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i~ BE ARER 10085%/2H

/\ Keppra Oral Solution 100mg/ml

..... 24 )
. d /& Y, BEEGF 5 024651 57
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hRZR 3
1 AR

1.1 BURAKREZE
ZE=EHZEM P levetiracetam 100 mg -
1.2 FAZE

Sodium citrate, Citric acid monohydrate, Methyl parahydroxybenzoate (E218), Propyl
parahydroxybenzoate (E216), Ammonium glycyrrhizate, Glycerol 85% (E422), Maltitol liquid
(E965), Acesulfame potassium (E950), Grape flavor Firmenich 501040A, Purified water.

1.3 HI&
A AR R
1.4 ZERINER
Levetiracetam 100 mg/mIR AR /& E 45 AR AS -

16U EmAZ BEMER R F(HARAHARBUEZRIF) ZEBFE -

4B EEERRARAZ BEVER R E (R AHBREUZERE) - 128U ESPFEERARBA
ZHHEMEERE - UR1I2EU EEVDFEMASBREMZHMERNRZ Mz R aEE 5%
TEZEBNa%E -

RZRHE
3.1 HZHE

A E BT 75 B -

AETBUKHER - SRATSUERERRAIOT - CFRAEL - TIAEE LB levetiracetam AUk - 2 AN
HEAECER BESOANETHNR  BARER -

BB

AR 165 S E
ERBRELSERRER250 mohit - MENEENEEHSERRER500 mgEitsis
HIE - WmANERRE HETERS  LESWEMEES0 mgEBEAMR - SRIEM250
M) —REERETT - BEEEAEH3000 mg(B WX - ER1500 mg) °

BHBNAE -

BA(188LL ) REESS0AFLLERIE D E(12E178)

LB AER1000 mgEAMK - X500 mg) * HHEETHIEBHE—F -
BEANBREERMSE - 50EETRMHESTH3000 mg@ R - BR1500 mg) © ik
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PR S - BUE_RNEHIESSRE1000 mg(EH2MR - BRIE/FS500 mg)s—PEEiE
o~ pk %}L _ﬁ
g g~ ‘ﬁ"*- x
<H)?3 _____ \ﬁﬁ A=
SEL@’aJ:iEﬂ%EFA

:.&

=X 4’“1)1?#%&5’]%&7/\ FHREHNE  FE2ENIAR'BUEEERBEAN ZHE -
BEAZENR)RESES0ATUTHESVE12E1758)
6%LX‘FE’J¥Z£L;@E}% Keppra® A& 100 mg/ml -
6 EZE - EFEABMEER250 mg ~ BIE3E250 moE B IRAZ EZEic A ZDERTE
Rk AT REERR 2w A - FEEBlevetiracetam O AREE -
B EREXMR - BR10mg/kg -
HRANBRKRERTNZY - BEoEM2I&SER30 mg/kg SHMR - EMNELIERT - &
HIEERIET - LB _EHIEE5RE=20 mg/kg(tEl MR - BRIL/M10 mg/kg) - BE#RS
EREBEENEE
RRESOATU LN EZEHBISEXBEAMAERE - BEEREBERANEBELREE - EHRESHE
MBS -
TEBEZEMSVENEEEE

FSE AlamE - BRMRK - 8R10mg/kg |&SHE - 8XMRK - HXR30 mg/kg
15 kg(1) BARMR - BR150 mg BRMR - BR450 mg

20 kg1 BRMR - HR200 mg BAMR - BR600 mg

25 kg BXRMR - %250 mg BXMR - BXR750 mg

50 kg@Bl £ | BXMRK - §R500 mg BRMR - HR1500 mg

(1) g B 25N U P ZE 2 FAKeppra® BRREI 100 mg/miB ELA A &
(@) S0 U ENZEHTBISEM ARG -
EAMBEZE 2%  BROEEZ1000 mgiilevetiracetam ( #H#E/10 ml) - ERE—Z
E%0.25 ml ( #2225 mgHilevetiracetam ) -
BRARABUTHEE
IFEMTHEEREBREANZEMRBUMNER I HEE  WAREER -
B IhEESBER A
HERARANSEEEREEBSINERAMEGREERE - MADTK NRABREEE - ®2E TR
ZEEESR - MBS NEANIBE BFRE (creatinine  clearance,  Clcr) - MCLcr(EfiI
ml/min)al BHserum creatinine(Bfrmg/d) U NI AHEE -
[140-age (years)] x weight (kg)
CLcr (ml/min) = (x 0.85 for women)
72 x serum creatinine (mg/dl)

