Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

BAEH#: 2007 £ 02 A 20 H

B HI: 2008 403 A 19 H. 2009 4502 A 11 H. 2009 4£ 05 A 22 H. 2011 402 A 01 H.
H24H. 2011412 5 12 H. 2013410 H 09 H. 2014401 5 07 H. 2014409 H 13 H.
H 30 H. 20154 12 H 23 H. 2017403 H 27 H. 2018 4£ 05 A 18 H. 2018 4 11 H 27 H.
H 21 H. 2019 402 A 26 H. 2020 4£ 04 A 01 H. 2020 £ 06 A 19 H. 2021 402 A 18 H.
H 19 H. 2023 404 H 24 H. 2023 4 06 A 07 H. 2023 4 11 A 23 H. 2023 £ 12 A 04 H.
H 12 H. 2024 5212 H 25 H. 2025404 A 24 H

Fart AR A B VLB 5

A A e 0 B P O PR R TR 5 A

(%M 471

WA AR FELER R

ELEE TS S

YL 4 FR: Topiramate Capsules

PUiEPEE . Tuobizhi Jiaonang
[t ]

PR FERLRR

LR 2,3,4,5-3-5-(1-F IR T 2,55 )-B-D-AH it 5 28 LTk R T

(RS AW

o o
HaC o CHa
° 7’\0‘ o’k’
HaC CH,

T3 CiaH2INOsS
A FE: 339.36
Akl BERRZTF4EER. TBYENT K30, REMEALCS . 15 IR IR 2

[#R]

2011 4E 05
2015 4 06
2018 4 12
2022 4E 04
2024 4 12

S i B o P 2 » W 8 0 1 B A B €, PR 1 B B 1 AT R A /N B

This copy of the document was generated on 29 Apr 2025 Page 1 of 36

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

[ERE]

AT RN B 2-16 %7 LR 370 VRS0 & AE R n FYATT -
(3451

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

XA LEE B HEE M BT UGG, SR mis, WERHSGIE.
HORL A B R %

IRFEH T AR IR ARG, W) LEMEFEN.

FEAL RS FE T DLBEAN TR R, BT DL/N O HBF T R B0 4% 5 N e D ) (B8 3K
PEEY) LR, BIWsERE . Ok, DKk, #e . A T R IALER . ST OE, AR
G HE, Er LR TOP”— . AFAFEH IRBERIE A 7, BIFER ERAE &Y 7
T . AFAE BB AT ERFIR A aY L. #i{E B E OB SRR/ &
YNREYSEENFF IR N 250 AT, SLEVOKA R T RIEEE ERESGY . A5 8WRE S
NESERIERR, AN RCE A

R A SR ITIS, AN W i FE I TR P DA BB (T R A I 2R i8I
A W0 B30 191 75 1R R R 2 S 1 FH o DA B S FE I RT3 RS S i VG 7 1T, o A sl fse
FH 2K BRI 1 PG P i) PT RE 75 B A S R 7

ST SR R A
InREYT

WA (17 B R

FI RN M AFE 25-50mg FFah, ARAT 1. (EF 6 ERRGFIERRE, Hk
AT RGW T .) BEGRHAIRE 1 8% 2 B ik 25-50mg (£ 100mg) /H, 4% 2 R . NARYE
I AR R AT R R, R B E AR R H 1 IRIIA BT 2.

FENRAIT IR IR RS, 200mg —it 7t s fkiflE, HHAR. Hik, R 200mg
VENBARE RO E, # FH HFEA 200-400mg (43 2 AR . Nl 834 %8252 1600mg/ H 1)
FIRIRTT -

FIRHEE ARG TR AR EIEER RN, BT R,

2-16 % JLEEE

VEIMANGTT, HEFAE: H A 5-9mg/kg/H, 70 2 IR« 7585 5 B 25mg

TrUE (BRE /D, FIEJEE 1-3me/kg/HD, IR 1 8. SR)G4EAIRE 1 882 FhnE 1-3meg/kg/H (4
2 PR BERARSAERIGRBER . RARE IS AR BER AT AR .

This copy of the document was generated on 29 Apr 2025 Page 2 of 36
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

vt H 7 30mg/kg/ HBHTHIT, HE s 32 1k B i .
TR
BRI EE

o ThRE A2 40 B (CLer <70 ml/43) AT BE 75 B PRARA b & . AL 4657 & A4 RF
& AR —F.

HI T2 i AT LGS AT LR B B, RUAEBEAT BB AT, 48 T8 H AR 1
HhTEFIE . APTEFVENL T 2 RAE BT TR R GE RN 45 T o b 7275 8 m] PR P e P PR A A
RN CINTTES

FFIRE SR B

T T GE 52 451 58 3 N 1 P A RIS
[(AR&M]

AN R AETE T X EE A B FHE BT, AN 58 TR A BAR S A
R MG, ARese e SFeMtERrA et mH, BTk RIIG RS A A F
S TN REAT, IAE—Fh 25 I RS S B A R ROV R AE R AR E S 7 —Fh 2
B RIS TP AN B S AR 2k AT LA, 3 LT 8 01 I A s R S 38 b W82 31 A B e w7
KA,

I RS SR

) — A AR T 36 B s 2 %o T B 1 22 s EBEAT VR4, FENEHE 20 TOUUE IR 56 1)
4111 G (Horr 3182 FIFEMLER A1 929 2 &5H)D A1 34 TiFFSGatEe i) 2847 7] 3 1
I AR 1 36 Hi i Lt$%lﬁﬁfiéﬁgiﬁﬁ$$7if@ ERAy MR R AE . Lennox-Gastaut £
BB R AE 112 W B 2 W R B Sk IR 1T 32 527697 o« AR 2 N AR IR TR A 50k

ZHARRPAEFE

XU 22 TS TSR o FH ¥ 7 1k 36 B - R R

F LB TAEIIANGYT RO S 0SB B T, AT 1960 SRS
T BEIRE A R FEXUE @NHVWAVF$%MM%@WﬁL¢ IR
FIEVEE (200-400mg/H)> HZy, KAEFRKT 5%HIAR KN (UEASFRKBFEFHED 4
1. WEHE, kR R HcE. RE TR BARREE, R 2. IERE . B,
IRERGEE. NRE. KRB MEAR. BRI, S8R, CIZ8FH MR .

R LENE. RGN BRABREE KRBT RE T, AT 198

FERLARYEYT B RS KA RN
FEmLEE FEmLEE LR
200-400mg/H 600-1000mg/H
RABENR (N=354) (N=437) (N=382)
AR R % % %
AR BB TR I
This copy of the document was generated on 29 Apr 2025 Page 3 of 36

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R LENE. LR R RARUR BE KRBT AT, NOT 1%

FEHEET BERENAR RN
FEmtEs FEmtEs 2R
200-400mg/H 600-1000mg/H
RGUBENR (N=354) (N=437) (N=382)
NS % % %

RE 5.4 6.2 1.8
BT 5.1 8.7 3.7
B

EARIR Al 8.2 195 3.1
S R 45 9.4 1.6
EIERPIRS 3.1 5.0 0.8
AR 3.1 11.7 34
ENIN 3.1 6.4 4.5
ik 2.8 3.2 1.8
Eh 1.7 2.3 1.3
ey 1.7 2.1 05
FEE 17 6.6 2.9
JE [ 7 B h 1.7 3.2 1.0
e 1.7 4.6 1.0
HERGEHER

WE B 17.8 17.4 8.4
Dar 16.4 34.1 13.6
S 7 8.2 17.2 3.7
WK 7.1 114 42
HR BR 72 Bl 6.2 11.7 6.8
& 5.6 8.0 2.1
AR 5.4 6.2 1.0
ez E 5.1 10.8 1.8
=l 45 11.9 1.8
Bl 4.0 9.4 5.0
FATHE 3.4 5.3 1.0
P R 3.4 3.9 2.4
TR R 3.1 5.9 1.0
EIED 3.1 4.8 2.9
I P G 1.4 4.3 0.8
i p 1.4 5.0 1.3
B 1.1 2.7 05
R B

=X 7.3 12.1 5.0
AR 5.4 8.9 24
PR A 2.0 1.4 0.3
B RG5ER

Woln 6.8 15.1 8.4
JilzRE5; 5.1 14.0 5.2
SR 3.7 3.9 2.1
{H A 3.7 3.2 1.8
B A E 3.1 3.2 1.3
HLAR 2.3 3.0 2.1
- 17 3.7 0.3
i3] 1.1 2.7 0.8
U B B8 R S 4 L R
N 2.0 25 1.3
WL 2Es 17 21 0.8
i 0 UL 1.1 1.8 0.3
& SRR R G TEIRALR R

This copy of the document was generated on 29 Apr 2025 Page 4 of 36

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R LENE. LR R RARUR BE KRBT AT, NOT 1%

FEHEET BERENAR RN
FEmtEs FEmtEs 2R
200-400mg/H 600-1000mg/H
RGUBENR (N=354) (N=437) (N=382)
NS % % %
=z 13.0 30.7 11.8
SE 9.3 14.6 37
Z7] 34 3.0 1.8
AT 78 RS 1.4 25 1.3
FRBEE
IAE TR | 9.0 | 11.9 4.2
R A5 0 YR 97 I 4E#E 7] 2y 200-400mg/ H o

KU 22 AR RGO ¥ 9 k6 P S - )L 35 R

2 5 T AR YT JLE RN B (2-16 ) RE . R IR, AT 2%
MIFERLERVRTT BE RS A RN . AEHERET B VEE (5-9mglkg/ HD WHIZS, KAFR KT 5%
I RN CCURAESRFRRIFEFAES)D G SN, K= B, WG Z#E. 1R
JIBERG . RERRE. Bubh. BB ATNRE . RE. CPTRERG . R,

K2 FENE. ZEFNRILEBURBERMRETRES, AN 2%K
TR BRI T B 1R 55 A R RS

FEALEE LR
RGIBRENE (N=104) (N=102)

NG % %
BECT R 19.2 12.7
K& 5.8 1.0
BwE
Yk 8.7 6.9
ITARE 5.8 3.9
BEIERIRES 2.9 2.0
B8] 2.9 2.0
WERRGER
W 154 6.9
M1 135 8.8
EEIES 10.6 2.0
PG 5.8 2.0
kE 4.8 2.9
e 3.8 1.0
R RS WEHRER
St | 48 [ 1.0
BB RGER
(A | 5.8 | 49
FRR B B T AR
s | 6.7 [ 5.9
SRR REATALRM
= 16.3 4.9
b 11.5 8.8
17 7RG 4.8 2.0
HERE
PRE | 9.6 | 1.0
JLE (2~16 %) WU BB AR TT AEETI BN 5-9 mg/kg/H .

