A TR TRea]

Bt 0 3L X RBwA&12658104 2 12 23
M A B B

B 45 E 35 1 02-25700064 44 : 23107

ME&AE B 1 02-25798587

& F1% 4 : haorder@zuelligpharma.com
X H STRREBRERASIT
Fx e TERRIZ2F054058
X FkR T 112 % F-5%00067635%

x %2$®ﬂ%%ﬁﬁ%%%£i%&%%ﬁ@&ﬂé%%&ﬂzé%FMWWA
FILM-COATED TABLETS 500MG (48 i B R4t 5 0 0 &) J (M FE R8T F
023889%F) » BB ELFBHE > wRAK -

o RN ENTE ML LB R RS & A F 2 & &b TKEPPRA
FILM-COATED TABLETS 500MG (45 /M R4 50 0% %), (BEHEHFR
023889%%) » AR ERIM > 4FILBCH -

= BB RGRS 0 Ll F 5 B $IE364485 364486408 MIE R A B RAT 0 AR B
A4 F
I #EESE A 12RREH D FRRA SRR B RN R
o A S EAE X BN
2. HEATHR BRI M
= #gbilde SEHs ERAMEM BATERFE LT BFEAXHF ARG

B RELAX ~HTHE R

I
61 ﬁmﬁmﬁ;
il

P




Esly
BT moscse s00

Keppra Film-Coated Tablets 500 mg

AR e BT 7
TR 023889 4k

LR

LIEMEARER

EEE YRS levetiracetam S00 mg »

1.2 fRTY
A%

Sodium croscarmellose, Macrogol 6000, Colloidal anhydrous silica,
Magnesium stearate.

BRAX -

Opadry 85F32004 Yellow: Polyvinyl alcohol, Titanium dioxide (E171),
Macrogol/PEG 3350, Talc, Iron oxide yellow (E172)

1.3 WAy
Mg

14 B§57

Levetiracetam 500 mg B BE F ¥ G ita BT 2 BRACSEM > —HiAH xﬂiﬁﬂa # UCB
B2 500 (SRR o ZIERFUR BRI FRNE - TR B BRAE SR

2IBETE
16 BB A2 SRS S P (BFAT R O R B M e B F) 2 BB <

4 LI ERIEBR AN A Z R R (R (A TR BIA MR 5 584F) » 12
BREA_L P D SR B AT 22 BB R 4517 + DAY 12 BREAL: W/ DSB8

TR T 2 S R [ 3 2 B M S T R R B R o

A BB A -

AHER IIRBAREE - IRAE DR BOKRIRTE A » IRATERAMS S ET - ClaskE

STAE ML levetiracetam T4k « LTI BHR SIS 5 © LRRZCHER - g g m rR --ac

BRAR

o TGN 1
1 SiE

5 I A LA R AR 250 mg B W ST S I B4R B AR 500
mg AN o SR ARVERPREIME » MIBTET R > DASERIEIIE B 500
mg(H H YRR BFERI0 250 mg) Ry —PEERAEST - BRI R RHEE 3000 mg(5)
FI3R + & 1500 mg) »

WA

A8 BEL ) R

Wi s H 1000 mg(ﬁ 4 % 5& 437 5& 500 mg)- ﬂfl'ﬁﬁlﬁ AT TR K -

BB AMEEPR B2 45 EMACTA RIS 3000 mgGh WA &3
1500 ) I AREACERIRING - MELAG— 25 CUSE AR TSR 1000 maClf EAHIK
B/, 500 me) Ry —PBHEFT

65 B0

BFOAERRRECTE AR A MTHEREME B2y T UE R F o s RN A2

Py ———— wnmm 100 mg/ml >

6 BELL LU RLEE » B PSR 250 mg ~ MIARTE 250 mg 58 E IR T S E B
LB M RIS RIRE T RS2 WA + HEET levetiracetam TR

FIIEPHR Py R > B 10 mglkg ©

AR N BB PR B M B s 3204 » PR ST DB B G 4K 30 mgrkg » BEEIRR - WK
HURMRAS - FEARSELSOEST « DS T RN R 20 mp/kg(E B SYRIR -
TR/ 10 mg/kg) - {EUREERF LR {EABOME -

R 5 AP 7 s TS E R R - AR R e+ B RIS AR A W B - (LT

HERE LB PR BSIR B LR « (55 MR 1818 60 mykcg /K
(BEE) S, 3000 myR(HA) »