BRI N A AEREIE(BSA)STE L Cler :
CLcr (ml/min)

CLcr (ml/min/1.73m?2) = x1.73
BSA subject (m?)
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= —‘E'MF%\)J EfERRTI SRR

L] ."j o,

STUREAR T Creatinine clearance (ml/min/1.73m HE - EfRiEE
..... _1":;’: :5 2)
.7
~ @ FH >80 HHMX - ®X500~1500 mg
= 7 'L'tf.,..-/
T K 50-79 ZHMX - &®X*500~1000 mg
hE 30-49 BHMRX - ®X250~750 mg
BRE <30 FHMX - &®X250~500 mg
BEAGCERERA) - H—% - ©%500~1000 mg (

=

1)

) amEREERERT50mg

(@) B REZFFTEE 52508500 mg

REERABNEERBNTSRZEERBEEEINE - ABlevetiracetamE 2R EFRREAE i INEE
BE - I—&ZZDIRERABINERBENGERMS -

FEThEERS B A

HKERPENINEEERINEA - REAHSHHRAE - BEREMNIEEREERREA - ERENKES
SRR—EIESEABSHINERE ZRE - RILEINBESHRZ/)R60 ml/min/1.73 m2i - 2%
1 AE R 20/ -

4 B2

¥ = &% & levetiracetam £ B % # & tupyrrolidone 7 4 4y % A B b sk BB H > F ook A K$

5 ¥EREEER
51 #3Z/xEFA

B
f]ﬁ)ﬂlevehracetam{’ﬁ)’b& JAASBERY » BB EEMNET  Plin: BRARREEFAFAL
945 VHE B _EZw EHEE1000 mg(E B A=K FRERKS00 mg); HERREE A

)’TuTéfJ HEYVF BlBRBRNES = EHATABBIRE20 mg/kg(& B AHK » HRKI0

mg/kg) & — kB EAT °

ESL @‘ 22‘ E& @‘ IZZ A I\ %

B ARt m AL R B - LJAFERE - HREFEHRERGRA > R TIZEFEAT
 BRATERBRAR(AAERNELE) -

2HRiEE
1% F B R E # A tylevetiracetam 3 912 &b B8 5 0y BABEIEIR O -

CH S bR B R CFT RO DHIRSE B A hIRRZE GRS

Wik Y~ 2R HIK TR )0 £ k35 & flevetiracetamey 4 Kl A AR B - — A28 A NG -
TRARARERN B EEMBREREREAEN > ZRAETEN KB EET(R
R RREEE) -
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53

% (L& levetiracetam) G AL BB AT A B AAITS DB AAR A ALSBARITSE
’5' tHIBERED AR BRIk > 2HHHRBARETHESITRAT > ARE

,,,, éﬁ%m%ﬂﬁl%wmwﬁ% 7 SRR 60 R A -

1Eh S EMRAR A EREA A A REANTANGE - EREEL T AL OG-
T2 S A (S A8 BB RAK) - mﬁE&EMXQMﬁﬁ,Tg%’@Lﬁﬁ%O
RE RIS

Levetiracetam 7 & & 51 A& AP R R BRAT B R F » O KR A IEM - & Zlevetiracetam & 7
R AEBER LRk R EROFER/ BRI - wRERARAITSE  BRELE
G LW AR EHAIFE  c wRF BB FREZRAEIEFATUEESRS
a2 AL
m b Fa A a3 E R B4 — 4 - levetiracetam T 8 F R m Bl A Ee B R X EM - B
#& 1% %) 09 85 % (paradoxical effect) ¥ % % ft levetiracetam B 4& 4% F X 3 ho k| B 14 69 % — 18 A M4k
% LHAEBFERERBEERATEY - o RELBRBICAFR » ERABAJE LR
BA Bz uRBEmEIL Pl ERIEAEaE B8 (sodium voltage-gated
channel alpha subunit 8, SCN8A) R 4 4a Bl o9 5m A P CLk & -
NN A TH
EETHZ2EMNNMERTFRLMECG QTR KA - Levetiracetam .o f# F £
QTchfaE ktymA ~ RN A EBEQTCHREM M BRAXTH M CHER RERE F
ALegm AT o
o & g AR

SEIBATHSAACRATHZE -
RAVAEE é‘ﬂ*ﬁﬁﬂ?$/§_%@%ﬁif{ LEABER @ LA RHRLENET X
Ak AzkHER - FEAREF FRARGEHARPMBE -
BAERARAE

Levetiracetam @ $2 3k ¥ A 35 F B R R R ML S - BERSBENTRE > HERBALSE
BB R BB - TREIALME XL R TIBE ARG MOk - Bt $RAL
BT B B SRR F R TR - BRI o 5 foam AR oL f AR B 2 SR AR
R RZHER A TEITELES -