This copy of the document was generated on 29 Apr 2025

Page 5 of 36
Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

XU xR B 2456 T 6 B - RN S

R 3B ALY BRI B OXUE . e R, AT 1%FEREER IR T &
BTG WA RN, 2 BEHERE & 400mg/ H 2, AR KT 5% BRI (BURAHHR
MIBEFPHED s BOERH . E R, R RE. 8. oimE - RE. I8,

2 BRI

3 ENE. MRS R RGHTRET, AT 1%HK

RS BEREHIAR RN
FEmtEs FEuLEE
50mg/H 400mg/H
RGIBRENE (N=257) (N=153)
NS % %

¥R R E RGN

iyl 0.8 2.0
R R EFRHFR

Rfr 35 12.4
BT 2.3 2.6
Bk

FAR 4.3 8.5
fEE 3.9 6.5
FEARIR 2.3 46
S R ES 35 4.6
FAR 5% 0.8 2.6
IEE2 ) 0.4 2.0
LEATR 1.6 2.0
W& RGEHRRH

LR 18.7 40.5
ez 1.2 7.2
R G 2.3 5.9
SR PR 4.3 5.2
P A p g 1.6 3.3
HEAR 1.6 2.6
INFN A 0.4 2.0
& 1.2 2.0
K 0.8 2.0
s e 0 2.0
i 0 1.3
LT BRA5 0.4 1.3
R EER

F-HRAE 0 1.3
B R kB A B

HYR 0 13
Hong 1.6 1.3
WRARG. WEYRBER

T I X 1.2 2.0
B 0 1.3
B RGER

i85 5.4 6.5
s I S 1.2 33
mEs 0.4 2.6
B R 0.8 2.6
i3] 1.2 2.0

This copy of the document was generated on 29 Apr 2025 Page 6 of 36

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

3 ENE. M RRASREE K RGHTRET, AT 198

ST BERENAR RN
FEmtEs FEmtEe
50mg/H 400mg/H
RAIRENE (N=257) (N=153)
ENEYSA % %
B & R URE 0.4 2.0
5 I 0 1.3
Bk B B R A RRER
42 0.4 39
ik 1.6 33
SR 0.4 3.3
[ 0.4 2.0
L BIRSE 0 1.3
VR B B8 B 85 40 AL R
WA= ZE 2.7 33
KA 1.9 2.0
INREER 0.4 13
R R R
SEga] 0 2.6
He SR P A 0.8 2.0
SR 0.8 2.0
e e EN S
P Re RS 0.8 1.3
& SRR RS HIRILR L
W= 15.2 14.4
=7 35 5.9
5y 3.1 33
HRME
N | 7.0 17.0

JEN IR S B2 R )T K HERE 71 400mg/ H -

BUE o HERR A 24576 7 il B - ) L 2 R

X4 I T AR LEER R (10-16 ) INE . MR T, >2%H3E

MEBRVE ST BB R AN RN $ IR 7 775 400mg/ H F1 2y,

KAEFRT 5%IA R I

R CRARAESR B HESD AdE: AR TR BOLRHE . RIS, RS, KK,

i 2 o
F 4. FENE. MRLEHRBENEGHTRES, TOT 2%K
FERERRYRIT BB RS A RN
FEAERE FEAEEs
50mg/H 400mg/H
RGIBEDR (N=77) (N=63)
AR R % %
AR B TR
BT RE 1.3 4.8
ERE
AR Bl 0 438
(FERLS 13 4.8
K 0 3.2
MERGETR
B 3.9 15.9
el 3.9 7.9
B Rk R Iw
This copy of the document was generated on 29 Apr 2025 Page 7 of 36

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

%5 | 0 | 3.2
MR ARG SRR

St | 0 | 3.2
B IR SRR

&S 3.9 9.5
X 3.9 48
BERR B B2 TR E

K 0 6.3
S BEBOR R R S RN

R 0 6.3
z7 0 4.8
HREE

PR TR | 7.8 | 20.6
MR

21 Jofe | 0 | 3.2
10 % J bA b ) LB A SR 2R T IR R ] B 400mg/ H

U 2 T FRRT b S 9 1 75 A 06 A - N S8

5 FH T AE RN B I IR R VR T XU RN R, AT 1% I3
MR VAT R R O RN, A2 IR & 100mg/ H T2, KRAEFRKT 5%HIA RN
(AR BT HSD A4 B mE . Kz o, BE. FE TR, IRIEHERS. K
B BN RIR. BODEOR . ERIRERG . BIE. WBHERIE 5 RIS .

R 5: ERANBHE MBI EGTRNE . KEFINERR S, AT 19%/0
FRALBRIATT B 1R A R RS

LAy FEHERE EAR A 2R

50mg/H 100mg/H 200mg/H
RGIBERR (N=227) (N=374) (N=501) (N=436)
ENEY S % % % %
Rt KB FRER
K& 35 75 7.2 3.0
BACRFE 5.7 7.0 6.8 3.0
Bk
SR 48 7.0 5.6 3.9
FEE 4.0 5.3 5.0 1.8
W E RIS 6.6 5.1 5.2 1.4
A 35 4.8 74 4.1
AR 85 0.4 2.9 2.0 0.9
EIREBHIRES 0.4 1.6 2.0 1.1
DEEAR 1.8 1.3 1.0 0.2
15 BB 0.4 1.1 0.2 0.2
HEAER Al 1.8 1.1 3.4 1.4
HERGEER
R 35.7 50.0 48.5 5.0
R L P 15.4 8.0 12.6 0.9
IR 5.3 6.7 7.4 1.4
R IR 2.6 6.4 9.2 2.3
W i 6.2 5.1 6.8 3.0
ez E 4.0 45 6.2 1.6
K47, 35 2.9 5.2 0.5
Ll 1.3 1.9 24 1.4
P RS 0.4 1.3 0.4 0
i F 4 0.4 1.1 18 0.9
AR BB
This copy of the document was generated on 29 Apr 2025 Page 8 of 36

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R 5: FERNBEWSEHE BT RNE . ZEFNRRERT, ST 1%

M EE T BERE A R R

ER R EAR L Fenkmg 2R

50mg/H 100mg/H 200mg/H
RGIRENE (N=227) (N=374) (N=501) (N=436)
NS % % % %
AR 4.0 2.4 4.4 2.5
H R AR EER
Hong, 0.4 1.3 16 0.7
R RG. BEYRBER
IR ] 1.3 2.7 16 1.4
S 0.4 1.1 0.6 05
B RGER
Wl 9.3 136 14.6 8.3
JIlzRE5 9.3 11.2 10.0 4.4
NES 1.8 3.2 5.0 2.5
s I S 1.3 2.9 16 0.5
{5 b 1.8 2.1 1.8 1.4
JIE K 0 1.3 0.2 0.2
B A 2.2 1.3 1.0 0.2
B i AR 0.4 1.1 1.2 0.5
N E B RS HHLERR
JULPdh3E | 18 13 18 0.7
& SRR RS HIRILR L
i 15.0 15.2 19.2 11.2
=7 0.9 2.1 2.6 05
5y 3.1 1.9 2.4 0.9
18 1.3 16 1.0 0.5
HRME
N | 5.3 9.1 10.8 1.4

i S TR 6T AR 5 Dy 100mg/ H .

JH Al 1 A X R - TN A

6 I ARSI BRIATT RN B RUE . BRI IR, N T 1% B R I
AR, BLAESEREERIR I BN R T B e PR AT e A AR R AN RS

& 6: EFEMAGITRABERNE . ZEFANBREY, M 1%HBERENAIRRM, DA
RAEFEMEERIET RN B BT U s RO B AR AT R AR R B A B R R

¥ Rk R G
FAH R A . bR ERE i BRER iE
R BN

Rl B TR RBIR
A VERR AR R, BN AR PR A

FERR
FTNFH L TPV . el SR, TER R PEMUERERT . Dz, RIAEEE . 2R RS
TR HIRITZ . KI5 LI LA BRIEBRE . WIOIRHRAE . B AMEIR S 8= . VEBRR B,
BR. MBS Z . BIEAE . PRI . YRR R ST IOR . OB R AR IR EAG . BAE Rk
FE. FREERE. BIERRAT. A7, BEARFEAT. EAWE. AAGE. SH. B4ERE

i ]
PRIEE R IBAIAEE MREERG RIFIE. KA. SEIRAEIR. SRR, ANMINZEAAE. BT A E
HRFEAG . SR4H. SRR AR AE . R, BIUKP TR A, e, BosiBe. H
FWAE IBENERG . FIEEAG . UK RS RRARMERE. SUERK. WOW AR O, B
MO PRIEIHGR . 1S3 D RE R . R\ AN AR MRS EE . REARPTRZE . ERKHT

This copy of the document was generated on 29 Apr 2025
Confidential - FOIA Exemptions Apply in U.S.

Page 9 of 36



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R 6: EFEMEREITRABERNE . ZRFINRRRTS, N 190 B8FREKA B RS, U
RAEFCLER T R B T B PR R B TR AR B A B R R
W, EEFIE. BOERERG . RAER. AREL IR WU R B
IRESEHA
P ZEL MR e . 590, RMSEZE . R W]. BIRRH] . FHOLIR. iR,
BEFLIOR . WERE. DB, ZAEER. DB . B AL WO R BUE IR

B Rk IR

Hé. BMEET &, A, TG, Ten
LR R

LR, LN, LB
NESHEELIR

[ITEANNR T T A 30111 D S 7 T

R RG MR HRRER

KRR 57 RUEFR N, B, Sl %

B RSG5

PEHSANE . TR MRESER . R, BRSNS, Bk, S HRESIR . D
JB IR AR < W gy I 2

BRRR B B2 T BRI

TOITAE . BRI RS BORARE . KRR L M. SRE . R
LR B e S A AL R

R MIRE= . W), Bl s

B R R U R R AR

MpRES A REA. MR, REE, HRFIEK. WEUm. W, KRR

G E L WEN Y3

PEDhRERRE RS

SRR RGBT R N

BSIFUUE . TR B R, BRI IS DR RNIRZE
ERE

ML AR s> SRR Ak R . g T o>

JH Al 1 A X A - L A

T A TAEFEREERGYT ) LE S ROE . 2R RIS, N T 2% A R 1)
AR BLRAEFEREERA IT ) LEE B T IO PR AT e A ZE AR (AN RSN

R 7. FEFEMBIGTILEREFRONE. ZRFINRRRT, T 2%0BERENARRN; B
RAEFGILERIRYT LB B 7T e R B TR AR B A B R R
i 78 B2 L R G
ERRR NG 2 AE . AR L WRER S L MR
GBER GBI
U B
R X EFF R
r PR R B b
FERR
TR AEL BRI, JEREAI L B S RIERES . IIRIRAE . RIR. TPHIRIRE . OB
FREAE. BEARFRAT. EAWE. ARG
i ]
BRI AT« R FE AN R BRGERRES B R AE . R RAR L RS R L IRERAR I
SEEVEE . BEMRURE . KEFE SN TE . RIS RER . BRI
IR A E S
SR GUIEE . AR
B R RBEREIA
H
D RS B B
O SEMLEIE S

This copy of the document was generated on 29 Apr 2025 Page 10 of 36
Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R 7. EFMEETILERENNE.. REFNRRARS, N 200 B8EREHNARKE; LA
RAEFCILE YT LB B MIT B R R R TR AR A B R R

1 5 EERER

PR A AR o s

MR RS B R R

By, BENWNE. Al

LB

PEEANE . R, DT Bk, BR. BRIERRMEAN. iR, R, BRIRE. D5

IR B BAE

WP E B R S A L BN

KA HELRE . VR

B RO B W PR B SR BRI

SRR R R SRR N

B, ikl s, A&, RNIES

EWEESE

ETiJE E OCHIE TR AN R SN RS T2R 80 A RIRBAZHR KU1

o H W >1/10

L >1/100 H<1/10

15 >1/1000 H.<1/100

S >1/10000 H.<1/1000
TN <1/10000, ELFEA T o

s BRI IR, A R NIRRT R

R 8: kIR LT ARG FRN KMFTMBA B RS
B R BYREHR
T EN | 5
¥R E RS R
TR | ep R gD
G RGN
AN | i b A e
RSB SR LER
%R mEid%
T EN i L A
BHRE
+aEN BT
B 28 B O
N L4 R
+aEN b 720 7 G R
+aE GE K
T EN R Bk iz B B 1
N HEL I Vi
+aE Bt LS
TR AL
PR RS BEABER

This copy of the document was generated on 29 Apr 2025 Page 11 of 36
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

