 0.4 1.3
R E R
FHRAE 0 1.3
ERH BRI
T 0 1.3
R 1.6 1.3
FRES. BERYARERR
v o I A 1.2 2.0
B 0 1.3
RN
Mg 5.4 6.5
o BRI E 1.2 3.3

Add MAH information into label
HOU/HL31T



&3 ERE. MERAFMEEWEH BT ERR T, FDF 148

HERBETEERENTRREN
F o B b B
50mg/ H 400mg/ H
RG/BEAE (N=257) (N=153)
-3 % %
= 2.6
BX 2.6
g : 2.0
B Al FOfUE 0.4 2.0
ZFR M 0 1.3
BB R TAE KK
B 0.4 3.9
%8 3.3
B 3.3
T R AR 2.0
BHEFE 1.3
R E ST EEL Y
MAEZE 2.7 3.3
XY H 1.9 2.0
At 0. 4 1.3
B B W Bk R R
Fea 0 2.6
He R 0.8 2.0
FEAR 0.8 2.0
SR G RIRER
PhAL Th [ 0.8 1.3
A5 MR R AT HALR N
WZ 15.2 14. 4
EX) 3.5 5.9
7 E 3.1 3.3
EXBE
HETHE | 7.0 17. 0

NI BRI IT R FE A B A 400mg/ H .

MU Xt RS B 245 6 o e s - ) L 2 AR

4B TAERRZNRTT LR S (10-16 %) WIWE . SRR T, >2%1)4t
ML BRI IR AN RN 3% HRHERE R B 400mg/ H 24, R AR KT 5% A Rk
R CRARAESCRNIFEFHESD s RE TR R BIE. ERIEG. K
i o

R4 EXNE XMEJLERREEKRGHTREF, A>T 2%H)
FERLBRIGT BE IR S A RS

Famkmg AL
50mg/H 400mg/H
RGIBENR (N=77) (N=63)
AN RN % %
R REFRHER
BT B 1.3 4.8
B
JBARIR g 0 4.8
EE2 T 1.3 4.8
AR 0 3.2
MWERGRR
R 3.9 15.9

Add MAH information into label



FER B | 3.9 | 7.9

B KRB

[ | 0 | 3.2
R ARG MR PR

B 1L | 0 | 3.2
B & 550w

a5 3.9 9.5
MR H: 3.9 4.8
[T TR -CES L]

Bt & 0 6.3
& SRR B4R BT R L

& 0 6.3
=7 0 4.8
FREE

ThE R | 7.8 | 20.6
R

% Tohe | 0 | 3.2

10 % Je LA b ) LB £ Bp 23R 77 A HER 77 & 400mg/ H .

POE - Z R xd B g S 0 1 i B - A B

K SHIHTERABEWLRFAGEEITHNE. ZRAXERR T, T0F %84T
WEEE R T B IR A RN . AR B 100mg/ B R 25, K AR KT SRETA KRR (B
KAEREWEFHT) A3F: BRurE. Bz, B, Bi5. KETH. REES. K8,
BT, RAIR. BOEME. ERAERS. BR. BEME T RARSE.

R 5 ERANBERIGFRBIIERITRINE . KBRS, AOT 19%H
FERL ARG B RS A R

FEw B FEr B Eideid ZRA
50mg/ H 100mg/ H 200mg/ H
RE/BEAK (N=227) (N=374) (N=501) (N=436)
-39 % % % %

R K EFRIER

K& 3.5 7.5 7.2 3.0
BHTHE ) 6.8 3.0

W
~
~
L)

U RGCES

(Y

£

& IR

A

ER N

EREMRE

NFEA R

o R& 3 2t

—lol—lolo|w|la|~]|~
[o <] N SN o o T W =N N SN O e el o o]
[EEI U Ui qui S N R RV |
—l—|lw|lo|wv|w|l—|w|lo
(SR RN =N I \CN I \C} B EU KN KON
sl |lololo|vlo|o
—lo|lol—r|lo|~—|—]w
G N N e N Y N -l =)

l@n‘ 3@\ ﬁ%‘%

WE R Gk

RS 7 H

W
[}
[}
wn

[l BN
[ o
=N

R

RS AR

R R

il

wiHE

RIZ

Sl |Oo|lw| &~ |VO|O

o lwiN— oo,

R B

I

el Nl Bl HUCH BN SN Ne W I SN RV,
-B-meol\)c\wb\]
==l =N By | OV | OO
=lwlo|lo| il o
— |~
ol Bl Bl NN ISR Al Il Bl I NOY =%

ol |oo|o| |l

I E

fe=]
Nl
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R 5. ERABEWRSETEEGTRNE . ZRF R, A20F 198
FortAs T BERE A R RS

b B Frik B Erin. ] ZRA

50mg/ H 100mg/ H 200mg/ H
RG/BELE (N=227) (N=374) (N=501) (N=436)
R % % % %
LR
A ] | 4.0 | 2.4 | 4.4 | 2.5
ERRBERRR
ol | 0.4 | 1.3 | 1.6 | 0.7
PREG. BEAARKRR
"% A 1.3 2.7 1.6 1.4
B 0.4 1.1 0.6 0.5
Bl % S5
T 9.3 13.6 14.6 8.3
[ 9.3 11.2 10. 0 4.4
=S 1.8 3.2 5.0 2.5
O RS 1.3 2.9 1.6 0.5
fE R 1.8 2.1 1.8 1.4
JE K 0 1.3 0.2 0.2
B 2.2 1.3 1.0 0.2
B A FORUE 0.4 1.1 1.2 0.5
iR Y EE R
LA 43 | 1.8 1.3 1.8 0.7
25 ERRREHHALR N
S 15.0 15.2 19.2 11.2
B 0.9 2.1 2.6 0.5
5 E 3.1 1.9 2.4 0.9
038 1.3 1.6 1.0 0.5
EERBE
HRETH | 5.3 9.1 10. 8 1.4

i 2K U e R Y B4R A B A 100mg/ H

At s RIS B - A B

F 6P T EFLUEETRAEFHNE. RRAME RS, N IR EZREN
TRRM, DURAEFEAEE IR ST B B2 0 T B RIS o TR A R B R

R 6: EFEMEGTRABERNE. KEFINEREY, M 19K BHREHARKRE, B
BAEFEMARIRTT BB T I PR AR T R A SR A R R S

R B R R

B AR . MBS /MR

S % SR

AU L

Rt KB R IR

BAMR TS, RO, R, RMHERTE. HUE

o 2

TARE. ERESKA. BB, R, EEAM8. WARER. b, RIEFE. HEHK.

TEmk. BRAZ, . 9. 9. BERIE. WHARE. B XMEEFTHRZ. BHTH.

R WHGZ . BIEE . FHIRIRE . MREBRGE R . R AR, R, R

. FSE. W3S, 1%, BIRES. ARG, BRAME. S, BERY

W8RGk

AREEE. BT, RERK. KBE. K. BER. HRR. NEGEIE. BATHRE
RIER . A, RWAOMERL . BB, EVKT TH. RN LR, A, BHEE. B
BEE. EARE. FEEA. KR, AR SRR, BTAKTE. R ®
R, REHE. B A ARG, R, BRARE. SHN
W EHEE REEA. BHEk. AME. BR. AOREOULEE

Add MAH information into label
T/



R 6: FEFMEEATRABERNE. REFAXNFRARS, DT 1% BFEREHAR RN, DA
B AEFEMLBRIGTT BN B IO ORI PRARES A AE (T R AR B A R RN

BT RR
AR ARAEFRAL. B REAEE. AEEAT. ERAV. EAMR. ABEm.
BABA. M. FIAR. M. FIAEA. BA. HH GRS

TR EE IR
% RARAEER. RE%. AHLE. TRER

REEE R
NHAE. FECHAE. O

5 R
Hi. M. AP AE. B RAA

TR AL BED R
%FEE. BRNTRAE. Bil. BEARES
B i & SR R
BHLE. TR BHER. DB, TRHIE. BWAK. 2/ DERLAL. DI
BBk, AR

B R T A5 R
E it . PR k. 238 BB AR B. FRARRR. BN, SRE. ABIRE

FLA B B B2 0 B B
B MPR. MAEZ. ih. BREL
W BB R R Gk R
BRB5E. RAR. TR AR HAEER. Blon. Fh. AR
AR REIRIR
PETh i IE
o B R B B BB
ERLE. BRAN. RERE. BRR. BFRIER. T8. DRAA. RniA
BERE
WT ERBERD . REARE. DI EARRE. GARTIAD

ok
St

At I RIS K- )L B

FTHETERUEETLEEFHNE. RREAMERE S, N 2N EFREN
TRRM; DREFAEIEIT )L E B 0 I B R P TR A R0 R

R 7 EFEMEGETLERERNE. KEFINEREY, N 2000 BERENPRKIE; B
B AEFEMLARIGYT ) LB R BT IO AR A A (T R AR SR A R RN

o 7 Bk B R SR

R AR S . AR A . KB SR i MRB A JE
S % SR

AU L

R KB IR IR

BAMR TR, KM, R

oo K

Wiie., AR, R, EEAAR. BERLEA. WHARE. K%, THERE. SRR
HOE. BIEMA. HANA. B ALE

BERGHR

B R . R BB TR AU B0 AR BRI, AT E . RARE B
B, BRFEE WHEHE. WREARETR R ER

R A

ZHL. . AR

B RAEF SR

E

NEEERR

V. EMOHEE
B 5o B XA

Bt f

FREG. FEARDR

Add MAH information into label
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R 7. FEAMEGTILEEERNE. REFXNRRART, DT 208 B8EREHARRN; A
B AEFEMLERIGYT ) L2 R IO IO PR P A (T R AR B A R RN

Erm. BEnnid’. ba

E 4 % SRR

JEEAE, . v T BRAK.
RAEFH. BHLE

BX. BREERMARRE. TREM. TR, BREX. 0E

iNskis Y EL BN

KAifa. EEAEE. AR

B fR R SR

REE. RE. RHA

A5 R R B BALR N

ROERE. WiERE. &, RNRE

R $dE

FHFEERARAFERE A RN A REFTI TR, FRRMEME LT

tTawE i >1/10

= >1/100 E<1/10

& >1/1000 E.<1/100

Z 1, >1/10000 EL<1/1000
+HER <1/10000, ALFEANFIREA

KB X MERE, TRRMFMELET|TTX.

