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B RGER
Wy 6.8 15.1 8.4
IR 5.1 14.0 5.2
T8 3.7 3.9 2.1
G 3.7 3.2 1.8
B A G 3.1 3.2 1.3
HALA R 2.3 3.0 2.1
mEs 1.7 3.7 0.3
JE IR 1.1 2.7 0.8
NN B8 R EHE SR
IR 2.0 2.5 1.3
IV RS 1.7 2.1 0.8
i 50 i UL 1.1 1.8 0.3
& SRR RS IR B
Bz 13.0 30. 7 11.8
S 9.3 14.6 3.
=7 3.4 3.0 1.
17 7EBERG 1.4 2.5 1.
FREE
PR B 9.0 11.9 4.2
BN S8 0 VR T SR 77 By 200-400mg/ H »

XU 2 TS TR o FH v 7 1k 36 1) bl — ) L B R

2 HIH TAEMANAYT LE RN (2-16 %) BIE « LR ERIEH, AT 2%
MIFEILBRIE T B s AN RN EEAE TR VEE (5-9mg/ke/HD WHZS, RAERKT
SUHIA RN (BURAESR MRS G B8N, = Bl Wk, ZEE. &

BAMERG. RETRE. Kb 2. AT RE . R PG, (5.

F2: EXNE. TR LERREE KRBT RRF, T 2%8
FEMLBRIE T B RS A R RN

FomLnE LR
RG/HENRK (N=104) (N=102)
AR R % %

R BB TR
BT 19.2 12.7
NS 5.8 1.0
AR
Bt 8.7 6.9
(P L i 5.8 3.9
EIBORIRZS 2.9 2.0
FERE 2.9 2.0
MZRGHI
I e 15. 4 6.9
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ST BEREHNAR RN
FEmtEs FEntEe
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AT A 0.4 1.3
REEER
F-HR 0 1.3
R AEIR
Hm 0 1.3
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BN B8 B 2590 T AR 7R & 400mg/ H .

R X HEI R B 24596 T 6 Jd — ) L3 JB

4 HIH TERZNRYT LERREE (10-16 2) FIXE - XFHRIG, >2% 4Rt
BRI T BE IR A RN . $ RS 400mg/ H 24, RAHRKT 5hA R R
CARAEDER PR B RE TR Bt G RIS R B
Ko

This copy of the document was generated on 08 May 2023
Confidential - FOIA Exemptions Apply in U.S.

Page 7 of 35



Number: TV-FRM-60393 Version: 3.0 Status: Effective Effective Date: 08 May 2023 (EST)

R4 ENE. WE)LERRBENRGHTRET, AT 2%
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WE HiE 6.2 5.1 6.8 3.0
gz E 4.0 4.5 6.2 1.6
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oz B 1.3 1.9 2.4 1.4
“PHhi RS 0.4 1.3 0.4 0
K 0.4 1.1 1.8 0.9
AR2 B
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HRREE R
g | 0.4 | 1.3 1.6 | 0.7
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B 0.4 1.1 0.6 0.5
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L ERRYT JLE B T B R R R TR AR A B R

RERRITTR

RS

Rt B ERLIT

EAERR T (RO A

FERR
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AL BEFLECR. AR, RIS AR CRZD. BRESIEMLE . MM E R ER . HHE
SR EUMIR N T 51 o 145 B A0 R] BEAN S B0 IR A AN R 1 B A BE BB AT ok, AT RERI4E
PEPI AR EIRA 5% AEIRIEH K AT A MBI 5 — DA BN B TEE MR E LIRS
WRAT 40 BUUT B, G JLE AN STEREEEAR SR 4k A vk A R OIR .
BRAEIR 0 2R N AR IR R A A A, RS A . 5 25 FIRER I e it th Ay
v B

XA B B 3 BRI T i, G SRASRIEGR YT, #R AT LA 0™ 5 BUAE, AR A

This copy of the document was generated on 08 May 2023 Page 12 of 35
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60393 Version: 3.0 Status: Effective Effective Date: 08 May 2023 (EST)

AL 1k
2. VREFHHR

FE N PRI AN _E 7 J5 39IIA], 5 40 75 3 2 BB R YT 1 A AR S IR A R T R e R AR
Frokini. EIRRRIGT, ZHORGIE R 5 HARM R TIRE R A5Gy IR AR AT i
PERLE L, HR N BT

3. SYPRERRIL

WA 5 A FE LB AR S (AR A S BUEBE IR T I ATHRE. CYTIR)o IX B Bl i) 45
R T VAR R T IR . M — e A A A R R TR LUA

REHARTIROURE T ILE S - M TR NG, iR LEEE, MizED)T
D52 A AL TR RAAIR T v BRRER Rl AE R AR A b 5 RS G 808 A
AR SPI I L E PRI A7, BRI s XL 2P 5 E AR T e R B
AN A PO B RE IS PR 257 . (EISEh T sa sl BAE TR iR e i, fRAFIE
KB TT DA 5 R A RIA RF A

4. YR 8 K Ja BUE

e SAE 1R % B8 71l R AR EBR R (HIAESCA BRI B 33 18 00 T LR
BRIR A SRR T 1L S5 8D AFEMLBRIa T A< o XA IR R b 75 2 i T Tt e 40 B IR AT
Pl 8 P MU PR S 25 SR T R B o {8 TR AL 11 2 TR 70 0 s A 6 A B L i i R ¢
BT QAR R AT . RS TR VR A AU TR R b 8 m] BEAE IR T AR TN TR R 2R, (H ARk
AR R B O R IR A SR PR OO BB R H R 400mg A1) LHL B H ) 6mg/keg/
HIF, SFEIFEREDY 4mBa/L); FEFREILT, BE S8 D)™ HRIR AL FEICE 10mEq/L LA
o WABHEBR TP RE RN BT iR (OIAN B R EE RPN R G0 RS L RS
FARL EFREEURE25Y)) AFERE R AR A 5 T se R BB IEH .

AR 22 6T AL IR Hh 253 AT RE 2 1IN B 4547 BB 45 IR DU AE K U

SUEEE R VE AR T 3 R BT RE UL B L AR RPN (A = AR,
B PR E Y R (B O HRE EURED . 1B IE. RAIRST RASHIERR AT e
2540 BB A BRTERE (1 KU I N, AR RE S BUE B OLEBE TR A0 A/ srEE X
S T et 4 SR AAAE o ) L B B B R R AUk R v 750 W R PRI AR TR BE , AT BRI A 24 B o
I ARAE SN T AR GERTE FUFE IR X 2B R A O R BURE (520 . 7E 63 9 5l A& A F Bk
RFGIR ) 6-15 2 ) LH A2 10E PP T — O — S I FBER 7T, PPASTEILER (28 Bil52i
HD) M CRPEHR A R AN R PR ISR B SRR R, (EALE
Je CRLVRHA, FEME R 32 0 A S R B 2 (T X B P AR A B G T2 8 3
(00 2 AR 7 B e M B G KO BT TS A B s, (ARG Gu 2 3 A KA
FRAMABA IR E S WIS IREE . TR R AR A KR o #R PR R XE IR 1
22 )L/ L2 5 B — SRR T BRI T B, S5 SRR AR UL A A e R A L
FEMEERVG YT BB By AR B AL EI Z PR B2 R AIR, A8 IR S (8 P I 8 LI
EARERA G AT REA o B AR 7 Y0 I FRARATIR s B AR 2 A 5% . RIDGFERL G AT 3 21
ARBHTERR 8, WGP I AT BE XS R L AEAS B2, 36 mT RE RIFTIE R e 72 00 ) L3 208
A URBHERR TP 8

SR JRIE
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RN B

IR 0 SR A T PR AR, 400me/ 19607 S8 35 5 L 5 30 4 A
AU B A TR K T <20mEa/L) BURAEZA 326, ZRUNALN 1%, 3 7E(%
% 50mg/ 17 F LS BIRUHERR T % . 7EAATAIT IRIEH, 400mg/ I 4L B MR 260 2
SR (VAR < 1 TnEq/L RILLIATT HIMEAE > 5nEa/L) (0245 3, SeRUNALR A%
K 0%, TERA (=16 %) BZ5i T RO A BEIGHRIR, 50mg/ H iy 4158 K REk e s
PR MR IR A5y 14%, 400mg/ FIALA 25%, 7EZAS T, MO B W] 55 4 ML
SR A B R < 1 TmE /L AL I8 B A > B/ LD K 2 3 E 50mg/ F4Lef g 19,
75 400mg/ F14Lriy 6%, RioARIEAT F AL EAT 400ma/ I ML B AL 6 < 10 RGEVP A

JLE

FEARAIATT Lennox—Gastaut £RE LB B 7 A A IR E VA PR ) 22 7D B
JLEE B (2-16 %) M BLR AT SEVE MLTE BRIR S 58 PR A A ZE R AEFEMEBR A CR 2008 6me/ke/
HD N 67%, fERBFIHIY 10%, fEXElled, BB R RMEmRES (EEE<
17mEq/L FIELIRTT AT AR >5mEa/L) (AR AEFEMEERAL O 1%, fE < BFIALH 9 0%,
W 5 Hle i) B KA ™ AR R s B, JCHGRAE AR KT Smg/ke/ HI