*® 8: KW ET)E B RIR GRS RIFEM A R R M

TR | e

Bk B B T PR TR

4 FE LI

T, HE HEE J 7
FAER Stevens-Johnson £i £ 4E
TaFE L B3 1R B IR SEAA AR
WLAE 5 R 2 4k L G150

AN KA

TaFE N JBAEANIE

B JE B A PR 2R AR

R BB &
THER RGBT

LB EOR KA A ALK

+4F W 25K

THER AT LR B
BROE

TAER | R R

(£=1]
VR A il BB 25
[HEEHEIH]
LB 4e 5 M A A R FOGIR 4761

AT BR IR T 0 G s 15 AR P A R DG IR DR IR SR SR P R B AR £
BAE. SR EIE SR IERIA A TR/ IR RS R . IR IS DU 845 B4 i B«
R BEFLECR. BIAR . RIS CRED. BRESHENLE . MM E R FR A, EBE
SREOMIR N B TH R o IZERG L AT REAN T BUSR AT AT B (R L2475, tha] REm 4k Kk
P A R G IRA 0 o DRI 3 R AEAETHIR AR IR YT e — I AW o SRR M R OB IR =
WRAT 40 B LU EE, BAE)LE RN P E STOHEBR A R 405V P A R iR .
BRAEIR 0 2R N AR IR R A AR, RS A . (5 2RISR e it Ay
P e

X TART R R S B IR T & RASREGRYT, #AT DLV EU™ R RE, AR A
RIS

2 PLEF A5

TE I RIS AN B 75 5 1a], 45 2 e B vR T M B 8 A R A SR N R T = TS e AL
FER. IR T, 2 BowGI7E B S A SR 2 TR R 1. A SIG T B AT AT I A &
AR R R, RN AR

3RENERS &

W2 5 AR A S (EAR D S BUE B IR T IATE. (VTR ) o 3K e Bl 47
R T VAR R IR e — B R A A R R T e iR DUA

REBARE B AT ILEEE . XA R R EE, G LE S, BzE v

This copy of the document was generated on 29 Apr 2025 Page 12 of 36
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

D52 TR AFAE T AR T v BRI AE R AR o 24 i 5 el S B8 R A
PAHSBIR ) e 5 IRI Ab T, ARG A IX e 25 R G E A DUR T e i R I B
HFIMLEA FUHBRAES PRI 251 . FEISBRTaiz sl . sk T RO B T P, (R $FIE
K BB TT LA 5 R A RO RFAF

4AREHERR 8 K Ja R

R AUIE . 1E 5 B & PR SR AR ER i 8 (RITESCE 1B MW i h B L R, Iy
RIR ALK T IEH S ) FFEMEERIA T OC o PRI R th 25 2 by T-FEntk s 400 1) B BR TG T
PifE o PP R S Bk 25 2R P S 54D o 86 7 P FE ML I 1) 2 Jt 7 ot I AR 6 DA R 71 J R %
BT A R AT o R FOML IR R A QU R P 55 1T REAE VR TT AT AT (R &R, (H— K
AR VR YT B N R R R A SR PR OB B A H 7 400mg AT L 78 R 3% 2 6mg/kg/
HES, “FRBEREAN 4mEq/L); fEFWIEN T, BH L™ ERRE K ZE 10mEg/L LA
N o R B FH TR AR B T (BB IR . FRE IR R GE  RR A RIS
FAR. ARG a2 AFCILER R RRRE L AT R R B INTEH .

TSR LR TT AR R b 2 R] e 19 0B 45 A 0 R 5 o 036 I PR XU o

DL S AR th R (R ILT BEON G BE L AR MR (B Z AR £,
B PR EL Y S I (RO ER T EURED . 1B IE. REIRST RASHERR b T R
S50 B A R UUEAE IO ARG I, JE T R R EUT Bl OLE BF TR ) A/s 3 X
S0 T e (4 OB AAAE o LB B R AR R 2304 ] R PR AR TR E , AT PR AR e 24 B 1
P ARAE BB TP R G T FE MR X AR A AT B HEAH 50 J5 BUAE A B2 o £E 63 il Rl AT B
KR 6-15 % )LE A EH T e T —BUO—SF R BAERE 7T, PR FEMLEE (28 fi32it
#H) MK CRPEER A EENE R0 PR IS B SRR R, (HAELE
Je LA PEIRYL, FEMEER AL 32K 1 A FR B R A TR A LR et A B X
AR 5 BRAR o 72 B A B v RO R D7 T S U AR AR a3, (B et o o KM
RAMABA NGRS WYY IRBIE. TR AR AR R . FREAAE HHE IR 1
22 )W/ 58— S MR IR )T s, 5 R AT DL S AR v A AR L
FOUEERIG T B B AREACKER Z P ORZRFRAR, R X S 2 A 22 L
MAERERAGHATREAR .. AR 2 PR h SRR A <. BTt iET
SEACHHERR TR, MR AT RE2 IR L 2EAN RS, G W] R R ER e R 2 iR L%
Bop A LR RR &5

T TR
BN ES

FE N0 A 7 (10 % FR I R8T, 400mg/ H VA TT 4198 R Fr S 1 I 75 3 R & 5k %
fIX GRS IRV ECE RV 7K <20mEq/L) HIKAEZRN 32%, LRGN 1%.
TEARZ 50mg/ H 7 & F W 2R 8 . EIAEIT I8, 400mg/ H 4 i iE ik FR A 2
IR 5 PRI CRP 2B E <1 7mBq/L FELIRTT BT PR > SmBq/L) HIR A %A 3%, 2RI
KRR 0%, TEMN (16 %) BLZGIEIT W 1% RRIIG R IEG H, S0mg/ H ¥R T 4 R K FrE:
PE ISR R A B AR K ARy 14%, 400mg/HAN 25%. fEiZRET, MABRE W E R
WG LIS B R Ak (BN 4a%) 8 << 17mEq/L F1EL VYT BT FEAK > 5SmEq/L) H & A % 7E 50mg/
HHN 1%, 1E 400mg/HAH N 6%. wiASAT H AT KT 400mg/ H B 1L IR S SR B 1)
RBEVHN

JLE B
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TEMMHAEYT Lennox-Gastaut Z7AAiE B 5704 KA B TE M0 1 22 751 ) HE e o
JUEE BB (2-16 %) I G R SR 1 0 35 i R Ak B IR 11 i A2 R AEFE ML R 4H (K298 6mg/kg/
H) 8 67%, {ELEFIHAN 10%, X, R RE PRIMLEmRER (RPgHE<
17mEq/L AR TT T PR > SmBq/L) (R RAEFEME BR8N 1%, fELBFIHF R 0%,
VR S OH WS I R R A A B P B AR U R R BE R 1, TR AE H R KT Smg/kg/ HE .

JUEAR G AER TI0IT 2 % DU N Yl R 1E B, — IO RIS PPN 1%
NHE, W50 SR TR 12 AT HROWL 552 380 1) TR AR i 5 S0 P 1R o 25 (0 R 58 D 50 R 36 Hh 7
R LR AR R (I FEE o YR T4 (25mg/kg/ H UFEILER- 2257240 1R BRER A 28118
255 N-5.9mEq/L o AR ER 8 Qi B R A 5k <20mEq/L) IR AL R AE 22 B2 oA 0%,
7t Smg/kg/HZHH A 30%, 1 15mg/kg/HAHH 7 50%, & 25mg/kg/ HAH N 45%. BHEELH
AR 5 B (RI<<17mEq/L ATEL>20mEq/L HIZEZEFEIE > SmEq/L) [ A 275 2 E 71 4
0%, 7E smg/kg/HAHTFN 4%, 7E 15mg/kg/ HAF R 5%, 7 25mg/kg/HHF N 5%.

TE)LEERFH (6-15 %) 25 PR 2597721 BRI PRIREE 697 IR SR RF 4k
P LI B R S R PRI IR AR 2 AE 50mg/ H AN 9%, 7E 400mg/ H Z4H N 25%. 1EXEEIALR
H, IS RIS TR A EE (RIZE3HE <17mEq/L A1ELIA YT BT P > SmEq/L) 1k E
RIE S0mg/H AN 1%, 1E 400mg/H AL H K 6%.

(B

TE BN i S 58 TR M6 7 1R 22 B D0 RS v, Va7 i IR SR R LT R IR A 2k
FEAR ) A2 R AE 200me/ H 41 N 44%, 76 100mg/ H 4L N 39%, 50mg/H4LH N 23%, 7
ZRIFVHAR 7%, TEIXREARIGF, KA B R R IS kR H (RI4E%{H <17mEq/L
RIELIRIT BB >5mEq/L) [RAFRAE 200mg/HAHT N 11%, £ 100mg/HHF K 9%,
50mg/HAHH A 2%, EREFIHAFY N<1%.

TR JLE R i S T R ML Tk P 2 3 U

VAT LR AN ST G ¥ 391 1] 5 S50 S 00 375 B R S B o A SR A A I P S AP AE AU R R o
5, NOZH SRR EEE (SR CRIEISIITE) A dh . WA G H A RO R
HER TR OL T ARSI AL, N5 RERRAL YT 2%

5.5 RAT A

PRV ] 3 SRE A FH B8 A 72 N IO ST 254 (AEDD, #t8n 3 E AR 1) sl 47
PNEARE, B AETIERDE S AED (8, #NZ I A A B I A0 R A B
AT AN BUAE T 46 BUAT 9B 5 AL

A 11 FAE AED 19 199 Tz E A BRI RS CRRZgRn A T stk
B, BENL/T N AED 4R35 1 H 28R BE AT AR A2 BEAL /0 N 2B B3 K2 2 fi%
(RIEJEMXTER: 1.8, 95% CI: 1.2, 2.7). XERIGHPRAIIGITINTE N 12 &, 27863 4
AED 597 B3 5 AT NECE WA A TH R AEZN 0.43%, T 16029 2 EFiG 9T B3
RAEZN 0.24%, XFRE 530 FIEZ1E7 FIEE PN T KL 1 B B A0 803817 A9
B RIGHZWIa T B E A 4 BB ARG, EGHNA T 4B A IR, (HR X — %
FR/NTTCEAT H 259055 B A7 R 52 m R AT 4518

ST B0 FF R — S LBEE) AED B0 ELRISEAT S AR, JEAE VAR
T B SEAEAE . (K12 U7 NI 102 ORI M4 A3 24 1, BT BLAAERS WA K T
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24 JE [ E AR BT B AT O KU -

FEFT T EE , ASFIZ59 5 B0 B AT AT O RS — 2. SR AN FAE AL ATE
EAE ) AED 325 XS vy, R WIZ RS A7 AE T AT I8 SOAE (T H AED. £ T 73t (1 1 PR
I HZ S B B RS (5-100 %) TR A B R AR

R 9 HOENAER W T Fr A PN 1 AED FRIZ806 AR XU o

R 9: LB G RDAE 7 K BT UIBR 2540 ) KUK

I8 NAE ZRFAES 1000 | Z9P4HE 1000 1] | AHXE RS 259 | A ES: HEd
AR HINE | BE PR ES | BEREANEL | WES 1000 R
f Ry EAAEE | HPHINESE
R AER
A 1.0 34 35 24
R BN 5.7 8.5 15 2.9
e 1.0 18 1.9 0.9
gt 2.4 43 1.8 1.9

TR s PR 6 w1 2% M1 B AT PR RS XIS, s A B L B 1 i Rk
B0 PR RIS, (EL R AR e 3 N ) 248 0k IR 22 5 AR AU o

SR AS S B e AT AED R, WA TR 1 A ) B AT R AR 2236 97
I KB AED 87T RO ELE HEVFZ 0N, RS SRR JETF K H AR BE AT
NNEETH AR BB AT YR REAER T L, AbJ5 B AR %25 8RR B L
ST A TR T IR A K