*8: K LHE B RS MESROFUET RK N

LS Y EET I I

THEN IEXER

T BB R SRR

THEN ey
SR GRM

THEN EE TN

R e RIRR

THEN ik E o2
THEN 2 o M
LR ES

THEN | 2R
IR E R

THEN HR B0 RO
TRER W A A F R
TRER 2 RE K
TRER IR 3Kz 3 [E 45
TRER R B 3 P
TRER ES R
TRER FMN

FRES. BERYARERR

TRER | %

B ERE THARRER

FAHEN % MMk 1Bt
THER AR FE JB] B K
TRER # -2 s AT
TRER FEEREITRBRE

Add MAH information into label
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£ 8: OB LR 8 ARERES KRBT RRE
LA R RS B
A% XFHA
T A% BT
¥R B R SR e
A% EAERRT &
A% ARt
&R PR BT R
A% EE K
A% AT R e
ExnE
A% [AEH

(£&]

B Jn 3 A i T A
[EREF]

L REERARREAARF LR

BEIEUE IRV EE G 2WE T 54K M AR FOLIRAE X 6 QST ILRT A Bk 57
BAE. EREIESMELEHNS THERf/BREEE. RARAEELN. WE k. RE
s (K4) AR EA . BT A BOK. 1Z LR AAE T Ak fo 3 SRR AR R B T B ey b
B R K A VT R o gk Rt ] AR R ORI KRB K AT TR AR R RIT B — A LA
FEMEARERRFRLET 40 FUTRH, GELERKATHRE L LB K0 2%
KR AR F IR, IR E BT R R E IR E AW A, RRERAR. FHF
R B w4 2 A BT B

X FEAREE T R RAES G, WwRARBURS, #3758 EEE, BFEAA
M K.

2. L W

TR R B fo £ 5 B 1], B R EBEAEABR IR T B AR A F R EA B AR
Bk, TG RIS, £ BORBIE B HF ARG TIRE M. A iy TR A
AL, AN E R

3. ) FE fofk B T

Y EMmE S AEUEEA X ERD FEERBTEDITE (HTRD ). XL al a4
R RS e TIEY. bRl x £ EEE THETFUE.

KEBRERO L AETILERE. XTHEARBNEL, AAZLEEH, NZFETE
Mz & BB TRD FRE A & R, R ZEXRBRAT. SRR RE S HEF L&
AR K PR B 2 4 R AL B, R MRLGE R 5 2 8 2 A T AR TR T e R A
BRI A AR EE N, EEHREF T S TRE RS TH, REFEY
IR ERNT R § KA RNA REHF.

L RMUERTH

BAME. EHHARTREBARAERTE (WEXFREFRERFHFHIT, 0F
RREARMKTESSHME) MFUBIGTAR K. XAREER T F R & TN B0 5 2K R BT
B AR BR S 2k K T 3 Bhe . O 7 AT A B O e R e BRI PR 30 o DU BT R LA

Add MAH information into label
E12T/FE3177



Bl MR AR R R BRI AR B A B B T BB T P AT R A, B — R
AR R CEE AR T R AR RO ARE & E A E 400mg for )LE & 2 omg/kg/
Hat, FHEMER mBa/L); EFNERT, BH2EH" EHBRARMEKE 10mEq/L DA
T. BREERTHORMEAITE (Bl EIERRE . EREFRARRM. BORRAS. B5.
FA. EBRRBRFELY) foftb B RRR AL TR EEMEA.

1R MR 87 B0 AR BR P 5 VT B 2 A W A AT UL E B KU

REHARERAERTFNTIATRYBAIE. FHAEER (WERZRE),
REEFENERE (RECHERFEIAR). Bl RE2BTHRAERTSTRAHER
SRR EG A AR, B RERN OLEBHRAER) fo/RpE 7R
M7t B UM E . L E B R KM R R BT R MR A KRR, AT R A & 5.
MAEKH . BRI AR+ R G RIFEUE S E KB R R ERENDH. oML
R B3 Ja MO B L/ %) )L 55 o O 1 — e K TP VR Y R, 5 AR A i A IC B2 B9 A
R L, FEEEIRIT EH B REACKE M 2P0 AR SRR, R XN EH
FEFRLNAERKERAGRTRAR. HEERE L P BERARTEREAR. BA
FEALES VT R B MR &, SR T B2 e LT AT R, TV RE R AR L ER 4 A
ERLFEFELRAERTE.

N

T BN e R 8 TR B 3 BRI R o, 400mg / B V6T 4 R R RFSE I i VAR B A 2 P
(2 B R LB R K DB K < 20mBa/L) B9 A% K 32%, ZRFAN 1h, ¥ EMK
% Somg/ B A E TUERARMMRTH. A ieTRKT, 400mg/ B AMERREEH L
5 W Ak (BU 4 X {E < 17mEq/L fobhig /Y TM{ > SmEq/L) B9 & £ 34 3, ZRIFIA K 4 %
A 0%, RN (216 %) $ 259677 O o 3t Bl RIXI o, S0mg/ H /Y 4L R K #5500k %
KR AT AR Hg K A3 0 14%, 400mg/ H 4% 25%. EiZKIF, MARHHE 7% 6
TR A 2h (B 4 7HE < 17mEq/L A0 b i ST R M4 > SmEq/L )8y & 4 F A& S0mg/ B 4 % K 1%,
e 400mg/ B AL A 6%, #ASAT B A B AT 400mg/ H R iE SR ER AL IR R R

LEEH

FEA R W67 Lennox—Gastaut Z8-AAE 303 #o0 M & A #3368 PO A9 2 RUR| X¢ BE R IE
JLE BH(2-16 F )W A REK FE M F5RER A 3h i & & FEFE B4 K44 6mg/ke/
H) KN 67% FEZRAAN 10% EXEKEF, HEFEHRMLFERBR AT (B4 xHE <
17mEq/L Fu th G 97 RIPEAE > SmEq/L) W9 K A& FAEFEHE A+ 4 11%, ERZRAA+ A 0%,
Wt S ARMEBEEREPEmERBAERPFNRE, LAHRERDNEKRT Smg/kg/ H B,

RERBZAMWERTIEN 2 ZUTHHIEBRLELESH, —TtBRETN T
AN AR B SEZABF AL BN ER S PR AER T FNREAE AT HERE+E
BAIEREA R NEB| RS, EITH (25mg/ke/ H WAEHE - RN 4) F3B AT
2 5 -5, 9mEq/L. AR B o & (g Ak BR S 3h < 20mEq/L )y K A& F LR A $ o 0%,
7 Smg/kg/ H 4% K 30%, 7£ 15mg/kg/H AL H K 50%, 7E 25mg/kg/H A H K 45%. ®IELAH
P2 R E L (BT <17mBq/L otk >20mEq/L By 24 1K > SmEq/L ) By &K A E LA A+
H 0%, 7E Smg/kg/E 4w Y 4%, FE 15mg/kg/H 4% 5%, 7E 25mg/kg/ H 419 % 5%.

HEILEEF (6-15 ) B 50BR 2T 20 BERRGT, BT FHIANREHE
Sr M i VAR R A R K AR SOmg/ B 4L A 9%, 7E 400mg/ H 4 5 A 25%, 72X ik 1h
B, B R R R E SR R Ak (B 45 xIE < 17mBq/L #u bk BT BT > SmBq/L ) B9 & £ &
7E SOmg/ B 4154 K 1%, £ 400mg/ H 415 4 6%.

