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KeppraFilm-Coated Tablets 500 mg

A B EL B 7 5
i B 5 023889 5%
LR
L1 Rk e s

B5EE RSy levetiracetam 500 mg °

1.2 BRIEE
se -

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

PRAX

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

1.3 A
R G

1.4 85,
Levetiracetam 500 mg FEA<E Ry g BT 2 BEARHER] - — A %R H 417 UCB
K 500 Y5k o ZIR U ERHIAARE - A S R HZFAVEE -

2 FENE
16 5 LA L35 A 2 SRS (R (PR SR DA s M S 5 4 1) B -

4 PR 2SR NIR A Z S s (E (A 2R A a2 5 8 1E) - 12
WA EF DB AR A Z AUt MR S 0F > LUK 12 BREL BB/ DB AR
ARE M Z S VR [RS8 M2 S VR R B P SRS Z B e -

SHZEMAHE
3.1 HZEHE

AREIHHRRATE T EH -

AREE S I IRAAARSE - iR DUE E/K IR A > BRATseii&sg ] - CIfikG 8%
AEEE R levetiracetam HYEIR o GRS HAIE PH0 . ~ BRI L] -

B -
R K 16 pRLL EIVE/DEE




{50 PR R DA R I 250 mg Ble » W 22 ST 38 AT & 214K fiT 2K 500
mg ZERARIERRIE o S ARVERIREIE - RIS - ISR 21 E 500

mg(E H MR > &R3E NN 250 mo) B—PEESHETT » B =& faH 3000 mg(5y
WK » 42X 1500 mg) -
ERARE

YIHEH & Ry H 1000 mg(!:EIﬁlﬂ“)’K i“)’? 500 mg)- HEHIE FlAa e RS —K o

I N ER PR S e i <2 M - 5 & AT IS = H 3000 mg(73 ’i 2K > K
1500 mg) - & AR SR JE 15 - [ DA — 22 DU 2 B S B & 1000 mo(E H /3 RIK
G 500 mg) Fs—PEELHETT

3.3 FRIREEHARE
65 pRA ERYESRA
EFHREREREHE A - TR A&

=]

=20 o

=113
W

B T AU BB DR EEEHR A2 H

BZEG 2 11 R REE S50 AT THE/DEA2 2 17 5%)
6 kLA T HYZE R ] Keppra A&7 100 mg/ml -

6 LA ERVIZE - E{EAEIE(KFY 250 mg ~ FEIE 250 mg (28 H Ak F 2 (e gEE
A2 B AR T B AT B A AR BESE 2 A > TE(HE A levetiracetam CIRIEH

VAR R KWK > 5K 10 mg/kg »

B N HIERPR S HE R i <2 14 - & AT 3G IS i = B 2K 30 mg/kg » & H MK« E K
DR R - ERIEEA#ENT - LI B 8508 E 20 mo/kg(BH 77 RIK -
FEIELE 10 mg/kg) - {EFELERTE R (EAN & -

PR T 5 902 BB T 2RSS e+ P fRBRR T  B + (E50
FERE AR R ESTRIR B PRI - 45l Rl 8 60 mofkg B EE/%
(#23)2% 3000 mg/K (B A) -

A EE 50 0T DL B2 B H R 8 R B A (] -
Ve T A G YRR B & &

MR EZENE/ VENEEEE

ESRME IR ARV E RORIE

A e PIHEKE %ﬂﬁ—/\ BR | mElE  BRER  FR
10 mg/kg 30 mg/kg

15 kg BRI > £ 150 mg BRI > £ 450 mg

20 kg® BRRMAK > F2200 mg HARRMK > F2 600 mg

25 kg R > 52K 250 mg R > B2 750 mg

50 kg@LL I | ERRIR > £ 500 mg HRRK > 21500 mg




O geE 25 /0T DL R G ] Keppra AR 100 mg/ml ZsfLanias -
@ g8 e 50 /AT DA i F% e ELA B B p AAHTE] -

BBSi e 4 AT 8
4 B LU NI E N M S 2 e VR R RV T 2% > BN ERRE -
BYIREREBER A

IEHAR A9 A A HF & E AR LB DIRE R i A - e N AT SRR & -
E2% NERMYIZ EmEIE R YA RE A ATHLEZET ) B2 (creatinine
clearance, CLcr) - fj CLcr(Baz ml/min) @]y serum creatinine(EE4z mg/dl) DL T HIS
S
[140-age (years)] x weight (kg)
CLcr (ml/min) = (x 0.85 for women)

72 x serum creatinine (mg/dl)

B MIIA R AEFEBSA) H ! Cler :
CLcr (ml/min)
CLcr (ml/min/1.73m?) = x 1.73
BSA subject (m?)