REAREEMAERTIRIT 2 2 U R B8, — I BRI TN 7%
NEE, B F0 SR TEZ T O 21 (1 DRI AS o 3 B0 R IR P 23 PR R B B K e R 36 vh 7E
R LA N PSR LR . YA T4 (25mg/kg/ H IFEMEEE— 2R 41 TR BRER A 25 F
)72 5 N-5. 9mEq/Lo AU R H 25 Ly IR AL 5 <20mEq/L) [ & 28 3875 22 I H oA 0%,
1t 5mg/kg/ HALH R 30%, 1t 15mg/kg/ HALH N 50%, 7E 25mg/kg/HAHF K 45%, BIELA
B S H A (I <17mBq/L A1HE=20mEq/L BFEL AT >bmEq/L) ()& A AL 22 B 7 20
0%, 1E bmg/kg/ HAHH K 4%, 1E 15mg/kg/ HHH R 5%, 7E 25mg/kg/ HUH N 5%,

E)LEEE (6-15 B) Z5 K0 2507 IR BRIG R IREE A, Va7 I R A RE
SR IR TR S AR PRI 1 R A2 6 AE 50mg/ HAH A4 9%, 7 400mg/ H 2401 25%. 7EIXL6ik56
W, B SR IR IS B A E (RPZEXHME <17mEq/L FELIATT AT PR K> 5mEq/L) HIR SR
7€ 50mg/ HZLH N 1%, 7E 400mg/ H 4K 6%.

e

TE A S 97 TR 16 T 1) 22 B 7506 B ARG vh , VA7 o B 28 R FREE v Ly i e S A
FEAR I R A2 26 7E 200mg/ H 20 Ay 44%, 78 100mg/H 4 H9 39%, 50mg/H L H K 23%, 8%
TR AN 7%, fEXLI8 T, KA E R RRIEmR AL (R4t H<17mEq/L ALk
YEIT RTFRAK >5mEq/L) IR FRAE 200mg/ HA. AN 11%, £E 100mg/ H 4Ky 9%, 50mg/H 4H.
RN 2%, TEZEFAFAN<1%.

JEG Pk A Sk g IV A TR A

TR FE 2 AT G YA 7 1 16] 5 3 R 0 L Y5 R R A 2k o G SR R A T RS A A AR U A TR
B, MiZHRFEEAESEEH CRAFIESRE TR A AW BE TR R SR
PR IE LN RS AR, B R .

5. HARAT RFEH

PRI ] i S A8 P 435 At 8 N B ST 2459 (AED), 2B m 8 B M ) s AT
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IS, Fr DAL S AEAE ) AED (R, R I A B NS AR L B A 1) B AT
AR/ B ATART 175 25 AT D R S AR

A 11 FhAS[R] AED 1Y) 199 T5 2 FE 700k BRI PR S CER- 24 A0 I A T2 IR 8 o Al B,
BEAL/r N AED ZH 835 1 B AU B0 AT 9 I XU 2 BE AL 0 N RN B R 2 2 £ (IR
IEJEAXSfERE 1.8, 95% CI: 1.2, 2.7). XESRIGHIFRAIIGITITE N 12 J&, 27863 15 AED
TRIT B TR E AT N R A TR AR 0. 43%, 1T 16029 B2 BRI B TR R AE R
0. 24%, XFRRNEE 530 HIHESZIRTT B N T oKL 1) B R B T o . R
2GR YT LR E R 4 B E AR, AR T U B R, H X B RN T
TCIFEAFH 25T B R = E R AT AT 4518

ST AR P TGRS ARD B[ A0 5 T MR, FEZEREAN LA
BT BRI . AT T A I 2 ORI A A L 24 8, BT DARARMEIRAE K T
24 JR 10 B 2% SR AT J S

TERT M b R EIZ54) B0 AT N R — 5. 4 RO IR LA s
R ARD S50 KR B, 1M A7 75 AL A& RUE R ARD. 7ERT /BT B BRI
Worh iz AR AT BIARES (5-100 %) i 2 00 2 A4k

R 9 HOENAER W T FrA AN 19 AED [ 480 MRS XU o

2R 9: LRSI HHHEE RUIE 73 TR 25 M i XU

I NAE TR 1000 | 2445 1000 #1 | M. 44 | ARZER: B
BIEF P RIS | B RIS | BE P IENRE | WER 1000 B1E
4 R/ EANHEE | P EIREE
R AR
B 1.0 3.4 3.5 2.4
R EES 5.7 8.5 1.5 2.9
He 1.0 1.8 1.9 0.9
Bt 2.4 4.3 1.8 1.9

T e PR X6 w1 2% T 1) B AT g PR 0T XU, v A B LB 1 i Rk
B0 m RS, (LR R AR e T N ) 246 %k IR 22 S AR AL o

B S AS W B FE AR ABD HIBRZAE,  AZUBUHET H AR A B AT O KU AR 23R T
(K1 R . AED YR 7T (U BE L EVF 2B, AL SRR JET R H R BURAMT N
RS TR O . AR BUR AT AT BEAE iR T R, AbDy BR AR %75 R HL AR AR B iX 48
REIRA T AR IT B AT K o

R R B RIS ABD THEAN R RIT AP, JFER IS th SR
SR S 0 A REIR 6 5 28 8047 52 At M8 B AT s
P 3L B £ B 55 A BT .

6. IR/ MR BRI

550 AR A SR AR B AN R L 3 R XA 22 28 G 5k, AE U A i Sk T A #18
AWE . BT, BRI RRB A 32K D NEAEREER (B R EL . A
iBEIRgE. Eh AEEWAE ICIZWHE. PHEBCETE S R, JCHRESGA A 2) /AT
NEERS (BIUnAMAR B G 28 H D, 3) PEMESE B
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YN Ey
IR KRS

REHBONFIARIIA R RS™ R B RE, 8 A A IR RN B R A R
5 PR B BB R AT G A . Herh AN R R B TR R,

FEIGR N FYE T X BRAREE: CR P57 s 8, 49 g JE 15 hn & 100-200mg/ H D+,
et —Fh a2 RPN FIA AN BN ) 8B 2 LU 200mg/ HAL P 2 42%, 7E 400mg/H 4+
F& 41%, 600mg/ H 4L J& 52%, 800mg/ H ZHAT 1000mg/ H 2H 2% 56%, 7E R4 14%.
TR TR AH DR A R s B AR AE 71 B B B3 AR REBY B R R AL, R S A R
T B R B B I T E 4R SRR B P RESRAEAE A S RS TR R BN BL R T T — M a2 A
INFIFH RS R B, XA R AR ZERFIT B I T A E A R R

TR B 2597 o0 BRI, &0 17— Fhal 2 Fh A KIAE DA RSB (1) 7838 LG FE AR it
50mg/ HZ A& 19%, 7E 400mg/ H 4 A2 26%.

TENH 6 AN H BT s Sk I % RS AR B 22 12 1 57 B 8 7 5 (RS & o
256mg/H), & T —FEkZ Fh N FIAH A BN 1) 3 LB TE A 50mg/ H 4 72 19%,
7F 100mg/ H GEFEFIE) Hrh& 22%, {F 200mg/ H A 2 28%, 7EZEFA TN 10%, XL
FIEA A B S — B AE B BB BOR 2E T (SRR B A7 A, (HRAVE KA
TEAERFIY B A S RS 28 [ — Pl 2 PSR A RS R, 1 HLUR AETE & BB B
IR AGVRIT BE AT —Fh LA RN R AR BRI S RSN o (RIS R AR 0 B LA
BIAR RN RSN AL O AZ R R B AR b /3 7 R e . O AZ R R BEVE = h) i, e b /9=
PRIAECERETE S . RSO, ASIRIT I ETTED) 3 A RIE R A A BN

FE1 /AT RS
TR A0 i Sk N HE R A A 1o /4T 9Bk (R ERE 1 48 ) #5708 A K
W /5%

WG R R £ 2 A it i PR Y6 9 T8 1 PR R85 5 75 RO BSOS o 7200 FH 6 7 0 N 7
H, REHE Y R A2 2R AE 200mg/ H AT 1000mg/ H 21 1B 3% A5 BH B 22 57, (ERIE A I R A R 2 77 Al
K, 7E 400mg/ H LA F BT T4 o X TN 5 2597 V5 N, Ve REE 1) % AR %R AE 50mg/ H Al
400mg/ HZH S5 mAHME (FF 50mg/ HZHF N 9%, 7E 400mg/ HALH R 15%), 11 P 4L
G R AERAR Y (3809 14%) o X TR Sk NTHE, 0 A RHg R 52 57 R AH DG 14, I LA 77 1
B BRI

A% b AT NG LB E AR S M XA 2 R G AT AT Sk B B SRR R
ILEEE

FE— WO MANG T MR 25067 WU Im R e b, 78 )L B O B A /A 22k
A RS R AR AR T RN X ARSIz IR 8. B /TR R, 5 ihkE
15/ S A KR EANE S FE. EMAERTRRER S, L RS R IR R R
S 2 W VG 5 . FE SR 2GR YT I WAL, 50mg/ H 410 400mg/ H 20 ) L2 &3 v i i 4 i
AR RGBSR ke R MINEHE .
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TERRIR NG TT AU W38, WA BB DA A R N2 16 TT « 7R S24576
JTIIAE RS H, 50mg/ HAA 141 (2%) JLEEHE, 400mg/HHAF 74 (12%) JLEEHH
AR MM IEIGTT o AVETT & A i WA B SRR /i W s SR ET
400mg/ H 4 .