Add MAH information into label
F13T/FE31T



i 25

T R AR S5 TR M e Y B Z RUR AT BRI R, JA T LA RS R B A
MeAm iy & AR R A 200mg/ H 419 % 44%, 7£ 100mg/ H 2413 % 39%, S0mg/H 4% 23%, %
RF AR Th, XK F, KA RERENEMERR A HE (B4 XE <17mEq/L fath,
WBIT AT > SmBq/L ) By & A R 7 200mg/ H 4L 4 11%, 78 100mg/ H 4L 4 9%, SOmg/ H 41
A 2%, FEZRFAF A <%

W ol SR R M v Bk BR A 3k B

FETE ZR S A B b B R Y B 1) R MM i AR B A3k A0 R A F R S AR
F, MZHRBEEAERFFA (RAAERRITE) Ad. wRABEHERLFLEMER
PEAHATREERAAR R, NFRRMITE.

5. B RAT A fefim

VR T 38 o JE 5 PR /B 458 A o 72 9 B UM 25 4 (AED), #8238 Jm B B AR AT B AT A
B R, BT DAAE T 3 NAE 66 FF] ABD B9 B2, ) Rz SR A R I E AR B R R A AT
A0 BTG HATH 7B HE.

5 11 FAS[E ABD By 199 T % R x¢ B8 s PR iR e ( 2228 An s BT 3% B IL R kWA
FEALZ N AED 4L B H 0B R REBRF T AR R N NZRAAEZTNRA 2 7 (K
FEEAAAER 1.8, 95% CI: 1.2, 2.7). XWRIGH P ri& 7 E 4 12 &, 27863 4] AED
BITEZEFE RATARFE W E L AERH 0.43%, T 16029 flZRFETEFFLER
H0.24% XETE SBBIEZIBTHEZT T KA 16 8 XA BRFAT ARG . R
BT AEE A A G A RO, TRAETAERFLARERA, ERX —HF AT
TR Yt B R AT A Sk

T T DLAE AT T — LG AL E] AED 38w 1 0 AT 0 AU, DAV
TR, BN AT At 5 BRI A AL 24 B, BT R IR T
24 8y ) 0 A AT 0 AL

B AT B TR 25 S5 AR R0 AU — B AT RS i
i AE # AED S BCE SURHE B, VDR AP T T 0 BB ABD. 8B MY R
B AR AR (5-100 %) K AR .

% 9 BB R AT T HAHOF O 69 ARD 26 o0 A LI

F 9 LR AT o RAE 2 3% 09 LB 25 A o KU

3& R fE ZRA A4 1000 | 254414 1000 4] | M RFS: 2544 | Ae£R: Hud
BlEHFFHANSE | BEPHANEY | BEFPE4NLE | W4AEF 1000 H 5
% E/ZRANAES | P HIANEH
R A
R 1.0 3.4 3.5 2.4
K K 5.7 8.5 1.5 2.9
Hy 1.0 1.8 1.9 0.9
B3t 2.4 4.3 1.8 1.9

0 e R B o B B R ) B AT O AR X XU 8 TR R e B R RO I R
o op oy KU, B2 U AR e 3 A B 4 4 LR 22 A L

FREFARBHH L CEN AED WEA, SHARME B R M AT H RN RLIRST
Bk MU, AED Je Y BB B R e S km, AR HEARE. AT ERKE R @A

Add MAH information into label
H14T/F31



AT Bt k. B AR G0E fodT 4 T REAE I8 ST P 3, A7 B A 2% 8 B 2 i A X sk
R E T Fu BT iR Y R A R

RL fu Bt B AP A RN ARD T A 5 AT U SR 1 T e
FADAAR £ A AR AT IR AT 1 AT A R M I SR R 1 R AT A
R E S AR AT,

6. G/ XA B R AL

5 (] A b A X B 5 B LA BB SRR A eb AR AR R A R TE O AR IR 3K A B A
A, ERAT, RELOGTRINSA 3 X 1) AR XER (FlnERRE. K
ZHRE. BF/EREME. BILEME. FHERFEFT R, LEEZEAEE); 2) /AT
ARG (Bl H 2 PR, 3) 5 R H R .

BARH
I K AR

KEBNFHE RO RRN T EREARE TR, BE LA L. R R B R R
Skt EHEAREH AR B L. AP —RAR RN TR T RTAL.

T Am 3697 X AR 3 R Bt A P, ] g B3 imE 4 100-200mg/ H ) 1,
s — MK L Fr A oAl ok BOR N B B LAl 7 200mg/ B 2 R 42%, 7 400mg/ H 41
2 41%, 600mg/E 4192 52%, 800mg/ H 4 Fz 1000mg/ B 41 & 56%, 7EIRIF4+ 2 14%,
RBFBEHKRNF RN L AR ERERHEFNEFRNRERN REALEHEES
FERENBEEATELFNR P FETE ALBEENERHENRER T M2 My
R AARRRN, KSR NAEEFMEHEI TR EHRRHNEL.

BEBR 2T X BRI, B 7 — sk £ A A &bl 5 0 BORORE B R EL BB AR
SOmg/ H 41 H & 19%, 7£ 400mg/ H 4 # 2 26%.

ENH 6 MNAMT LR ERETREREZROAERAETE (FEEMEN
25mg/ H ), 7T —MER L Rk doAl R 1 BN B B Ll EA B SOmg/ B 4L & 19Y%,
7 100mg/ B (FF &) A F 2 22%, £ 200mg/ H 4+ 2 28%, ELRFILAFH 10%, XL
FEMAWFRRN —RERERHENERLAE, MESEAEWBESEE, EETH LA
THEFNE HLESZ— MR LM A T RR AL, kAT EFHERE.
DEMORBIETEFEN T — ML LR B & A8 T RR . 5 WL A 8 5CE LA
FR AR R AYE: R EE R E R i B E . DI E R ERIE S A, /R
WAL ES R, EFELELT, KRETHEFTRN 3 MERLENT R,

T /AT A SRS
B A0 il SR N R AN AT RS (IR BE R4 ) MR B K.
BB /A

v B P P AR hm 96 9T W I R IR I R AR R BORONL . FE e R IR T W A B
H, R K AR TE 200mg/ H A1 1000mg/ H AL E X AR ZR, EEFEHENLKEERENEH
KM, 7 400mg/ B VLA BB, o TR 2507 ik ABE, PEEEM K A A S0mg/ H Fo
400mg/ B A EF| A XM (F£ SOmg/H 2L K 9%, 7E 400mg/ H 4L+ K 15%), WHAELH
Wte R A FEA Y (B8 14%). xtFe5m AR, FtefvgE 2 n B cm, FHAERBRE
M B E .

Add MAH information into label
EST/FE31T



A g IR IT R F L w AR A R A A R R E A L B R
JLERFE

T — U E A R I8 7 Au B 25 30 Y BOW e KRBT 28+, EA%%%*M%Q%%%M$**
A RRB AR —RETRA. XERNQEFHEZHRE., RF/EREEE. FiEE
5wmuﬁ%ﬁ%%wmﬂﬁ TR IR OB R, JLE B B R B A

AR f. IRV RN BRI, SOmg/ H A Fu 400mg/ H 4 )LE B B R E b
%ﬁ NGRS KB RERAEE,

T O A LB IT B B R, WA B E O RORR & 0E 1697 . R 2k
NN EREF, Somg/EHAA 14 (2%) JLEEZH, 400mg/HAA 74| (12%) JLEEHH
HARB N4 BT, T ALEHANRE LRI N ZER/FEEE, 28 L4ET
400mg/ H 4,

N -PJ%- 13

WRALIRAAR BT R B RILGE. NEREICHRELA, £TENRE TSN
BIKERRM/BFER (DR BRI . Z TR MEZ T Il RA K7 £ 8+ B
F, HEBEREIT EMFE, Q&R GIE 0 TR E K.

e H 43 Lo R AR e L R 24 0 SR R A A R, b LR R AR R Y AR R AR A
B ST A R R B AT AR AT A T R R A R AR SR R A . A0 RIS 1)
R AR, SFBFAERARPENE, WA EREE R LABERE.

8. LB T2y

B A B B KAER AWM L, A2 Z AT AR B AR GURR 254, DU
RAAET Rt KM . LR AR ERE AR, AVREGE S E.

9. M BT HEEBRRZIT

ARG EWH LIRS, BZETHEFE (2796 TRHEFFHEE) ILXT 106 RL
FHEEAT. XEFRATKEERH 0.0035 AlEEHF. REZKERTBILT FHfoMH
A CE AR REABOL AR, BREEXAEZARNBRELT PN REATAERTH A £
FAEHERE LA (T8 B 2 A — O B AZEE 0. 0005 Z Fodf kB 50 B ABEA LR G R
I ABEF 0.003, ZF X6 MHRNEEF 0.005),

10. i BEFBH [ REFEHERERR (VPA) ]
FEUL B 69 L B KU 5 | E AR K
A JF (] TR BR 8 M 28 8 / B

R IRIE P AEE AT SR EHE (—LFATEANEM M), XBERREE
HEFFE LT =M R R E D E (12-16 ¥) AR RTE (KAEEGTEE L
MR, 2R 4 22%, SOmg/H 204 26%, 100mg/H 204 41%).