S 50 4\ T BA_b-SOE SRR B A AR T T A Y 2 PO
M7 R S IR & M -

TRAIZIERE/VAERTERTE

| VRS GRWX  BR | MoEE SRR §X
10 mg/kg 30 merke

15 kg™ FRWK » B 150 mg FRWIL » FK 450 mg

20 kg™ BREK » §K 200 mg BRMK + FR 600 mg

45 kg BRI » 3K 250 mg R » R 750 mg

THO kg®LL E | R4 REK 500 mg TR + B 1500 mg




) B8E 25 4V LAT Y LB E R Keppra POAREM 100 mg/ml RsbBafstasd -
D RYE 50 LT AL R R B L A AR

BAR 4 U THE
4 R AT B RCHL DN oA A 2 P 20 S M AT R MR T 3R B8 o R AR
BhAERGER A

IEEER S A Y B T TR B The A 7 I B - R A ETRR e S T
TESM TRy A B AT L0150 18 9 A I LB B3 BR 3 (creatinine
clearance, Cler) » ffif CLer(8{, ml/min) &[4 serum creatinine(B{i7, mg/d)LLTHI2y
HATE
[140-age (years)] x weight (kg)
CLer (ml/min) = (x 0.85 for women)
72 x serum creatinine (mg/dl)

LA FHIA A M R ERR(BS AR B CLer
CLcr (mi/min)

BSA subject (m?)

FRABYTh AR B b

B LhEEIR T Creatinine clearance TR - LA
(ml/min/1,73m?)
EH >80 G EWI » 47 500~1500 mg
LAt 50--79 AR + 2K 500~1000 mg
U 30-49 MW » B 250~750 mg
i <30 8 H MR B2k 250~500 mg
BERCR E R AN - R -2 FK 500~1000 mg @

O SEoesy F A A 750 mg o
O P 1% HOR R TR By 250 2 500 mg ¢

H4 T8 B O E IR R i A B P BB LR SAE » DB leveetiracetam 7P Y
PRI B BATDBETT I » b TR R B B R B R T 7

BEZHEERERER A

HIRORE B P RERT DO RE ISR A + TR B LR 4% - (LA WATTh AR TR A -
BB AN BEET A iR T AE @S AS B RN B 2 A8 BE PR H BAB T R
78R 60 ml/min/1.73 m? 0F » RIS R R -

438

LS levetiracetam SIRBHELAL pyreolidone 174 PISRA TSR MR
# o IR -

FRA levetivacetam 7 SUNEFERNT > BEIOTEEMEE - S0 © RARME
FAGSF LI « 5 IR PTRER 1000 meCEf H 523 GRER 500
mg) ; HERMBEA AT LT /E - BRERSEE B AR R
20 mg/kg (B H AYRR + B2 10 mg/kp)Ro—FEER LT o

BT 2

ko Ak RERER ABE AINE - DERRONIR - SHREEERTBRThAERBRRY RN - FERE
Ke BT o ISR AESL AR A (R ANE T REER) -

BERBCR BT Y levetiracetam FBARMEFF RIBHIIBIER D -
[RAHRR B

EA 2D BB KRB B 5D (U g BRI RE - et 1 MIREKZAE - BBk
B MM ~ SxiuBR(E T HE) I B IMEE i flevetiracetam (LRI 1A0A -

—RBREFOSRIIN « EWAERERED - $05) - B NERGNER SR GRS -
FH RS R MR ISR (LT REEBEE) -

ERERSERES

BLOVRURSRYICELIE levetiracetan ATUAHIPLA B ERATS « SEERRER
AT RIS  —T BRI R BEHSIIR - RIS B (T
BIR AR - R S IUT RATER ) MNEMITNELR: » T BLIL AR
R -

Btk » BEHNARSHEBER/RERE 2T ROES MY & TR
EHSARE - LS A GURANREEE) - BURERE R/ R BREARTT
Rl + IEILRIRERE -

Leveliracetam W SE&T HMURIERRITREY » QIESRRRME - 332
levetiracetam SEERIR AREBHISERETRADK » BB BECRMITEE /el it e
b - MBEBHEIET R ESRER ETIMER RN - AN R
Lty dam - w=lalioh S = SigA

SR MBI ATERY 4R > leveticacetam T]AEEE R NI BN S {ERVSAREER
BN o MDY &R (paradoxical effect) EFEALE levetiracetam BOMA{E =R
IRt S —{E A AR - X H 1 R (R IR R T Y © R B
TR ERTHNS - AR ARSI IR SR & -



I T ik

T LR EERAE SR TERN ECG QT RYFFEESH] - Levetiracetam fE
ANUEERTE QTe RIEERNAA - FEIRHEH G E QT HIREYIHRAREH
A TR ol T R, R T R LR A e