RLZ RS . B EMEN AED AT A SRR AT A RS, I SO B e
INE VA R AV AAEAEAR | AR 48 BT 0 W A4 MBLE R BUR . s B 5 AT sl
[, LRI R 55 N A RAT

6. NR/AF RN B B

58 A A S AR B 0 AN 1R I 5 AR Pl A 22 2R 8 %, TR A i S Jr A HE 48
At MY, B LKA RN AN 3 2K 1D WEIAHKEER (BRI gail. meh
iBERGE . FPAEERAE. CIZWAE. PHEEETE S A, JCHGE R ) 20 S RHAT
NFERS (BIUnAMAR B G R 28 F D, 3) PEMESE I

A EE
WHIAH KRS

K2 BONFIR R IIA RSB e 25 v B, 3l A UR A o ISR I N vy R R A 5
5 P B B R AR A G e AN R RN B TIRIT AR,

TESIR AN ¥a T7 0 RIS CR AP R R 52, 9 a0 3 A 100-200mg/ H D H1,
i —FELZE AP RIAE AN R B2 3 ELABI7E 200mg/ H 4 H 2 42%, TE 400mg/ H 41+
5 41%, 600mg/ H 2H 71 /& 52%, 800mg/ H ZH A1 1000mg/ H 41+ 56%, 78 22 B 740 T A 14%.
T LR AF DG AN R W R A A 71 B U R B R I B P R AR L, R e AR R
TR R B H B TE 4E R B RRSAPAE . S BB TE R R By & ) T — Rl 2 Al
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IWFIARRAS RN, IR EEA RS S AEAERF I Be i B 1 AR SC I R K

TEIR B 2597 200 R P, &2 17 1 — Pl 22 M DA A S0 AN BRSO ) 28 5 LUABIE AR iy
50mg/HZHH 4 19%, 1 400mg/H 4 H /& 26%.

FERI 6 AN TR i Sk T oot BEAREE R VR R 12 R R R T 2 (g &N
25mg/H), &7 17 —FEk 2 AR A BB B2 LU E AR 50mg/ H 2742 19%,
£ 100mg/H (HEFEFIE) b 22%, 1E 200mg/ H 42 28%, fEZEFIH TN 10%. X
S 1) B A DG A RS — M AE B R R B B AR, T CEAE R I B AR A, (A K
EAEYEREIN B . B R A T — PP ERE A HIAE AN R R BB, T FLR A AE S B o
Bto DI AR SR TT B AT T —Fh DAL R  RAE A IR OGS R SL . R AR i L
BN KIS R L FE 12 R AR S b e B L {2 R PR BEAE 5 ) R, ey
FENAEERIES R EFEER T, RMRITREFE AL 3 FhlFE R KA A R R

B /AT NS
TR 0 O Sk AHE R AN AT RS IR ERE 1 4 ) 15718 % .
W& P /%

W RERE R £ 2 A it I Y 97 0T 1 PR X 3 o 4 5 RIS OB o 7 0 I 7 i
i, WERER & AR RAE 200mg/ H AT 1000mg/ H 41 [R1BEA B R 22 57, (HR SR R A 5 7= AH
KAk, 1E 400mg/H LA EFF SRR FH & o X TS 259715 N BE, WEIEM K A2 % AE 50mg/ H
400mg/ HH 2 EA M (FE 5omg/HAF N 9%, 7E 400mg/HHF N 15%), 1M piFiEH
IS R AE A Y (BN 14%)« X TS A BE, 5 6 FNng e 2 50 AH oM, JF BAEf=
VAR B B Lo

A5 RGN LR B ARy S R P AR 2 R G AR A Sk S SR R
JLEERE

FE—TUSUE AN AR T AN 236 7 R0 I PRATE FT b, 78 LR AR oL 21 IS A 4ehs
A RN ARER AT RN . X NSz IR . Eh i E e, FiEE
WS/ 5 1B SR I EAE 5 ). ARG ROE T T, L3 AR R Il AR e A5 1 s
S W B A 5 o E B2 VR TT IORUE T, 50mg/ H 20 400mg/ H 20 ) L J 3 b fe i 4 i
AR RGO B SR ke PRET I .

TERRR I TT BIRCE W5, A BB ORI B S 2 EI6 T« TR0 524576
JTRINE R, Somg/HAA 141 (2%) JLEEFH, 400mg/HAH 74 (12%) JLEEH
BUNAS R SET 2 B8 YT o FNEIT 21 EAH SR B WA R S N e b i m W AE s Ak Ak
T 400mg/H 4.,

7.6 L

YEORIE LR Al v] 3 B LG E « WIEIRBICHIBR R Y], £ 75 W ERE T Lt BR
BOVRAETEZA /SR (D2 BRI E . 2P AEgRENIHESZ 1 I AR OG5 & 1 FE A I
Ja, FRAHBL T SRR, B P R AR AT A R

B S LA R AR it N 2% R 2 R AR S AN XU, JE R A A IR T K A 452 1
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BE ST AN RPN o AR RS AE IR 28 K UL 4 BEAE SR YR S 6 P A il o 2P SR AT iR 03 1)
FEFAC L, B B A A R BT IRI PR 22, UL 5 R R 3 6 i J LRI R S

8. DU IF 2

BE A B BOR R B R S, R IZHT I T R A S N PO 258, DL
AN P REPE B A AR N o 24 B2 272 S DR 75 D T AS i, S ORG24 H il

9550 B E AR R R R SE TS

FEA i BRI R, BeiBIT I RE A (2796 ZIREFHRTE) Wx T 10 FIRE
AHRFEET . RRRIETR AR Ty 0.0035 BlEEEFEF. REZRERBR 7 ERAVER
DG TC P e BN P i A 6, {ELRAE B0 F2 32 A W RO S8 PP K RO AN B SR R BB T 1) R A
FAGTHEVEE LA G 2 A — B0 58 A 0.0005 ZAIFEIEER I H O GEARLLR I R
W AHEF 0.003, AR PEEUN & T 0.005).

10. M EEERRR [EHRENGHERRRR (VPA) |
FEPEL S (1 1 208 e R 5 7R R AR O
ANEr FEAL PRI 1) I 2 v/

eI AR RES FR AR ERE )T SEU Z I E (B N 2R B, REIER IR
FEAE FFE A P27 iR TR S I D 4E (12-16 ) IRIRIFRIE (RAEZRE TIER L
PR, 2eBEAIAN 22%, 50mg/HZH N 26%, 100mg/HAH 41%).

PE— T FH FEL IR 0 FVE T 50 2 0 A A Rl /N LB B3 (1-24 D FD IR IRI S H
o, RAERIFEML VR T SR IS & GBI 8%, Sme/kg/H AN 10%, 15mg/kg/H4H
0%, 25mg/kg/HAR 9%). fE—LiEdgdr, MEMEAE BT IEF LR>50%). 7%
TR 0] BRI R A V6 VRSN 22 ) LIS PO ik v, R A FOHEME e V6 7 FH DG I 1l 03 e ]
PERBE AR . 2 & LR ) LEBE WY B, WS E A My & . &
SRR ) ARE DR I8 0 6 R IR KPR/ BOA A D RE 1 S 5, PEIR RSl IR . AR
W AL FYATT 2 2 LATR L B TR0 43 PR i R A

FER G A IR B BT Ja i, WS B A RIS R o s £ 1 2248 15
A P IR PR L 24 v /A

WRAE BT R, A 2 FEmLRE s IR 52 1Y) B8, PRh 29 & 0T S A
AN R S AR L 280 A O o AR I G v T B O RE IR AT e L P D PROLE DR
BRI A/EOARIZhRER S A, AR fEECE Xt . ZHFOLT, (F1E4 54 H B
PRI AR T — R, 8 i =R R AE IR T2 i . A R NIFARZ 258070
A B A RTE AR .

REERBAEHTEIL)L (124 MDD, HEE—TRFFRIH S, FEutE A H N R
SEORYT B ESE S R AR BRI EA M T E (T IEEE ER, AN 0%,
sme/kg/HA1 RN 12%, 15mg/kg/H41H 7%, 25mg/kg/ HAN 17%). FEIXELRL ) (/4 )L 7 &
A I I 3 R A R A B R C B Sme/kg/ HALA 0%, 15mg/kg/HAN 7%,
25mg/kg/ HAH N 8%) . TE—TUFERR/NALE B E S 5K B, W8] T A
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F 7P B AR G 4 I I e

FEA A FH TR R AN A R 1 R84 LTl JE e o o, LR 8 P 8 B AN D5 i 1) I 2 4

o
ANFE AR VA7 5% AR 0. 21 e AT~ 72 TR P AT P IR 5 A5 P I BE A L
I B4 e

FAT e R A FRehs 5 T 2 VA P A PR B A AP R B P R Ml 1) 1. 2 3
RS o S ORI TE  (ERFERE R IR YT B SRS & JF P9 R A AR I FT R
o) NG REAEAAAE (SR B 18 32 A 2 2 4L

2 DL S TR IR 524536 7T SO VAT AR 5 A AN B R A PR 44 L IR i B A R 2 2
AR, W12 R e AL P A o 0 A

1.8544A

TEIN A7 R P R B B, — 3% 32/2086 (1.5%) 16 S AEMLBS (1 AR 5 7B 45 A,
RAFHALRIGTT N2 2 2 4 1% FEXUE 25967 it 7o, —38 4/319(1.3%)
B R B R B IR AR R A T B S50 . 5—MABE—FE, 85A R A R EFEMLER VAT 10
B PR . A A S A PR YR YT B R B O Sk R LB R R RS . AR —
T 284 5 1-24 AR LEEHN EE S 5K (KE—8) FEltEsia 7 Ty Rt
W, 7% E B IRPREE 75 I S A S IR B s . s ARRER TIRIT 2 LT
JLEE B8 3 B AE o

At 5B A A BIAR ST, AT RELE T LML RRE — P RRER BT BRI BRI BT 75 (491
UM SE VDI . LR . USRI AT LA I gl b PRI AT R AR AT S o R VBRR Tl P oK
et 8547 R . & 78 FH A S AN E AR A AU IR h 33 K 251, BB BRI R
A RETE BRE A RS I N A BEIAE, TR e B 1238 4

SEANBAR BRI N PR, 7T AR S A T B A S B FE o U T 7K & F DAl
WA AT Il

128 R R BRI ER

IR, € SOV O ARIR PR A <35°C, JFHERR A BT 1 i 3 B RIR . 7EREAAIAS
FER ML 2 AE DL & LA w5 (IR A TR AN FE I R & A T 7R R A 5%« 5 05 FH FE ML R AN
PR IR 1) AETT AR FEME B VR )T Jm BB R NFE Mt e H RIS, TRERAE A R RN B K
AR, PTRERIL— RIUMIIRA A, G BE, RORRAL. Bl RGO S I 2
GUEN I E EESE RGN R E SR, Mi%5 8 F R ERsGE T IR - Ik ARVE ST RIPEAG
IACADRATIEAR/ S F R

1BRERE
SR S H IR SRR BRI ) 2 548 ) e TR BRIGT B 3 7R 5% B B, e A FH A o

(T BN LEE R85 LN o JEBE S 5 FE R 0. 243 ¥ a6 R i Sl 9 077 1 e o B i P
TR PRI, FERZHEBL T, BERE A2 FEIRTAILE.
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14. 5 fE 323 BB I B B

FEME R Y S AR 120G e A2 BT B DD RE R S T e AR
15.iF Zh s 32 4

PRI A T B 52 A B IO FEML BRI B 32 T RE A, RO AE A e

16.183: LHEHE

FETUITBENL BUE 22 B0 BB 7T, I PR S8 = 43 301 H 2 A AFERE R VA T AR 9K o

FEMEERRYT AT R EUL R BT AR msE e R R, 1 BRI M iR A 5L
FEARAT LIS ST oo AR SE 2 S FERE I T 300 1) 2 300 000 35 Ao IR L A

A BN I A IR IR YT, P RE SRS A BN A iR i =i %

IR 2R IR 1 A7 i PRSI L7 35 PR 2 o (R MR S (14 L7 SR W T v 2 S A s
PERR b, T w2 S AT e 55 i AH 5 B L 2 2 AR AL, E R FLAI PR S50 55 0 S
TUE 1 11 A 55 ST AR RE

SR

FEMLIS D0 Ia 7 80 20 VR A A RSO FRDO0T a6 2 B, L35 06 ) B IR CFE ML R 2L 6%,
LRGN 2%),  MIEHRE BRI BT e (FEMLERALN 3%, ZRIGI4LN 1%), Mg i
BER FEMBRALN 0.4%, LRGFIAN 0.1%) HIRAEHRTHE .