FE —TU0E A AR B A 96 9T B MO K AE AR L E B (1-24 AN I RAF R
B, KAFFEWE G TR EE s (ZRMA N 8%, Smg/kg/HH K 10%, 15mg/kg/H
A 0%, 25mg/kg/B ALK 9%). E—SEHxF, DAWEAE (HFTEY LR>50%). E%
R % B A 36 o 2 I M O 2L )L B T AR YRR o, & AR o e B A T A Sk o i B VT
PERFEIELR. 2 2 UTI)LERFNY BT, WEIAEM AN DAL E. &1

Add MAH information into label
F16T1/3:317T



S R B I RO R B B R A /BN R T R SRR, RS E . KR
W AR R IR ST 2 % DU L E R R B 5 R & TE

BEREHERAARBRAEHE LW RET, AR R FoA LR 85 &
& I (5 VK B B9 M 2 5 / I

RAE £ 5 e, ECEXEUBER AR L6 -, AMAHe RS LT
AR B RS B AR k. RE IR VT R R A, B o A Y R R R
BIRHBERATF /oA R SRR, FEBHEREL. ZHEAT, FLEEREH
FABREL P AR M, B85 L8 mRERA I Z%. T RRNMIFTZETHNRSD A
SRR (AR Y

RERBAERTEI/ L (1-24 NH), BERE-FHETRE +, FLUEESHRKX
F%ﬁ@ﬁ#&%m%%m%kiﬁiﬂ%w%%%%(%%E%ﬁiﬁ.ﬁﬁﬂ%ﬁo%
Smg/kg/ H 2414 12%, 15mg/kg/E 40K 7%, 25mg/kg/H AN 17%). ik #6301/ 44 )L 57| &
Al K By L B B K A A A B e (R R 4L Fe Smg/ke/ B 4L 0%, 15mg/kg/H AN Th,
25mg/kg/ HA K 8%). E—ERBNNILEEFSENKMY BRI+, w2 T A
HY 7| A K B o S

T & JF (6 A FE P B P 7 K BR B BB 3 b 5 4 o, LA B R R B A B B 8

=
oA Pk B U6 T AR Ok 69 o B B LT T AR B A T K B G OE R L
o F g

FLAT 55 R P X4 T R B AT U R AR v e PG O 8, R A R BT R i B
BREE G . RE WA R, (ERFEHLE B8 Y & FE A B 6 0F KR 6940 EL1E A ¥ fE 2 An
i%ﬁAﬁ%&ﬁE%ﬁ%&%%%ZEZk

L R I R R B 2 25 U6 T S Am R VR Y AR Ok 0 B I 6 T A R e B AR R S TR
AR, RLZAH S L R O 0 o R

1. %78

T Am Ve IY BOW B R B, —2E 32/2086( 1. 5% )] B EAT BRI RAIRE T B4
ki$%ﬁ@%$/fAﬁ%%2§4@:Eﬂai%@fﬁf%n# *ﬁMMNIM)
Bl BB UEBENORAMELETEE D, 5—MAB—F, EEHRKEEEFCWE IR H
BHREPRE. B E&&Eﬁm%%%/r%ﬁfﬁ&%%fkﬁ PR RE . E—
284 ] 1-24 NAWILEBMEH 550K (KK —4F) LB BT F RS B R
H, INEHE R RRH FRERD NG ERFE RS AR ARIER TIET 2 5 UTL
BB W AE .«

A GG S E A M, VT AR TE TR RLES R — AR B BT A A . B R T EE AT 6 0 ()
o B R LR ﬂ%#%&)Tuﬁkﬁﬁﬁﬁ¢ﬁ%@#ﬁ%&mﬁﬁﬂﬁﬁx
RFZECHK. EHFERAARS LA ERRERTFNGY, RFBEERRREY,
TR B WA R e A ISR, TR b N

B AR EN T R E, TR G B R A RS ROR T . UUE R K AE R DR
HER R,

Add MAH information into label
E1TH/FE31T



12. & A R BB B IGAKE

R, X HCRIBEBRKE <35° C, HHEREMET 05 NG, AL f
TEL IR Z W IHLT § 2 RE AR fodtath B & 50 F 7 R B AR = . &0 4E b B
FOF KRB BT B 6T B R it B A EE, TR AAEZABER M., B
RAEMRMEE, THEN-ZIHERREY, AEFE. BRI, BXMETES MLE KER
FOENNECEERERZANEELRL, N2 RE TN ERF AR, I RIET iF
i L AZ AL HE R R WS

13. R¥ERH

RTS8 (3B H R BRI RS ) & 5 ] 2w Bk BR B BG40 46| U A % RORL, 2 8 ] A
R AT L R RN . R U B 2 67 R 3 A i SR TR0 R 38 o H RO e A
BRREFEFEL. EAZHEAT, BRERELATFIETAL.

14, BERE B WA ERE

FHEEM R IR AN EEFRERZEE. BB ROES TREZAENE.

15. FFTh b %

B FF o 66 30 B e AE kB v PR 2 FT R PR, Rz A

16. Yl: LB EHE

e LI BE LR X BB A 5T o, W R 5236 % A T B8R 73 b Fo A bk B 8 97 A Ok

FAUBIEN T S REY B TR, BRLEERAERT S, EERIN LERRAL
P R AL A8 . DU B S AT AL B R Y A 1A R MM B R A

KESHBFEHAEFTXBRGET, Tl RAELRFELERG LA S.

BREERAR T AR E A M iE 3R B A 3h A fo Al % o o i &k 4 7F 8 2 R AR
WE . A SRR A5 R A 0 At £ B 3RAE, (B R E MG KL F AR
TR e JR B X AR

BRI

FE P B An 98 T B8 A RO R AR B A BE AR B K R, v e R B A (AT ER L A 6%,
R A 2%), MmyFmta B B 5 (FEALEEA A 3%, ZRFA A 1%), mFHHE
Bl (ATMLEEZL A 0. 4%, ZRUAIA R 0.1%) Ak £ R FrE.

T — Tk TAEALES v 3697 S M BOR K AE R (<2 %) LERZWIGERFTHE
B, AR T R R R oA TE (ELET. BUN. BEskmEs. S&G. S8 s
TR BT ) L AEKE.

Tk T — BB R TH V4 (12-16 ¥ ) B il L8 T o W 5 2R A BB 5%
B, e AT B L ILET PR A R B A R AL, AL N B, £ 4N IRIT S
.

17. 3445 Bt R BEAENLB 66 A sy B

AGERTHEMMERG, T7E%E. L2RELTAHRIER, &7 5 2K E550/

Add MAH information into label
EARTE Wi



SN IET REFYTRELEES RRFRBINEH R LR, HARLTH
2RI R

18. HAEFRA LK

YR B L AR R IR T VT e 2 xthe LE R R E . (E R UBUR 254 (AED), @ #E4EHLE, W
A3 A F R B R

PO A i 7 3R 2 A 13 A L B e KU B U T A RS SR I Bl R AR i (B0 [ 24
Fom AL A,

HETILELGEEAL.
19. P& R KRN

FEZARBETHEZFRE T EHKR A (Stevens—Johnson ZZA4E (SIS) Fuh FH 4
RELHMEE (TEN)) (Z [FARRMY). KR E L EERRER Y EMEfE SIS
fo TEN MKW B4, wHEBOIZREX 24T HEE. ZlEBFEm™ER KR
RLEJARAE. 4o Pr&E B 3L STS B TEN, 4% b (A AR .

[ZEkHAMALALE]
1 R KD
AR, FEALES R AR AT, ELYE R A B RO A 4R Y 2 AR AR L

PRI R A T B L. NERE RN BRELN, ETENRE TN
BILR £ R NG A8 (nfUEskfG, hanERfn/SEHR, jE TR mEM KRR
GRE ). EARBELRTREIET HAARE.

AN, R B R T, 522507 th, TR 5 ABD BR&-ia T A B KU A
ERARNEFANEEZAL, FERE, ZP¥HEARN BB, AR HUERTHLER
VRA KR MY )LE O AL, )5 SR AT TR, ) e o KU A 3 A
] ABD (G FEFEALER ) T Rk m B 77 oy R

ERBHEZHBMEGY (AED) B9 ABEAE L, BiE3KE B 6 H 4R E 2 27 %, L
B ARE (<2500 0%) BREER. —FERFLARRE, TENRE THUEEHE
T B LA AE/DN TR )L (SCGA X HMAREAKFERRSE 10 MNEAMLUT, DL
B WMEAE., ERARERHNES SCA, HEARBREME. EERYEESEER
BB L RS SCA W EREEg. ki, SHEEKREHM (KB 3MHA) ZiELEEA
FEOL B O L AR L, AR e AR S AT B Y LR S SCA NER R E R . WA ENT
Fedh L K2R, M ARE AN FRR LA XM R .

AT A IR 25 KT AU Bt A REAE R JR 3 06 70 A 0 . A R B R SR B () A o, SR
T PR A i S 11 VE 22, U B e 2 R L BV TR S

AR

EFERY (NAAED) A HRBIDHE RV, AERFIE LB LT E, Blo
Ml Am. DREREN L2 AT E, FF THT AED W )LERE N 0. 39%-0. 46%,
HERA BB F LT AED T B LB R 0. 12%. 4 T AT, R T = %
F0 (CDC) B Y 2B o H#IAAHE, KIAT —MIMATRLAERN N 0.17% FMEAEZ
IR IT B L e AEE XU AE tr, NAAED 43 4R BT o 40 R & FE AT vt g Ay 0 24 et XU 9. 6 (95%

Add MAH information into label
F19T/FE317



EfE KJE= CI 3.6-25.7). 3B (UK) BOWfodE IR B IEH 7 R4 0 R EHE W AR &,
TR TN LT B LERREY 3.2%, ERERAZIWORLARZEEL 4
R 16 f, HRRERNN0.2%.