SERMMEIA WS AN 6 B THE -
BANRERSREREE R RS RIGIIRE  Ff A BN R E
HUESE - R WSNETHE - RIS B REFEDRES @A RMINEE -
5.3 g ]

Levetivacetam S 88AER - RERC MBI KR FHREE S - RIBREUREERYRE -
B AL GRS RIS - STRE &S | MR RS AL P RIS A AT TR
RIRGR - BRI » W ATES TR SRR EHR S BRI T 060 /IOl -
EHIRA B AERERERA B R EAIRAVAE IR SRR - T TR ER) -

6. FEPRIREET MBI
6.1 B2
2RSSR C

E—AR ETHRFRD » 82 levetiracetam 1 —JQMyZem (R 1800 §1 > 3¢
HIER 1500 FIRATE MR =M A ) ERARIMEMTL A RIS RN -
WRET EPIEER levetiracetam BL—ARN R B REERE + B AMEAATRIVE
# - {H B FRITRBHIL (49 100 B5E ) AR RS ERESIEE RN
b e

Levetiracetam YR FMEPAEERSRR T REFK L RER » A WEATERZYE
R - AEIERRBYSL T - A F R A -

RN AY 4 B bt FTSE @A levetirncetam RYMRIE - M TEMREGHN IR
[ tevetiracetam BBRREHSEIME « BERARBEENRAER =2
S R R (N2 e ) TR 2R 7 SRR 60%) « BERE RIRZ AN
FM O TR ENERREE -

6.2 THH
Levetiracetam €ryEtZE MEAA Y  SCFEEBEH - EUREHALIMBER
FH levetiracelam » ZEEPAL AR AS K E B BN PLAY BB -

BB L AT ESPREB RO levetiracetam 7 @iy @A LRMEE ) (B0

phenytoin - carbamazepine~valproic acid- phenobarbital~lamotrigines gabapentin
0 primidone)7E X AL RS - B0 E SO RIS A R @ IR levetiracetam
TERP Ry f R -

Yapk N\ BRI BV SRATET  E B levetiracetam BEEEAEH 60 mg/kg
I + LEEEPR LG AR TR RN A B AR -

HEREIIRE TR B D47 (4 38 17 BR) 2 B2 T 1 FE Y [l 38 e s o T et g DA B,
levetiracetam FE R SRMIEHED A R S BE# A carbamazepine B2 valproate I » I
e LR ERIUAREE < ATIRORECT @ S E RN TURNSEY
RUErHAN 20 %RY levetiracetam MFRIE » ERHFALEM R -

Probenccld (/J\'@%«MI@WJ H 47 K 500 mg) EQIHEE
U5 OISR - (B TR G levetirncetnm BYTEFMERER » LT HSRHY)
B ERRP TSR -

ﬁﬁﬁiﬁ [ Methotrexate

Bﬁ$ %mﬁi’ methotrexate %Eﬁﬂﬂfﬂﬁﬁﬁ Tﬁﬁ%ﬁﬁt&ﬁfﬁ#‘éﬁ [ﬂl&.’g
HWA RS T RS - fu levetiracetam By methotrexate FSE/ETFEIE:
‘M o

1 ; ~ digoxin X warfarin

Levetiracetnm 45 F B 1000 mg B » NGB RS (ethinyl-estradiol
levanorgestrel) 75 18 N BV IR M &) H 4 | P9 4 3 B F (uteinizing hormone ¢,
progesterone) A @ HLISE « Levetiracetam FHME 2000 mg B » FEPE
digoxin F warlarin FEMPREEYE) 8 | BRI IR @ - 58 digoxin -
CIAREZNBA R, warlarin SEARY » R & BE levetiracctam ZEAIRYEEYIRY 1L -

S Laxatives

B8 BEUREE Z Z Fi(macrogo) JROE levetiracetam [BFRHEERES » EA R H
L3 O EE{E Jevetiracetam YR - EHIL » ARFT levetiracetam Fj—/\N% 5 16—
RO Z Y -

RV
YT QTS levetiracetam FEMBPIYEIBORERE » ERBORRE BRI -
Levetiracetam SEERFRARISE L 15 FF MIFRAE IR R0KE

mmwmmmmwﬁﬁ EIA B AR 2 PR ROk » FRIELEY EEEW -3¢ /R B
BB R S - £ m R £ e

e :
Fﬂ‘ﬁ ﬂr.ffl H:i Ij




TR REHERRI RS ER I8 57 M RERE 2 220 R PR R Er 0 B 2 3T T
B - MR - ST 3,416 iU RBAEESR levetiracetam JQM » BR T I
TR+ MADARBOREHEABRHY levetiracetam fEAHRLLR E IR ERATH
FEROEH B B BRI RS R IR 36 R 1~ SRS 55 SUMRE T fevetiracetam
N EFRMO SRR A R ER A MIEEN TSR B ABARE -

