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Sodium acetate trihydrate, Glacial acetic acid, Sodium chloride, Water for injection.
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discharge/photoparoxysmal response) =i #% » &2 Z12 iT % 2 757 B % 4p 1 o

BfH4 5

Levetiracetam 5 — & F B3 f2& 2 §F it &4 o & %?—Z«Jf"ﬁv Fiom g st e
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A # ez 3 % A £ B B(dose-independent) » F A X &4 B o

Levetiracetam &\

Ld & Rty fﬁ{f Fov i & F 35K (<10%)-° Levetiracetam
E’ﬂ’ﬁﬁp\k\fﬁ%ﬁﬁ, 5 0. N

i
=]
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WA o ERIREE R ET K FRa e B (@ FEa e )P R o i3 uch
LO57 i 7 B 1@ &4 o

3o fA & NP o - fA5d # pyrrolidone %k & ¥ it (hydroxylation) ## 2 (1.6%
mﬁs" %) ¥ - #&7 #-pyrrolidone B 2} = (0.9% | £ ) H s %F&Z;&Lfﬂx* e “su
£ @3 0.6%pR* HE o Levetiracetam 2 H 1 & S3fH AP ¥ 72 § # i

i#& 1+~ (enantiomeric interconversion)

Levetiracetam frv mﬂ BB AR R T T & ] 2 NN el
i 7% cytochrome P450 £ 44~ (CYP3A4 > 2A6°2C9 - 2C19°2D6 - 2E1 % 1A2) >
glucuronyl # it f#(UGT1A1 2 UGTI1A6)Fr epoxide hydroxylase 73/ |2 o gt ¢k >
levetiracetam » % # % valproic acid & &8 b F S b o4 ot ofF ¥

(glucuronidation) °

HA 18 % A 7w > levetitacetam 7 § 2 1 27 R 5 CYP1A2 > SULTIEL &
UGT1A1 - Levetiracetam € # 3% # CYP2B6 2 CYP3A4 - d %8¢k ey 2 R4 &2
v PR#F S % ~digoxin # warfarin £h% I3 (F* FAA T AR X AP MR F ET

* o F]pt s levetiracetam # 7 ¢ ¥+ H s 4 %?é_g‘_ RLINER F 2R o

® B
FAEEERD L TEL P S GEHE BB LA EAFIRY A R o TID
L "f ¥ (mean total body clearance) # 0.96 ml/min/kg °
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8 ] PN AP ) o B 03% A B Sd K TR -
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TR i“lr‘ F ! levetiracetam 3 0.6 ml/min/kg » ucb L057 % 4.2 ml/min/kg ° }* & 7
levetiracetam & 5 d ¥/ I hil g 2 {2 0T F £ S fTa e o @ ucb LOS7( A
RS ) Tl B IRBIg R BT R A AR o

Levetiracetam shgt j¢ (T % &7 B"‘ﬁ‘&ﬁ;‘i“,’f F OB o

kgL

+Ep L

£ R L R B R e 40% (10 T 11 ) o 2 FIpt k2 TR L i
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7274 T 12 #)

BB E (62 124)H = v JR# * (20 mg/kg){s levetiracetam eh = F Hp & 2 ] & o
,-;-sﬁ; FUBNEHMERE S S L HERGE 30%  BRBEE@G L RAERT
PR * (20-60 mg/kg/day)ié - levetiracetam {%-efjg iz o PRE {5 0.5 3] 1 ] &
FEIBF S RRR & KRR IR A z;rw BRI SR L BH] A o PR
L HEHPAGLT )RR, i“ﬁ? F % 1.1 ml/min/kg o

Bz 251 BT 4/#?)

123 4% S5 A 3 H =2 100 mg/ml evp PRZ #](20 mg/kg)is » levetiracetam
(RN 42 S Eau chﬁxrs kRS :% JRE(S - [ pFo B4 Sl LR 4323
(5.3 /] pFE) & A (72 o] BF)E o B m/%“f FR3ZE (1.5 ml/min/kg)tt = £ (0.96
ml/min/kg) - °
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t_ ir%g%lf’ﬁ’%z 5;31%':
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PriBaRe g

Levetiracetam ﬂfrﬁ AR NE AN rﬂ/,ai“f B H’bf&[ﬁﬁﬁi"f 3 OM o FpaERY
BEBE T R —‘F% i g VB R B e B levetlracetam iR P3|
EL

e °

%ﬁ%ﬁpﬁﬁ&ﬁ@ﬁﬁ T H L F WL GL 25 EH(RAETE)E 3 REFEGETY )
h- dw o) PR T8 P 0 levetiracetam “fi-ﬂ & 51% -