7. R LEM

UEORIA LRI A G ] R BUR ) LOGH - WIEIREIC BRI, 7615 N2 THEutERm
B)UARE R /B2 (MR BIXRTH R . 2RI 1 I AR 551 & A FE iR
Ja, HRAMBLT G, CLAE U sk B ARG A1 AR

B U SOV 2 A P AS ik e 2 18 24 SR PR R 2 AT XS, JE H2 A I A b IR 97 AR A5 0
BH SET AR BIR I o AAEREAEIR 20 K KU 4 BEAE AL YR M8 P A o 0 RAT iR 0 1)
A A, B R AR AT A b YITR PR 2, DL 75 SR 6 2 500 M L 8 7 1 3

8. FUBIR A E 4

A B BOA S B R S, R IZH 1 TR AS S A N I TUBOR 258, DL
AN T REPEBE A A AR (RN o 24 B 25 D D] i L DA P A i, S BORUGE 24 1

9. Fi B E A R B KRR SO

TEAG LR, 2RI EE A (2796 ZiRE F2E) 10X T 10 flRk
AHIRHEBET: . XFRRIETRAEF N 0. 0035 FlEEEEE. REZRAERBIL T ER AR
AEUCC 1A e AR IR A 2B 26, (R TR VAT H2 52 24 il AR S5 38 R R 9 R AN B D BRI BB T 1 A
RAGTHEVERE DL G RLR N — Rt 5 AR 0. 0005 2= FNFEALRES I H AR AL IR PR
I NFEF 0.003, F eV MR E & 0. 005),

10. BIMEEFRIH [(EHBEAEIHMEHARER (VPA) ]
FE AL 7 F 100 3 e XU 5 751 AR %
AN FEAE P TR LR 1) I K8 v/ i

FER AR P ERET SEUME I & (LE AT 2 M), X R
FEAY FHFEAL B B 2y v TR I S ) /DA (12-16 %) IRIRHTRIH (KAERE T IEH Lk
MR, Z2RE52H N 22%, 50mg/H 4N 26%, 100mg/H4 A 41%).

TE— T P B ER 0 B V6T 350 0 MRS R AR IO /N LR B (1-24 AN D IRPRHIE 78000
Hr, RARFTEMESGT SBUNE S CZRFH N 8%, 5mg/ke/HYL N 10%, 15mg/kg/H
HoN 0%, 25mg/kg/HAH K 9%) . fE—LEFHF, MEAPEFE (FTIER LR=50%. £%
F 7)ot AR IR RN A V6 MU 22 ) LI RO R B8 v, A RO IR VE 7 FH S 1) 1f 203 = ]
PR BGE A ERIF . 2 % PR )LEEE WY BRI, MR EAN 1 M2 . =i
S RS (I ARE DROE % B35 R KT RN /BN R T RE I 2 0 As, PRI B iRk . Ay
W AR VR TT 2 5 DL ) LB B3 100 0 e A

FER AT AL A IR ) A8 i JEr e ity v, LR B8 P SRR AS P A i ) I 2 v

A P R P AL 22 4 s /i
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MR L JE AR, £ DR O RR A R 52 1) B T, PR IF 8 S R
AN ) 283 R A O o SR I K v BE S O REIR ) e L P ) PARORE DR
BBV SO RE 2R 2e, FEIRMGEE MR, ZH0E LT, (F1E4 5AM K
PR IR AR — A, S8 e L= PR R AEIR A T2 i . A RRNIEAZ 258070
AR AT L& Ao

RERBAEHTEIL/)L (1-24 DNHD, ERE—DFARIHEF, FEltEE H MK
PR T BRI I S v ) R AR R R R AR S E T G TR R E PR, 224N 0%,
5mg/kg/ HA AN 12%, 15mg/kg/HAHN 7%, 25mg/kg/HLHN 17%). (EIXLLEL )/ 4h)LF5E
ARSI L v & A R W N CZ2 B4R Smg/ke/ HZH N 0%, 15mg/kg/ HLH N 7%,
25mg/kg/ HALA 8%) o 1E—TER/NALE EE S 5K RIR%4, s 7 M
apali=viz Pl =g =0

FE £ I FIFTIL IR AT Y SERR 1A R LT Jm ot o, WL B P B AN e R 0 F) L 28

o
ANFEAH R VA T 5% AR 0 2 1 1 ALLF-#E F TR B AT D IR 5 A5 P s B DA AL
11 224 g M 0

FAT e RAEACUH BhT T LA A T FREAR PR S8, S AP R BN P A I 1 1. 2
e RS i o SRS AR T 5 AL FEME IR AR YT B TR I & JF I IR A EL A F AT RE 2
B 5y O\ AL A 1 ke B 8 e AN /2 2 AL

2B MBS TR R 524516 7T SO A VAT T AR S B AN I S R] B4 PR 4 PR i B0 A 1R 2 2
ARIS 5 212 R e AL P S 0 L A

11. ' 5&F7

TEIM AR IT R IR R B B, — 38 32/2086 (1. 5%) 191 B2 Z& LML R B A T B 45
KA AR ARIGIT ARFEZ) 2 2 4 . FEXUE BT AT 7, —3% 4/319(1. 3%)
) R BT EE ORI S KA T B 450 . 5— B8, 850 B O A RAEFEREER IR YT Y
SMEBE R B A0t R AT LR AT IR B Sk ) LB R AR . AR
T 284 9] 1-24 A A ML EE 2 50K (K& FMtERIaTT I IFBIEY R0 7T
T 2RI R B P R S D9 B B IR A o A i R ILHE ] iR 2 B LR L
B HOIRE o

At 5B A A BIARSCTE, AT RELE T FOMEBRE — P RRER BT BRI BRI BT 75 (451
AW JE VDG . L BEMERG . SURARAR D AT LA I el b BRI AT A R HE AT S8 v R VR Tl P oK
et 854 R . & 78 FH A S AL E AR A R IR Th 3 K 251, BB BRI R B
FREE K S50 RS I N 0 A2 A, PR S 12238

BEINBAR RN TGN PR &, AT AR A A0 T BN SR B L« S A P 7K F DAt
WS AR

12. &I A A R S B VR AR

AR, & SONZ DR FRIRE <35° €, FRHAERR A ST b S 8O RIR . AEAER M
ARG 2 G T & SR S R TR AT e 5 I F P9 IR AR O » 45 I I FE AL I
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FOPA TRR ) B A6 THUBFE ML B VAT Ja B B Gtk lie H A& )5, WRERAEZAR N .. B
KA, ATRERIL— RAMIGAR S, A5 S, ZUUREL. SR a0 M8 & R
AGENNHE FERE RGN R ENAT, NiZ% e i e R . Ik RIE T ALE
1155 I 12 0475 I 00

13. BRI

TR S B A SRR R B 2 550 P e B R T AT R A o6 S Ry, 2 ek P A
AR NI L EE B 355 DL S o S 7 5 ST B 245 Y8 97 V36 R i Sk e 987 436w LR S8 o P
EIT RGP . ERZHIEN T, BiFw A S8usT 4L,

14. & EZEE B NFI R AR

FOILES JFE K HAR I £ BE BRI A2 BT . S Thae B0 2 ] B 75 R B &

15. FFThRERZAR

IR N BT Th fie 22 0 B A FEIL R 15 B R vl REBRA, NAZIE A M.

16. JAW: SLIGEGE

LEJLIRBEAL BUE 22 B 500 BEBIF 70 A, I PR S 88 == 0 A T H (19 AR AL AT I B VA 7 AH 9%

FOMEBRIA YT P P EOEHE S PR m U E AR RR B RN S AR A
BEARAT LIS AL T oo AR SE 2 K FERE eI T 300 1) 5 300 000 . 5 B IR L A

A i I BN E AL IR AR YT, 7T RE SR A BAS A e FA 1 2 22

HIR CZR IR 1 A7 i PR SCI L7 A5 1R 2t o R MR S (19 L7 AR W T vt S A R
PERR T RE L ST i S W AT B 5 M09 A S ) I B 22 FRORALE , E R Al PR S5 3 70 # e
TUE 1 1 A 55 ST AR A RE

SR IH E

FEREIS 0 a7 80 20V A A RO R 6 2 B, IS 10 B A2 Ak (BRI 40y 6%,
LRGN 2%), MLIERRIEBERREG I BT (FEREERALy 3%, ZRGI40y 1%), s E
FRAC CFEMEBRAL 0. 4%, ZRGI4N 0. 1%) KIRERT .