AN B DHREFERE R iR

B THEEAR Creatinine clearance e ~ PR
(ml/min/1.73m?)
B >80 HRFEIZK » 2 500~1500 mg
BN 50-79 HRIZX » &2 500~1000 mg
o i 30-49 HWIZK » &K 250~750 mg
BLEE <30 HFHWZX » 57 250~500 mg
ARG E R )Y - fH—K > £ 500~1000 mg @

O SE e H = Fy 750 mg -
@ BBk O Fy 250 % 500 mg -

T BT B T RE (B R SR R E A LB ThRE > IR Ry levetiracetam fE#G AR
PR BB BRINRE A B o It—Eak YR BN B ThRE Itk e B i 45 -

HroIBEREBER A

HIRETEE K T RERT IR P bie i A > FR BRI S I % - (H B EE AT DIRE e A
HIEREH R EPRR —(E TRE S RIS B BIIREA E A2 - NI E HUBRATAERR
/N 60 mI/min/1.73 m? B - R AT R CE «

A4S

¥ E R T levetiracetam §EYEE E A pyrrolidone 74 ¥el AR SEE A BT BISUER
- BOERARE -



S ERE IR ETH

5.1 BEEESEEEIE

=g

HARA levetiracetam & SUDMESEERT » R OTEERMERE @ HI40 « RARBE
A+ATUERE/VE 2 VUEHHRE 1000 mg(E H 5y =R » FXZH 500
mo) ;s MEKBEATATUTHNEVE | BIERENES BN EERE
20 mg/kg(E HAyMKR » FIEL 10 mg/kg) R—PE BT -

B BEATBAE A 2
B RO RERERER AL AR - DERERIR - BRET IR A - EAE
RREAMER] - RS EERIISE (R AEREESE) -

SR
ERERZB AR levetiracetam HEZZMEBEHIBIEERD -
[MERAARE B E

EA/DRUMERAA SR R/D (Pt 3 BRI DE ~ Kotk 5 mERER=E ~ HImER
B ~ M/ IMRRRCD ~ 2 ImIRAE T E) B R B4 HiEd levetiracetam (S FIE THR
—EFEREE - ETR AR RERS] - 158 - EFRMEEEERIm RN - &
HAESERNMRAREE (R RREESE) -

BRI MRERER

DADUSEMSE Y (RFE levetiracetam)i&BRHIR A A B TR - (EE BB E#K
BB T RIS - —TRST I PURER R S BB TR ~ 2RI BT
HISEE I ATREUR » ERESET R RV EbR IR/ NE S IIEYER SR - T B L ey
PREAE -

Wit - EENRARSAEREK/NE&ESETRIVESR - WESEGETHE
ERVER < SEB LSRR A GHR AR RES) - & HEERE /B & eEAT
R o FEILZIFLER -

HERBETR

Levetiracetam H]REES[EFHRERKITREY » ERESBRINEMY - #2
levetiracetam J&FHVIH AFEECRIEAFREOK - BBOERIIELE /B R 8
& - MREBFRIIET R > FEZRIORE AR SR RS - IREEEEE - R
ERE B EHPHEEER Y -

HaEAE
B MR HUEE I ZEY)—4% - levetiracetam B REZE R IR HER 2% EHISRZRE
BEM - BEYEE 2 (paradoxical effect) FEERAE levetiracetam BELGEE R
HIREZRNE—E B NSRS - It B EESESRERERE T - RFE
ER=EERYER  BERR AR ARARAE -




LERE OT RifRIE

Rtz HEARESEE 7T ERE ECG QT RfRER%H - Levetiracetam Jf&
/INCMEFAE QTe [ERERIEA ~ RS2 QTe RSB AKER
RO ERECEEE AL AT -

LB A\ JREE

SERBIZIA B S AT 6 BRUA T HE -
HANWSESSARBNAER ST BEREERIER T8 A FRHAE
HEE - E - ER W FRIRFEERRE IR CERA RHEE -

5.3 & £

Levetiracetam &#RAHER T R EEFHE R IRIEMMRAE 11 - RERESURENARE -
B \TE AR AHASOY IEI R8> TTRE S5 [REIR A SR PR K ARG A
HIBUIR - It » BR AR TR ESER EEIR SR TIER  B/VEE - 5B
EHIR A B MR PR E SR EIRIIRE TR &% > I T BT ERES) -