FE— TR T FEE BRI A6 7 88 PRI A AF OGS (<2 ) JLEE B il R WF 72 5 H
H, WLERE] T HOE RS 2 ST U CEDVLE . BUN. BRMERERREE . S E . SRk
THTH AR KA.

RS EE— BRI 75 D4F (1216 %) 1802 0 SR BB X0 2 LA I 7
o, SEMCRE TR LU 7= A AR A A, (EEERIN N IERV L, 72 4 A H 07 114
A T

173 BB B R

AT A R, TP, SR EOCEADGER, T i F BB
SBLVIHERT . SCH AR B PH TR G I A 2 B SR B R, LRI T
LRI

I8 AL TR AN et

CEUR AR A SR T AT RE SN IR LIE R . S PURRZGY) (AED), BLARIENEEE,
R RESE -7 0 U o

AEE R LV EAETT AR ER VAT BTN AT SRS, 0 R8T = R e 2 505
JSE 78 R AR YR A] 8 FIFEREBR AR OGNS (B (2210 A S IE LI 2451 745D
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AT AV AE R 2 R I T A LRI A2 XU AR 1 0 T A REAERE AR IR A (20 (2210
LA L 2D

19. EEKRM

PR RIT R B RS T B RN (Stevens-Johnson ZEAE (SIS) FlrbE:4:R
FERFCRAERE (TEN)) (S IAR KM D . K551 R AELEFRIBAE A 7 HAL D A5 SIS A
TEN AHRMZIEE . AR 2 256 T IR . ) R 15 ™ 8 R ik e B
HAARME . U PRsE B B SIS 5E TEN, 42 1B A o

(20 R L E 2 F 2]
LEEYRTHE D
NP, FOMEBR AT I AR A, ELAE T A B A M8 35 35 i 25 MR EEAR AL
CEURI LR A ity T 2 B LG o AR i B 24 367 RIIBR ¥R 7 I A o
Se R

WAEIR B E MO MR, (6 & 0y 5 TAEM BRI LR S KT (i, b
HBZLASRI L, SRS TR bR R A 1 ST

Ak, HARRT R B, SRR I AL, SRR S AED BRER TN A KU
e AEFTA B EEEENZ R, ks, 2 B R R . e TR T B
EH TSR R LR (0 o, AR S SR AR T FEME BRI, I I 8 KU A
Hn. {£H AED CHLARFEMEEE) AT Aesg N i KR .

SGA UMFHRIE LD

HEAEZHEIRZY) (AED) BIARERLE, Sic8uh Son (8 el 25975, %L
R AR (<2500 500 BURARE . —BUEIREICH TG, T8 N2 THEmtEE e 2in
7B LR AN TR )L (SGA E X AR EAEFFIEIRECES 10 DA ABLUR, PAPER 2>
J2) AT TEFTA FIE R W3] SGA, HHEA IR 755§k R 4252 58 =771
EEMEER K 2 iR SGA IR . IAh, SEEMREW (&5 3 M) ZHifF 1R
FHFEMEBE I 2 PEAR EE, S0 HA 4K SR 4s HIFERE BRI 2 PR T SGA W R T . MR B 2
AT AR JLBA IS R o AR AR AN TS JLRIAR S R 57

MR TR

SRk —OW g 5 [E BA S B FE B2 B, R IR @ NOAE AN AR AR R R n , SRR EH
T (ER B e TFOMEMR A LEEAR L, RESR BAT R0 H S A B T FEML BRI 1030 44 JLEAE 8
%I B PAEYE 2R RS SR TE A R A OR I N

R AR IR [ /0 X B AR AT (K 2 OREOH R 285 T AR v S it Fo e, 8
I 300 44 BEE RECA U B S N 2 ik THEMLER R0 LE T, H PR R BRAG . B R EE R )
B 2 BN (ADHD) (1 805 R BCRER A U (EOR 2255 T AED (1) L38 i 7l g 2-3 1o

JEG PP 3 N
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EUWH A E R LV BRI T R WERAE T R A G, IR
R Z0r % (S0 DAY TR 559, JIF 7870 R AR P R0 0 4R 2
KPR, PR dh X G LT AL AR . AR A VETT R R, 2 BOHAT 22Tt 2,  DAEH A
AT R HAMIRTT T SR WEUR LS 25T, BT A AR 7 I

iR A1 — i AED AH G R

RLE A R St L R A W AR M R R, ET A AED YR
TR e 0T IR SEMG T (L, RS RIRK AL AED 677, DUNIXR B FER K
PRI, R REXS 2 MEAT AR ) Lt ™ 35 R o LR AT RE I B 24 7R, DN S B 23R T A LE
i 2 M AED HEATIR YT P RE S BUE R IERHE (KN (R TR R PUBIR 254 o

IAEREAE IR 20 KT KU 4 BEAE AL R ML P AS o A0 R B H AR ORI R I A i, B
FE R P AS b TR PR 2, DU A 5 X i ) LIV A 3

N

JEEPUEINZS (NAAED) SEUREGICEIR R, (EAEURF B4 A bl 2 273, 2L
HREkm . DREHRERN 1.2%, MHME, &k THE AED M2 )LERZEN 0.39%-
0.46%, BEEBA BN ECE (1 e AED 1877 HI 2 LI RN 0.12%. T 3T HRES, S
TR O (CDC) [FE 1 36 E ORIAEEE, KI T — MBS SR AN 0.17%.
MV B2 V897 I 2ot NBE RS AR EL, NAAED 4 05 B30 4 4R 39 522 55 FE0H: S 11 11 22240 6 XL
KA 9.6 (95%E A5 X [A]=C13.6-25.7). Je[E (UK) AT IRE iCHT 7ol & D 24 B R
DU &, 7F B B TFOMEER R 2597 VR R B ) LB RN 3.2%. EJEE ATl &2 21 D3R 4E
RETRRERN 16 15, BRRERLN 0.2%.

FEMLERYE T AT LA BRI BR 8 o M AR S AR AR QR 0 S FEnL g S BUR T ERR B2
oy (E, R AR R R (HEEEAED 7TLSEUEILAEKEZE . RILES
YER Jk s AR JLAET:, - E T RESZm AR JLI 52 73 WR I BE 70 o 1% W I 0k 4 S5 3 2 75 H B g
PEER 5, IR IEGRIRSIATIRIT « BAZM I BESEFE2  AR SEIT A2 L2 75 B
WHEER R, FOATEMLER R ReFe e it )L, R H TREAE AR e R A — I HEAR T ER T 5

AR S W (2],

2R

JE AR NILE = N3 W OS2 T AN E (R TR 75 A BER A/ G )L A A2 AIAX
TR IR o 2 R BE 2 AR L 32 20 W R E 177 2R L

3JHAL

X B E A IR TR 1R IR 2 2 BEFLHE Y o FER S AR IR IR T IR 0 MR B FL IR SR 42
JLrpRTs 1 RIS NG o PRk, O PLIYI I 2o 24 ST B AL TR T B2 LR 3R aE DL K 25 x B
PRIER G, DLORE R 5 2 8 5 1L 7L

5 i) T OB A BEFLPR IR EE) LA BREGE R B, 2 LI R AT BRR 55 T REoR
WRPERT 10-20%. 3% — 2 F 0 22 LRI G ANTE 2 o W FL T Lo Rite A

[LERZ]
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R A ERLASL (124 A BIIARIGTT

T AR E I FIETT 2 %7 AR (BB PR A A« Ji e P e T o B R 2R R AR B0 Lennox-
Gastaut ZRE LSRN B M2 e EMARNE. £ DFENL. XU 2B a7,
PG T FEIE e AR VBURT 23 G & 5 SO 290 I T R 124 S H ISR AR
FIHETE YRR 22 LA Rk e tERm 2. 2k 20 RIXUERIT (F£ 5. 15 F1 25mg/
H A eI T, MR, BA e Tt Ee= A A E 1A Rk .

—RBAROL T, IR R B A RSN s RO R ) L AR LR BN R
FIARML, R RIRIE)LAIIL (124 ASFD W IRBFRA—TUF . KRy R 4531
R, AR RB/EE CREEBORLE BFE MBS RR, AR REIEZE).
S I PRSI 36 2 AL 78 7 O AR L e A RS/ P R A /71 B B KT AE AN (R SEE AR L
B BE RN FUH TR I E5 R

XL /N ) LEE R IR RS (AR FEMEEE RN 12%, LRIFIAN 0%) FINFIR R
G S AEATFEILES R 4L A 40%, ZEFIAN 16%) wfeftm. /0 3%% 2 F0LE
BITIEE R AR EH R AR 3%E 7% R BIAHE: PiERsde. R
HAR WA, BA. RHE. EIPRGERG. A S E R R RJLE MR T K
N EL VN ES T

FEMLERSG N T B U = R ER R =N 5%, BG4 0%). BUN i
EMTFEMEEE IR AN 3%, ZEAAN 0%) FMEAFI G (TR =N 34%,
ZRFNHEN 6%) MIRAZR, I TR R AR (ETFEMEFIELN 7%, <A
N 0%) o IXFh S5 HUAE A A AR () 3G N A T AR DG o A LI B B 5 3 = 3R Tk
AR ETE FELES 25me/ke/ H TR AN 5%, ZRIFIZN 0%) WA EIX L4k ]
IR

i FHAEME AR I T RS R RN T B LR I 1B, BlRIT g5 RN T R FIER 255
D, B 2R EAT T o X8 S B AR (1) R AR BRAE 2B 6%, #E Smg/kg/H
M 10%, 7E 15mg/kg/ HA N 9%, 7E 25mg/kg/ HL N 14%, EAFEFCMERTIE4N 11%.
BRIt T PR Il 2 P 38 A O M T o AN B X e B

FEAL G S E0a 7 TR I 2 22 () AR 2 B R B O T

KIE—FERFEMERRIT 58 5. REAKEI Z PE0 B .

FEFFTR R BRI 250 thic s 21, 12 AFEAT il o 2 30 HE I N 1] 17 in = P 3 S AEAT
Wl o A R IZ RN 2 A A . SRR R Ek Z G0 T HRAH, M ANTE 283X P Dl e ek
BB HIRITHR, B —E R T BHE RSN (I, F2BRREmN EE TR Ea
B I AR )

FERTOTI AR RERTFTH, SET-FRDy 37 Bi1/1000 5 4F . KDY ER Pk A A RO SR PR
FRARES (1-24 DD JLERH RICTRRA, TIERAIZIC TR B AFEMEG T A <.