FEALERIE ST VT DA BRI B P & MR TR JR I DL T HE B 5 B e B P B Y
Y, 8, ERMAANMERTE (RERERZK) TUSERLERREEZ. BLAS
RS A )LSE T, JF EL¥T R0 e LT 52 2 e B B 77 . Rz S AR 2 2 6 W IR
WB T %, FREARESRSHATIBT . M Y B 8 S A R T BT £ LE S ALK
WHRTE, HARUETRES SR, FETRENAR XA —IHERBEERTF.

Y ES N [HEEFHE]
2. & otk

R A fh 3 N R A TR A0 e B v o R R, (B R R BRI R B R A/ BB LR £ B K
R T F T B2 3t e LI 0 09 B ) R AR

3. w9

Te B AT VR Y By MR ILR SRR B LR R T UG Aug i, UL, H LA L A 2
J2 AR FLR A B L Bk A DUR B B R Rk A, DIR R Z B E AR A7 L AL,

SO RETHNENEFIERE LA AREIEERY, B RANEREETHELE
W 10-20%, X —FEFExTE)LE e g, AL L NE A .

[LEAA]
WM K AR LA s )L (1-24 N W I8

W RA E AT 2 5 LT BN &K ME. KM AT R B M2 X {ES# Lennox—
Castaut ZEAMEM K KERF N L AMMARME. E—FHEI. XE. LREANBEHEF,
T Y AR B O R e BN A LB 25 4 n ] IE 9T AR 1-24 SR IR AE
T MO LA . M . 23T 20 KRR EFIRT (£ 5. 15 fo 25mg/
B EERET ), FZeRUNA L, ¥ I OH 6t B 45 8] & 1E o A 2

—EILT, X — BT IR B A RR DA i RBOR L E B PR R R
RAEAL, RAE LAREGE)L/ 4L (1-24 NF) M BH R —FIR. KEWT RAR &
KW, HELRRM/FHE (REERANEEHRAFANLERE, BAEK/EHRE).
FR GRS B E A v RN/ &R/ KT & M E A BA L
FRAERHRAIR TR

AN L E B R RS (TR BRI AL h 12%, ZRIFIA A %) Fr R AR 4R
T R (EFAEALEE A B4 h 40%, ZRUNAN 16%) M E. £ L IAmEay
By R P R AR K R S E ThEgf R RN EE: RERRE. XLAE XK.
R BR FEXK, PPRERR. wRM L AEEE. ARALEFRUEE T AEME L
L

FErL B b Y B LB A (AT EE A AL 5%, LRIA 4G 0%). BUN A (1
AR BN 3%, ZRAHHN %) & aFAT (EMIEBA 44 34% FRU
G 6% ) B K AT, I Y BRI K (T BR A B4 7%, SR 0%).
RRMBEERELENRNE R AR B LS. AN ER YR ERAE TAAERNE
FIE (FEHLB 25mg/keg/ H B F AN 5%, ZRFIEHR 0%). ¥ TR EBERNE L.

Add MAH information into label
FE2001/3:31 70T



MBS R AR AT HERLHEY, 2T E AT (ETEY 5%
), BHUWAEAEMAUAT. XEREETHLAEEETRANLA N 6%, 7 Smg/kg/H
4 10%, 7 15mg/kg/E 4K 9%, & 25mg/kg/H 414 14%, HEBFLWEANELN 11%. 5
M E T B AMAE. WA ERLERNE L.

FEALEE 3 BOR T P AN M AT £ B R AR BRI EM KT .

KA —F W EEIRT 5 8 @, REACKE S 2o B X,

TETF IR A 3T B0 2 50 IR SR B, ZABAT A K o AR B W ] T e A 3 R AT A
AG. AR AP LB ER B RN, AT ENRZ 68 WA, w7 s
BEBHIBTHER, REZERBRT EHOBERRE (flan, BXBRANENEHTREA
F WK ).

XTI BT E, BT HEA 37 F1/1000 B4, FH A QMR G S
TR AR (1-24 M) LER T ZRAT F AR, BERkPZATRETEUEIRTAX.

FT <2 3 W R K M B B 2T %
AR BN LT E AT 2 5 U T BH N Z g K k.

[%FRZ%]
A B A

[Z5REFR]
FEARTE &, WA 1SWEIHE XA LR,
At 3 2T YU 25 B9 1

FEOULEE S LR CRZ X, FLEF. AXERR. KEWZ. IAHE) ey
. BREEAR D B A B K AL 5 K 6 i o] R BORZ R ROREIE B sh, FErbEat
HEAMARSMRRERYWH. ARZENYE T h TSNS &EFME
(CYP2C19) #4615 A 5 B, L, A AEfT AR 2K 2 3 FG PR b 5 DA R 2R A
B R 44 R 0 3 e R FOR

—TBUHIN B AT AN B ERAR A N FHRET, EAE = Re, A E A
B 100mg E 400mg BYFEALEI T 23 An i = RMRASMABREZ . 7 FHEFEX 327mg
I = A 2 v AL B R A LR E

LRGN 25 0 3 A s By

R F A B 7 T ARt e oy o JROR . FEFE R ER VBT AR BE R K2 R
G F-Bf P A 2R AR R B X R DU RIT O KR SEAT R . R BR B A B4
RAA2F £l R LA B 6 Fr B i R kR, A R B

X oA B AR SR Rk LTk

10 XEHFRAN S AR AW EERNER SR

Je TR 2 4 JUBH 25 4 i 25 0% FE P g 1t 26 9K
KT — ok L (48%)
+ 4 #-F (CBZ) - L (40%)

Add MAH information into label
21 01/331 70T



X - -
HE=% - Z
KEWF - NS
EINLL] - NS

- XA G AR T

wxs AN B LI 2 M0k B e
L mRIGYRE TR

NS: RFATH R

SREHMNMEEER

R — TR B RAT 50 & B 6] B AR B 8 3 v 25 - R o 4 T AR(AUC)
T 12%. (BB EERA L le R B SR A P H. R H s 3 987 0 8 2 A R 542 ) i B
A0 LV R v 3 Y VR OR R

R ZY: £ -5 o R 22 (Img Heig 7/ 35ug MR £ 77 # 7 ) 251K 30 7 41
EAER AR F, R e B — M uimsy, HEA B4 50-200mg/ H B, %A 5| A2 M
BWREGRASNME AICEL AR FBEXNEZT . ERI—THARF LI, YitEs
WX AF, HAtHBE A &R 200, 400 X 800mg/ H B, BB Ay AUC {5 B & (K, %
R E LA 18%. 21% K 30%, FEXFERA R F (FEHEF EEE A 50-800mg/ H ), FEHt
B X B B B fL 3¢ AUC (3 = A B E ¥, £ 200-800mg/ H 4Lk B A BIE Bl 9, JhikmE
113 AUC {H By A 5 A6 B 6 25 7 A 4H 1, {E4E 50-200mg/ B 7| BB E Wk % R H H 1
BE. B EXBA G RE XIS, RS O R 22 AR e, 22 BT T
o, FALME DTSR m, FeRASMHRE R ERZLNES, NEREEAE
e 4 11 32 9t B (AT A ARRAE, B oK K AR T3 4R TR 9 o, A7) SR 77 28 22 2 0% ) AR e T
BT

BRA: EESEH D ERA A AR 200mg/ B X i, 7045 AR 4 42 25 g AUC
T 18%, A EREB B H AR5 200mg/ B 6T B, HARNEL MR h ¥t
2B, (EARBHNFELZR 600mg/ H B, MAF4EIHRE M AUCEA 26%0 7755, Fril, &
o5 A AR B, R MR A A R

AW £EANEMSHNE SR, ARG EE A (R X T RS EA f0 5 &
RREHG B R AR LY. AR DL 100, 250, 400mg/ B th#% 38 7| & 5 A B BR & B, FIBEER (4
HFE A 1-6mg/H ) By AUC (AT T H (250mg/ H o 400mg/ H 7| & TR AUC 44
T M 160dn 33% ). B A VE A B (R B fn 9- B KA B ) 69 25 (K 30 7 A IUA RN R A,
9-FFAN B LR, FEE G E M TS A R Bt AUC AR ERFEERE, H
W, A& GAEEHEGEEER TR EE.

FRAER: T —IXERSEHAATHLME BRI F, TN T EREH KA E
AU (B H 25mg) HHEWER (B H 2K, BK %6mg) ARSHGNRE 1 #4ME. HARERE
T, TSR E R AN SRR, REIEAEERY Co 8 27%, AUC 34 29%. 57 &n b & AL
Bl R S, E L, EEAFAER AN SR ER, T HZRAEEEN AR E. 5
BEAMEARAERRAARINFLRERH. GRRBRERET, EREFFTUBEIEAR
ERE, WEREA M, ERRRE R TR 6 F & e e R .