6. FRREHEREH
6.1 8%
BEEFR C

FE—RE LHRERH - #52 levetiracetam B—)EF V%= (81 1800 {1 »
thiEE 1500 B4R =8 B #Af ) FESEREEEHERIEARIE I o
BINET E AR levetiracetam BE—/AEN REMKHEE > HRHEEARNE
B - HERIRITRENS (&9 100 LRE) WARA &S SRS E ke
e

Levetiracetam {RFELFUEEfLE R A EEER _ DATHRERE » 74 v IFERZHH
FIfER - EEEERXT @ EREAREEIHIE -

R S L AT RE G R EE levetiracetam HYRE - BEEMESHRHIR
[m#E levetiracetam BEFRFEIRBNEHE - EEEERENRSEE=41g
R EE (HERRE R v 2R AT 2 AR 60%) < SR R aR AV E
ZFET R ENERREE -

6.2 I H
Levetiracetam €HEM 2 NEIAL - BAEBEA - EURERIAARETEER

Fi levetiracetam » JERFAE VGRS B B bR B FLAVE S -

6.3 H4BFrE R B¢
EHERTABHAELSEEERT ] - AR HANEGRZEIRER » HIL% A
REH7EE B feAREE -

1 X GAER




HEArHiEE R EEY)
B A _E T RTEE RSB B RHE R levetiracetam N &2 S HAHTERREEY) (B4

phenytoin-~carbamazepine-~valproic acid~ phenobarbital~ lamotrigine~gabapentin
A primidone) FEREAHIIMIE R - FIRHE e H BRI EEY IR &2 2 levetiracetam
RNV EYB) )2 -

B N EEYIE) 1R BRAVSESRAETRT B E R levetiracetam 24 H 60 mg/kg
IF > TEERR FGREARES BN YA e -

R E B/ DE @G 2 17 5R) 2 Y38 B /E FARN [ e o] 1R & DA AR
levetiracetam 1€ A ERERED /&8 H & B carbamazepine ¢ valproate B » Jiff
e EULRYNRERINERE - AMBEBRE T~ §FIBENTIEEEY
RIIEr34n 20 %HY levetiracetam JERE » EAFHERE -

B/ NE 4 E BT Probenecid

Probenecid (B/NE4RHET - FH 4 X > &K 500 mg) EXIESHHEEY) £
ERBYINEERE » H R4 levetiracetam HYENERE o AT
BRI RERR(E -

BEREFEDTE] Methotrexate

EA HETE H[EIF4 T levetiracetam FI1 methotrexate &f%(K methotrexate BYE
PR - EZum S methotrexate JRENNNEREIR B AEEEMEVERE - RILE
5 N EIHERL T [ —IE&EYINS - 1fih levetiracetam K, methotrexate R Z8(F4HES
A o

1R #EZ=2E ~ digoxin & warfarin

Levetiracetam & HEIE 1000 mg B » RNy 28 1 g BEZ2EE (ethinyl-estradiol &
levonorgestrel) FE B N AV &Y &) ST 2 . N 43 AR F (luteinizing hormone K%
progesterone)tr A& g% & - Levetiracetam EHEIE 2000 mg B » REygses
digoxin & warfarin JEREARYEEYIE) 2R ; SRinEF Rt A S #7eE - 8 digoxin -

DRk ZgE K warfarin §EFIEF - A& R2EE levetiracetam JERERYEEYE) I2E -

YR &%|_axatives

BB ETIREER 2 _FF(macrogol B [1fg levetiracetam [S]RH4GEERF - A B
L35 H S levetiracetam HYEERY - HIE: » BRAH levetiracetam FHij— /NG Bz 15—
INFAEORE Z B -

BYEEE
BYIA G levetiracetam EFRANKIBIETE » EHRIER GRS -
Levetiracetam P55 EIHYAS B /E A I fRAH BRI &R -

8.EIfER/T RN JE

8.1 MEPREEERIER/ T EXIE
EERIZE R B
ZEIERIEE




TR REER AR ST A BIEE ~ Z R R IR PR B 4 & AT
IS R sER T » 4551A 3,416 i Ze B levetiracetam J&¥% > R T ELL
BRI AR FERY levetiracetam ARG LA K L& &ERAIRE
RER RE BRI B R IE RS R - IR 55 5 EEEX > 1 levetiracetam
HEERB(R N ERER A ES T Y BEENZE MR BB -
ZEYIR B E(ADRs)&H MedDRA 23 E 248 B RIERE AT -