5754 iy IR AE B ﬁ
BAER Z P ORFH F%‘L%E%. ¥ f8 i\ ¢h levetiracetam - ,4r‘ XA b B E T
5K %. £ o T RE R F%‘L\%Em i# levetiracetam /i ,4r‘3, "5 AT 50% o
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fg&gﬁ%é FABFIRF LE o Lk B(rat)@E% ¢ ¥ A 4 (mouse (1A LK BAR
Bt B ¢ hRIpE N AMAERP » AW ETRRE Y RITF T AL M
B2 fRT o 632 R G EERE > SR E R R P EY
ERA s LS Slian T £ R

tid % 5% 1800 mg/kg/* (6 & MRHD - i3 mg/m? & % §
Fl 3 &% BY > % AR impp s Qohd 74 2
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T A< B E p o400 ~ 1200 2 3600 mg/kg e B GE (TUE S I ILISE T
(embryo-fetal development, EFD)# 3 & p 3600 mg/kg @€ & » % 5 - 38
EFD # 3 W7 QW & At ds 2 B e B /9 pie R o o 53 W4 eha % o PR 025
SEFIARFERP T WAL K Ry A F ARG RE A HSEP T L
F J&# & (No Observed Adverse Effect Level, NOAEL) = + p 3600 mg/kg (12
mg/m?itE AR E S AKEE P BB ERBE D12 B)F5TR 5 E P 1200 mgkg o

T A S uE p 200 ~ 600 ~ 800 ~ 1200 2 1800 mg/kg = £ & {7 i v IE 2P
# 7 (embryo-fetal development, EFD)# 7 o & p 1800 mg/kg ch#| & ¢ 513 P & <
AHA PR PERVOIMERE N2 Qen /A REY L FAF o2
% edE P A4 2 F R £ (No Observed Adverse Effect Level, NOAEL) 5 <# p 200
mg/kg » F552R) 5 & p 200 mg/kg (4 mg/m?3*+E %> MRHD) -

B A R E B 70~350 % 1800 mg/kg 2. | & 1 levetiracetam & 7 1§ — 38 it &
ﬁPi ABETFT HFOA* A N2 FlAGa¥hnanzsSd 2 L2870
= o Ham A ‘*’ & J&# & (No Observed Adverse Effect Level, NOAEL) 3 >= p
1800 mg/kg (2 mg/m*3+ 5 > Ap§ A HEE P A FERHME D6 B)

d AT & E ek Bl ofy ahds Rk iE 0§ A E % 2 1800 mg/kg/day(1 mg/m?
PEORENAEEBERBNENOINTR)E B TAIHOEL LR o

% B b & i 1% (Environmental Risk Assessment, ERA)
5 H @ * levetiracetam 7 = ¥ v F B2 ERL OB P D(L I PFLE fe
# = 2)

BREFE
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i 5 ml 71 Keppra®k: ﬁ%] 717% % levetiracetam 500 mg (4p § ** 100 mg /ml) »

# % Keppra®ik ..ﬁ%] A auEZzpe S E D E pAE 500 mg~ 1000 mg~2000

mg 2 3000 mg > A & X E o

#E WE G FEEE [WipR | RENT |50 HE

250 mg 25ml(5ml £ | 100 ml 15 &~ 4 & X F =% 500 mg/ =
#3,)

500 mg S5ml(5ml - 100 ml 15 & 45 NN 1000 mg/ =
#%)

1000 mg 10ml (S5ml = 100 ml 15 & 48 & X B =X 2000 mg/ =
#%)

1500 mg ISml (S5ml = 100 ml 15 ~ 48 =+ X %=X 3000 mg/ =
F3)

AELZHRY > AP ROERIRET o

Keppra®5}éfﬁﬁﬁs?]ii?§? eI R 2ARB 2 R 1525C T s & PVC K

PR F PR 24 L e

i
Sodium chloride (0.9%) injection

e Lactated Ringer's injection

e Dextrose 5% injection
#Fa
e Diazepam
e Lorazepam
SRS EET TR
(2 BLEFR3+#]
%Iy 'i (type 1) % > M HIFLE % aluminium/polypropylene ¥ =+ %
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