R EWBR: KATAR G OB R AR A R B AR R, R
WA RN EE LB S I w o A 2407 7 AR

ZHEX: —TAEEESEHFRAITH G ERAFRE B R T A = F
ZHRE B A F A R PN RAH R hF. ARERE T, E5HELE
G BT, = UK Coux F7 AUCw1n B T35 {H BB A0 T 18%Fm 25%, 1 CL/F FHMETHT 20%,
{EAE P B 3 — A T FEPHER X = B XAIZG 30 2 9 570 2E I R B 78 SR A WA

Add MAH information into label
EE220T/3E31 7T



5 Z WG B, FERLER 69 O RO SR RS A P EAR, M R R B = W IR
B 25 s 9 M e R B ROUH A A . B8 — W BT 69 B3, B3 mei 4% 40k
B VR 7Y BBV R AL S DU RO 2 o L RO e

WARFIBE: T RERE HATHA WA BRI E, WO T AR e
17| BR 5 FEAL B B9 R A R 20 A, S ZU BRI AR AS AUC PR 15%, T Can KX E7H. b
EAABAFIF B IERE, B AN MR Cufo AUC 25 T 13%F0 16%,
TE MR I AL Ca o AUC T 60%, R A oG M R . YA % Sk
BB & B, R 7E ROX R RO R

BEAMR: O T S5 AT AR Sng/ H 56 F AR 150mg/ H By, 2 AUERE B
EHEFIARARES AR ¥, SRR B, I ARMLRK AUC A 25%8 TFE, Hib Kt
W A-R-FE-RF AR (ML) Fo 3-N-2 247 A Bk (M2) 23] T# T 13%fn 15%; BAEL
I ARG B A ARSI B F AR BRRA R BT 6 AT A BRI AT AR
BT B R A R, AL Y R AL DU R 4 o R R e T

HEHAWGIA LA

R REERWNGY: SREGIREEEGGMFERERR, iR % R
M. Bk, ZEGER A G iy, R S X K 254, ORIk Sh 2 4y o b 77 A — R A B 45 8 T Ak
P ey A PRI

VX W BN A AR RS KRB EE T, KARARREA S A%
AR, AHARA AR SR, ZHEAT, FRAGEAXREFEE T, B0
ERFARME2ARE (0 DEEER] Ao (A RRMD). ZMA RN IFAZETHRS
775 B A8 B AR R 1 AL

TG, ERAUBEMAARe AN, TEREARAR S EREZALATS HHERLT,
HAM AT AR (X AZOERIBRERE <35° C, Rt ET#ESHNKE). £
FEHLEE AT R BR 2 60 R B B o, XM R B W AR FE AL BR AR 4R VR T BB A B .

HAEFKEDA: CRETIUEE S %A F KERALMBEAY S G, B b7 i
[ E FRAREAL LB (PT/INR ) T F . 4ErLBE 5 25 A & K #5071 & FF 425 B, B &0 Wl INR.

He W B R AR FFR:

TR RAF I 0 T 4EMbEe 5 LU MR AR h FR AR, HRERLETT
.

F11: REHUHEEAGRANFREER

ek & B R FLuhES R E
EEREIN - NS
R F= M AR Can F AUC FH 57 20%
WA (v i - -
H T2 )
AR - NS
B4 AUC F+5 31%
E Y - Con 2 BT 9% 16%, AUC 2Bl 7+
4-RHEZBRR Cu B 1T (REHE | & %R 17 (TRERFERHE 2
HFH 2K, FK 50mg) W K 40mg & 80mg)
471 iy 3 ( O fRAR - NS
T425)
EL T - -
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R Wi RBE AUC T 25%, = 2B MR AUC #7575 20%

B AUC T 18Y%,

N- B 3 R A
SHLEH - -
AEAER AAEF| R AUC A+ 16% -

(K% 50 mg /120)°
%o SR, Cu AUCTFHELE

- AEHW LR AUCEBH (BB 15%)
NS RHATHIR

" BARAAER R, AAEFERAUCAHE 14%. BEENE TR TEARISIEF A TER.

(B E]
BAEAIE R

CAARGMILBORE, ERPEEEHETR. B SEEG. AWEH. 29, 1
MME. B RGFRE. KB R B, B0k, IERA. S EoRelBilE R E ROF
TE, BHEEARN S GERNIRE AT HRE.

AfLE BT EHRMAERTE.

B R FEAL B R i B B B 96-110g 2 8] HL5 B8 20-24 ey B, 3-4 X

'R

WREEHYIE, RFAEREI ST REFET, EEERSFERERHER. % E
EEN LA RAW AR THAT. WREATZIFREAFELBE G — AR 5. BN
KEAAK.

EWGHEMEHTOHRR (0F), UWREEEGNTERRTHFEN.
[ KX %]
WMWK A Bty xR R B

Wi R AT BRI E R B R T, BT EABNYRAFTILE (6 FRULE), WAk
FWEAHPMERERRE LA EEEEELENRAT 2-16 5 )LE, WHET 2 % KUALE
R A Lennox-Gastaut ZEAE BN A E0LE BF B, AR HTR.

BT

B 4 AN Z PTG FATIRIE AT FE b B 2 259607 31 0 B b B B9 A Fe 6 % KDL
FLE BT AT T 3. EPMN-106 R Ie 1 487 4 (FF#07E 6-83 % 2[5 ) H ¥ i 4 R
W (E M LA SR 2T R AE ) By R SRR 24 o B L. B3 B AL 0 e A e B
SOmg/H #n 400mg/ H 4. BHHEEAERNENE, HEAEFFE K BAL ) ELER 2T
PR EMEERENEN, RESRE — 4 BFEANL)E T 6 N IET, kBRI
FH R RAE. EERT RO R AN E AR R AR ELEIE — kLR
AR B M LR . It A IS — KOBUR K fE BT A B9 Kaplan-Meier 4774,
KWL G AR 400mg/ B A LT S0mg/ HA (p=0.0002, Log Rank #35). T Fth& F825H
KB EANGS BRI BREN T, THEMIOAWEGHNEELEEZR (p
=0.046), WHMEEFEANANEHE, GHAEANEHCEAF RGN AN E 100mg/H.
& Kaplan-Meier ByUE, ZERTH 6 NMAF—4FN, BABLAFLETENLIEEH AL
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Bl AR TARK B4, 25K 82. 9%Fn 71. 4% (p=0. 005); 75. 7%F0 58. 8% (p=0.001), N5
P40 K & VR A B R Eb L 5 0. 516 (95%F[{E X Ja: 0. 364-0.733). % — ki
KAEM ARG T R R m Tk, S8, WAl MEMCE. KREXL. JUREA . D ie
6] . Fk % AED {# i # = B A~ (6] B TP 41 = [ & — 3.

FEYL WK d, BA0IEIT 15-63 % 2 F B A ML EN G ENEE (48 #]),
HHLAWEIT R N AR 253897 100mg/ H = 1000mg/ B . S B4 6877 R EE K iT¥#
FRFEAEL. SUBEANBEEHS 1IWKRANBAEFH LR T RGRT, BAANEZIE
EBFEHZR (p=0.005). B E4EREGTFHEE AR RHRE (p=0.002). K
FHAEW I RIT R BTN ER T F EEBE TEaa 'L (<0.002).

EPMN-104 369, LW B ABWA R AFILE (6-85 %, 252 ] ) RITEMAINERE
WAL A A E4 (25 3% S0mg/H ) Al &4 (200 5k 500mg/H ). KR LEH, EXEFIHA
IYHA S4neh B B AL R fn 39%MEA B ALEF BN B AKAE (p=0.022). ZEHUWN K EE N
LA 3 REMEBORREREE BN G X0 ER L, BAEALETHEAEAL
(p=0. 015).

EPMN-105 X565, #15 Wr h B 19 6-84 & B9 (613 8] )X A & 100mg/ H 5 200mg/

s REZETBRAWIET (FLHE-FRARR). A7 B3 B A ME R E K
1&&%%&@%%%@%&%& RE ALY, AR Z R 9S%EE R ERN, EEEE 0,
PAHA R LR ITF B EMZ . 70 b 7 4 5 ik 7 4L 8 i RO A R, B3ER
IR G K T B Y B e B — RO & A ]

SR YI F1 EPMN-104 W EH HKIE ) 320 4 B (HE 32 4/ 0N FEF 16 %) \43|¥
BB, ZHEFEZARRET 254, XLHRET, EEHETHKENE, K&
WA, KT AEZAN BN TE RS ATRCEKIA ST R,

y i NP d
IR A B xRS
JRN e B KA

6L, HEAL HE . LR A R PR 5 P %6 AL B AR iR Y RO ot R
KA BT BHAT T VR, He BOR B M R 1 A BT R AR A T K AE B O B A T
AR T R AL B 7 B 5 2 RUR 2 B AT 0 o A . — B b B R B 5 & RUR xS AT B Y
.

xR, B RRA BB L RASN, RS AVRA L ML e BN s . £f
MR Y 4-12 )E*];Euiﬁﬂlfﬂ, BHREET & H Myon 25 s R . HESHH - Em
MAAEZED 120k (12 FB A A 12K, 8 FREEIHA 8K, 4 )%éﬁ%éiﬁﬂﬁ 3R
B, A SR SR T RO X ME, FEHL2 L2 %2 RUR 41 848 0 B B9 48wt B Fr 7
4, ZNEREE I .