FREZAT

1R R.(=1/10)

¥ H,(>1/100 » <1/10)

E R(=1/1,000 » <1/100)

/D H,(>1/10,000 » <1/1,000)

R/ B,(<1/10,000)

KRR GERHANERPEA])

V% il et )
RESZ - BIAR
DI 2R

V110 0 it =
FELRE  MUIMEED 0 B mERE D
SAE 2D - B R BRI - SR MR ZIE

BIRRH
D8 SEYHIERLMEE k25 REAR (drug reaction with eosinophilia and
systemic symptoms, DRESS ) - #8NFE (B MEKE k&S HEHIIE)

AR ERT R

B RE

T HAE  REERE - RREW
DA RIMmSE

AT 2

A R > REiE/ER: R RIR > HEERR

THEE - BRRE  BRER BHER  TRERE I8 7L Rl 2k
BME  BEARE BN - FFHBS

2 R ER 0 MBEE > BRERE  #x

(R R



ST HhiE o PR o BRE o HERE - BEH

TEE KB WBITEE - BHAREELH - BREE - ERIIAES
D E BT EBRENE (choreoathetosis) » 3HENREE (dyskinesia) » SBHEEE
ZZ5% (hyperkinesia) » kAR - f$RE (encephalopathy ) » EEJREINE (seizures
aggravated )

IRIER) T2
TR B I

BRI B T 2
IR

LR
24 LEE QT ER

IPRAE ~ BRI
B KT

B AR
BE I BB ERE B 1B
AL

B2
THE - FTTIRER IR,
DI RTEhRESR G » FF3R

DR - R EEFRE

BB T

g AL

THEZ T8 RS PR

DIE BERIRSEAIRIE - B RAEERE (Stevens-Johnson syndrome )
LA

BRI 5 o BBAE AT Ty B 22 1
TR - HIAFETT » BLAE
DIE - B BIEIER I i B S P T




B
B EIRIRER

17~ TR R B A5 I G B
THELE - BHNERIRSG

* EEETEH AN LLBHF - BT THI H AN VR 5 i -

FHET RRIEFHH

‘& levetiracetam Hi topiramate fEHEF » BRIV ES SN S -
FEEHHEESZZEOHREA - T2 levetiracetam Z ®REEFIEE -
B2 Bk D> = B E Ry i Ba DRI -
fSREEERENARIT@REYA) - AR EILDEFRRE TTHH -

SEERAIGEE

TEZ2 R HE R BRI BB R E (e BR T - 4848A 190 fir 1A KE 4 BRI THIS
IR A8 levetiracetam JARE > H7FH 60 AELRIBIE B2
levetiracetam &3 - TEZCRIRISS B A BRI RHYE (M aBR T - 483L75 645 fir 4-16
IR A2 levetiracetam &% - HH7F 233 A ELERIS B2
levetiracetam J&¥E - 8 &R A28 ME L EF B levetiracetam &
ZE A& RE R -

548 BA 101 i/ 12 (@ BB A E e e MR Er  /NR 12 @AW
RS levetiracetam MR H HIRFHIZ LR -

Levetiracetam FYR REBAHANE A B S0 E K& T AR BIEERT -
FEZERS R GRS - RERRENZEMERRLER AL
levetiracetam BFYZ- MR —B HE—HIBIINE REBE F 41T REEMHEN
T BN JE-4-16 B RERE/DFE LR P HMER B SERZ &R
REFE > G B (BER > 11.2%) - EBRAE (ER > 3.4%) - B&EKE (F
R0 21%) RBEMZHZE (ER > 1.7%) - 8BfTR (ER > 82%) - BEfT
R (ER > 56%) BERE (ER > 3.9%) - 1EARZ 4 BU TRFEEZES &
ERGHREMERESNERLZ MR T BRIE » FERE (BER > 11.7%)
HigAtRE (ER > 33%)-

—IRRAA M (non-inferiority) st HYREE - ZRIBS IR R EZ2 TR Y ¢t
¥ 4 2 16 BB EE R (Er S ER levetiracetam $FBA1RAHEE LETIRE
IR E - ZRRISER R » FERTEIE TR (per-protocol population)d » &k
Leiter-R):E /I AL BB RITECEE RS S 0 B AR EAA LB LTS



levetiracetam HYRIEAMARA EIFR (R L) ZRH] - FIH—ESEBENTAE
(CBCL —Achenbach EST /R ETERE(LE AT E L% » TRK
B4ETIRE 7 HHVRHEEE SRR » 8832 levetiracetam JARE 2 W AV BIT AR
{ERYERER - R3B - FERIARRIEENE T > IS - IRA levetiracetam #Y
ZEE AR HBRIT R EABETIRE B RS R R T R I TSGR MR
EEIAEAL -