T <2 2 B RO & A5 B I B 2yr ik
Tl AR T U B 249 VAN T 2 2 DU BB ) 2 A MR A Rk

[(Z4ERA]
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ZEBEHE ML RN

(& EER]
FEATH 1, BRI 15% 808 € CNTEFM .
A E TR 2RI E A

FOMEER S EPURRZGY) CRZIE, RGP0, HRIR. REZ. IMEED a7
I, BREEADHOWR N A BLFERE S 5 % 58 & N P S BOR 2 0 MR LI A, FEREEE
HE YIRS MR BETCREM o X 2 S [ 5200 W] BE 2 T 00 A i 1) 22 ot 7R S g 4
(CYP2C19) AR S DRI, XA AT AP 4 22 3t B PR (9 BE A RE IR B 3 A
(Rib)-E R VR AR RN B A

— IO & AT A2 PAR AR ARSI AR, AR S =R, A H 5
E4 100mg % 400mg [IFEMEERAS SN 55 =R AR S AR - 152 P2 HFT &N 327mg
AL 3 = R A MR TR A RS AS MR IR

F TR G YR A i IR

I HONR By PP ] FEARFE AR ) R o AEFTREERIATT N A mlifs P R 2 e el R
PPN T RE R E BT BR TR . XN PAI R T RO MRIEREAT IR . 9 IER A I P e
FIAS S A R L B R R SRR BE A AE PRI A 7 T A Tt s 7

IREAH A 0SS RERB I T3

X 10:. HEHRRAYS5EMEYHEERRNERER

IS U 254 PURR 25 P 25k FEMLEG L 253 )5
EEE e 1(48%)
K 4PEF (CBZ) — 1(40%)
IR — —
A — —
KB - NS
M — NS

—: XL TC R

ks AR ML 2R EE R

Lo MIRZHRE T

NS: KREFATHIF

SR EHYRIHEEER

R — TR R I AT 7T A B BR) [ IF i FH PRI, b w5 S 075 24 - T 8 T AR
(AUC) T F# 12%. {E I EREE RAT Tl PR SO AN BB o I3 s 23R 97 10 J8 8 i A 4
FHFE o P 40 57 3 25 0 3 v = 0 LIV B

WZZG. 7F— TS D IRGEEZ 25 (1mg HLiERR/3 5g SRR & 7 #175)) 254850 11 M AR
g, AT Es —FrPiim 2y, HIHFELE 50-200mg/H I, #7551 fokt 42
ZiR A I AUC [H A BB G R B E . R R, Sk
SRR &, HIGHEERS = 200, 400 K 800mg/H i, HulfEls (i3 AUC {8 5.2k
1%, BERARMRBE 23 N 18%- 21% 52 30% . 7EIX R AT 5 H CFERE B 77 =3 D 50-800mg/ HD,
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FEME B PR ER A MR AUC (B IA £ B2 500 . FEMEEEFE 200-800mg/ H I BTGRP, kh
HERR I 5 AUC {ELF AR S FERMLER 2 25 FI A OGN, (HAE 50-200mg/ 777 il N ok 2
HIFFAR R o (HEL EIX A (I RS SRS FEILES S8 22 & R, @225 19T 3L
FIRER PR, AR ALME I T RSN . [R]IS Al 5 MR B S 2 1R 22 24 1) S
O B 170 5 A 4% 5 B 0 A 0 P AR CSORR AR, B oR R AR B R IR ML, 38R A7 A e 2
TR R e

BT A e 5 I 12 AR A F AR i 200mg/ H UG B, 7T 9544 Py 481 36 1M AUC
{ENEE 18%. A XU I Raehs (1 (5 1252 A M 200mg/ HYRTT IR, HAA P8R ER 1 2503 715
FEANSZRE; B SR A ] 600me/ HIN, ASEEERINK AUC (HA 26%H7  F. FT
P, At SRS S, IR S 0 ) PR

FUBEEA: 75 S57 A 2 70 A R, A 5 5 0 55 R ) AR B AR P T B 6 IR 3 AR A
TP RS B AL . AL 100 250, 400mg/ [ (133608 7 & 5 A5 B 4 P IE, FUREER (45
2555/ 1-6mg/H)D HIILIE AUC A Bt B (250mg/ H A1 400mg/ H 7 & F a4 AUC {54
R BE 16%F1 33%) . FTATEHEYIR CRIREEA 9- 2 LRI ELHTD 125480 11 2400H 1R/ A
1k, 9-F2JE ) B4 1R TC AR Ak, o R B B 1F0 v M) B BOA S IR LK AUC (BRI IR 3% 3 oy,
DRI, A i 5 R85 TR %) A B FH AT REAS S5 35 o

SRR (E— TUnH i E S I AT I A AR IR S, PR T B T A A
HUERR (BEH 25mg) SHEMEER (BEH 2 W Rk 96mg) HIRRASZIMRBN 4tk WHFias i
W, FEAEAFEMEERI IS SR, SRR Coax TH55 27%, AUC 3901 29%. 1 ANA!
PR IR PR T o PRI, R PTG IN N  UEE W] e 75 R A Tt e i) R 257
EFEMEE & X S A ERAR S B 1A R R ImRAG IS 45 KBRSl A SR A
oSG i, VAR REA TR, PR R T M 25 & AT g ) AR R IRAR S

HARRAP AT REATE A M5 LI B XA e R AR I R 7E, (ERE
VA it AN B 5 L s e A XA e 40 750 [ Al o

TR T R R R AT A 2 A ELAE AR U SR 1 RS S H OUIOAT
OO FE R £ I A PR 2GS R AR AS ZAEh . WETCAR R, R STEMLER
AR, ZHXUT Conax A1 AUCo-10n FI T2 AN T 18%A0 25%, 11 CL/F ~FHME TR 1
20%, {EFEMEREE I AT — H XU Tinaxo FEREEENS — FXUITZ4G 3h 22 A REMAAE I PR L AR5 SO
A 5 T HXUIE I, FEREEER DR MRS BR A IR, MRS RRE R . X
AT FEREE i 26 B2 IR ML I R L AR SO AN BB . AR5 — HIXUIA YT 108, 1N ek
SR FEMEERIIA YT, AU LI DA RO ) OB PR 1 o

MRS BIER:  7E— U (e B S SR AT I 29 AH ELAE FHBIEFC b, VAR T Sl R 5 i ikt
% BB SRS R A 254080 1 22 . AR B A2 A4S AUC PR 15%, 1T Crnax A SZEEM 6
WENABEAG R L. EED], EERIEAETF RS Con M AUC 205 FFE 13%
M 16%, IETERIFACHTFPIHIFEE Cna F1 AUC 3 TR 60%. A HIEIX LET G IR IR 2 3.
2R b S A S A I, R 20 B0 PRI I 15 138 24451

KHIARR: PF T RIS SR PI AR Sme/H 5 & AN 150mg/H I, 2 BURERIR H &
RN AR IRFRS BN 15 . BRARME, FIARRIMK AUCH A 25%0) TR, Highe
UV 4-J-F2FE-HEFIANR (M1 F 3--F2FEREFIARR (M2) 355 FBE T 13%F1 15%; 1H
TE S RSB AR A F B AR S AR S 2580 7122 08 - T2 A ibiBI7 & A& S AR 2 4 1)
AWRIEIT E A S, LS U3 72 R I DA 258 ) 42 ) S W IR o 9 1

HERARLYMHEIEM
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SEIRESEANEY: SHEH5REEAAYIFEN N, WRESIEINE 2 A H X
Wi DA, FEAERIACSI, RgEGe il IXSE25Y), RONIX L2y nl G 2E —Ridg s 454 2 &
IR P A BRI

TR A LN 32 5 A it B IR BRVG 9T 0 R 3 v, A I TR & S i %2
AR, AR BAMEA IR L. ZHEOLT, 5 AR S B R AR R R, B
AR IE A (S0 GEEFI] A IARKMD. ZFAS R SR FFAE T 25403)
1A AR LA i

Pty , FEFLIEBRAT T IR 5 I, AN R A 20 2 IR AE e Ed 2 s LT
PIPEBE I AR 8 SO O AR TR PR 2 <35°C,  HFRR HARZR 7 15 6 5 BURARIRD . 7
FOMLBRAN A IR 8k 5 F 25 1 8 wh XIS R 30 vl th BLAE TR B 4r 67 I BN 230 .

FAER KFEP: O el 54K K STUNRIuRZs Y a s, il

)/ Brpr AL LEE (PT/INR) N R FEMERR 548283 K F5§051 & e 2539018], R0 U il
INR,

ey B AR 1#0 5T

FERPRBT FU T T FELER 5 e MR e 2B A AR, AP ARSI T T
o

#®11: HedmiEaERAR3IIEMASER

N EoLY) E PR 2 FEMEEE R
RA[ K %5k — NS
RV 2 B M) Cmax F1 AUC FH 51
20%
WU Z7 1 I (1 AR — —
ANGEED
TR IE B — NS
B JFEARE = AUC FH5 31%
R IR — Crmax 7 BT 51 9%EK, 16%, AUC 4y
4- PRI ZRIEIR Coax FHET 17%  CREF | BIFHE 9%EK 17% (HZ51E /R &
=45 H 2 k. B 50mg) &H2&. FR 40mg 5% 80mg)
&7 I 4 IR — NS
FEZD
FRIBENE — —
HhIR B Ho/RBREL AUC TB¥ 25%, K LB HR AUC F5 20%
i & AUC T B% 18%,
N-2: B R R B
PEIRES ] — —
EEREILS EEERE AUC T 16% —
(A fh 50 mg /12h)°
a0h . HEAZIHEL, Cmex B AUC PR35 (L &
— ¢ SHRZEH Cmax B AUC TEEM (BRALE<15%)
NS : RiFITHR
b FRHSEERIERT, SEEFIE AUC JHim 14%. ZEE S MINAT a8 T o fa s i =4 7 B

[(ZdE]

AAEFAER
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ARGV B, APRAAE ISR, W, 510G P 20, K
MR WA JEGERIA A R BRR . o, RZE AR, 2 Hom BRI R e SR I
AFEE, (B EIEAR N Z S BRI

A% i B AT RS S B0 H R ARHHERR TP R

CLARIEFER R A i AT B TR AE 96-110g 2 8] H-SBUEH 20-24 /NI B IE, 3-4 R
@

R R RS R, A ORI T I SRRATT, R INAR SRR BB . Ve
LB MV SUPIWOARA T N HEAT o LRGSR BR A P TR K — P RO i B M
KEAHK.

EWEFMEH T OERR (H), DIPASE B2 B R Rl
[mRZ5# ]
B A%

HIEPRR IR, FEER 2B A a0 ARB R R, ERARE
bR, I, WAL ERIK, TiEEAEY.

FERE RS 2B A 85, AN 25, ANRe EEHEAT R SYIAC) 245 2 ) o
PR FErh AL, FEREIE I 249K 2597 RN BSOS 2 8] TeAH S o

FEMERE RS RSCTE . e 4. @2 10 FUIRFEMERE 100mg J5 FIAE 2-3 /N (T J5
K FP B M AR (Crnax) 1.5ug/mlo ARYE L FR 00 %€ U AR 10 P 0 IR A5 H 10 IR
100mg*C-FEREBEFR T MRy 81%. EHAFERLEE AL VR HIRE TR 1 825 s . —
Ry &R, FEMLES IR 20 8 45 5 3R 2008 13-17%. FEMEERTE 2L A0M B 1045 A 0 SR BB,
IMHAREZAE dug/ml LA ERRFRIEHAMA, pAFREHER AR, FIRGEFIEE 100-
1200mg G N, PR AT 0.80-0.55L/kg. MUERRIME RIS ST AR, ZohEr o
ATBARLINENER) 50%. X5 LPR N IE S = A2 tem T BEA R, TR E .