BT REB(ADRs)EEE MedDRA 23E S B RIRMEHAT -

AR ¢

TR RE1/10)

#E,1/100 » <1/10)

¥ E1/1,000 » <1/100)

7D EL1/10,000 » <1/1,000)

TR R(<1/10,000)
RAGSEIEREAROR P 1EA)

HIRAI LA
TR - MR
DR RIS

BN T RGRE
FHIE - M IMERLD » B AR ZD
PR RMIRED - W R TR - TR 1 iRREA

ERAGRE
28 RYPHERELITE R 2B ESR (drug reaction with eosinophilia and
systemic symptoms, DRESS ) + MSE M (A EKE RS RsEm)

T - REEER - MM
PR (SusHEE

BT RE

HAE B RBE/BORE R RIR R/

FHE - BRRE - ERRE MG - TTRAN > OR - B0 BEL  BiR
RAE » MHTIEABIER - WA

LR SERER  MERY - BERE  B%

bt 3 g
RIS B » TN

A R SR X - HRE - R

FHE it R - HRRN MG - WAARY  EEIFRp
08 BISTE RSB (choreoathetosis ) » YBIFEEE (dyskinesla) - ZBYERMEH:
2752 (hyperkinesia) » 35k + [Kp7% (encephalopathy ) > JUMBAIEE (seizures
aggravated )

R 7 T RA
THE W+ B

BRI ETR A
W R

LR
LE LR QT ER

2

3 SRR

52 A

A
A JOR » SHA R+ W B
S8 B

7. EE ke
TR FEShAERRIE
PR FFTHRENEE -FFR

THE R NG
PR Wi BINETIERNE - BSR4 ERER (Stevens-Johnson syndrome) »
BAELTR

THE  BLRAETT » B
PR SRETH AR I BB



HAE ROBIES

FHA RAGHAS

¥ B HATIA L + AT THIE AN H IR 8

REF REKBRYH

& levetiracetam $4 topiramate SEFHEE - BERAHL BB &R
HRANEBERRGIEDEA » 5 levetivacetam ZBEHEITNS -
B AR SR Fo B RSB -

EP SR M B A POV R B » LA LS R AT sty -

TR R B BB R YE MR « AR 190 2 1 A XZE 4 U TS
B AR levetiracetam J&HE > HH 60 AZES- NSRRI S
levetiracetam SR » FEZIITHIET IR R BARCERAVAE Mg » SH3H 645 fr 4-16
&!ﬁ)&ﬁ"“ lev etil acetam ;em iqﬂ’ﬁ 233 AIFE E‘I%ﬂlﬁi‘ﬁﬁ‘]&‘&ﬁqﬂﬁﬁ

Zfﬁiﬁﬁﬁﬁ&%}#ﬁ“fﬁﬁﬂ

M B 101 £/ 12 {8 7 R E ik e Mgkl AN 12 RN
WEMEA SR evetiracetam M3 A RFFTINE S IEFER -

Levetiracetam BYF ﬁEHMRE‘?Kﬂ%&ﬁiWH&%ﬁV ﬁﬁﬁﬁﬂiﬂﬂﬂfﬁ*ﬁiﬁ o

levenracetam rrsmg&mz—ﬁ ﬂfk~#3%&lﬂ§ﬂﬁ&#ﬁ§:ﬁm§ﬂm#ﬂﬁm
AR 4-16 ph R B/ D4 7 S ERF PR R 2 R
REHE » S B (R R 11.2% )~ SREEREE (B R, 3.4%) ~ ekd) O
R 2.1%) Mg (B8 1.7%) REFR (¥R 8.2%) - REST
R (KR 5.6%) SHEEE (KR 3.9%) - 1{EAKE 4 BTG BN 5
ERWATAF R BRI 2 S MR BB Rk (BRR > 11.7%)
SRR RYE (W 33%)

—IRERAA %14 (non-interiority)i AT HIAFE « SRS RE L 2 M5 g
& 4 16 BUBRH FASEOIEE RAY LB BRAY levetiracetan SHRATR G (L]
MR - BYIREVESER R © TEEHEI T IRE (per-protocol population)t -