0.3 8
iR

Levetiracetam 3R ATAE @ISR » HSVOE, - BN o RERARE » LRSI
# o EkEHE -

BE
Levetiracetam M ARRHSRMEER] - Wt RN AREGETIVRENT - BT A
RBEERAES levetiracetam £y 60% - MAHEZHYR 74% -

E— R E T AR T SRR R R B R LR -

10 8BS M

10.1 fE Rt

AN&E R4y levetiracetam &Y pyrrolidone 1774 %7)(a-ethyl-2-oxo-1-pyrrolidine
acetamide Y S $E {5 FEREY)) - BIHEAMIRFHIPURERARIRI/E ( LER 4GS L IRaE -

Levetiracetam HY{EFHITSER{IRSE 2IF%E - HAGI/MIRGPIEERTSH - levetiracetam
G RN EARF PR IR A (i A -

feyNAEREUR - levetiracetam &2 ZIEE A ST HEF RIS - iS/ZHTY levetiracetam
FEEIE N RIS EE TR 0 WIS SN FERL -
Levetiracetam 7 & /- fE i #EEE A1 R-carbolines ¥ GABA # glycine && 5 2 #11I
HIER o BEo - G Y NaERIER] levetiracetam & RN E& BN IRE ER4H 8% 0V FHAR AL
BEH4E & B (E4E & Az Bl B Synaptic Vesicle Protein 2A (SV2A) - #7357 FyEid vesicle
Rl & R A (E B S H AR AR LR - Levetiracetam AIE RV EEL SV2A
H&EE B AR EREE AR TT > BEERA 7 S EEY s Fh g 2 P S5 098 BRI 58
TERE =RV S ORFE TR ELAH R 1 - 7S5 (35 FREUR levetiracetam B SV2A 7 Ry
VE R SR SRR 1E IR A TR -

10.2 ZExEa S

BENE

ZETR ¢ PUERIRR A E A R R B

ATC {thE : NOSAX14 -

BEXER

Levetiracetam #—fEEYIHI R EIAIIR B2 B R IEA BV REIER > B
5[ pro-convulsant {E ] - H T YA HENE -

N B8 E B R o levetiracetam ¥ f5 & FI 4 B 14 B 5 AR A& (epileptiform

10



discharge/photoparoxysmal response) /sy - ELEEHE A 2 tH9T 45 AT -

10.3 EEPRRIZ £ E R
H{EG Y 2 e S 58 A 1 K B sl F IR IR B RHEUR
levetiracetam $f A\ BEIl R b 1

B PR AR S A BRFE - (EAE A B (rat) 3B o & 5% 4 (mouse By B ERE
FERRE) > Fofn tORFEA & 7 AR IRER - JRENELERPR (5 AR A AT RE B BH
MWZIFT > SRR  EEME S R FIATEZ RS0 NEFLEE
RER = BEPROmAE o AT Bt 2218 00 -

TE{SE FI i 1800 mg/kg/ K (6 £ MRHD - {4 mg/m?® S0 FE 5 ) Fl A (e

F1 TfURET - B RE B RV AE S DREE A A R
I

=

W EF R BRI H 400 ~ 1200 K 3600 mg/kg HYF & 1T E WA G S
(embryo-fetal development, EFD)#1%¢ - 44 H 3600 mg/kg HyE=E T » HE—IE
EFD 7% 3R iE 5o 5E BE DUl Jkiis S 5 s 528 S IS frl 5 H%?%i'b[lﬂ’]ﬁ% e 5isE
R ARZ B 522 ﬂﬁﬁ/f;’ﬁiz‘ma%ﬂméﬁfﬁ% FEELHEEAR A B
K2 JEF| & (No Observed Adverse Effect Level, NOAEL) &%:H 3600 mg/kg (DA
mg/m? 58 A E N S H R AR =Y 12 %) R 5LAI A4 H 1200 mg/kg -