FE— T IR B AN A 67 B 0 PERO A IRl (<2 %) JLE B A PRI 7T H
H, R T B R A T CEDALET . BUN. BRPEBERRNE . SR . SRERAA N
TR ARG R

SR AE — TEREER ] T35 /0 4F (12-16 %) J i D Sk I8 T f0 505 22 70 BRI 9
, FEREERVETT (I LT AT AR OCTE AR, FEIRLRIN N IEH{E, £ 4 > H HG T IS
A T+

17. X255 R ERAENLARRE ST HIFE T
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AR TP RS, P ARENE, kR s EASOEIR,  thATRE S B RS AN/
SRR . TS RSB AT e R R B B BRI K A fa e, 4l At T
ZIRI B

18. BB RO

GEYR MRS IR TT AT RE AT IG LG R« AR ST 254 (AED), BLIEFEtNs, oI
BESE IR ) S o

DUATFEVE AR R 2 B I i LI A2 XU ) T L A BEAE AR (A (B0 1241
PSUEEIR LSRG ESD DR

HETILEA S ZRLL,
19. FEERRRN

FESZ AR GRTT IR TRl T E RN (Stevens—Johnson ZEEAE (SJS) FlrhaEfE
RILIFERAAE (TEN)) (W IARKRM D KB AEAE R 7 HALC A1 SIS
A TEN HRIIZ5N G b A B R 2R T I . A B 15 )™ E R P&
FIARAE . UnPRGE B I STS B TEN, A5 (ks A

[ 20 R A 2 2]
L 3EPRIRD
FENR, FOMEBR R o B A, ELAEIT e A REA s i o (0 25 MR AR L o

CEORIA LRI A ] R BUR LG - WIEIR LB ERM, £ 15 N2 Tt M
PR A S RIS T RS T CAnP I Bk fe,  ELUn s 22M /s 28, JRIE T R0 % Fh B 1k &
i) o AEAS N ELZIRTT R A0 T I A o

J3Ah, HABBE O B, 5 526 T A LG, FERLER 5 AED IBCAR YT IR AR S0 KU T e
FEFT AR E T MR RNZIRL, Ptk s, 2 BAT R AE . Rt ERA T HAEH
TR Je R IR ) LEE A Lo, 72 R SRUEYR h 2 R T PRI BR I, H BRI A U LA 1
) AED CRLAGFEMERER) 7T REd Nt i KU o

SRS ZY) (AED) BB, B ic 8l s IRt iR 2975, 2L
R AERE (<2500 50) BIRRE . —HULIREICH Ak, T8 N2k Tt B 24in
JTHIE LR AN T AR L (SCA & . WMAMKEAEFFIEMREEE 10 NE AT, DR 2>
J2) AT TERTA ISR SGA, H EAT IR MMM . 75 U OR8] 32 52 5 w5711
EFTHLER A L VIR SCA BB R T . BhAh, SRR (A 34 H) Z s ]
FOMLIR A SRR B, SOk Ja ST AR T T LR A 2o AR TS SGA R RB R B v o IR B E /N T
e JLRIRIAZE R o AR A AR BRI/ T RS ) LA AR SSHE R AR 57

IAEREAE SR 20 KT KU A BEAE AR ORI P AS i o A0 S8 FE AR AR I IR s I A, B
FE R A b ST TR A2, U] 24 5 RO A L P 7E S 35

N
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RPN 2 (NAAED) SROREICHEIE R Y], FEMEgRF HIE FHFEmLRE s 27, 200
Rl Tt . HERBUREN 1. 2%, MM S, Fig T 8 AED 192 LRy 0. 39%-0. 46%,
RESEVAT IR 3 e AED YA 7 I B LB RN 0. 12%. N T 3T ERER, 500 TR 2
H (CDC) [ a1 36 [ M RIA Hd, RIL T — AN FALRIE SR 2N 0. 17%. FIRAHERZ
TRTT B2 NFE AR AR LG, NAAED 2 4 85 1 F 4 00 39 % 5 FE AL TR P 1 28 G JXURS: 9 9. 6 (95%
BEEXA= CI 3.6-25. 7). HE (UK) Fiii AIEIRECHT I 12800 2 AR LT &,
1F 5 32 T LML G B 207 iR 2L LR RON 3. 2%, fESEE Fr s DR R AR Ry R R E
)16 15, HRAKERLN 0. 2%,

FEMERRIA T T LS BUREHE IR T 35 o (AR W AR SR AR 00 T FEE e T SO Qs R R T B (10
B AR, IR AEAREHERR g GLERBITED mTBLREUR JLAE KRS . IR LA &
VeSS A JLAETS, F HL Al BRI LI 52 73 BRI RE T o ML I AT g 26 3 A2 75 tH A
PERR P, JFHZIROR SRR S IATIRYT o NAZ I BRI 2 A a7 R A2 L2 5 B
PIERR 3, ROSFEREBR W RE R 4 iR )L, JF EoTREAE AR kA — i AR E R 75

PEAREZ I (258 EH ],
2. PRI

JEA AT NRAE P R IR 2 i v AN, (R R R 5 A BER AN/ B ) LA ZE AR
TR IR o 75 T RE 2 X AR ) L 32 20 W R RE 07 £

3. L

FES LML BRIETT IR L ME R FLRIR 2 Lrh 3R i 1RV Mg R . DRIk, Wi LI 2o 2y
AL AT B FLMR SRS 2 LR 2t LA 29D BER IR 2, LR SE A2 1545 24 B {52 I 7L

5 {9l B e T FEME MR (0 B LM TR LA PRECE R B, ) Lifi S FERL M B 55 1 BESR I 9
IR 10-20%. X —FFart B LI A2 o W8 LA N

[LERZ]
R R VE B LASL (1-24 4 H)D BIImRET

AR E I AETT 2 22 BT BB PRI AR i A P 4 T 56 LR 2R R A/ B Lennox—
Gastaut ZRGALASRKAE BH K LA NE. £ TN, XUE . RGBT,
PP T FEA IR ARG 73 BIGR 45 8 F U 250 I R TT R 1-24 A H IS A A
PIHMETE YRR 22 LA R 22 tERnm 2. 20k 20 REWERYT (FE 5. 15 Al 25mg/
H A I T, MBFAEL, BA IR Tt Ee A A B Rtk .

—BAEOL T IR TSR B A RSN R AR O Y ) L AR LS B R R
RIAHAL, A IR EIE)L/ AL (1-24 A D RREF S — BTG K TR T 45
RY, AR/ B OREGFEBR)LE BE MBI, B/ iR L),
R Wl PR S 06 A A 5 AT L AN RS L/ PR AR /7 B B KA AN R 3 R (3R L
R BCE W T TS R

XL /N L B 3 IR XU AR BRI =4 12%, 225408 0%) ANl R4
g XU AR FEREBE A 4o 40%, 2274 16%) FTREFF . 2/ 3% LMt R VR IT
0 R L I HL B e R R4 B 3 R A R 3% TS B SIS i R, SRR
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WA 2 Sy ES . ERPIRGERRGL . ORI SOV R 2R RO LB S B 1 KA
INED =

FEMEERRE N T B WU AR FTHEmEBR R4 0y 5%, 209 0%). BUN Fhi (fE
I FEALERFIE L Ty 3%, ZRIFIEY 0%) MEHFTE (EAFERLERRIEH Y 34%, 2R
N 6%) HIRAR, RN T AP ERR A A A R (EATFEMLEE Ry 7%, ZRIFHIZH Y 0%).
O BB A AR G A TR AR S o A LT B 2 5 08 R L T R AR R
FHIt i (FEMEES 25mg/ke/ H I 5%, 22RIFIZAN 0%). A & IX Lt SR = Lo

15 FFE i S B RS R L A B B S LR IR B, BVAIT A RN T (R TIEE 5%
i), BB 2R EASHE T . IR S AR 1 R A2 A e B RI4H o 6%, 7E Smg/kg/H
HN 10%, 7E 15mg/kg/ HH N 9%, 7 25mg/kg/HH N 14%, fEALEFEMLESFI =N 11%. Bk
PR EE 2T 7 AT e AN X e g5 SR .

FomLig SEBGAIT B B RS 2 R AR B EAH ST

Kk —FE MR T 5 8 5. WEAELE N 7 90 BRI,

TEFFIL AEXT BRI R06 Fhie 3 B, 12 NEEAT sl A 2 30 HE Bl e T80 T o =2 & B MR AT A
Fig . A ZRRFIZN BRI EM M. SRR Z SE XTI, MWANE R IX P ThRE
BB EIRITHR, BE e R T BB (B, B2 KREmEETREs
B B R AE 5 )

FERTOTI ARG T, SET-RIy 37 451/1000 BHE. KOV T AAERIER P
WRRAKES (1-24 D HD JLERTEFIET AR, TIERANZIE T H R S AT EGR T k.