6 MR IERFAR

6.1

B’

BEFHC

E—XKBLETIEEHF > 3&Flevetiracetam B — 4B 09 347 (ARiB 18004 » H F A8 B 15004
BEALERBAWNZBANE ) LB ARG GRRERE 0 - BAETERNER
levetiracetam B — 4% L ENEEF > B EAARGEE - EEBWMATREHRFE (4
1008 & ) 3 KA A EHEF B RIE R o) AR I w -
Levetiracetam4w R £ 847t PR R HERER LT E R > A TAERBIMER - £8
FERT o ERAE R RIKA BB
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- “E;ﬁﬂ\‘] oY 4 32 AL 4L T 58 € 2 Elevetiracetamby B - WA AR BB B R i P

agley BEBKBRALORE - SHEEBRKMA LS = @ﬁflﬁi%*@%ﬂ‘%m&}?{
“ig BT Z R R B 0I60%) » FiEL BB EBARBFRETEEHEREE °

62 "ﬁ«?b f("r;"

7 h.\
I.i)

r\'-- q—cveflracetamé}«ﬂht‘filx ALty - A EREL - 2 REHARMEZRA
levetiracetam » B34 6 3k 5 R AR e Loy T 244 -
63 AARRNGHEFMH
EOMERFPABEARAESRCBTEALT ) - A B AT SR ZEBERAH - BHARGELER
Mk BA o
7 REAER
Ei&i—‘— ‘@ .@' ‘%’5 iﬁ

RRA B b T AT BE R 38R B #H 8 T levetiracetam R € 25 2 A 4 4 8 R 8 40 (5] dephenytoin
carbamazepine * valproic acid * phenobarbital > lamotrigine » gabapentm%ﬂprlmldone)z'i ¥y 6Y
RIE o FIBFE IR EY F T €% Flevetiracetam £ 58 P 6y B4 8y ) £ -
HRAEE B S X ey B RABE - § T4 F 4k Alevetiracetam % i & B 60 mg/kghf - EBE &R Lt
AAEFHERATAEHW IR -
HEBEREEAE VFUAURITR)ZEY T AR 8 B AP -4E T 55325 vA 1 BRlevetiracetam4f & /&
0 4% B 74 #& B &4 4% A carbamazepine B valproated¥ » # R € B EZ By iE T B FEE - K
mBIEBET  eHAEE T OB RED B @B m20 welevetiracetamF IR E - 2 R FRAERE -
B0~ 4 ik P #|Probenecid
Probenecid ( B v & % iLFRBTE] » B4k » HR500 mg) Cie@dphl i £ 2R EHER
£ 23t g% Flevetiracetamt) HiF R F - Ko X4 G £ R N6 R EARIK
3 B 3X 31 | Methotrexate

EA k£ 35 4 B B & T levetiracetamFfemethotrexate € [ fkmethotrexatedy & fa & » E 5 fo b
methotrexate /2 & ¥ hu /3t kB A THeE REMORZE - ARERARRL T AWM > ot
levetiracetam & methotrexate /8 f& 843 4m B 8] o
DR # B & .\ digoxin & warfarin
Levetiracetam# B &€ 1000 mgh¥ » € 252 o ik ## B ¥ (ethinyl-estradiol & levonorgestrel) 72 5
oy By 4 5 P ik B F(luteinizing hormone & progesterone)d 7~ € #% ¥ 8 o Levetlracetam-s.— B
#F#E2000 mghF > ReFEdigoxinkwarfarin £ ey e h & ; BharfRi R ek - i
digoxin » v AR #¥ Z B & warfarinfif Fl BF - 7~ € 3 Elevetiracetam £ 52 ey B dy /1 & -
;B # [axatives
& iE A G ¥R =B (macrogol) ¥ 0 fRlevetiracetam ] B A 305 > A B LRSI B EEIK
levetiracetam®y & 2% - B gk > AR Fllevetiracetamd] — N BF &% — R R O IRB T —BF -

TR

B 1 & ¢ St levetiracetam £ B2 P e RUKAZ S - BRIk R AR -

Levetiracetam i /5 4% B o4 X Z4F Al &% S48 Bl A 4} -

8 SMER/T RRIE
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R R EME AT R

Ty

[ mﬁ_f\fﬁ&**
| Byt Sy YRS

iﬁ;;nT¢ﬁ& SRR ARARE ST R A 8RR 2 R AR R R R ) 3 6 AT RIT -
el rmd, Mt A 3,41645 % KA 45 2 levetitacetamiG 0 B T B EFH I - B BAR TN