ﬁ%ﬁﬁﬁuga 200 ~ 600 ~ 800 ~ 1200 J 1800 mg/kg HYEIE #ETHEVUIHIR AR

% (embryo-fetal development, EFD)#H4% - & H 1800 mg/kg HYT & & 5 [SEBHEEHY
ﬁ‘%ﬁ%‘f@ﬁ R ERG SRS EURES - DURRR fOIME B s R E 22T S - &
A E RN B & ER & (No Observed Adverse Effect Level, NOAEL) f<%&:H
200 mg/kg - &5 AIREEH 200 mg/kg (BA mg/m? 518 > S5 MRHD) -

v S B DI H 70 ~ 350 K2 1800 mg/kg 2 T levetiracetam T i —IE
FEHA R FEIR 35 E ST - ¥ FO fUBRER LUK FL (RUFRETATHIE SR - AR NEE
M - HEHHE N B ER & (No Observed Adverse Effect Level, NOAEL) f5>%&F

H 1800 mg/kg (PA mg/m? St AHE 1A N H i da i =1 6 %) -

FHT AR B AR A BRI Y B B B - & 75 =2 1800 mg/kg/day (1L mg/m?
sTE AHER NSRS EREEN 6 2 17 ()i - H3¥ 5@ BAJE -

It E bt (Environmental Risk Assessment, ERA)

MRIE(HER{EA levetiracetam KT RS AT IR B(RL A ERE
SR ES )

11.58 By

d Y

Levetiracetam £y— B A5 A RS K ZE AR LEY) - HEeysh M0 2481457
i o (BRI AR 2= AR/ - ERAGEET N ISR AR - (FH4E 4
K~ FHRWREREAREE 1500 mg 1% > 7Rae 5 levetiracetam A [RINS i [ i S 2 1) 5))
TIEERN - HimssBR B R A MR - e H AR = 5 - HERy g 1R IR
N FHEEFTRE ABE RS LY

R B 58 IR AR PR AR AT e DR AT E FHIGAI(EL molkg 45

11



EFRT) » TR BESH levetiracetam F AT -

U RN T AR S 2 P AR e A T DATR BB E B R 1% 3 76 HH (T AR e L il
PV IRCE] 4 /N e AT M AR LR E R &y 1 2 1.7) -

CI AR Ay geysh R N EESRERY - B DUk (15 988 ) =% T B
1500 mg levetiracetam (F7EFERY 100 ml AHEAYARH ) - BACIARAY 1500 mg
levetiracetam ( =f§H 500 mg §E7|) EAEREGHEENE -

FERFERY 15 3 SNk 5 s 4000 mg & (FRfERY 100 ml 0.9 %& LIk
R DAY 5 oy s P EEAR R e s 2500 mg A& (FRFEY 100 ml 0.9 %& (L
AR HIIEE T ERBUR BB ) B 2 IR A (T 2 2R -

o IR
Levetiracetam [l 1% o] #z 2 0k Uy > CIHRAE S AR 58 ] FH 226 Fy 100% -

(AR 1.3 /NEE & AT 2 (i1 Ay e e S (Cmax) - & HRI & i A WK 1& (3 H BR FE I R)
A AS N RFE IS EARAE - EEXF & 1000 mg 4k H 45 T Ri2 1000 mg - #59 Cmax
% E5 31 K 43 pg/ml -

TR UG R 2 B 52425 (dose-independent) - H RS2 &2

® Irifi
EENEEEIN -k Fagiif: L se -3

Levetiracetam B E. 3= SE(CHY7EL I 4% 85 0 A4S & 282 91R(K (<10%)- Levetiracetam
A B N S B AE4Y By 0.5 22 0.7 I/kg » BT s 2 (4 -

17 iz S e R E (15 478i0) S 1500 Mg {4078 AR (Cmax) -
B 51+ 19 pg/mL (BECTE L) -

®

Levetiracetam RN & = AU ARG o 1B HIRIE (24%H &) T4 H &4
Bhe A /K i 2R« B FEZACH I (uch LOST) A &L HIAT g cytochrome P450 %2
IR - Z BRI 7K g ] HAED 7 B AE 45 (B 45 MR 4HA) HoHIS: < (CE8) uch
LO57 ifi A ELEEH /M -

A RITE R A - —TELLH fE pyrrolidone B2 4 (E(hydroxylation)f5.2 (1.6%
HIFIE) » 55—71E)5#% pyrrolidone BHERIZAL(0.9%HYHIE) - HAAMEZ Y AHT)
HEEH 0.6%HIAR IR - Levetiracetam Bl H FZAEHPIERG NG A S Fy

