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TR enie® gy M-

%‘“;}3;1%?
Levetiracetam ¥t — 458 47 ek 384c i 28 4 > B .r}, R STeniRE E* 5 P 7
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TR 13 S viEe P A3 EA(Cmax) e & p HEIR® & X (5(F PIR* 3 =)
TEMPMERE KR E = HE 1000mg 2 % p %5 A % 1000mg > ¥R Cmax
2 %5 31 2 43 ug/ml ©

A F o % A B F(dose-independent) © ¥ A X &4 B o

® i

R I R R S A
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LO57 & # & %If‘!_‘ié'ﬁ_ °
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3o fA & NP o - A5 d @ pyrrolidone ¥ & ¥ it (hydroxylation) ## 2 (1.6%
€) ¥ - #67 % pyrrolidone B &5 = (0.9% | £) o H &5 AFginent 4 4
g_ 13" i 0.6%PR* & E o Levetiracetam # H 3 & (N30 AP T 7 ¢ i L 4R

et 4{#4‘?’ (enantiomeric interconversion) °

Levetiracetam frv g & S AW F AT T 73 € Frd] A BP L R IR
* #{f# cytochrome P450 £ 4 (CYP3A4>2A6°2C9 > 2C192D6 > 2E1 2 1A2)>
glucuronyl #& it is(UGT1A1 2 UGT1A6){r epoxide hydroxylase 3% {2 o gb ¢k >

levetiracetam » 7 #? % valproic acid 7 %8 *t § % 0/ 4 fe i 17 * (glucuronidation)e

A1 R A i Fmb > levetitacetam 7 § £V 3F R 58 CYPLA2 » SULTIEL &
UGTI1AL1 - Levetiracetam ¢ i34 & CYP2B6 2 CYP3A4 - d #8¢F iy 2 R &2
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v PR R #~digoxin 2 warfarin eh% 3 1F* FALE T AP T oA P REREZ R E
* o F]L o levetiracetam $2 7 € HHH s F T A 4 3
® P

FALEERD L TEL P 2 GEHE  BBB LA EAFIRY A R o TID
LB "$ 7 (mean total body clearance) = 0.96 ml/min/kg °
Levetiracetam 3 & §d A » T30 95% | £ € d p 2 01(9 93%:hH £ &

8 ] M AP ) o B 03% A B Sd K TR -

Frite & AR £ (B4 48 /| PF) ! levetiracetam 3 66%0H| E 0 A & R L 24%
HE e

HGE & ¢ levetiracetam 5 0.6 ml/min/kg > uch LOS7 & 4.2 ml/min/kg = 2 BF T

levetiracetam & 5 d ¥/ I ihil g 2 {2 0% F £ ST 0 A ucb LOS7( A
RS ) T d B IRBIg R BT R A AR .

Levetiracetam st ji 1% &2 9 upg i “,/f X3 Mo

® FARpE A RH

o 4

o e B R A 4 40% (10 T 11 ) ) o FIR k2 TR LR I
T x

27

7274 7 12 #)

BRBEE(6 1 12 ) = v JR * (20 mg/kg)fé - levetiracetam 2 % 5 - -]

Eﬁf /‘j';-“/]t‘—f PRI P E RIS S A E A NF 30%  BORBEL@ L 12 A)E
BT PR % (20-60 mg/kg/day) s o levetiracetam [ P-eivg ek fT o JREE (S 0.5 3] 1 /)

%ﬁwniﬂﬁﬁﬂ-rk&°ﬂ“w&%k§ﬁ*bﬁ1ﬁ%ﬁﬂ*%”£d”““%“°

PRLEEFH YL F oL ﬂ,iﬁ;s$;, % 1.1 ml/min/kg °

55;2; 251 B* 4/#)
113 PI Ay Bz ® 100 mg/ml P PR (20 mg/kg)ié o levetiracetam
LR BT Jlifﬁxr"s ERQAIREL- - B4 St LR 21
634maw$&024&%@,ﬁmw%%$m@€05mmmw@wﬁam%
ml/min/kg) - °
FH1BY AT 16 Rz pm AT ES&4 Fo47hr > ML 2Ry
G P g e T e #
fg'}gﬁIE‘b‘&ﬁﬁ; e -2 33"3 E- IR L ik#p?%?,yggfggkiﬁﬂfg{a/ﬂ
q it4)¥«‘irﬂ$§%x«ﬂt7 ASE o
AS BEMES S B o 47Y o ¥ levetiracetam 2% F E MR E S B ¥
PE o H i ‘);ai% FEig B 9 20% -
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d BNy 2P FWER L AR P REHRE RFEERIERE T T
levetiracetam #f A 8 ¥ & F W) e p e 4 o