Rk tylevetiracetam{ FK RIA R E TSRO BATH RFBAROLIRRIES BH L

MRS~ B8R R FE o dlevetitacetam#H & FRE (RARRZERA ) HEBABEZE

JEE 6y =AMk - B R E& e o

4 R R R ME(ADRs)&E yMedDRABR B A% ARIA L e bf o T -

AEEZ R T ¢

R F R(=1/10)

# R(>1/100 > <1/10)

% R(>1/1,000 » <1/100)

4 /,(>1/10,000 > <1/1,000)

& ¥ R(<1/10,000)

Rin(BIEHIA A EF FF5)

BffoF A &

RER: BRX
/R xﬁ%

TR ﬁll ﬁ/ﬁk/ SRS R
4 f& P RmIRIRY  EF GRS BEMG RS E
YR B ErE R b fa g R A JE 3K (drug reaction with eosinophilia and systemic
symptoms, DRESS ) -+ ## R & ( @4 a¥E KER L F B RIE )
KRB EFTEER

FRORR
BEikiE  BEHMN
YR Ak g
b
TR IE > AMET/AEN BB AR NEH/IHER
TFR: BEEAE A&EL HWWRERE TAHEF 48 BR > R BEEE B4

T?F%:t/x\ﬁ*ﬂuk AP

YR ERBME ABET BRARLT > EX

JEFFER ¢ RbgE

HEAGEE

RF R vEek > R

TR KA RE o vEek . B8

FFER: KRB REBABL  WARFT/EHXA BRERF ZEITEF
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/"/%a 'ﬁ‘ﬁa%if’f‘ﬁbﬁ ( choreoathetosis ) - E#yH # (dyskinesia) » $HXLERT

- = r‘ \ism s R FAE 0 B % (encephalopathy ) - J@AwE (seizures
'gf ’ n_c__ggrg@*at A Ab R B BMEJE R BE* ( neuroleptic malignant syndrome )
\-._~ @ g%
NG
“gﬁqﬁwﬁfﬁﬁ R AR
- ErfeEr@miEs
¥R R

TR EHRIE
BB EIL A G
FRER - RE BT R Bek B
YRR
FIEZ %R T
TFR iR EFE
YR AFHRERE - AR
N R
YR AREIEG
W MR T

TR

TER: KR BSE BAE
YR —a—fi%z}iiiﬁféﬁﬂi K%‘%?@i&ﬁﬁ ( Stevens-Johnson syndrome ) » % M 4z 5

FRMALT - LA
YR R BILIE AR E B ofn FUUBR B R i B 3G e

THER: i%$&@%

*EMIER RABALLKE > BAATEABRBRAAABARSZIAEY -
HEETRERSEAMMBER > B R8E IEPRRBERLGRAT > EYBRHIE
&Aﬁkr(mm

S &3 8
& levetiracetam i topiramateif Fl BF » R R IRG AR €38 S -
A ERREEZPARA »ﬁ.{% }ﬂlevetiracetam—‘zfﬁ CHERIEF °
Fr IR T RBVRAER B FRE eI H] -
R 9% 4 18 %%i%vé%&%ﬂﬁﬂ(ﬁkxﬁﬂ) s HAMEIE G RE A THY -

o b A kR
ERBEHBRBAAARTHEMRBRP » BREFI1900E1BEAREIARATHZLERAES
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- —}eve’a-r cetam/é‘%‘ H P H60AE 32 B E] 4 BB 03X B P 4% levetiracetamiG /& - £ 2 RH| H R