Eﬁ“’f’ 7

Leiter-RERF) A0 20 B 950 MREF NG 53 BRI IO A LRty 8 L T Y Fﬂﬁ ﬂ r

g S

levetiracetam BYRBLAARARE R AL T ZEM - FIH —EEREN TR
(CBCL~ Achenbach REITRMBIZR)METIB(ERASEARRMEZE » TRE
WEETHRE RO G TR » B2 levetiracotam SN B AT RATR
{EHVERS - T EREIMEEBEIASEYD - SYTTE » BRA levetivacetam fy
LW RIBIRLT R BRSO B LAV | RIBIR IR T R tURPAS G SR A SRR
AL -

9.3 5

MR

Levetirncetam {5745 @75 PATE - REOORST - ROl - RESRIEEE - PR
il BRI -

BE
Levetiracetam 6 fRRFERIBHEN - WIS SHERGISURTIURIBAR AT » BT ZH
RHEBREREL levetirncetam Fy 60% » TiRFH RGN E 74% -

dE— 5 BB 5 AR AR B T B VR PRI T SRE R B Ll o

10 Bk

10.1 {EFIHE

ABE Y% levetiracetam [ pyrrolidone 13749 (a-ethyl-2-0x0-1-pytrolidine
acctamide 9 S i (B ELHEY)) » PAICAIR AV OIS I (e LB G L AEhR -

Levetiracetam ({7 FE HBE DR S22 4% » dSRIMPENER#S 4l » levetiracetam
R AR AR MR I 4 b AR

1S NBRRU o levetiracetam @RS EHHAKAISTIET-HAIE » BRI levetiracetam
B EHOMI N RSB TR 0 GRS BT R I R o
Levetiracetam JREF SR FEHSFBETR B-carbolines ¥f GABA 0 glycine B~
HUPEFH o BEOM + dH S PABRTEAL levetiracetam ErfIWE S IRENNE SR AH IR HRAL
E#Ekn & o R4S & #0542 Synaptic Vesicle Protein 2A (SV2A)» #3024 8 vesicle

A R AR A B ATARRY R » Levetiracetam T BV BISE SV2A
W%ﬁ'@ﬁ;ﬁ?ﬁ ()RR REMIRRI T » LSRR 7 S stirs ;R S PR & 11V BT &
VRIS R GRG0 EAEIRN: - S{ESBUER levetiracetam B SV2A Z iy
1 F A BEDTERRE 1 FH A AT IR

10.2 BESTHHIGH %

. 5y
SRR © LRSI AL DTSR -
ATC {88 : NO3AX14 -

BeER
Levetiracetam - AR EHIMY SRR 83 M2 B SHET BOSI B R ER &
58 pro-convulsant {EF « FEFUBAF BILHE: -

A 8 38 B% oF o levetiracctam % J& &) 1 4 5 E 85 B IR 8% (cpileptiform

1

s_itf :



discharge/photoparoxysmal response)ffIiRs - LB E 2 THFTAE R -

10.3 !
FR B 09 22 S e B OB ~ A TR 1 B R B e B B o R A A R
levetiracetam ¥ A 30 M4 B S g :

ESERAABR AR FA R - (ETERER (rat) SR ¥ 5 4 (mouse A REZHAR
TEBAR) » ML PR RTS A RSO RIS + 7B BRI AR (5 FH RS A7 T B 4 IR
2R « IR NTRR B SR  IAHTIRR 2 RN NP GHLE -
Re R R BT 4% o FFF BB RS I

F1PARREN BRI E TS i PR MR BRI A 5 0 BT 07 (TR B
o

MM KELAEE 400 « 1200 K 3600 mgkg RYMIEETHBEERSE
(embryo-fetal development, EFD)JF4T » F4EH 3600 mg/kg MIBHR T » R —IF
EFD THFE H1ERHR 57 K8 B R OIS R B 4 SR AR A SR ML IS A hury SR » B GR3E
TSGR BB REE WS R  SRUL A - BR G - S E U e BN 1

mg/m? 5+ E- HIE R AN H RE MR 12 %) FE RS H 1200 mg/kg -

SR T-BABEEL 200 + 600 ~ 800 ~ 1200 2 1800 myg/kg YT BIETT B IIIENEHA
45 B (embryo-fetal development, EFDYEHYE « 45 H 1800 mg/kg MMl & | 2345 BN
BEABHEIE » U2 DG SO EURR - DURRG ST O T B R SRR 0 8 A 3R - £
FRAVEEIH R RS TEMIB (No Observed Adverse Effect Level, NOAEL) Ay <[
200 mg/kg + BaSE AR El 200 mg/kg (B mg/m® 155 0 Sl MRHD) «

o S RULASEE 70 ~ 350 K2 1800 mgkg 2 BIBEAY levetiracetam HETT i-—TE
EEMH R B R ET IR « 3 PO (UBE SR DR FI ARUF B ESER £ R BE
i E » HACHEIEN H A7 RSB (No Observed Adverse Effect Level, NOAEL) B>
H 1800 mg/kg (bA mg/m? 5138 » AHEC A BIEF B [ MRy 6 1%) -