q?ﬂ‘;é‘%\;ﬂ TARFIEA LR R s Eﬂ(rat)éﬁ;gﬁ;g EEE}? 4 (mouse 7 2K AT
BRfam) Hu ¥ ERADE W ARERP > 7~ B Rk & F g ¥ oA BB I
7FET,g%iw%Liﬁﬁ%"W%”waiﬁﬁﬁ\qﬁéuw&\%
BRI j]{- R i T

i &% 1800 mgkg/* (6 & MRHD > ¥ mg/m® & % §
FI + < &Y » ¥ ARZI M0t < Hend 74 &

R o
F

o

T A< B E p o400 ~ 1200 2 3600 mg/kg e B 8 (TUE S IS E T
(embryo -fetal development, EFD)#* 3 - &% p 3600 mg/kg cn# & T > ¥ 3 - 7
EFD # 3 M IRPL 2R € petg i s 2 B W R B ¥ vd S B4 P % o ’?é a5
S FIXARPERRE > GAE A L G A B AIRG o AR BE P R
2 & Ji&#| £ (No Observed Adverse Effect Level, NOAEL) % #* p 3600 mg/kg (/
mg/m?itE > AP E A E P AFERFE N2 B) 0 PR 5 F p 1200
mg/kg o
Eﬁ 44 3 & p o200~ 600 ~ 800 ~ 1200 2 1800 mg/kg | & & (7 i 2 I8 "2 P

% (embryo-fetal development, EFD)#* 7 o & p 1800 mg/kg & & € 314 P &g c*
WA P DEROHMERE R e s F/ARBY L FAF R Lin
& PR 2k A £ (No Observed Adverse Effect Level, NOAEL) = <& B 200
mg/kg > *582R] 5 & p 200 mg/kg (4 mg/m? 3+ E » %+ MRHD) -

AL B E p 70 ~ 350 2 1800 mg/kg 2. A e levetiracetam & {7 i — 3 iF
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AYEABFTL - HFOA2 L UZE FIRAGAS PRz a3 22 ET
o HaP R ‘*’ & Ji#| £ (No Observed Adverse Effect Level, NOAEL) 5 >& p
1800 mg/kg (™4 mg/m? 3+ 5 > ApE A SEE P BB ERBE N6 )0

=1

éﬁ4‘ﬁ%*i9#ﬁ%ﬁ%$$ﬁﬁ # # 2 B & 1800 mg/kg/day(™ mg/m>
PEOEAEEBERMESNOL 1T R)FE P TALHEET LE o

% B b & i 1% (Environmental Risk Assessment, ERA)
5 H @ * levetiracetam 7 = ¥ it * E 2L ORBRPR(L I P FLE fe

# = 2)
EREEF

[#4p % 2]
0 f [pefl 0] Srald o RER @EE G FR AR S

[7 »<#r 2]

3 PR URT e Kb e

B2 Rk AR TR FEE TR e E R R T W
i RS LW S 2-8°C A ARE - o) o R ) SRR AR
Fz PR B T T o

(Fe®l= ]

# 3§ 5 ml en Keppra & ‘fﬁﬁ%l A% 7 levetiracetam 500 mg (4p § ** 100 mg /ml) » =
4 & Keppra Jk#if ik s e 5 2 2 55 p #1500 mg ~ 1000 mg ~ 2000
mg & 3000 mg > A % XK E o

# £ - #EZE [ BaER [#Eu: [FpwE

250 mg 25ml(Gml £ | 100ml 15 & 4 %xa % |500mg/%
5%,

500 mg Sml(5Sml - 100 ml 15 &= 48 R NN 1000 mg/ =
9]

1000 mg 10 ml (5ml = 100 ml 15 » 48 RIS 2000 mg/ =
¥3)

1500mg [ 15ml(5ml = | 100 ml 15 » 4 & xa =% |3000mg/=
F3)

AELHIRY R RANRARIRET o

w}

Keppra RARmLR T 2T R R R 2403 E R 15-25°C T s m PVC &

FAHFLF L TaE 24 ) o

fi-e iz

e Sodium chloride (0.9%) injection
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Lactated Ringer's injection

Dextrose 5% injection

T e

Ei

e Diazepam

Lorazepam

¥

Rro

7

FRHRAL AR PR

BLUEFPEF]
#IZFY (type 1) % > 2 HIBFLE % aluminium/polypropylene & &+ % 3 o

[FrsildT5%)
B 30°C 11T e RS iR 2 AR R [F e ]

[¢ %]

#FLS5EH > & £ 105K -

A gL 0 NCDS09
S~ p P 17 September 2018
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