TR AP XIR P o M8 A 645454168k AdE X levetiracetami& & - HF H 233 A%
t g 43X B b 4 xlevetlracetam,é;% BEAHTCLCEREILEFHEN
B levetlragegt,%m.hﬂ?fizfiiﬂ BERE A EAH -
_:_ 1% 7¢~ /uﬁlolh MA2E AR R EPig R 2WA R AR > £ A 128 A eymm ik A
R levetlracetam_']f. AABERAFRDNERE -
Levetiracetam#y < R FH R RS A BB L FRE RSB AWBRARE AN - A2 HAEH
BZERABRT > RELTHKE IR ML RR S #E AR AL Mlevetiracetam i b 22 2 MK L —
BoE—BR A ERTEATAEBPEOTIRRE - - 16 RAFTHFVFIELERSG
AR F IR RER DMK RO T RRE - 63 : Buk (ﬁ’%"ﬂ, 0 11.2%) ~ BBERR
(ﬁi’&w) Hehaks (FR21%)  BERLHE (FR1.7%) > %56 (F
R82%) ~ 2Fih (FR5.6%) dekek (FR - 3.9%) - MEIFU:E-A%‘@&T—%%S&;E%;Z
zz%iim#ﬁwﬁﬁﬁtmmfé&%xmx&aﬁ AR (BFR11.7%) B
AMREF (FR-3.3%) -
— A A T % M (non-inferiority) %3t 98 H ~ R HBEHBHIL T AHARGHH1E16RE
H By 3R AV 6 52 E b levetitacetam# 3 in RAP B IR BE - THARIEHR S
» fe 3t 8] € » ¥ 3k Bf (per-protocol population) F - sk Leiter-RiEE A &R IEH B R0 1868
Ay A AL 8L T > levetiracetamdy & R 3 K R B A(CR 5 ) R A o #]F
—#E 42 BB b T EL(CBCL — Achenbach . & 17 &4 % ) B ITIZ EIL &R & i ey i 218
T ARSI T BeyIAE & RBET - 3T levetiracetamiG & Z /AW B AIT AR Bk
RE - Tl EROPMAZEERAEF - FHmE o IR levetiracetamuy % X H 3# K B RAT
HEGEDRBIACHR R AR AETHNFEERE A KA R ZL -

9 BE
Bk
Levetiracetami® & BF 7T AL & A »§ Bk - AP 5 - BB M - ZFEAR - R H - BHFR L -
BE

Levetiracetam it #4352k AR & 5] » T4 HE KRS HR R ETRRENH - S A2 dr 24
levetlracetamﬁ,GO/ MR ER2R#BT4% -
— S REFERERETFINERIE TREREYD P OPTER -

10 ZEEFM
10.1 fERH%E

K#EF ot 73 levetiracetam B pyrrolidone 144 (a-ethyl-2-oxo-1-pyrrolidine acetamideRy
SIREEBY)  EEMBENNEBERREE(CE4EE HEEk
LevetiracetamMIE I BEIR T 2E % - RESINMNEEAERSH - levetiracetam A i & A
IEREMNEENBEES -

FRINHEREETY - levetiracetam B EMA AR FRE - SZ2MH N levetiracetamE F &R
Nﬂﬁ%ﬁ?e&uu TR IS EE F A ARNITFEEDL - LevetiracetamINE 5 5 & #8770
B- carboI|nes%ﬁiGABA%DgchmeEE,ﬁZTED%H’Eﬁﬁ IE4h - EESSM L ERE HMlevetiracetam B M &

BRI BN SR ENRES - EE&ESEUEIASynaptic  Vesicle  Protein 2A
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— g\) Wb mBRvesiclefl 5 RBAEENEBAMRNELAER - Levetiracetam A BRIFEEL

VAR E BAARREENRANT - IR 7SRRI R S P e Z B MR R AF
. B3l ? EERERE MY - EEZIRE R levetiracetamBSV2A 7 B A 1F FH B AR ZE 471 g
B f&ﬁﬁﬁﬁﬁ

-----

IR AR MUBERREE MU ERRE -

ATCHHE : NO3AX14 -

YR

Levetiracetam¥ — & EMH B MR EZE MU 2 B U BIFEBUNNREFH - EAE5IEEpro-
convulsantfEF - EEZ2EH YA EEH

RABEHERD - levetiracetam¥ F A = 5 14 B AR (epileptiform
discharge/photoparoxysmal response) &34 - EAZEIR(EFH 2 M ST AERAERT -

103 ERARRIZZMER

HEFNLEMEIRRE - £ESHER R BURYR RS ARE N Rlevetiracetam¥ A f2
TESRN R -

ARBRITERBIRARKE - BEKE(rat) s RP S EE(Mmouse N ARREZERE) - HM
PREMEERARBREER - TEIERKERAR B UEERBMME 2B T  SREFR 2B
FEMERE - GIMATHE 2 E£80 - /NEROIEE - BBl R EMMEE AT REEZREMN -
HEFEAHES1800 mg/kg/X (6fEMRHD - {kiIBEmg/m2EREE ) HEMNBRLEF FRAED
C EREIRIHEMSIMMARBENEE NN EBEBNEROTAREE -

