
50 mL/min) and 60% in the severe renal impairment group (CLcr <30 mL/min). 
Clearance of levetiracetam is correlated with creatinine clearance.
In anuric (end stage renal disease) patients, the total body clearance decreased 
70% compared to normal subjects (CLcr >80 mL/min). Approximately 50% 
of the pool of levetiracetam in the body is removed during a standard 4-hour 
hemodialysis procedure [see Dosage and Administration (2.5)].
Hepatic Impairment
In subjects with mild (Child-Pugh A) to moderate (Child-Pugh B) hepatic 
impairment, the pharmacokinetics of levetiracetam were unchanged. In patients 
with severe hepatic impairment (Child-Pugh C), total body clearance was 50% 
that of normal subjects, but decreased renal clearance accounted for most of the 
decrease. No dose adjustment is needed for patients with hepatic impairment.
Drug Interactions
In vitro data on metabolic interactions indicate that levetiracetam is unlikely 
to produce, or be subject to, pharmacokinetic interactions. Levetiracetam 
and its major metabolite, at concentrations well above C

max levels achieved 
within the therapeutic dose range, are neither inhibitors of, nor high affinity 
substrates for, human liver cytochrome P450 isoforms, epoxide hydrolase or 
UDP-glucuronidation enzymes. In addition, levetiracetam does not affect the  
in vitro glucuronidation of valproic acid.
Potential pharmacokinetic interactions of or with levetiracetam were assessed 
in clinical pharmacokinetic studies (phenytoin, valproate, warfarin, digoxin, 
oral contraceptive, probenecid) and through pharmacokinetic screening in the 
placebo-controlled clinical studies in epilepsy patients.
Phenytoin
Levetiracetam (3000 mg daily) had no effect on the pharmacokinetic disposition 
of phenytoin in patients with refractory epilepsy. Pharmacokinetics of 
levetiracetam were also not affected by phenytoin.
Valproate
Levetiracetam (1500 mg twice daily) did not alter the pharmacokinetics of 
valproate in healthy volunteers. Valproate 500 mg twice daily did not modify 
the rate or extent of levetiracetam absorption or its plasma clearance or urinary 
excretion. There also was no effect on exposure to and the excretion of the 
primary metabolite, ucb L057.
Other Antiepileptic Drugs
Potential drug interactions between levetiracetam and other AEDs 
(carbamazepine, gabapentin, lamotrigine, phenobarbital, phenytoin, 
primidone and valproate) were also assessed by evaluating the serum 
concentrations of levetiracetam and these AEDs during placebo-
controlled clinical studies. These data indicate that levetiracetam does not 
influence the plasma concentration of other AEDs and that these AEDs do 
not influence the pharmacokinetics of levetiracetam.
Effect of AEDs in Pediatric Patients
There was about a 22% increase of apparent total body clearance of 
levetiracetam when it was co-administered with enzyme-inducing AEDs. 
Dose adjustment is not recommended. Levetiracetam had no effect on 
plasma concentrations of carbamazepine, valproate, topiramate, or 
lamotrigine.
Oral Contraceptives
Levetiracetam (500 mg twice daily) did not influence the pharmacokinetics 
of an oral contraceptive containing 0.03 mg ethinyl estradiol and  
0.15 mg levonorgestrel, or of the luteinizing hormone and progesterone 
levels, indicating that impairment of contraceptive efficacy is unlikely. 
Coadministration of this oral contraceptive did not influence the 
pharmacokinetics of levetiracetam.
Digoxin
Levetiracetam (1000 mg twice daily) did not influence the 
pharmacokinetics and pharmacodynamics (ECG) of digoxin given as a 
0.25 mg dose every day. Coadministration of digoxin did not influence the 
pharmacokinetics of levetiracetam.
Warfarin
Levetiracetam (1000 mg twice daily) did not influence the 
pharmacokinetics of R and S warfarin. Prothrombin time was not 
affected by levetiracetam. Coadministration of warfarin did not affect the 
pharmacokinetics of levetiracetam.
Probenecid
Probenecid, a renal tubular secretion blocking agent, administered at a 
dose of 500 mg four times a day, did not change the pharmacokinetics of 
levetiracetam 1000 mg twice daily. Css

max of the metabolite, ucb L057, was 
approximately doubled in the presence of probenecid while the fraction 
of drug excreted unchanged in the urine remained the same. Renal 
clearance of ucb L057 in the presence of probenecid decreased 60%, 
probably related to competitive inhibition of tubular secretion of ucb L057. 
The effect of levetiracetam on probenecid was not studied.