T <2 2 HIER - HEmR  AF B BB 2Tk

el R T U B 249 VA T 2 8 DU BB ) 2 A PR A Rtk
[ZHEAZ]

CHEBERAF BN
(2 EAEA ]

FEARTH Y, BUERAEE 15%R18 € CONTEFE M .

A ETURR 2RI EA

FEMtRR S BRI CRZIE, ROPET. AR, KBz IMElD InGTT
I, BREEARDHOR N R BLFERENE 5 % 58 o N AT S BOR 2 I MR LI =4, FEREEE
HEAM IS MR L TCRENT o X 2% 22 5 R 5 W00 R e A2 H 15 M i 10 22t R 5 g
(CYP2C19) UM S 2o DRI, AR i A 2 22 2t B PR (0 B PR B S AR
P 5 ) N 0 M A B A

— TR 8 AT M BAE 25 RB A TR, P S = e, i 5

HN 100mg % 400mg AIFEHLERA IO =R S MR EE . (=TI HFIEDY 327mg
AL 5 = IR AN R MR A AR S LSRR
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HETURR LI 2 B IR

HZ GRS VHF A] BEARTE LR A M SRR BE . EFEREERVG YT I I s R Z e R 5
VPN T RE R Z ST BR AR . X PAI RS T RO MR RIEAT IR . 9 IERR AR I FH s
FIAS S A R L B (TR R SRR BE A 3s PRI A e T A Tt e 7

YRR (B E S 2 WIS

£ 10: HEIPBRAY SR DEMHIERARNERER
IR U 25 U 24510 1025 94 FOAHPE i 2494
IREZYL — sk V(48%)
‘E%@$ (CBZ) — ¢ (40%)
PRER — —
E A= — —
RE L — NS
TR — NS
—: N IL3R 2GR P TE R
wks AN 3K 250Uk B 3 0
Ve MY TR
NS: RHATHFFR

SREAMRIHEEER

H G - — IR PRAIT S R 3L DR] ] P R P FE AL » S e = ML 7 25— il 2R TRIA CAUC)
BE 12%. (HICRLERAE RA Tl PR SO AW B o AR P M = = R 7 B0 R85 P B f52 T it g
FF S I e N sy < P ML R L

WEZHZG . 7E— T 5 L IRGEE 42 24 (Img Bkl /35 g Belfims 5 75 #17)) 1254850 F1 2 A0 TLAE
g, R FFEEES — M yuion 26, HIL5RIEAE 50-200mg/ H A, A 51 okt 42
Y I AUC M & AR B goit i XN B2 284k . 76 B AT R b R 8L, S44Tnths S5
PR A TN, HLFEntER &4 200, 400 K 800mg/ H I, bRl i) if 2 AUC i i 3 FEAK,
FEARIREE 73700 18%. 21% /% 30%. FEXPRIUHEH (FEIEEE IR IE v 50-800mg/ H), FE
M B ot ok A5 A P L. AUC (B3N AE 25 5o m . FEMEIERTE 200-800mg/ H RIS G, Huif
fi 1M 2% AUC B 1 B AR5 FE ML B 25 24 77 F A A DG A%, (EE 50-200mg/ H Il FE Vi P o R A I
AT (HUL R IX AR IR I R ORI . FEMLES S84 24 & I, 85224 (19T RURT g
PR, dEH SRl RE 3G . (RIS AR 2 M 3R AN S 2 R R 2R 2 1 R, B
e (25 2 4 5 B T8 AL AL PRI AT SCSRRAGE , RS AR i 2B B IR i i, TS SRAF AR 22 24 R0 7
AR AT e

BRI i B R A A 200mg/ HAREG I, A4S A4 py A 3k if 2 AUC
8 R B% 18%. A5 XUAH I B RS ) FE B 52 A 200me/ H VR TSy, oAk py B 3L i 254030 1 22 5+
ANSZF s AR P IR 2] 600mg/ HEF, AR ER I 2% AUC (B 26%1 1 5. BTLA, A&
w5 R B F B, 7 M A A A S

FIBEER: 75 SRR A 2 A I, A 55 055 6 (0 A LA 0T B 6 I8 3 AU 1%
KRS B AL . ASEH DL 100, 250+ 400mg/ H Fr i 38 741) & 5 R 55 R & A, RIBSER (45
258N 1-6mg/ H) LK AUC {EA BT F & (250mg/ H A 400mg/ H & FF24s AUC {E 7351
R 16%F1 33%) . FrATETEYI I (RIBFEE AN O-F2 L RRE 0D 11254880 115 4UH 1R /IM AR AL,
O—FR IR B W TC AR o R Bl (135 PR 0 AR (L3R AUC (PRI R B A B s, [l
B, AR SRR (A B AT REAN R
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SEER: (£ TOME S EF AT A AR, YR TR AT
WMEGE (REH 25mg) SILMLER (REH 2 IR, HHR 96mg) MIRSSLMAEN 1A, BT LA R E
R, AR FHFEREEEI I SUER , 2 EMEBR A Con Thi 27%, AUC HE0 29%. MANKIILAZ 1L
MR PR o BRI, LEA FHFEMEERIN I\ MRS, 7T RE RS 2R BEFEME B 0 2577 . 53Tt
B I A SRR AR S A A B R IR I R R, S F FE I B
WEWR S, MR EEA ITRRAR, AR R TP 254 & AT s ) AR P AIRAR R

HORRPREEAIHITR]: RTINS Z B A 2 7R R R A e PR 7, (B
WA AN R e AR fh e 40 1 77 [

XU — I R R AR N AT W 25 A ELAE R T AT S T R R OUDICRA
ZHOOUIC S FENEES & F I A 2 R AR S 2B 125, R R BN, 1E5FEMtES
AR, ZHUIT Coax A1 AUCo-120 [FSF3ME 53 3G 0 T 18%F1 25%, 1 CL/F ~F35ME R F% 1 20%,
EFEAH B T AN — FF U Towo FEMERST — XU ZG 52 AR S AE I PR P 785 SR AN B 7 o
5 ZHSSUIE FHB, FEREES) DIR I02R35E BR A BT REAR, MAFISCEFERE . — HOSUIOR HEntE
B 24502 R AE IR _H 2 SO IR . AEHE32 Z ORI IR, B B msids ket
BEAIYATT, 2 D)3 R I DA 5 s 1) FL W PR I 9 1

WA BIER:  E— T (e B B AT I 29 AH EAE FHBIEFC b, VPR T Sl i R A ikt
¥ BIER SFEMLRE AR S BN A . AR FIBHIARAS AUC FEAK 15%, T Cu RBZEEMA . 1
RIMABA G5 o nER R, iR PIFRES o F1AUC 2351 S P& 13%F1 16%,
T PR S P D I FAZS Cow A1 AUC 357 TR 60%. AN EIIX LET S IR IR X o 24 A 5 StA%
G A PR, N 6] B W PRI 155 (1038 243

BEIARR: T T s 585 ANR dmg/ H 54 A S 1650mg/ HAF, 2 BUHE IR B &
NI BI AR S 25080 112 . B RAGS, #&FIANRIMKE AUC. A 25%1) NI, HigEARH
W) A- RIS HIANR (ML) R 3-M-F2 AR FUANE (M2) 433 RFET 13%F1 15%; {HIES
T B AR A FHI A 5 R R 25 25480 1122 T3 b o TEIR A SR IR T 5 AR B AR JIR A A2 s 51 A
YEIT A AR, F N AR R 0 DA A5 4 ) R R RS

HEHANLGYHEIEN

SEEEEANEY: 5HESREEE AR, TR 4547 1R
Bro PRILL, FEAEFIAS RIS, OGSl X SREGY), RN 25 nT fe 7 A — RN s a5 47
RS A B

VRRER : 7 LT 32 SN A it BN IR BRAG T f0 R 3 v A A TR & 5 il %2
AR, AR BAMEA IR L. ZHHOLT, 5 A i B R R R, R
FERAMRIE A (W GEEFIY A OARKN D XA B RS IFAE T 2513)
JIEA A AR T K

PEkt, FEFLIEBR AT T IR 5 I, AN R AEAT 20 22 30 R AR B =t 2 (s 0L T
BIPEBE I TR GE SO D IR FRIRE <<35° C, HERRHAh BT 15 it 3 BUMAIRIRD - 76
FEMEREAT T IRIR 885 IF 25 0 83 vhy, IR R 3 n] H B SRR AR 45 T 7 I BN & 3

PR KGR ORI FEHERE S 4L R K IS PURR IR G G , B ILEG S [H]
/ EBrr#EAL EEAE (PT/INRD 1 B FERE R 5 45242 3R K 355U 45 24 0118), N2 D) M INR.