2 ¥R B H400 - 120053600 mg/kgRI B £ 21T 3E m JE M AG 85 B (embryo-fetal
development, EFD)# % - EEH3600 mg/kgWEIE T - RE—IREFDMI R LR AR RS E TR
BMERERER/MMEBTRBIEMVIESE - BREXTEXTAZIAFOAXE  BEZEXRDTRE
ASMIRE - RZ2EENEPHBELAEREEIZ(No Observed Adverse Effect Level, NOAEL) %
HH3600 mg/kg (Wmg/m25tE - HERANESHESZEEIEMN12ME) - BRAIAEH1200
mg/kg -

w8 $+346 71 H200 ~ 600 - 800 ~ 120051800 mg/kghaT| & #1718 U IEFEAA % 5 (embryo-
fetal development, EFD)#3E - ®H1800 mg/kgiHIEZ 5| EEEY - LSRR
REREK  DEBROME/SREENRERAS - BRNWERBEAFARKRERE(No
Observed Adverse Effect Level, NOAEL)% <& H?200 mg/kg - ieZAIZEH200 mg/kg (U
mg/mZ?Jr;t £ HMRHD) -

ZEtHAELIERT0 - 350%1800 mg/kgZElERlevetiracetami&ETTiB —IRBEI R EE
BMR - HFOKBRMUEFIRFREDINGEEE - ERAEEMNS - HERBEARKELS
(No Observed Adverse Effect Level, NOAEL)&>&EH1800 mg/kg (Mmg/m2stE - HERA
HEHEsEEHEN6E) -

EE%EETEZDE@%Esﬁﬂﬁ’@ﬁ’ﬁb%ﬁ%ﬁ% B - EES5%1800 mg/kg/day(img/m2EtE - 48
RAEESEERTEN6ETEK  BWREBIRAIEARKRIE -
iﬁiﬁ}—LIZMnME(EnWronmental Risk Assessment, ERA)
RIBHEFEAlevetiracetam AKX O BEE KB EZEZWIRIERE -

11 EMENBEHE
LevetiracetamB—EBESARERFEUREEY - HENH NEBRER ML - EERAKELE

il

ft
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BRI - EESETEASMERE - EBMAX - SRMRIIEEI500 mg# - 7
/o e .@ amx-awﬁﬁa@z@@mﬂﬂx,ﬁ EmBEETANE - BN AR
/ G}r EE A R T A BRI A E R 2 AR -

\

FW

-----

FSp=A=F; ?B%Eﬂiuﬁﬂﬁ? MRS - MREEROREEFASN(UMg/kgIRERT) - FILIAREE
*ﬁjrgvem@icrt‘ammnnai,%r
RTINS R E 2 BAE R M o DURABREROE A R IZE _E & (D AR # B E2 AR PR AR BN 4/ )\ IS B B 1R
RAMBRELLERBER1E1T) -
CRRZEEN N ESF N EESER - BRIEFIREE (15978 ) FRFER 1500 mg
levetiracetam ( BN 100 mIABBERARS ) - BAOARAIT1500 mg levetiracetam ( =58500 mg#z
H ) BEEEREEN -
152 A kT & S4000 mgHEI£ ( #wER100 ml 0.9 %&EEIRARE ) - LIRIRSDER
FFIKENEERS2500 mgHI= ( HERT100 ml 0.9 %&EEWAR ) WIRES T - B RERHEYE N
BEHZ2HAARBERUZEREE -
o RUL
Levetiracetam O fRE T RER KU - CARBHE AR AERLTFS100% -
IIIEEH INFEDEMF RS EE(Cmax) - SHE gﬁlﬁ%ﬁlﬁ?ié(lﬁﬂﬁﬁﬁfﬁ R) O EFRNEEREN
- BREE1000 mgkBHATMRI1000 mg - F2ACmMax& 431543 ug/ml -
ZK%’E?E’JU)EZHSZK,%”‘AE £5 % (dose-independent) - Exx?‘%%%
. D
BRI ARRAES D HIEIE -
Levetiracetamat EEXZH WA MR ELQAE S EIIRIE (<10%) © LevetiracetamBVFE AN MRS
X#0.5%20.7 I/kg - BEOAREERVE -
17TURHBESFIKENE (1578 ) EF1500 mgEMWHZESMEFEE (Cmax) - &51 £+ 19
ug/mlL ( BECFIE+1EEE) -
. Kt
LevetiracetamAEBEZHRARBARH - TEHNRH IR (4%NVEE) KR ORI BRI KRR R
c HFEZERH Y (ucb LOS7)RELHMiicytochrome P450 BERRHH A - JEEMEFRAY/KER O HAED
2 ROAE 48 (B3 MR AR RE) ORI - 3 uch LOST7IE A B ZE385E 4 -
SEMERZERHY - —TE@LKHBEpyrrolidonelz&E & {E(hydroxylation)8 2 (1.6 %M EIE) - 5 —7&
Thi&pyrrolidoneRIRHZ A (0.9% N EI£) - it RERHWAHMASET0.6%WRAEE
Levetiracetamat EEZ B M ERR AL A Z EIR B IR B EE Y (enantiomeric interconversion) -
LevetiracetamMEN & 2N H M ERINE BRI A EHIHI AR EZ M #EEcytochrome
PASOZBY(CYP3A4 - 2A6 - 2C9 - 2C19 - 2D6 - 2E1&1A2) - glucuronyl#E{EEE(UGT1AT K
UGT1A6)HMepoxide hydroxylasefI&H - lE4h - levetiracetamtt A& valproic acidERINE
A PR 5B {E1ER(glucuronidation) -
TALBEENARITAME - levetiracetam AE S LEFFFZECYPTA2 - SULTTET15LUGT1AT -
Levetiracetam & B FECYP2B6 X CYP3A4 - FRESINEUIR KBS EA [ AR 4E# 22 %% - digoxin &
warfarinI R EFRAERBERER AW RBEERFEFER - B - levetiracetamB A Z EHEH A1)
BEARAER ; RZINA -