AL 25, FFHREETH. £ S ARG, B AEFEEZ 100ng EH T4,
Mije, AR REESE A2 100 % 200mg/H, HEAFNEEAE, BREEFEFHZ
A B3 o B, BRI (1196]), REHEAEN 25X Song/H, MEGEANKEE
h 258 Somg/ H, HEAFEFAE 200mg/H. AERERE, BEFHNL SH12AHH
FEl., AR TREREANEAPHEZR. HENHE P

2-16 % )L EH oM BR X 1E
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FEIANZ R FEAL FOE %R A BRI R B o x4 i B A e v 7Y L & 36 M
KA KAAT T, U HLBA R MBOR A, FARTHAA L2 T RN LER
R b B A 2 R B9 Y 2%

AR F, BHERAFCAHE A7 22 RO A £ A3 BRF 2 Ui 28 (AED). #F
Pl %‘Ewﬂ%é&ﬁﬁmﬁ A& ABD R EFE. EREH, BIED 6 KoM LIERE
BB LA R AT RN B E AN TR 2 RA 4B A4, BARREE
AED,

MM 4 e, FFaaia TR 8. BF G E RAERZ 25 8 Song FH 46, AR5 RE K
e & 25mg %] 150mg/ H, EﬂLﬁM&QﬁEl% 175. n5&4mm/a X — 5| B Z AR
BHKE, K% omg/kg FHHEN, RERLEMZIAETM LS mE. AEHESE,
REVN 8 FWARERITH.

RRELEREEELREXERE

NS FEHL HE . 2R A B R de o x4 b B An R e Y 2 % DL E R R M
AT TR E M ER WY REAT TR, DL — 5 B R A6 v e A SRR B9 9T R

TEAFG B 7R LB B 2 R S & R ARR 2 AU 25 (AED ). B 58 o,
BAETE 8 FEALMARTEM AED R &, HESHUAZD 3 REXELERAIE
ZF R A B A R e SOOI 245 B A L B B 2 RUR 2 S AL B 4L

M4 )G, Fraek TR EH. BF UG E RAERZ Somg FFiaiEAk 4 A, %F%
FE ¥ | & 25mg 2| 150mg/ H, FHF|HKF|48EH & 125, 175, 2253‘4400mg/EI K—5 &
WMEEHFRE, K4 omg/kg BEITHN, REFNLEMZIANET A RALEIE. ?JE#“J%
B, BEHN 12 F T IETH.

Lennox—Gastaut 2 &-JE X B iR %

TEAANZ 0 BN E R AT B e R 5 o AT AR B m iR 9T 2 % DL L Lennox—
Gastaut ZZAE BT AT T, DA 3R 3 — 57| 2 O F] 48 vk Big o 22 LA 1097 2%

FEAF R, B E R BE R Z A SN % RV 2 MU 2y (AED ). 74
HNFF I A u%f/lé& 60 KR AN o B 7E 4 B 2k M AR 6 AED By SR A B

VAL 4L )5, 5] B 2 RO e U 25 B W AL N L R A s AT B 4l . B3 e
B ARA & M 25 1mg/ kg 36— 88 J5 % —JA 3 in 2|45 B 3mg/kg, & = B ¥ fnF| 4 E 6mg/kg.
FEEERE, BFHNS AW TN, 7T 2R RIEHNALERBEME T 20 EfE
JLAR B KA E AR B AR '

% 12: 6 MBRAHSMEMEENNE. ZRAXNE. vARBFRETHEHANE"
TE A E TR FEEE E AR E (mg/H)
200 400 600 800 1, 000
YD B 42 42 40 41 - -
A EHME 5.9 200 390 556 - -
7 & gk 6.0 200 400 600 - -
YE EE 44 - - 40 45 40
FEHME 9.7 - - 544 739 796
F & PALE 10. 0 - - 600 800 1,000
Y1 B 23 - 19 - - -
FlEHE 3.8 - 395 - - -
F & FALE 4.0 - 400 - - -

Add MAH information into label
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Y2 B 30 - - 28 - -
F B 5.7 - - 522 - -
& A 6.0 - - 600 - -

Y3 B 28 - - - 25 -
FEHE 7.9 - - - 568 -
7 & s £k 8.0 - - - 600 -

119 BEH 90 157 - - - -
FEHE 8 200 - - - -
& ALK 8 200

“TRAFERER RS, TRABFA RSN T: FEYL, 4 /8,
JH: FEYE, 10 £/8.
A AT H I NE SRR T L E I B K AE B BT E AT R

FEYDMYL, 6 F/H; FEY3, 8K

BFERRA MR F, HETENREHREE TR ELERENRD. £ 1371 TH
KA IR BRI A B 92 o P AL B DL RGBT 4L R A R W E 2 B CUR K AR R BB ) &
S0%E B HE 4. TR, M FERAES EREN SRR EAET Lennox-Gastaut

GEENRBTBAT THE.

& 13 AXE. RRAME. wARETHTRER

VES TR Z R B B A E (mg/H )
200 | 400 | 600 [ 800 [ 1,000 [ 6mg/kg/H"
B K AE AR
YD A 45 45 45 46 - - -
B % ALK 11. 6 27.2° | 47.5° | 44,7 - - -
BB % 18 24 44° 46° - - -
YE AH 47 - - 48 48 47 -
A % AL 1.7 - - 40.8 | 41.0° | 36.0° -
A % 9 - - 40° 41 36 -
Y1 A 24 - 23 - - - -
B % H AL Ek 1.1 - 40.7° - - - -
H B % 8 - 35 - - - -
Y2 A% 30 - - 30 - - -
B % H A H -12.2 - - 46. 4' - - -
A % 10 - - 47° - - -
Y3 A 28 - - - 28 - -
WD % ALk -20. 6 - - - 24,3 - -
BB % 0 - - - 43 - -
119 A¥ 91 168 - - - - -
B % A Ek 20. 0 44.0° - - - - -
B % 24 45° - - - - -
JLERBEZ RS
YP A¥ 45 - - - - - 41
B % A Ek 10.5 - - - - - 33.1°
BB % 20 - - - - - 39
ERAMAHBREMELRE"
YTC A%k 40 - - - - - 39
WD % Bk 9.0 - - - - - 56.7°
A W 20 - - - - - 56°
Lennox-Gastaut &A% '
YL A 49 - - - - - 46
B % ALk -5.1 - - - - - 14. 8
A % 14 - - - - - 28"
WE B R AE A2 28 - - - - - 52°
EJ

Add MAH information into label
H2THFE31T




010, ¢ p<0.001,

5 ZRA L, * p=0.080, " p<
=0. 065, " p<0.005 ¢ p=0.071;

¢ p<0. 050,
" HBAEARD % B ALEK PCTC EZE K AE
DA AR D % A BB R AR, B dn R B M B R 5K M RUR K E
"ERRERREHERYD, £, REIBENKE
*RTHEYPFYIC, FEFHREHWEFAE (<9.3mg/kg/H ) RARWEKRELAAGE 6ng/kg iTHHy; X
FIE5 125, 175, 225 2 400mg/ E 8 mg/ B 7| B A AT .

T s ge, AFEALER A B TR T REAT E AT R, AL AR AR 3K
S BOR K AE R AR Bee R B U0 25 %8RI B B 80 6 22 7

[ E%E]
ZEAEA

FEVIL B T — M SR AR BR B AU B9 S AE . S B LW B D0 1E R AL B A A L R AR
SN Ir By o0 22 T A M HEAT L AR B A A AT O R LRI B = AN VT R B T R OB
EH .

FEPiL B T FELIY [ 4o 22 T 45 8 kAR AUV R B BB OB st AR AL, S AR R AT I DB AR
F R FE MBS VT DUIR A543 FELUT 9 S . TP B T DA A v — 425 T B2 (GABA) 7% GABAA
ZARIHNE, fnik GABA R MR E T WIS N E T, & W6 BR 7T 3 58 X A 4 ) o op AR
43 R TE R

SRR AR — A KRN o B D TR BT, AT S 38 e 3 A A e 1]
F LA 5 K E L GABAA ZARH 7 XA .

BT BB S R AEX G YV B AR, T iR XK - A gk
t GABAA ZART A, +EAbE: T #4108 A BB (Kainate) MEXLHFHEEALR (AAR) Z&
f Kainate/AMPA (o—&JE-3-FH-5-F X RIE-4-TH8 ) TAWIER, {Ext N-FH-D-X
AE B (NMDA) #y NMDA Sk A 7 0 6 01 B v, 4R P EE A9 Bk 1 R 7 1pM-200pM S5 7y
5REA K, 7 1pM-10pM Py 1E AR,

Bh A, 6 I B T 90 6] A BR BT B e — b [R] TRE. X — 29 FEAE At O J AR BR BT BRI 2
Bt B (E R SR %, A 90A N S b BE G0 16 B0 = AL

T R, FEEE X ROR R AR K (RS (MES) 8y K B KN RA LR
BRAEF, xdoh i 26 20 A 6 O AR A AT A, X SEAR AL B KO K B (SER) B9RR B Rk
AR KA, BRI S A% 2 & SR 5 5 0 K B 5 B0 K PR 2R M ol R (R AR AL i
B x4 1 GABAA S AR 4L K I A5 3 B [ 2 RO A9 ELIBT 1 R AR X4 2 5.