£5% 15 S Y7(enantiomeric interconversion) °

Levetiracetam FI'EHYE ZAHYITLRS Y NE BRI S 6] RS A 1 269 R
134T cytochrome P450 FLiEY77(CYP3A4 - 2A6 - 2C9 > 2C19 - 2D6 » 2E1 k7 1A2) »
glucuronyl ##(LEE(UGTLAL K UGTLA6)FI epoxide hydroxylase (9;&M: - 4 -

levetiracetam 7 R £ 28 valproic acid £F #& 40 & B 0y R H B & {F B
(glucuronidation) -

AT B2y A BEHT4MHE > levetiracetam R s BLEF 8248 CYP1A2 » SULT1EL 5%

12



UGT1A1 - Levetiracetam ik {i:E2E CYP2B6 2 CYP3A4 o FHRE NG Ky He A B
[z 24% ~ digoxin fz warfarin fY%2 G {F F & RHE AL fs NG S BH AR 22555
YEF « (Al - levetiracetam 8RN e HAWYVHEESCGAEH 5 RRZIRZR -

o HEtt

A MMAE A By 721 /NS > WA FIER & - KBRS EE R mMEE - g
HE N E kR (mean total body clearance) £ 0.96 ml/min/kg -

Levetiracetam F ZE4E A FRITHEM » 215 95% Y & @ I HEH (BT 93% AT 1T
48 /NIE BT ) o A 0.3%AVE & 48 HE R -

FR T & TR S () 48 /INI%) : levetiracetam i 66%[ 7 & » = ZE( 4 By 24%
AR -

SRR ¢ levetiracetam £ 0.6 ml/min/kg > ucb L057 £ 4.2 ml/min/kg  FLEE <
levetiracetam J& 4% FH B /NER Y R 8 Bl 2 1% 1Y B/ INE PR UACH R » 1T uch LOS7( 3
B TREBINER IR SO ETEEINE R HEA o

Levetiracetam Ayt /E HI LB BT IR R AR -

® W AIGEE
ZERA

LR NI = BRGRE 40% (10 2 11 /) « TR IREE > B B AE R
ZHE o

ZE

Z (4 £12 %)

R (6 22 12 %) B I AR (A (20 mg/kg) % - levetiracetam Y2 HA By 75/ N o
TERRR DB S SRS EE R IE IR LR A A4S 30% - EERFREE (4 £ 12 %) EE A L
Ak {52 FH(20-60 mg/kg/day)i%: - levetiracetam TRERAYHIRUN - HzE1% 0.5 F 1 /NEFE[
AR s MR - A =R S fh4R T EEr i aR M S s EEBIRG in - PRt
PRGNS - B 38 5FR% Ky 1.1 ml/min/kg -

5 RIZE (L 8/ 7 4 )

1{HHZE 4 B0y BE2d FH 100 mo/ml (Y PIHR & 21(20 mg/kg)i% » levetiracetam
TRPRAY R - I i = R 4 P iR & 1% —/ NIF - G898 2R PR 4 5
(5.3 /NER)EERCA (7.2 /NER)HE » BEAREBRERAIZE (1.5 ml/min/kg)ELRk A (0.96
ml/min/kg)k -

ST L {E H K ZE 16 B NFTETTHVERRG EEIE D20t Bs - A s B LU
PRERCF R e 3 I 7)) BBt e ie oo i A BE AR - St
BIEWIHASH - BB RN R PIEE R 2 REGEFRY RHE
£ 4 PR AR B e

FE R TREERG SR B T2 5 o > i levetiracetam B ZX5A N DUERRISEY) OF IR
HEHURFRRE G g% 20% -

ELEEE R A
Levetiracetam F1H: 1 ZAHIEAG N HY S PR B L IR IS PR A R NIt T
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JE& k2 i B B A P A g A\ (IR LB BT < BU(E %R levetiracetam Y H 47

P& -

B R HANI R A\ SEPRIR A » HEEHAR AR 25 /NIFCRIEEE) fe 3.1 /NI (R B
Hh) o FE— A UT/INEF RS E B AR - levetiracetam HYBERRELY S 51% o

HFEIREIE RN
TEHETE R P FE FFShRE BRI A BB N levetiracetam SRR RS « LB ERTINEE
[ A o IRIPERE B ChAE =R levetiracetam AR 50% -

12 EE PREABR DR
RS S
RN~ FDIE ~ BB g iR (oA 2 A A KB 25 R F) AT 67

Levetiracetam ¥ ARG 1E 3 TE{E 4 H 1000 2755 « 2000 =555 3000 =
sE(r R 2 Bl E H eI R R 2E 18 B 5 RIS s e aa g -
— IR &M~ AE {8 A 1000~2000 =, 3000 = 577 levetiracetam J&REHYIHE A »