- HEMt
MAMBHFRB7 VN - TASHBHE - RABENEERAME - FIEANBHRER(mean

total body clearance)%0.96 ml/min/kg -
Levetiracetam=ZAHKRHM - FI995%MEI S = A UL HE L (K993%MEI S E48/ )\ AR HH H
) ° /\ﬁOS%E’J%‘JE%%EEIE@ﬁF/Iﬁ
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---7@@%&3&&%(5&%484\%) . levetiracetamB66%MEIE - FENRNEH M B2A%NEIZ -
/e, — BWEY %ﬁg;\%/etiracetam%Oﬁ ml/min/kg - ucb LO57%4.2 ml/min/kg - LLEE7R
( @___{qug?tir zetam AR B/ \IRAVBIR R 2 BB/ ERRUHEAE - Mucb LO57 ( EZHH) ) M

BB R RS 1 BN e -

N Seyetacddmeosbt (FRRALEETER S5 -
SRR AR

12

EERA
TER/ANMETFRILIBMA0% (10211/N0\E) « THRIIE %R 2 B INEERE 218 -
BE

ZELZE12R)
BRREGE127)EXRORERR0 mg/kg)# - levetiracetamWERERH /NN - BREMELS
IERRERIERLEMARALNSI0% - BRFEGE125%)EE O RER(20-60 mg/kg/day)&

+ levetiracetam R RV IRUL - IRZEEO.SZEIT/NFEITERFSMITRRE - IFESEEREET
ETEII AR E R AR EEBIIE NN - HEMHE REBAR AR D/NE - BUSERERESR1.1 ml/min/kg -
BRRZE(EBZE45) HE&B Z4519%%
EEBRHEA100 mg/mIBARAEEI(20 mg/kg)#& - levetiracetamBRIE IR - MRESERELNR
AREEE—/\IF - BB BB RFERBEZEGI/NELEMA(7.2/0E)E - BBRBRERIZE(1.5
ml/min/kg)EE A% A (0.96 ml/min/kg)tR -
HEMERARE16m Z WA FTETHEIRZENE NESNTER - BEEARLIERE(EREGHER
BMMAS)RELEEES M BARENEEY - FRRtUEXEEMESH - EEXETFONER P
FEREE  YRBREERFRIERMEE TIREAREEE/MARE -
TEMIBEF IS B DB DT P - #levetiracetamEAB RFEMTUBEMEY AR - HECUEIRES
E=7920% -

BInsEREEmEA

LevetiracetamMEF ZRHH N ERANBREEMNKEEREEE - RItEZTERBEESRHINGE
PERE R A B ALBL BT ~ BB R levetiracetam B H AR EI = -

BEARBOMARBRRBEA  HERPZAOR2S/NREGREBR) A3 1/NREBT) - £— 8/ NRFR%
EHAME - levetiracetamBIBERREXI B51% °

FFIhBERE B R A

ERE R P EINEEERFE AR ARNlevetiracetamBRELRE - ZLEEREMINEERREA - EHERE

B INBEPE R M fElevetiracetam I bR R BEX#B3E850% °
G =

fRREMEZE

BA -~ BVE - ZEZFEEERFEGHANAHEREEEES R NEHEAE
Levetiracetam#¥§ s ARVEMEE3IIBFEREH10002 5% * 2000272530002 (2 HMmE) 2 H =B
AEPERREISGENESEHEHNRBHBTESREE - —HESHOHER - TEFEAH1000 - 2000%
300025 levetiracetam’aBEHHEA P - IBEBE N (12/148) 2 BBV BB S FRRREM AR
BZBEZESIS0% U EREALLBI DB E27.7% « 31.6%F41.3% - EERZHESENHB AT A
12.6% -