FHAT A BAE SR BRIAIR S S BREL B » RO 2 1800 me/kg/day(h mg/m?

FHE R AR EERIER 6 2 17 f0F - WRESURBIRET BRI -
$R 1% e (i (Environmental Risk Assessment, ERA)

RSB levetiracetam RA W i iE AL FEA RS INIIHR (R A B M 2 1
H R ESR )

Levetiracetam Fy— B 0 BHERE B BB MEAT L&) o HEEMEh 1 00 2 4R 1 4y
ity » {18 PR R T A ) 8 S AR » ERMIARBE LT @rie e PO e o (3 i 4
K~ FERRBIRARHREDE 1500 mg 7% JREEEE lovetiracetam 7 RIS S EB 1)
FIEERIE o B AGEESBURA A « REMER H PR P52 - SRR DB IE N
NS AR AR A o

RN AR VR E - MR SN A BTN A0 (UL me/ke B8

B » FTDAA TSI levetiracetam (Y A#EMIE -

SR AR 7 et A O 4 BT A TR B B A AT BR A B P T =B (I IR B A
FRVS TR 4 /NG e A iR BT LR R 1 2 1.7) -

LI BEEh SR IRE IR BERE > ELARPARERNE (15 2¥48) J7 i T EmI
1500 mg levetiracetam { FRFRY 100 ml RS ) » SRITIARAY 1500 mg
levetiracetam ( ==Y S00 mg $iM) Bl 4 MAE S -

FERPAERY 15 52 S PIAPHRYIE B 4000 g MU (REIRHY 100 ml 0.9 %L
WD)+ BB S SYHEPIRF AR LR 2500 mg MIEE (FRFRRY 100 ml 0.9 %R (L5
AR HIERDTE » WARBUR I RRYIE) 1SR 00 S MRCH (T2 SR -

* Huk
Levetiracetam CIJR1& W4 R BRIRL » CIIRAESSA: MY TT IR 46T 2y 100% -

AR 1.3 /| W T R rin o R e R R (Cmax) » 5 E AR T KA. (555 H IR PR R)
T A PR TR ERAE o BLUCHIEE 1000 mg K48 H4S T RTR 1000 mg» ##P7 Cmax
HX 31 K 43 pg/ml o

BB 2 B B (dose-independent) > B R RIS -

® i
ERILEIIN =ik it e

Levetiracetam B¢ 32 TE(Cai ) Wi i 28 /- BV 4E-A USRI (<10%)° Levetiracetam
AR M RRAI A 0.5 0.7 Vkg » HEVTARMRR 2 1 -

17 G2 BUEEABRARE (15 5940 M 1500 mg (4 AOMES LI ck M ( Cmax) -
Fo 51+ 19 pg/mL (SEMOTH{E4REN ) -

o @

Levetiracetam REFOZ A ARNAE o EEOARBHRRQ4%IME) 8 Z
BRI KB BERE - HEERBP(uch LOSTYAREHFFREE cytochrome P450 FEZE
TREHIIR » Z BB B/ KRR b AR A3 0 S AR B AR A ARl - FR1) ucb
LOS7 AR B EETH G M: -

FHRMRREAHY) - —fEKHEE pyrrolidone B #{i{b(hydroxylation) 2 (1.6%
IRIEL) » 59—HE75 pyrrolidone BHIBTZRR(0.9% IR L) » HA RN LY
WEFT 0.6%MY TS - Lovetivacetam a3 - BECRMIM(EAR A A0 AR gl by
{5 A (enantiomeric interconversion) <

Levetiracetam FlITZHY B % RBIWAERGS M R ERBUR AR @ HI AP 1 EROBT
{Ri}E8 cytochrome P450 FEEHI(CYP3A4 1+ 2A6 1 2C9 1 2C19:2D6 > 2E1 Kb LA2) »
glucuronyl #H{LER(UGT1AL B UGT1A6)f1 epoxide hydroxylase fY5EHE » IL4h -
levetiracetam 1, 7 82 4 valproic acid M S W B R B KB