FEAE RS TP et B > 2R (D55 T 20%) . 7E6 HLEA AR MRS 316 R Ht
W2 ) BB AL S0%MIFERE B AT . MAARIIIR . PRANZE T8 vk S A5
6 R FRFEAAE TS AR AT BRI BR A A PR B FEME B AR =) . AR5 T MC-FEML IS
Ja» ST ITEBU AR IC R S B T B R AR 3%. XFORER 1 PR R > 4
2 T AT SEER R B E AT LU b s 1

FENAR R EEAEEER S A EH L WG ER (BDNFIER 81%). £ 66%IH
MC-TEMEBETE 4 KA LUFTE R R, TUIRFERERS 50mg. &:H 2 ¥, AR 100mg. & H
2 %, HAPR B IEE B2 0 2908 18ml/43F 17ml/ 45« E R BB TS oR, B /ANVERHERLEE R
AEBIAER . £5FEFIRE AN, ST SIS RR R R e Aok, DikjE, A
(I T BR AR L4 20-30ml/ 75 -

FERE PR LR L O AMAZZ AR, BRI AT T L 25030 o2 . ARG IR B I iRdEtt
fi 100-400mg B, SLMEZGABN IR, MAIERRRRIHEE, 25— 2 TRk 7 &
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B EG A o B DO A IE T BB AT AE 4-8 RIS BIFAS MR B o A e 23 1 IRFEMLRE 100mg,
fH 2K, HP Croax N 6.76pg/mls  FRFEILES S0mg A1 100mg, &H 2 K5, HFMmE
THERE3EIIZ8 21 /N AR RS Fr 7 RS S o A AR R R Fe A,
ML (100~ 357 0 22 3 o e 2 BRAR A (R ALAS X IR BRI 100myg 1 P Fadk U FEmEEE s
tin 70314 30.1945.01h 1 31.07+4.67h).

FUIRFEMLEE 100-400mg, BEH 2 WK, RN ZR 2 Sl R S 7G-F-, DIk R i 77 1
T AH S o

X o EL RS D RE B2 A0 ) R (CLor<<70ml/73 ), FERHLHE 0 ML 37 bR A0 B JE TS B 2 IR
FERE IV I B b ORI MR TS BR R PR 5 ThREILH i EEHILL, B IhRes2 i &
BAELS TR FEALER 5 10 M A S 29I L o ILBGE AT vl A 25 I Ak I 5 O FE R
i -

FEA B I R, HATMEER A MRS BT B R R 26%. HFDIRERZ B8
LA o

FETCIEAE BRI 24 B, FERLERIN IR B R A
12 BT LEL RS %

JUBAE A S AT I RG T I AN —#, 25 /i B2k, TRRRF AR H.
FaRS ML AR L AR N S 57 R b Ao SR, ) LA B TS R A B RV R . R,
7R (mg/kg) FIFEMEERE MR LIE BTN 5N —FF, FTEEE P IEDURR 254
FEARFE AL R AR AS MRS -

O R A% ]
TR A A BB K AT

I ARG RRIG & RBoR T, SARIT BRI AFLE (6 % KU E), AR
IT BB 3 M R AR B R 1 A T 5 B PR ZE RAE R RRNAD 2-16 %2 L, InHRTT 2 % ULk
A5 Lennox-Gastaut Zi A MR R AE R L B, A II7 3%

BRI

1E 4 D2 PO REHLCE AT 356 6 FEIL IS 52570 T7 B2 WomIR I SN 6 2 J B
LB FE T RGHAT TV . EPMN-106 36 487 %4 (FERATE 6-83 B2 [8]) HrizWih
R GO YERAEBA T A BIARAE Um0 B 2 . AR R AL 23 et
B SOmg/H A1 400mg/H F2H. BE RS RRAEXNE B, HBEE S —UCHIE R AF
AR E MR RSN, BE B E— A BE NS e 6 S A IGIT, Bk 2R
6 77 1) 2 038 AR o 3 BT RPN A2 Xt B XUE 3 P A i P 2 B — UG T R
A Bl A THT P i L PR 2R R AR ] o 38 bl B2 — VOB R VE RS TR] 1) Kaplan-Meier 277
2, RIS HA N 400mg/ H AR T 50mg/HZL (p=0.0002, LogRank #:46). T H HHZE L/
73 B 3R I v A R 2 AR B R B A R R 1 L T EL AR R AL 2 A A S R AR A
(p=0.046), ULIFEERERMFIERE, S5REHMEE CLERAR MR AFIE 100mg/
H. t#E Kaplan-Meier fIMll5E, 7EIRITH] 6 N HR—FEN, miflEARFELTOmIN KA S5 1
LB EAL TR AL, 23BN 82.9%F1 71.4% (p=0.005); 75.7%K1 58.8% (p=0.001). AZH
S5 W 2EL 1 VRO VR I ) B UK B AL EE N 0.516 (95% FTE X 1] 0.364-0.733). 25— Uik
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RAERS A S R YT RORAE B TR E6e . V). MR B . (RE R MW 2R 2 Wit
). BE2k AED i FH i 1A [F) (83 SV 4H 2 Tl — 2 o

76 YTREG A, B ORIT 15-63 2 2 [0 A #0 e R AR e G Mm% (48 BD,
I IR AR A B 253597 100me/ H BE 1000mg/ H o 77l B LKA )T RCRES 12
FARFARFI R 54%mFIEAEH S 17%RF R R ZH L T RARIT, WITHREENG
ERENZER (p=0.005). = E AR H -0 EBA S8 MEH (p=0.002). %
HRE G RTT BB AR VPN TE it i T mif 2 (<0.002),

EPMN-104 389, FrizWi EAHR s ARILE (6-85 %, 252 ) MRIEABATIMAE
BENL 7 AR (25 8L 50mg/HD FlEflE4 (200 58 500mg/H ). &k BF, EXNER
I7 1A 54% 1 e 7 B 2H AR AT 39% A B 24 A R TE KA (p=0.022) o TESR A AE SR 1) 5
i BANG It 3 URFEIEER 2 R B R e N 1 A TR i 2 e b, R E AR TR A
(p=0.015),

EPMN-105 R, HrigWAmomn 6-84 ZEE (613 ) #4240 100mg/H 8k
200mg/ H , BUEESZARHED RN 2507697 (RS TEFENIRIR) . HyR T 81X 46 88 20 K AF
AR BEAR 7 R0 /D R 5 VG~ B TR I AH 24, WAL RN 22 710 95% B A5 X MR/, HZ2
WG 0, VEHBRALNTICS AR 22 5. Rt bl A 7 & s i 78 201 1) i PAS 0P AR
ALHEIR ]S SRR T R A B B LA RN 5 — YRR R A AT

SE% YT A EPMN-104 XUE #HiRE6 1) 320 42 i (Hp 32 /N T5%5T 16 ) NHFIK
BGITON R, ZHUREREZ AR NIAIT 2-5 . R RER, HERZETIKHN B, A&
JT AR E « KA IT 7S WH S5 A AR A [R] B A T A7 RS IR 3145 24T R %

BnRiEsT
R B A A B B TR R
BB 43 B KA

FE 6 DZ ey BENL. XUE 2R I PR 6 hons SRR a0 AR V6 7 RN R 20 VE
RARBIT BCHAT T V- BB H8 AEIU R A PR A BN 405 1 e T A AR i 588
P93 AT A FE bt T 71 8 5 <22 SR 7R 0t BT S R DY A B — FE A R R B 5 2 TR xt R AT T T
R

TEIEER I, S TR IR R a2 A Ah, B A VR 2 L SORNLS . 76
AR 412 SIS RATELE T 4 KO SURUR 200 B LA . S5 3EER 00300 3 P R
FRAE R 12 0 (12 FIRGEELEIIN 12 0K, 8 FIMISELI 8 U, 4 FIRBEEIIA 3 U0 (i
B, A B PEA AR R S TME R R 1E BN B2 TR s s A RS E R 7
AL, 5SRO 2

BENLA 22 5, FREXCE IRIT #. Horp 5 AR, 697 AR H 4252 100mg 3G 1257715,
BE o, A SR B3 nF g 100 5% 200mg/H , ELEIERFEEFE, BRIEEE RN Z
MARER IR . S5 NREE (119 B, ARSPIERIER 25 5 50mg/H, 55 1 &
N 25 8% 50mg/H, BELFAF]HARAE 200mg/H . FIEHEY)E, SEFAN4. 880 12 AN
FBoEl. £ 125H T REPSF R R EER. FIRERIERPAEL.

2-16 & )LE BB R 1E
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fE 1 AZ s BENL. XUE 2RI I PR 1006 o FE R e In ¥ L 38 B 20 I
RAFITT AT T VP4, CAERECA B0 PR A A FRAT BN AT 4R 5 A A A 1) L A
TR P FRMEE TR AT 22 R 7 28

AT, BEERAFCHE A AIsc 2@ A R 2 VIR 2 MPUiRZ (AED).
W A BB 8 BN E & ) AED MR EAE. EREH, HilEb 6 ifattk
VEAEAR BAS A 4 1 4 T R A 04 R 8 4t B AL 0 TG 381 22 R A B I 7 A 7RI 2L, 5 4] AR L
't AED.

BENL S, FFURIRITINE . B DL H RIS TEZY 25 5K 50mg JHi6; SR 568 )H
Bn#&E 25mg 2 150mg/H, BHEIEFIFREAE 125, 175, 225 8¢ 400mg/H . X7 &2
M4 B E AR E, K2 omgkg THUFET, FRIEFRTCIEMZHEMA GRS INE. IR HE
Ja, BEIN 8 FFaE BT .