TENRF AR AEUES T HEFRRE o f LAt F I RER, 55X
T B B GUIR BB R A AR A E R . e R B e e R R T I R R e o, RSB 4T
B i A IR L b O R Y AR IRl A K M. R L AC B FE R B E AR AR TR

H AR

Hte

B Ames R RSN BAREJERIE. AINKRAF 2 A2 )7 /b DNA & B iR 36 R4h
B 4 R F R KRB B e R e IR e 4E R O A .
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EFEHME

FEALES 7 A B F ik 100mg/kg [DL mg/m' i+, 404 FA#EFE (RHD) 400mg/H £y 2.5
fE1 R AR LA M e M K R AEF T R

FABAE R XA ET LM MMERARFELTHE, LHF K.

YEYR/N BB E W R O R T AEALEE 20, 1000 500mg/kg (#58 mg/m’ 5, A&
KA L F RUD B9 0.2 1% ), B A | & 41 e R o ( £ 202 U BR k1 )& A& 3 75 500mg/kg
T4 R AR BB AL EL B B LM, T B B BRI B

HHRABRTFREHRYZ 04T E 20.100.500mg/kg 33 0. 2.2.5.30.400mg/kg,
7E 400mg/kg (DA mg/m'i+4, A% F RHD &y 10 1% ) HF E g B0 TRBUA®EA (Hik.
MM AL ) ARG, EKE 20mg/kg BHAE (M mg/n' 5, % F RHD #7 0.5 %)
BN B e St (BRAERK. EW R R EEAE); & 400ng/kg K E & &8 7
WEARE MG RAAE, £ 100mg/ke 3 # E &7 20 & RIKEH ERHK.

ReTFREHRMEZ 04T E 20.60.180mg/kg 24 10.35.120mg/kg ), £ 35mg/kg
(Mmg/m'it#, Y FRIDM2{E) RFEFAERMEE/ TR TEFAE, & 120mg/kg
(Plmg/m' 5, #14F RID &Y 6 %) Al EMNERNZSER (EERWEFHHESELY ), &

35mg/kg R E B A ER AL D FHARERE (REHEEM. EREIE/BILT ).

U TR K R E 4 R W A A B LA A 40 T A6 B 0. 2.4.20.100mg /kg 2% 2.20.200mg/kg,
200mg/kg (LA mg/m' iH4L, H LT RID &9 S 1) A EH FRAFRA THRAAKLTRE,
2mg/kg (DA mg/m 8, ALY FRIDAY 0.051%F) REEAER FTREFLNA/RBILEHE
ERER; & 100mg/kg REEHER BIA L HEEREE (REREEME. IFREIE).

EAFELERWEH KB/ BT LEEERE (EBEHEMELT 0.2, 2.5, 30,
400mg/kg; WRTFTR ) #, 400mg/kg (LA mg/m’ 5, A% F RAD B9 10 1) | B4 H &K
K EFRE, 30mg/kg (W mg/m' 4, Y FRIDW 112) REEH B4 R RER B4
A

BofE

/NRIBRIES T HEAE 200 75 f0 300mg/kg 21 M, WEBBEMMBLERAE. &
300mg/kg ey MMM NR T, BHBELEXAAZHFREXHEFEASG, KR
Fe WA AT BT/ BT VSRR 09 % £ R T8 2. %525 300mg/ke /) B B M 3¢
FFEERNZACNE LY EE AKEFERE (RHD) 400mg HRAEFFEM 0.5-1 £,
FEZ 400mg B A AR ZREHXNITUBERSEBEN 1.5-2 £, WAHEIZERM
ARBE ROty A K. ERRS, FHUBERENEL 120ng/ke (U ng/o’ 5, K404
TRED &9 36%) %Kik 24, KILEREE.

4 oh a5

G RBRTHAERSE 12 XE 50 KZ 04 F4EA0EE 30, 90, 300mg/kg, FH#E (L mg/m’
HE, KAMYFILERAEEFE Ing/keg 19 5-81%) M EAKREFERD.

[4K3H¥]

SHEHRMRG LB, BN AR N Farh: ARFIAFELNE, TEEYF
R, FEAK, BESeRM, REERHRD.
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FE Uk B 2 A 24 B 69 5 2 A R 59, AT e 2 PO R AT R A 2 R
TE G R S8 B, PR B M 25 R 5 9T A ROROBL 2 [B] A K

FEALES O ARG oK . A, EZ A U RFEALEE 100mg 5 ¥ 1E 2-3 NI (Taw) S5
4 5| P i R IR (Can) 1. Spg/ml. ARYE 7 R o IR AT A 104 B DR A5 W 0 AR
100mg"'C—HE Pt B 9 T34 BN 0 81%. A xHHEnbEe 69 A WA R R R L B35 g%, — &
BITET, UL EEELESEAN 13-17%. AL L% S A R ERK,
MR dug/ml DL EBFERY] fE AR A, AR E R EE A K. BREHAFEE 100-
1200mg JEFE B, HFHRN0AHEFHA 0.80-0. 55L/kg. WE B MBI WA 55, LM
SAMBERAY N B S0, X5 LERARESET LB TERAR, BEREX.

TR RERH P HEWER D ERM (D5 T 200). &6 EA AN 315 ot
WOW 25 8 & P A I SORBNFEALBE RO . AARBG L. R oa. R KL 6
Fa BRI ARRER A B RER B AL A R FE B R . BT OB
o, BMRESMERARILEEENE BT SELE M. dARE T IEAE KIS E
o2 AR AT SR R AL RGBS

TR ER LB R LR MW EELERIER (ED A B 81%). 44 66%H “C-
FEMESTE 4 R W VLR AR HEM. o ARFEEs Somg. & H 25k, foB R 100mg. FH 2 %,
HP G REEREDAN LN 18ml/F0 VTl /. EARHAR TR, BNE LA E
WA . TESKFERSHB, B R E BERE. SR, e, ARKD
RIEWRFEL K 20-30ml/ 2.

FEr gt 3R MR Z R AR, H T A0 1%, ERFEH 2R o it
Bg 100-400mg By, E&MZHRy ¥, nEFERERFER, H-HEETaORMENE
kB B8 A, B Th B IR B B R 4-8 RABIRA MR . E TR 0 RIEHE 100mg,
HH 2K, BFPHCuh 6. 76 ug/ml, O RILAEE SOmg #0 100mg, FH 2 K5, EPHmHE
HRAZHA N 21 Net, RIBICES 58 BRI P vt A MA R AT RE, 4
nHy B B T34 3 K R A 3 A xR K (B R X B AR & 100mg B B 7= ot 0 46 B,
ti, -8 4 30. 1945, 01h Fa 31. 07+4. 67h ).

B ARFERLER 100-400mg, #H 20K, R RARZER KD EF, Nk Rz ] &3 An
T At B3

3T o E T B AR e A (CLe, < 70ml/ 43 ), A6 RS By M 2 0 Ph 2R Fo B B0 Pa 2R 41K
W R R, B R R, SR TR, BT RN E
HIEATHE R BB I R A AR E RS, MiREAT 7 A B Rt b AT,

.

HATEZEEARAGEEH, LIToBE o R IR R P T 260, AT EH N
TR A .

TR RO EE T, B nRIFRE T .

R BUTLEHGRFLF

NEERAARBHATIR BT AR A—F, BARGHFELNE, HhREMHNELXE
RA ML A IRZ B 5 R B Rl AT, LEAREEERE RB AR, H,
FAE (mg/kg) FEALE AR Z L ERMT A HRA—H, I8 EIUBRMN A #
P A Lk B 9 AR A i HORJE

[e#]

Add MAH information into label
H30T/FL317



RERAE 25C (T7°F) BT, THRA. & HAEPHFHL
[Ek]
B R R 60 K/ iR
[A%H]
24 A
[Hf717E]
JX20180056
(3025 ik AHES ]
15mg: H20140022
25mg: H20140023
(% EWETRAAL

4 #k: Janssen—Cilag AG

VEMHAE: Gubelstrasse 34, 6300 Zug, Switzerland
(&40 ]
Ak 4 #k: Janssen—Ortho LLC 4% #k ORTHO LLC
A PEHidk: State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico 00778
% )" 4% Janssen—Cilag S.P.A.
% ) Hidk: Via C. Janssen, Borgo S. Michele, 04100 Latina, Italy
B ABKRF R
&R TR DA R
Wik RELAEXTEFREERFE L AMEENE 19 5
WY B 4w AL 710304
BiE 570 400 888 9988

HHEE,  (029) 82576616

Add MAH information into label
HF31T/IE31H