RER AL

Levetiracetam#B R ERAAZR16%)NEYEE —IRRZ198E AR SERE R 14BN ES LR
HEHRTESREY - £5EART RAGEBR0ZER/AF/HEEHE(UBHEMRWA R 4E%
YZlevetiracetamB;8 & -
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Eiﬁ‘“% Flevetiracetam’a B Z B AT 19.6%E R LR BT 2 W AN EEBENERE SR FRREK

13

% DT FEBBEFIOUR -
16ﬁL %@k«ﬁrrf)\Zﬁﬁﬁrrﬁﬂ’ﬁ({%ﬁ_}zxﬂﬁv’@*f&i%ﬁ"‘fﬁ)ﬁ’]ﬁ?ﬁ
Tﬁﬁl‘eyehaufetamﬁﬁﬁﬁﬁl BEYNEYEE—IESH576M16m MU L - #i2 iz“«ﬁ‘JZE-L 2l S
IR AT  FTHE - i £ carbamazepine i B H1 | B (CR) # 1T A S5 MEEE B A &t
S - RANEAIFERMEEEE R FNRIRNERZE M REMRBERIFIRIR - WA
REER D #H1E 7 \/”:szxcarbamazepme CR 400-1200%7/Hzklevetiracetam 1000-3000£5/HH
BE - FUAEREME  AEPBERS1218 -
E73.0%1§FﬁIevetiracetamfé%ﬁ’\]%/\ﬁnﬁ%ﬁﬁﬁcarbamazepine—CRié%E@ﬁA%?U&H%EE
BREPUR ; BEARNEBERKERR0.2% (95% Cl : -7.8 - 8.2) - BlB¥ENIHEHITE
B S ERY AR B53E 1 218 B (levetiracetam#B Blcarbamazepine CRA 7 5175 56.6%E258. 5% = 58, &
) °
— B MERR BRI - £o HlevetiracetamEBABEERENFEAD - BV EE AT
=AM RENTUEBZEY(EEINUMARATAI6MN) -
AR EEZBAS /D F IR YRR 2 5 /D F a0 M B R S fER e BN E
Levetiracetam#1 12 & ~ BARBMZZMER - BHBEAEEER 2 M fif‘f%ﬁé‘fﬁﬁ’\]ﬁ/\
MNEVNCE-IERP16ENEEZREHRHEPESEL - KENEABERES DFERN MRS
B -
EiEIEmEF - levetiracetamWEIER3000=5%/H - D A2EI45%E - 558.3%f# Hlevetiracetam’a
B 2w AT23.3% B ALREaE 2w AW BB EE R ERER D EDS50% - ERHERRAE
BRER T - B28.6%M R AEEIZ/D6E A ENHEMBEBEIFNNR - B21.0%E2Z/ M FEE
M Em S IFRIR -
EEBEMZEMEBE I RARIZEMN EEVFENRER TSR E SR IENEEaE
LevetiracetamiEM EE—BW IR BB REWZ BB B H B AREERE(F /O ER A MR EE
- BOFRAKETER c REXSUER VB ERRS AR ERERE) ZREMZ MR E S
(PGTOBIEMAA - BVERDVERZER24E - €5 - LRHHRBARPESEL - £EEART

- levetiracetamWEIER M A B S /D FI00085%/H - REO0ZER/AFT/H - D H2EI452E -
B72.2%fEAlevetiracetamiaE 2 | AF45.2%F L BB E 2 B AN B BEPGTCREAERE
50% U £ - ERERBEENERLT - B4TA%NWREANEIZ VAR AEMMEZENNR - B
31.5%ENEZ M FHBEMBEEEFROUR -

BERE#ET
13.1 8%

100 mg/mIA AR & & & 75 300 miIEIEMNEIBR(type INK - BEEEBRE

(polypropylene) - &%
13.2 YA
BYERERREIE L -
BREH : 2(EH -
13.3 REFIRGE

AR30°CLUMRTF - WERZEASREE -
HEBAANHARABIER -

/ @. ,-—-*%‘E%’E"ﬁ%%‘a QL L - EFERAENER T - B11.4%0% NER Z/D6ME B EEBEFANUR

Eﬂﬁ
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