JEUR M T R B R R AR AT

FE 1T AZ L BENL XUE 2R il R e b SRt B A iRy 2 9 AR JRUR
ST 5B EL R AR RAT ST RGHAT T VPO, DAL R 50 Al SR IR AN 22 TR R 7 28

FEARRTTU, BHAE TRt e B 2 BT AR 2 Fe VIR 2 FIpUiN 2 (AED). 5T
t, EEAE 8 FEEAMINRE G AED ISR . KL LA D 3 IR K LA T 55
LR 2 R A DB s Al P EL O 247 14 R B AT 2 P 8 22 TR A BB L B 4

BENL LG, FHARIRIT IXCE . B DU H IR A S 1245 S0mg HHAGER 4 F; R JER%
JE¥EINGR & 25mg 2 150mg/H, HREB$EE & 125, 175, 225 8 400mg/H . X &
SRR EEAE, KY) emg/kg B HIFER, BRIEFIJCIER ZH &M ARedk i, HE i
g, BEIEN 12 FRE R

Lennox-Gastaut Z5 &%} I

FE 1 A2l BEHL XU 22 B TR I PR 8 X FE ML EE AR ST 2 % BLE Lennox-
Gastaut ZESAERIYT RGHAT T PFOT,  DAECEE S — 700 IR R A A0 22 B 0 FR 7 38

FEARTUN, BEAE R B 2 BTS2 SRVEIR 2 MU (AED). f£&
BRENWTCRT, R HIED 60 SR AAE KB EAE 4 FELNFRE G H AED 1

ik

BEATL S 2H I, 7 B s Al FH B ool 24 S5 3 i BB AL 0 N\ 2 R A Bl FEmE g 2 . iR LAt
H I AH3E 1 2 1mg/kg FFA6— R s S8 Ja 28 — A3 hn 204 H 3mg/ke, 55 = M 24 H 6mg/kg.
FIETR G, Bt 8 BRI . 3BT SO0 e R A HR N & A E B BRI 1) 2 RN
JUACBEXS R A P AR AR PN R

F12: 6 MRABS IR RIERNE . ZRFIXHE, AR e PFEm R AR
22

kS o B = LI 2 FEMLES B An A& (mg/HD
200 400 600 300 1,000
YD BEH 42 42 40 41 — —
FIRIE 5.9 200 390 556 — —
FlE A 6.0 200 400 600 — —
YE BB 44 — - 40 45 40
FEE 9.7 — — 544 739 796
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PILE G R A 10.0 — — 600 800 1,000
Y1 BE 23 — 19 — — —
FEBE 3.8 — 395 — — —
)i A L 4.0 — 400 — — —
Y2 BEA 30 — — 28 — —
FIEE 5.7 — — 522 — —
G R A 6.0 — — 600 — —
Y3 BHEH 28 - - - 25 —
FEIE 7.9 — — — 568 —
il o 5 8.0 — — — 600 —
119 BEA 90 157 — — — —
FEE 8 200 — — — _
7 A 4L 8 200 _ — —

G RFIFI RSN BE, A HRTIES N TR YL, 4 //H; FEYDAY2, 6 A/H; HEY3, 8
F/H: JEYE, 10 /F/H.
b AT AT FL T IE SORE BT T ) LA 040 1 o AR 5 R YO LT 7T

FEFTA IR RS, TR T AN XUE B AR A AR D . 3R 13 B TR
o R AF OB 73 R LR UL KRy PR TR RCE I 73 B OB A OO 252
50% ) B B0 W EFTIR, X6 TR0 A AT AR L KA R AE IR YT Lennox-Gastaut 25
BRI E T HRES T T IFE .

R 13: £X0EH. ZEGUNE. AR TSR

WIS I7 R R 2R FEMERE H b57f) 5 (mg/HD
200 | 400 | 600 | 800 | 1,000 [ 6mg/ke/H"
BRI B R AR RN RS
YD NH 45 45 45 46 — — -
b % AL E 11.6 27.2¢ | 47.5% | 44.7¢ — — —
ARE% 18 24 444 464 — — —
YE N 47 — — 48 48 47 —
> % P AL 1.7 — — 40.8 | 41.0° | 36.0° —
118 % 9 - — 40° 41° 36¢ —
Y1 N 24 — 23 — — — —
WD % B 1.1 — 40.7° — — — —
HRE % 8 — 354 — — — —
Y2 N 30 — — 30 — — —
b % AL E -12.2 — — 46.4 — — —
AR % 10 — — 47° — — —
Y3 NE 28 — — — 28 — —
b % AL -20.6 — — — 24.3¢ — —
A& % 0 — — — 43¢ — —
119 NE 91 168 — — — — —
b % A8 20.0 44.2¢ — — — — —
HRE% 24 45¢ — — — — —
JLEBE AR
YP AN# 45 — — — — — 41
kb % b B 10.5 — — — — — 33.19
HRE Y% 20 - - - - - 39
ERMEmBREFERE"
YTC | A%k 40 — — — — — 39
kb % b B 9.0 — — — — — 56.74
ARE % 20 — — — — — 56°
Lennox-Gastaut ZZ &1k |
YL N 49 — — — — — 46
I %6 AT EL -5.1 — — — — — 14.8¢
AR % 14 — — - _ - 788
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O R R A B 28 — — - — — 524
FE
5z i, 2p=0.080, b p<0.010, ¢ p<0.001,
4 p<0.050, ¢ p=0.065, £ p<0.005 £ p=0.071;

h B BRI D % AL PGTC 2R K AE

BB % R AL ECR R B A, G058 B BOE TR R KA
THRREKEERD, £, BREEENSE

TR YPMYTC, FETIRENHFFE (<93mgkg/H) ZAREAER KL H 6mg/kg tHE K], Xt
FEE 5 125, 175, 225 F1 400mg/ H # mg/ H 77 AR5 o

FEIX SIS FEALER AR RGO T RCEAT WA o MR W, PR Rk, i, 2
LI AR OB S R B U 245506 FE IR PR FE M e 22 57

[Z2E]

HEEH

FEL P R — s SRR IS AP PR o PEL T 0G0 P B DD P AL 1 AN TR 60 AR A1 5
IR B 22 TO A M E AT P AR BN A AR BF 7T P R BRI IR £ = NP R REA BT LSOO

FERHE 5 T BEL W7 D51 22 e Rp 8 5 AR A 7 K B R R TR B A Az, e FAT I T i, R )
FERE PR AT DR WO S PELIST A3 T8 . FEMEES AT CAE N - =25 TR (GABA) #iF GABAA 321K
R, s GABA W ST AIEE AFRZE TT, R W FEIL G T 1 g 400 i 2 rp i e 238
JREE -

A AR R SRES PR A0 9 S 75 JE BELIT . FERE I AN 3 D S T I R SR A], 3%
WIFERERE 5 2R L 285 GABAA AR T7 AR o

H T FE AR B DURRIR 45 1R 5 K R R RGN R AN A, e AT R TR R R R AN U

)

Kainate/ AMPA (o2 JE-3-F2 L -5- L S M 4-TH R WALGEFT, (HX N-FIL-D-RA R
(NMDA) [f] NMDA %2 {4 AU PE W] S . FELES 1Y) R (EFZE 1uM-200pM 3t FEl Py 57
FERSE, FE TuM-10uM AAE IR/ .

AR, TS T s o T I 11— ] T o X — 25 TR ) L 8 0 0 B PR T P 1) ) 2 P s
FefE SR Z, AN A FE LR U 1 FH () 5 2L o

TESPIRE FCrh R, FEAHTE X B K AR s R A A B8 (MES) Hh i KBRS/ B B b A
i, s R B (R A B A, X AR A LR 1 R K R (SERD )58 B M B R S
I S CA BRI ATAZ B A B Gl 45 5 1) O B3R B A B 2R P I R VAL  FE TR X GABAA
SZARFEBUT G G5 5 0 0 2 e T 1) BEL DT 4 AR X 4 589

FE/IN B AP A 7028 BT 5 T PE P 8K EL LG 2 A P I BORE I RIBUR RIE R, oK%
TEb I BRI OSSR A IR o 75 RLAEXHIR A A a7 I ARG AW 82 T 1fn
R FE 5 G RYT AN R AR R o AL B FE LR 7E AR b = 2R i 52
BEFT

Py Y

FEMERE Ames R30S/ B R RSN K BT IRAR P 4 DNA & GRS RPN
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IR EL 2 LR A PR A SRR R S (A W AR R 45 SR8 A B

AT

FEMEREEAE ) & =k 100mg/ke[ DA mg/m? iHE, AT AHEFEFIE (RHD) 400mg/ H 1) 2.5 %]
it oA O, St e M KRR A B 0 AN R

FERHEEE I RAH OGT7) 5 T X 2 Rl s B et R B 8, AR,

SRR/ BRAE A% B TR 30 0 AR %S TFEMEES 20 100 500mg/kg (%1 mg/m? 1H5&, fKFI&E KL
24T RHD 19 0.2 £5), FraRIEANR BRI (IR KAET R 500mgkg 7
AR SR AR EL B ARG, TRk g AR

YRR R T 2 B 2 D145 FHEmEES 200 100, 500mg/kg 5 0.2. 2.5, 30. 400mg/kg,
fE 400mg/kg (VA mg/m? TH5, 40T RHD ) 10 %) 53 56 @ i AU R m % (Bik. &
JERTED KAZFET R EIKE 20mg/ke KI7&E (L mg/m? tHE, 2T RHD [ 0.5 f) B 1]
MR ERFEE (I BB RS, G578 R R AR TH ) 1E 400mg/kg S B e 77 i 6 7T WL R\ 72
PERIGPRARAE, 7E 100mg/kg B3 T w771 B B 2 1 o PR

Ko T 24 R IZ 145 FHEMEES 20, 60, 180mg/kg 5L 10, 35. 120mg/kg), 7 35mg/kg
(LA mg/m? tH5L, AR T RHD 1) 2 i) 803 5 s s i AR/ IR (A SR T % &, 7E 120mg/kg (B
mg/m? P15, AT RHD K 6 &) 5 S WL 3 3 /E ) (2R W& A HERTE ) £E 35mg/kg
S i I WS B B B (IR B Y & RIS, I RARAE AN /BRIE TS

S P DA B 2 R I AR R A il L A 1] 45 T 4B IR 0.2 4 20+ 100mg/kg BY 2. 20 200mg/kg,
200mg/kg (PL mg/m? 5, #4T RHD 1) 5 ) FENFRAEERES T S h Rk G515,
2mg/kg (PA mg/m?iH5, 24T RHD /) 0.05 %) S 58 w77 i A8 2 L A R/l 29 0 5 Ak 3
WK 7E 100mg/kg S5 Rl I H 0B A BR A R (AR BB PR I IRAATED .

FEALHE AR JE B B K BRI R/ G A R 8 23 1t e (FE 2% B T U457 0.2.2.5.30.400mg/kg;;
WIHTHTA) ", 400mg/kg (LA mg/m? 1HE, #2497 RHD 1 10 £%) FI=HN 4R &4k K B4,
30mg/kg (LA mg/m? TH5E, AHT RHD [ 1 %) Jo 58 i) 5 il &)y BT o o004 B R ol Mk PRI

BUm

/NS BVELS THEMLER 20,75 F1300mg/kg 21 AN H LS 355Dk e gg & A2 22 51 - 7E 300mg/kg
LIV R /N B R, R IR R A R B Gl R U R E T R, X R E R AL
EASCIL TN BT SRR (30 2 A R T L . 4825 300mg/kg /N IR I 3 B 7 B K 240 S T B
FLZPTIE B E NEHETE IR (RHD) 400mg HIFRASZREE 2N 0.5-1 £, &4 400mg FLILER & H
RZILBFENFER ISR B 1.5-2 o MK 1245 AN B0 KU R AH . 72K B
W, FEMEES S s RIS 120mg/kg (B mg/m? 15, KZMH2F RHD (1 3 %) K4 24KIE 2
, RIWBUENE.

Lhie BBt

G KRR T HAEJGE 12 K& 50 K& D% THEMLRS 30, 90 300mg/kg, miiflE (LL mg/m?
T, KAOMA T JLESAHEL R Img/ke 1 5-8 55 I £ KARE D .
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e ]
AELRIAE 25°C (77°F) BREAR . FRRAE. BRSSPI
TR A S A ) LEE AN e R i X b 7
(3]
H O O 60 R/
(B3]
241 H
[BATAnE]
JX20180056
[HtAs5]
15mg: EZ#HEF HI20140022
25mg: EZHEF HI20140023

[ EHFRFE Al
#%: Janssen-Cilag NV

EMHibE: Antwerpseweg 15-17, B-2340 Beerse, Belgium
[A7=40 ]

M4 F5: Janssen-Ortho LLC

AEF=HihE: State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico 00778
(3]

% FK: Janssen-Cilag S.P.A.

LM NE: Via C. Janssen, Borgo S. Michele, 04100 Latina, Italy
[FEAFMEAN]

HPR: UL ARE 254 RA

VEAE AL R P P 2 T e XA R L R R DU 19 5, BRIPEA PY & T R
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X =BT T 4 S E B 17F
HEE S AS: 710304
HLIE 5 65: 400 888 9988
FEES: (029) 82576616

M3k http://www.xian-janssen.com.cn

*#*END OF DOCUMENT***
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