e EAER AR 1R AL
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FENGPRBTFC RN T LR 5 R E YRR B 2 AR, EARERICET T

e
£ 11:. HedMHEIERARITIFHAGER
G RZ & RIS FOIR PR E
R K Ak - NS
AU =42 B MR Cou AT AUC TH 87 20%
WA oG (O R — —
R
TR IE B — NS
WA= AUC T 31%
IR — ST 9%E% 16%, AUC 43 T
4-FRHEAE TR Con FhiRT 17%  CREFRIE | & 9%& 17% CEZEIRRFIERH 2
#H 2 k. BK 50mg) W  BFK 40mg B 80mg)
&7 T4 48 IR - NS
YD
FR I — -
Hb /R 2 Hi/RER L AUC T P& 25%, 2= 2Bk I /R B AUC F757 20%
B AUC T B& 18%,
N-2¢ F B b R A
BEVRES ] — —
FRAER R AR AUC 157 16% —
(A4 50 mg /12h)"
% : HEMAZGHEL, Co. BEAUC F 2L E
— ¢ WEZEHH Co BE AUC ToEEM (P4 - 15%)
NS RIFEATHER
" BFEEERIVERS, SEEERIYR AUC THE 14%. F BRI AL TR R A T B R
(%t E]
AR 2 R, SRR GECARIR. N, FiERR . AR EA.
R WA PRI 7M I SR R, B ANHAR . 2500 B il IR 5 55+
AEE, (HE AR 2 2 i = 50T R -

A% dtid B R] e S 20 H AR ERR TP R .

CRIE LA B i IS SRR AE 96-110g Z 8] H3HUEE 20-24 /N EE, 3-4 K

AR RS R, A FE BRI T SRRATT, BRI SRR s . vEH
ARG M N SURIRORRATE N AT . MBS T R B A TR K — Py ROT . B M
KEAK.

AW SFYHERTOERR (nF)D, LIRS EH 25V B a2 i

[ RZE ]
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BRI S1%#

SHETR YIRS, FERLERI 2B s moh: Z9RE 1 R, EEA S
bR, I, WASSERIK, s,

FERE XS 2B A 85, AN 25, AN Ra BEHEAT R SYIA0) 2453 8 ) o
FEN PR FE R AL, FERER I 249K P 597 AN RSS2 8] Te A SR o

FEMLRR DR RSO . e 4. @ A2 E HARFEIERS 100mg J5AIAE 2-3 /M (Tw) J5
IBFP B MR WA IR E (Co) 1. Bpg/ml o AR AE BR Pl U AR 10 M I [T U3 45 Y 1 R
100mg" ' C—HEMERE T SWISA Sy 81%. EAIAFEMERE A A= PR FH FE TCIR PR L 235 (¥ s . —fik
WITE N, FEMERI MR (A FLN 13-17%. FEMERELT AN s & 07 s 2 B,
MR ESE dpg/ml L LR RIAIEHARANL, DATAR SRR MG, FIRGEHELE 100~
1200mg UFE P, HFERMWHAERA 0.80-0. 55L/kgo MELEIME AT A A, LR
DATERRLIN G 50%. X5 LM AR SR E o tm T R IA R, TR .

TEMERR S TP e B D B (DT 20%) . 7E6 HEA 2R RS S0E F bt
TR 245 (¥ 2B 5 AT 50%IFEIE BRI . MRS . JRANFE 738 etk S 15 ) 6
P FRRAAE R KA R AR BE R A6 VF R TR BRI FEIE BRI AR 4. 7E45 T C-FEMLBR
Ja s B P IHE O ARC R HEI Y S R rh S B S 3% W OREE T FEME R A SR
2 R AT SEIR A B EANT LT B s 1

FE N AT S B HAR =4 B2 B BB (B AR 81%). £ 66%H) 'C-
FEMEBSTE 4 K LUSTE MR R R D RFCIEES 50mg. 45 H 2 &, MR 100mg. & H 2 1K,
P18 B B RR R B 2008 18ml /43 F1 1Tml /4y o FERRFFCH R, B /ANEXHE A A =
e . fE SRR IRA RN, FEMEs SIS R SRR, DG, AR
WIE LN 20-30ml /4y .

FEILEE M 2R FE A 22 AR N, DRI m Fiel FE 254X 8h 7725 o i A5 3 Bk 1 IRt
fig 100-400mg Ff, EZEVEZGACBN A0, M2iERR R E E, 25 —nFahek N AR pE ) =
LGN . B ThEE IE 5 IR AT AR 4-8 R RIS MR B o A FE A2 0% 1 AIRFEILES 100mg,
fFH 2 &, HFPE) Cu N 6. 76 ng/ml. FIARFEMERS 50mg A1 100mg, BH 2 K5, HFiMmi
HEERIAZ N 21 /NS o ARPEFEMERR A 78 b g e B R AR X AR R e s, FE
WLy (1)~ 350 0 252 3 o e 5 BRI CREATLAE ST iR B 741 £ 100mg (149 161 = A 1B B s
tue 28524 30. 1945. 01h A1 31. 07+4. 67h).

FIRFEALEE 100-400mg, 3H 2 4K, RN AR 282 el a1, D) S A 5 7 S 1
AR R o

X LR W DI RE S B R (CLee<<TOm1/ 3 ), FERH IR RO L5 Bk 0 A0 1 775 o 3 PR
FERE IV I B R FEMERR A RIS B R PR 5 ThREIE S B EEHILL, B IhRes2 i &
HAELE T R BT RS A MR AR S 2GR B o IMVBGE T A 20T Bk i S At
Fi -

PEA R R SRR IR, AT 1 M BR3P 28 T B 26%. FFDIRE S 3 8
TR -

FETCIEAE FIR 2 B v, SRR MRS B R A
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12 BT LEZAE 1%

JUEAE A AT I AG T AN — 25 e 8, TERRF AR R H
RS M SR L ROHE N 55 77 B R B A1 SR, LA e TS R 2 S R R R s 0. R,
IR (mg/kg) AOFEMLRRIC ML JLEEAR TN . SN, B8 S PEDURR 2585
FEARFEIL IR AR A MR L

OisAR % ]
TR AR B X TR TR

I RX RIS ISR s 1, FR253R )7 A R IR ARLEE (6 % K BL LD, nfdia
I B TR PR KA BUFURNE AT SR EL MR 2R R AR BT 2-16 5 L3, INARST 2 % UL
B Lennox—Gastaut ZREAERUIR A /E I LI BE I, AT

BB

1E 4 N2 PO BEHLSUE AT 56 S FEILER 525767 Fri2 W NIRRT 6 % K L
L BB T RGHAT T VA . EPMN-106 56 H 487 44 (AEWATE 6-83 X 2 (0] iz i
i GER P RAE B TR A AE D PR R I BUROR 25 1) BB 2E e S8 B B AL 20 B L T
50mg/ H A1 400mg/ HW2H . B kS EAEXNE B, B EIEE S — IR B o R E s 4T
PESR B PR R AE RIS, BB B e — 4 B E LN G 5% 6 A H 1367, BUA R 77
FEH5E AR HARUE o BT RO A2 L OUE B P AS B 7R 4 B ER — YRR o e R A Bk
ATV SR LR AR R VRIS ) ol ik P AR H BB — VR A AE T (] 1) Kaplan—Meier AEA7HAZE,
T 5AN 400mg/ H AL T 50mg/ H4L (p=0. 0002, Log Rank #&56). i H.HHZE 152
T E R A LA BUE R R R R, i BAEREA L A R R R E N E R (o
=0. 046), ML BEE R FIF R, SRR B CEIAFA T i & 100mg/ H o
H4#E Kaplan-Meier HOMIE, fEVRITHI 6 NHM—FERN, SR EARFSELRR A EEE R
WHEBOL TARF L, 43519 82. 9%F1 71. 4% (p=0. 005); 75. 7%H1 58.8% (p=0.001). ANAJ5
W 20 B VR A I TE) ) XU LGB EE A 0. 516 (95%FT{E X ] : 0. 364-0. 733) o 45— VI
RACUTA S VA T RCRAE TR . SRR MRS, ML E . ARE IR WIS, S Wi
) FE2R AED 8 FH A e 19 AS 5] S 4 2 JR) & — 30U o

16 YT I8, BAIRTT 15-63 2 Z [ A 3ot R AR A PR i (48 ),
FELA IR IT A A S R 259R9T 100mg/ H Bk 1000mg/ H .« 7l & 4l G IT RURTE G it 2
FRFAFIEA. 54%mFEHEES 1TMEAEHEE AR T RAETT, RITHEZ AT
TERFEMZESR (p=0.005), m7EAIEIRH P20 R LA ERIEE (p=0.002). 5
H R WIERIT UMM TEGe Tt 2% LA T Rl 4l (<0.002).