(glucuronidation) »

B AT I3 A MBRF4IHE » levetitacetam R & e L4 #.8% CYPIA2 » SULTIEL &

12



UGTIAT1 » Levetiracelam SriSHLEE CYP2B6 B CYPIA4 o B84 MRS K, B8 N il
CIIRHRZREE ~ digoxin K warfarin (832 2 1 FF SROHERTE M PO S H TR # 5
fER « BB » levetiracetam §E R Sr MR AR ELIEN B2 IR -

e HEtt

B M BE IRy 71 /NG AR SR ~ FOSLRIR B R A T B (b - 4
YR A B (mean total body clearance) B 0.96 ml/min/kg »

Levetiracetam S5 SR HERTSHBL + SE4 95% R 8 h HLHE (4 93%i Bt
48 /NIF P HEHESIEE) o SUAT 0.3%E0 ) B 4%k B HE L -

BRI BT RG] 48 /INE) ¢ levetiracetam 2y 66% RIS » VBT Ky 24%
R -

S HCIBR 4R ¢ levetiracetam 2% 0.6 ml/min/kg » uch LO57 %% 4.2 ml/min/kg » HLEE R
levetiracetam FE &% H B/ NEREY MBS (407 B IVER PR e B 1T web LOS7C
PGB TREHEEINERIBR RS M BN S B -

Leveticacetam (SHEHE F SRATLBEIFE R AN -

® RERRAEREE

FERA

HEFHARIMIEFTEHLNI 40% (10 511 /NIF) - IR TRRTE 2 B B cheE IR
i

HE
F’“ﬁﬁ.’#‘” V-]

%$uﬁM%mﬁiﬂ&&wmAFA%%3mammréméJﬂmﬁﬁD
PRI (20-60 mg/kg/day){f » levetiracetom FEEHHITE » HUARLE 0.5 51 1 /NESE)
T R ST - LI RE B R F TR S B REE A Sl
WRHTAAT R TN » BHLSHERIRE R 1. mUminkg -

B0 R EFE 4 5
| BAZ 4 Bty e i Fl 100 mg/ml BYPRIARRIRI20 me/ke)fk » levetiracetam
{UU‘W'J?&“XLW lﬁl’iﬁﬁtw:ﬂfﬂﬁ’}f& ]E’Lﬁffi /I\[F‘f ﬁ%@b}ﬁﬁﬂﬂﬂ‘ 2 aﬂﬂ”i?ﬂ’ H

ml/mm/kg)‘H1

SR 1 HREE 16 BRZM AR AR B BN 1) B HT RO - ORI

FREBCEIRTR SRR R DT E0) B SOURAR ST AT R MORRIBR e = Bty EL
IETHZ L_IEEE#TIH‘ !!JJﬁ'J!B‘h‘,LP JEH IR 2 1% ST AR RN AR

E 4 AT G REGHARE

HEELUATRRAT S 1R 4 20%

TERYUETERREE) B 71 53T » i levetiracetam SURE RS MEHTRGIR AR OF F ﬂlqg g m =3

E L ERHRA

Levetiracetam H1H: 3 SEACH 7L RS AR S SR BERTSRREAT ) » WJI[.H&&"FU? ﬂr 1

. =l

=3

i
il

P R T B BRSSO\ M BT 2 LS lovetiracetam (1945 UeRf
P -

EFER IR ASREREA - SN TARAR 25 /INFCRAEEIE) R 3.1 /N (AT
vty o FE—REPU/NIFIN SRR » levetiracetam BYHEBREELY A 51% -

FFEEEE BN
FEURR A T v TR BRI ARSI levetitacetam SHTERSRT S - LU MEERATLOAE
RRERSEI A, » PLPE RS AR IG5 levetiracetam AYSEIRRSRIR(EAE 1 50% «

12 ERPREAER RORY
s T Cean
FRA ~ BLDSE ~ B2 IR FO R T O R 2 BB IR

Levetiracetam ¥R AMFSEETE 3 TRIEMAE 1000 BT » 2000 B 3000 4
TIS BRI B L AR B o 18 A S A R A S

F & YT AEREFE 100042000 B8 3000 ZETHE evetiracetam JEREAYHE A A
BUEME T (12/14 )2 S5 s M 4 E SRR I Bt PR (2 DRI R B 50% LA
RO AELBISY R 27.7% « 31.6%F1 41.3% > 1E{# F RN ARIRE A R &
12.6% o