FEEME T (12/14 8) 7 5 EH R E AR R AR TR 72 E] 50%LL
AR AL B B 27.7% ~ 31.6%7F1 41.3% » fEEFZRIBLamnym A A A
12.6% o

SRER A RERE

Levetiracetam ¥ 5025955 A (4 2 16 BR)YEER AT — s Es 198 i A B aEe AR
Fy 14 BV S R R TR ST - B s T - 9 AR 60 =3¢
125 T B E @R & (DA H iRy 75 =0458E) 2 levetiracetam )67 -

H 44.6%(HF levetiracetam J&HE 255 AR 19.6%(H F 221 & 2 9w A&
SRR SV E AR EL TR AR 50% LA I - FERHE RHAVAFAVIER T > A 11.4%H
W AR Z/D 6 {E B ERSERER > B 7.2%EF2 /D 1 SR /ErIRL
% o

16 G LA_LAT2 BT N 2 e BB 7 T GF A BT 7 K B 7 F) Y
Y her

{5 FH levetiracetam fi{t Fy B G RESEYIHI RN AT —THET S 576 iz 16 HELA b ~ 5
TR AT 2 T e R < A PTHET TRV EE S - T4 - dGEE carbamazepine
e B (CR) S TR o M EL i sl F ST - o5 AR IR M/ ED
B SR (ERV R BUE A2 S M i B P SRR ERY R « i AR BER o 8H 1% o0 B~z
carbamazepine CR 400-1200 Z ¢/ H 5, levetiracetam 1000-3000 Z 72/ H AV &% » 17
BRI EINE » eI R R R 121 24 -

15 73.0%f5 F levetiracetam J&FEHYK AR 72.8%(5E ] carbamazepine-CR J&EHH
N 6 i H HE R (EHVRER e MM E IR B 7= 52 K 0.2% (95% CI:-7.8 »
8.2) - Hita PRy 2\ B R S (EAIREREE 12 {8 H (levetiracetam 4HEA
carbamazepine CR 4[4} B[4S 56.6%%i 58.5%[1)<Z 5% 3%)

— A BLEE R E B FTE T 12 0T ¥ levetiracetam B &% 7 4 K FERYIH A
B/ V8 A\ 0] DU A O R BRI g (18 69 il A\ A A 36 fir) -
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SRR 12 L[ B DT FhE M = 2 DA I B R 2 L
Vol

Levetiracetam ¥f 12 pZ DA & ~ FARE M Z SRR - BAEERENEERZH L
MR SRR AR EAT — T Rl 16 BNV T LR idstin g G4E
1L o KRB A& EA F DA e MR -

1EiEtEstEg T - levetiracetam AYMIE & 3000 Z55/H » 47k 2 Fl45%E - /5 58.3%
{5 FH levetiracetam J&F& > 5 AR 23.3% (5 A 22 I A9 2 9 A BB HLF B - e
TS E KRBV 270 50% - fERFE RGNS T » B 28.6%0 %K N s £ /D
6 & A SRR R R S ERVRSR » A 21.0% 5 2 /0 1 Al g MR S5 1
HYRER: -

EBREE P Z B 2 AR 12 GELL L DR R S [ 2 M B fH R
BB G

Levetiracetam HYJEE A —TAUGER B A 86 E M2 S VHER HAFA A EERERE R
DAERIH B MEEER 75 /DAY AR ~ SRR SRR R
SETERVIE) 2 [RS8 12 38 MR B SR (PCTC) SRR ~ F /0 R/ DB A B Y
24 7 ~ g - ZRIEEIEHER PG - EiETEH SR - levetiracetam HYR &
B NS /DA 3000 Z 5/ H 0 5 60 Z 52/ T H 0 47k 2 BlsGEE -

H 72.2%(HEH levetiracetam & 7 i AR 45.2%(H FH 2RI &t 2 ik AH&E
PGTC ##{EFEARFE(K 50%LL I - FERHERINGEIVIEN T > H 47.4%075HF N Z 2
/0 6 [ H fi i E S S ENRER > A5 31.5%IE T /D 1 AR vh i Pl S S VB3
% °

BAaEREE
13.1 st
PVC/EnSE S -

13.2 3HA

ARUHIREE R EEEL -

13.3 P HRE
1% 30°C LU AT » LB PR S -
EREA SRR R -

R 4mSE © NCDS11
R FH EH : 27 Jan 2021

#lER7 © UCB Pharma SA
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