EPMN-104 iRE6H, Friz Wi mm i s AN FJLE (6-85 %, 252 #I)) MRIFHAI AR
BEML /3 MK (25 8% 50mg/ H ) g7l &E4l (200 8¢ 500mg/ H ). &k &, EXER
J7 1 5A%F) TR 2 R A 39% TR B 4 B FWOR TC R AE  (p=0. 022) . TR R AEIHR I 2
i BRI 3 RT3 A BRSSO i R N TR 2= B, SRR A B TR

(p=0.015).

EPMN-105 #0546, B2 W A i 6-84 % B35 (613 B2 A% 100mg/ H 8 200mg/
H, SESZARMETUBINZIRTT (RS PE-FE ) . HvR 7 (1 £ £ U 2 A A e [
IR IPIT R /D R0 B 7 P a4 TR (A 24, 9 L] (1) 22 S 1) 95% B A5 X [AIAR /)N, FL 2355 0,
UL B AL T Ge i 22 0 2 P 22 5 o RIS R bR 1 ¢ i P 2B (R A I RSO AR, BLFEIR HY
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18] R TG A AR S8 B BRI 5 — I A AR FR et 1]

SE% Y1 A EPMN-104 XUE BRI 320 % g (Hirp 32 4/ T4 16 ) ANAHFIK
HGITOT Y, 2BURE B2 AR MIRYT 2-5 F. X R ER, ERBITIIKBINE, &%
IR E « IR TT RSB WH B A AR A [R] I A A7 RO IR 35 25T R F%

i bchd
RO A A B T B A IR
FRA R4 PR & A

£ 6 D2ty BENL. XUE 2RI I R 1006 X SRR e in ¥ 7 BN B0 I
FART RCHEAT T V- P B8 PSR A A P AT BN 4R 5 e T A AR PR B 58
793 A I FH AT A FE bk T 71 8 22 SR 7R 0T JETT SR DU A B — FE L I 7 22 R R IR T ST T
e

FEIRER I T, EH BRI FC R B ENAE, Fe SeVFARA 2 ML e PUin gy . 2
AMRIEA 4-12 FASELIIE], RS E AL T & ST 25 IR B R o R SRR YT AT 0 10
JRRAERA 12 0 (12 IR 12 7k, 8 FIIEE N 8 ¥k, 4 FIRIFEL N 3 O 1
B P B AR St I AR AL 20 IO 21 22 R 40 AR e 77 B O TR B 77
H, FAFERREE SRR Z .

BENL A2 J5, TR BRI, Hod 5 MRS, VA T AEEH #2532 100mg 151 25146,
BE o, A BRRE A ARG N L 100 BE 200me/ H, BEFIARFREFE, BRIEEE IR 2
MR I E. SE5MRE (119 61D, ASMEFIEN 25 5 50mg/H, 54 H 1 &
N 25 8% 50mg/ H, HIAT|HARE 200mg/H . FIEREW G, SEIEAN 4. 8812 M
e, R 125H TGS EA T EEE. FIERIER P AEL

2-16 % JLE RN R /E

FETAZ L BENL XU 2R I PR 6 hons FERE e in AR ¥6 7 ) L2 A 20 Ve
FAFRTRGEAT T VR4, UL S0 MR A A, PEAT BN 4R R R A A ) L3
& TR P FRILE T AN 22 B 7 28

FEATETTH, BRI FEmLEE 77 e B A i 2 FovF I 2 FryUiin 2 (AED). W
Foh BEAE 8 JSE LIS E & M AED IR R . R3], MBS D 6 YRR AR
A BT QR R AT A A (0 R0 B REATL 7 BiC ) 22 R R A BB s F 4L, AR E
AED,

BENL S, FFARIRIT NCE . B3 DA H IR AV YEZY 25 B 50mg 6 ; SR )5 F@ A 1
In)E 25mg 3] 150mg/ H, ERAFHEEFE 125, 175, 225 8 400mg/ H o« iX— 7 & R
BEIRE, K2 6mg/kg BHITER, BRIEFTLEMZREMAGESRSINE. FEFHES,
BHHEN 8 FHIRE iy .

JEUR T 5 B R 2R R AR TR

FE1TAZ L BENL. XUE 2R R R 6 o SRRt B Al iR 2 2 AR JRUR
AT 5 LR ZERAE ST ROHAT 1 VRO, DA — 7R iR SRR B A0 22 TR R PR T 38
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FEARWTFE R, BB L AR I T e B2 BRI e 22 SC VR 2 R U 24 (AED) o BiF 7T 1,
BB 8 FEAMINASE G AED ISR . KA LA 3 IRIEUR 4 o B R
28 R AT [ N3 A P EL e U 24 114 F8 5 BEAL 70 i 281 22 R 720 e L i 4

BENL S, FFURIRIT INE . B DLRE H AR AV 24 50mg FFUa&ERR 4 B S8 J5RE
JE MG NG & 25mg 2 150mg/ H, BERAF|48 € & 125, 175, 225 8¢ 400mg/H . X —F|&E &
R4 B EARE, K2 6mg/kg THIFHE M, BRIEFTCIEM SZH &M AR ME. FIEHE
Ja, BEEN 12 B EIT .

Lennox—Gastaut Z5&EXT 1AL

£ L AZ s BEHL XU 22 BRI I RS B BN AT 2 2 BLLE Lennox—
Gastaut ZEEAEMIYTROEAT T PP0T,  DABLA B — 77 2 il FH Rk I8 R 2 JE 7 R T 28

FEARRTTU, AR T ER R 2 RS e % SR VIR 2 FhUiin 2y (AED). fERE
BENWTFCHT S 3 7 I D> 60 OB A& AF 1S 1 4 J B2 AR € & F AED e (77

BENL 2S5, (R B 3 P B HOie 24 J8 3 g B AL o N e R Bt g 2 . 38k DL
H IR EPEZ) Ing/kg T8 — A s S8 )5 26 — A3 n 25 H 3mg/kg, 25 —JH M2 H 6mg/kg.
FIEEE G, BN 8 ARIf e . BT RO 2 MBI AR IR BB I B 0 2 R0 2
JUABERT A ™ AL I SR 2R .

F12: 6 MRAESERRRMERNE . LA R 0 5 s e Bt &

Uk R AR = 2R FEMLREE B AR R (mg/H)D
200 400 600 800 1, 000
YD BEA 42 42 40 11 — —
I EIE 5.9 200 390 556 — —
7l B A 3L 6.0 200 400 600 — —
YE BEH 44 — — 40 45 40
FEIE 9.7 — — 544 739 796
7 B A 3L 10.0 = — 600 800 1, 000
Y1 BEH 23 = 19 — — —
FEIE 3.8 — 395 — — —
7l B A A 3L 4.0 — 400 — — —
Y2 BEH 30 = — 28 — —
i EE 5.7 — — 522 — —
GILL G R A 6.0 — — 600 - —
Y3 B 28 = — — 25 —
FEIE 7.9 — - — 568 —
GILL G R A 8.0 — — — 600 —
119 BEH 90 157 — — — —
FEIE 8 200 — — — —
G a DA 8 200 — — — —

CREFIFIRE R RS, EFIEATES NN FEYL 4 /F/H; FRYDMY2, 6 A/H; HEY3, 8 K
/H; HEYE, 10 /A/H.
PV AT e i NORE B ) L B o PR A A 7 BV B AT .

FERTA INAARES A, 5T AN O W3 28 IO R AR b . 36 13 B T 9
I RAE B> o R AL B A SR T PR T A R0 1 o B CO R AE IR B0 b 22/
S50%EE B E0D . W0 R, XTEUR A AE M E AR ) SR DGEEGYT Lennox—Gastaut
CEAERRIG S T T IEE

This copy of the document was generated on 08 May 2023 Page 29 of 35
Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60393 Version: 3.0 Status: Effective Effective Date: 08 May 2023 (EST)

£ 13: ££EXNE ZEFXTR. nHREPRTRER

GES TR R 2R FOMbmg B AnsE (mg/H)D
200 | 400 | 600 | 800 | 1,000 | 6mg/kg/H"
B RAER AR
YD T 45 45 45 46 — — —
el % s 3 11.6 27.2° | 47.5° | 44.7° — — —
HHE % 18 24 44° 46° — — -
YE T 47 — — 48 48 47 —
el % s % 1.7 — — 40.8° | 41.0° | 36.0° —
H¥E % 9 — — 40° 41° 36 —
Y1 T 24 — 23 — — — —
ko> %6 FR A HL 1.1 — 40. 7° — - — —
HHE % 8 — 35 — — — —
Y2 NH 30 — — 30 — — —
ko> % FR A HL -12.2 — — 46. 4" - - —
H¥HE % 10 — — 47° — — —
Y3 NEL 28 — — — 28 — —
kb %6 FR A HL -20.6 — — — 24. 3° — —
HRUE % 0 — — — 43° — —
119 NEL 91 168 — — — — —
ko> 96 FRAE 20.0 44, 2° — — — — —
HRUE % 24 45° — — — — —
JLERHRE
YP NEL 45 — — — — — 41
ko> 9% FR A HL 10.5 — — — — — 33. 1
H R % 20 - - - - - 39
RRESHBEMEERE"
YTC NEL 40 — — — — — 39
Wikb %6 A 9.0 - - - - - 56. 7
AR % 20 - - - - - 56°
Lennox—Gastaut ZE&%E
YL NE 49 — — — — — 46
R MV 5.1 - - - - - 14.8"
% % 14 = = = = = 28°
U O R AE 1R 28 — — — — — 52
FX‘; J
5 EtE, * p=0. 080, * p<<0. 010, ¢ p<<0. 001,