BRIEE AR
Levetlracelam ¥‘f§nﬁ4m A(4 16 ﬁ)ﬂ’lﬁ%{t 4{ %Eﬁﬁ 198 mw\ﬂ,umw

// \r /H ﬁrl TT"JH(U\@H Fﬁ‘ﬁ(fVJTa—\ﬂAﬁ)Z leyetiracetam fl'Jn:. o

47 44.6%{H [T levetiracetam SEHZ 75 AR 19.6%{ e MG i w8 A &HE S
BB ESTEHRAL TR IR S0% AL « TR EHEERTRT » B 11.4%0Y
5NN ZE /D 6 {8 F AESTUMA T RRTER  H 7. 2%M8% %50 1 ARSI (RI3

L6 LALLM 2 ST BB R B T P AR e B3 R B
Py d

{85 levetiracetam {4y BRI EBRMIIIRESCE — YRS 576 4 16 BRI ~ Br
52T R BT 2 T SO 2 R A BT TTRY NS ~ SPAT434HE - ABE carbamazepine
FERIRRRI (CRYEFTR S HELEI TS B I G BRI - WA RMHA S S S BN
SIS PEAY AR S H 2 S M B RS AR (RN TR AR S 418 S IS
carbamazepine CR 400-1200 2277/ F &Y, levetiracetam 1000-3000 27/ H (1) &443 » 18
SRR FETE » JARUEMR R 121 F -

£ 73.0%{EH levetiracetam AT AR 72.8%{#F carbamazepine-CR JEFAVIE
AEEE 6 {H F SR SRR SE RTINS IER HT 22 52 1% 0.2% (95% CI:-7.8
8.2) » FT R BRAY 25N H 4 R TR SR AR 12 {B1F (levetiracetam 4HERL
carbamazepine CR 4043 HIIFT 56.6%51 58.5%AYZ4H)

e VE 7 WSS LT PRI R AEIEETS » AETT Y levetiracetam SRENGHEE £ K FEAIRA S >

' ” 'LU' f lrﬁ"/EUN)\TU@FHOFFHWJ?MEIM%M(H 69 fik ARATH 36 fir) -
i lL ‘_‘ 0 II :
A [f 14



BEAR 12 LI LA A U A AL = B S [ 5 R R 1
BlEHE

Levetiracetam ¥ 12 JRBAE « M RITHIZ 53S0 - BLAE R EHEREE 2 L
SEMERRR A s A BB E A —TH R 16 A S e IE BR R ST
1L » KEOHRATRA /0 G2 R0 L R | 30 -

TEETERE D + levetiracetam RYNER A 3000 /[ » 4ypN 2 MILERE - & 58.3%
{5177 levetiracetam SEMEZ AR 23.3%{8 i ZeREMIS Gt > 39 AR 455 S A S BRL 1 i
T8 ERBOR DD 50% - FERFRRHPL BTN T » 77 28.6%HIMABEIZ D
6 B e L et R - R S5 VAR, » T 21.0% 3B /D | SR R e 0 48
HYRR -

BUITHDITHEZ TN ZRCA R 12 B LB DIFR R R R % R R
HIRBEYE

Levetiracetam (M E—TURR BB 10T 814000 B A R RE GBI GY
DERIRNAEERERN ~ B/ LRGN © SRRSO » S IR K
SRR 2 SR S SR PR (PG TC)BERIRE A ~ BV E RV BHIRA
24 3 ~ R ~ ZE R BRGRER R R LY - R ¢ levetirncetam A
ReF AL/ D4 3000 BT/ » SR 60 BETUAFT/E 0 4¥EK 2 MR -

H 722%{f#F levetiracetam SER AT 45.2% (% B ZERSIAQHREY W ANIEH
PGTC G EHMREAL 50%A 1 - FEREERENARITRER T + & 47 4% 19K A BE

20 6 {8 A Mo ERER EITER » 7 31.5%BEIZ /) | MRS/ EmR
% o

BASRHE

13.1
PVC/iaSE AL -

13.2 38y
IR YL L -

133 SEEFHR(E
i 30°C DUFHRAE » SERINBIA SO -
EREEHIRAM I -

hEiAc4Re : NCDS11
B3 ¢ 27 Jan 2021

W8 ¢ UCB Pharma SA

15

& & : Chemin du Foriest 1420, Braine-L’ Alleud, Belgium
B 9 AREMNR TR O AEIRA TGRS AT
H b GALTTEETERE B 66 M 23 HE

Trade marks are owned by or licensed to the GSK group of companies
©2022 GSK group of companies or its licensor

16