¢ p=<20. 050, ¢ p=0. 065, " p=<20. 005 ¢ p=0.071;
"B NECRE D % AL ECA PGTC E 2R R A
A RNERN > %6 AL BN BN R A, 90 05 B M BTG TR J0 M KA
THORREKREERD, £, REEENMEE
* TR YP M YTC, FERPIBEN HARAIE (<9.3mg/ke/H) RAMIEAER KL H 6mg/ke HEK); XLk
FE 5 125, 175, 225 Hl 400mg/ F 1) mg/ H FI & AT B o

FEIX LRI T, T FERE S A 7R TR T RCHAT WA TR, PRSI Rk, SEie . 2
R IR AR BB PR R U 24505 FEREL 8 R 2 TE 22 57

(£33 ]

ZEfEA
FEME PR — Pl BT e DA A B o FE MR DU PO A DI P LR i AN 0 o E X R SR
Fr HIAH L8 TO AN B AT FL A BN AR AR AT 58 Hh A BILFE LI ) = ANRe bk T e B T L SO A
FLMHE 155 T BT PR 22 T R 8 25 AR A 75 i (K S R TR s A s, e P I TR, R ]
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FERE e AT DURAS O Hb BELIST A5 1 . FEMERS rT AR N -2 5 TR (GABA) WIH GABAA 214
ISR, N5k GABA 5 K& HISES T P E A 0, 28 W FEI IS m 484 5613 b 0 ] 2 oo K Ao £ 328
JR1ER o

RIRAE AR IR R RS R D 7 8 BELBT, FENH e AR AN R @ RO R ], %
W FERLAS 5 2 L L 25T GABAA AR5 AN -

H T FEME AR A SO RV 5 28 2RI AR, BT AR T R 2R R AU
GABAx 2R TR . FEMLES AT 35 50 A MR (Kainate) B MR R (BRI ZIEM
Kainate/ AMPA (o-Z3E-3-38FE-5-FIL R EEM4-9 R ) WHRPFMER, EX N-FE-D-KRLRR

(NMDA) ] NMDA =244 85 14 T B 2 520 . FEMERR 1Y _Eal/E FAE 1uM-200uM JE | A 5k
BEMIDE, 7E 1uM-10uM A AERIRR/N .

S, FEHE P T ) P A ) — 2 [ T o X — 2R AR P Y R B A T A4 ) 75 2 I e
AR ISR 2, AN Ay 2 FE ML BR B 15 FH 1) 2 2L A1

TESHVIHIE T R, FERLk e X 25 K AR SR A 358 (MES) HH AR K B B2/ R Bt R AR
i, %ot UG B P R AR B 0, X SRS (6 RO R R (SERD [ 58 LM S 2R M RE ST
RAE CA BB AT A% B A S 5 5 10 SRR B % M 2 M R AR A B  FEME IR T GABAA
SEARFEBUT GV S T 01 0 2 A 1 BEL DT 1 AR X 459

FE/IN B R R 78 2R AT IE I 55 5 75 R L L S I BRI B RIE A, SR
oA F BT SRR RSO A AR o 767G RAF X BRI A 7 I AR, RO 5 B FE LS 1M
SR 5 FLG PRI RN A DG o RS BIFE LG 7E A vh = AR i 52
HE

PG A

FEMLEE Ames iR50. ARS/N R ERRIG . ASMK BT T 4t DNA &A% oA
IR EL 200 A Ay K B 4 £ R R AR K 6 45 SRR A B

AT

FEMEEE7E ) & =k 100mg/ke[ LA mg/m? THE, A4 T AHEFE & (RHD) 400mg/H [ 2.5 £i%]
B A% OOt e e MM KRR A B 0 S RS

FEAHLEEAE I PRAH OG5 T 5 Z Rl g B IE SR IE R B 30, AR B0R L.

YR /N BUTE 32 B T RO 1 IRZS THEMERS 20 100, 500mg/kg (38 mg/m? 1152, (%7 AL
24 RHD 1 0.2 £5), Frffmalia S (BRI RAERTE: 500mgke 7
AR SR SR ELA B ARG, TR AT B e PR

YRR T 2 B R4 O 45 FHEIEES 200 100, 500mg/kg B# 0.2, 2.5, 30. 400mg/kg,
£ 400mg/kg (P mg/m? 75, AH24T RHD [ 10 £5) 503 5 1 S i AURO R % (BRik. 4
AT KAEFRTE; EICE 20mg/kg 7E (ML mg/m? t15, AH4T RHD 1 0.5 £5) WfAf
MEF MR (AR ERK. S5E R KT 5E); 1E 400mg/kg M 5 i 77 & il L REA 7
PERIIRRAAAE, 7 100mg/kg B 50 ey 77 i ) B 5 0 58 PG

KT 88 B2 D45 T FEMEES 200 60, 180mg/kg B 10, 35. 120mg/kg), 7E 35mg/kg
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(L mg/m? 15, 24T RHD 1) 2 %) 803 5 =t 2 i G/ e A0 -2, 7 120mg/kg (LA
mg/m? TH, AT RHD [ 6 %) & W2 3 S /e H (252 i AR HER TR ) 78 35mg/kg
Je S e i SR B R R (AR I S PR IR PR AE R/ FET ).

S K R e i G 3O R0 AN Iy LT ID 25 T FE L 0.2 4. 20, 100mg/kg X 2. 20 200mg/kg,
200mg/kg (LA mg/m? iH5, 4T RHD (1 5 ) FEN TARFEEE T FH SRR FiR %,
2mg/kg (PA mg/m? TH5E, AH2T RHD 1 0.05 i) 2 5 v 75 i 5~ A 2 L /i A0 /mid 2 L Jo A B
FEEREC; 7E 100mg/kg F2 0 R i H LB IR B RE I (PR ESG ERRAR IR RAAAED

TEALHE AR 5 B B K SRR /R AT & 7 B 38 (78 28 BT U 45 T 0.2.2.5.30.400mg/kg:
WFTATA) 1, 400mg/kg (LA mg/m? i, AHXT RHD 19 10 £5) FEE 4R SRk HiE 2,
30mg/kg (VA mg/m? i, AHT RHD [ 1 %) Jo 58 w7 i i &)y BT o4 500 R o Mk PR A

Bow

/NERIB LSS THEIEEE 20,75 F1300mg/kg 21 A~ W52 1[5 e i 988 & A2 28 T4 155 o 75 300mg/kg
LHL [V R /N B R, DR IR R A R B G S UM R TR, X R A LS
CEASCIL TN BT AR (30 2 A R T . 4R 245 300mag/keg /)N BR PRI 3 B 7 B K 240 2 T L B
ST VR A NAHERERIE (RHD) 400mg A R 58 &1 0.5-1 5, 2452 400mg FEMLEE &
REZPREIFEM RS RN 1.5-2 5. MR e 4 RS0 X A e . 7E KR
Hr, FEMEEE R ST A 120mg/kg (LA mg/m? T8, KL T RHD [ 3 %) @H44KIL 2
R WBUEE.

L s VI

G KRR T HAEJESE 12 RE 50 K& M4 THEMERS 30, 90+ 300mg/kg, =iiflE (LA mg/m?
T, KM T ILEEAHER R Img/ke 19 5-8 15 I B KA kD

5]
AEHRIAE 25°C (T7°F) BRLAR . FRAb. B e P AR
(3]
F 3R LI 60 KL/
(B3]
24 1 H
(BT HE]
JX20180056

(3 D25 iEAHES ]
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15mg: H20140022

25mg: H20140023
[ E#FTRE AL
£ FK: Janssen—Cilag AG

EMHbbE: Gubelstrasse 34, 6300 Zug, Switzerland
(4724 ]

4 FR: Janssen-Ortho LLC ##& ORTHO LLC

A Hidik: State Road 933 KM 0.1, Mamey Ward, Gurabo, Puerto Rico 00778

ABE] 4 K. Janssen—Cilag S.P.A.

3] Hublk: Via C. Janssen, Borgo S. Michele, 04100 Latina, Italy
[HEABRA]

ZRR: PO AR 25 RA 7

VEMPhE: BV 7Y 2 T T X R A R ML B R A U 19 5, RIS AE 0E 2T R
DX BT 1L 4 SR PR 17F

MEEZfs: 710304
% 5. 400 888 9988
fEES: (029) 82576616

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

*+¥END OF DOCUMENT***
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