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenesis
Rats were dosed with levetiracetam in the diet for 104 weeks at doses 
of 50 mg/kg/day, 300 mg/kg/day and 1800 mg/kg/day. The highest dose 
is 6 times the maximum recommended daily human dose (MRHD) of 
3000 mg on a mg/m2 basis and it also provided systemic exposure (AUC) 
approximately 6 times that achieved in humans receiving the MRHD. 
There was no evidence of carcinogenicity. In mice, oral administration of 
levetiracetam for 80 weeks (doses up to 960 mg/kg/day) or 2 years (doses 
up to 4000 mg/kg/day, lowered to 3000 mg/kg/day after 45 weeks due to 
intolerability) was not associated with an increase in tumors. The highest 
dose tested in mice for 2 years (3000 mg/kg/day) is approximately 5 
times the MRHD on a mg/m2 basis.
Mutagenesis
Levetiracetam was not mutagenic in the Ames test or in mammalian 
cells in vitro in the Chinese hamster ovary/HGPRT locus assay. It was 
not clastogenic in an in vitro analysis of metaphase chromosomes 
obtained from Chinese hamster ovary cells or in an in vivo mouse 
micronucleus assay. The hydrolysis product and major human metabolite 
of levetiracetam (ucb L057) was not mutagenic in the Ames test or the  
in vitro mouse lymphoma assay.
Impairment of Fertility
No adverse effects on male or female fertility or reproductive performance 
were observed in rats at oral doses up to 1800 mg/kg/day (6 times the 
maximum recommended human dose on a mg/m2 or systemic exposure 
[AUC] basis).

14 CLINICAL STUDIES
14.1 Partial Onset Seizures
Effectiveness in Partial Onset Seizures in Adults with Epilepsy
The effectiveness of levetiracetam as adjunctive therapy (added to 
other antiepileptic drugs) in adults was established in three multicenter, 
randomized, double-blind, placebo-controlled clinical studies in patients 
who had refractory partial onset seizures with or without secondary 
generalization. The tablet formulation was used in all these studies. In 
these studies, 904 patients were randomized to placebo, 1000 mg/day, 
2000 mg/day, or 3000 mg/day. Patients enrolled in Study 1 or Study 2 had 
refractory partial onset seizures for at least two years and had taken two 
or more classical AEDs. Patients enrolled in Study 3 had refractory partial 
onset seizures for at least 1 year and had taken one classical AED. At the 
time of the study, patients were taking a stable dose regimen of at least 
one and could take a maximum of two AEDs. During the baseline period, 
patients had to have experienced at least two partial onset seizures during 
each 4-week period.
Study 1
Study 1 was a double-blind, placebo-controlled, parallel-group study 
conducted at 41 sites in the United States comparing levetiracetam 
1000 mg/day (N=97), levetiracetam 3000 mg/day (N=101), and placebo 
(N=95) given in equally divided doses twice daily. After a prospective 
baseline period of 12 weeks, patients were randomized to one of the 
three treatment groups described above. The 18-week treatment period 
consisted of a 6-week titration period, followed by a 12-week fixed 
dose evaluation period, during which concomitant AED regimens were 
held constant. The primary measure of effectiveness was a between 
group comparison of the percent reduction in weekly partial seizure 
frequency relative to placebo over the entire randomized treatment period 
(titration + evaluation period). Secondary outcome variables included the 
responder rate (incidence of patients with ≥50% reduction from baseline 
in partial onset seizure frequency). The results of the analysis of Study 1 
are displayed in Table 10.

Table 10: Reduction in Mean Over Placebo in Weekly Frequency of 
Partial Onset Seizures in Study 1

Placebo 
(N=95)

Levetiracetam 
1000 mg/day 

(N=97)

Levetiracetam 
3000 mg/day 

(N=101)

Percent reduction in partial 
seizure frequency over 
placebo

– 26.1%* 30.1%*

*statistically significant versus placebo

The percentage of patients (y-axis) who achieved ≥50% reduction in 
weekly seizure rates from baseline in partial onset seizure frequency over 
the entire randomized treatment period (titration + evaluation period) 
within the three treatment groups (x-axis) is presented in Figure 1.
Figure 1: Responder Rate (≥50% Reduction from Baseline) in Study 1  
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Placebo (N=95)            Levetiracetam 1000 mg/day   Levetiracetam 3000 mg/day
(N=97)   (N=101)

*statistically significant versus placebo 
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Study 2
Study 2 was a double-blind, placebo-controlled, crossover study conducted 
at 62 centers in Europe comparing levetiracetam 1000 mg/day (N=106), 
levetiracetam 2000 mg/day (N=105), and placebo (N=111) given in 
equally divided doses twice daily.
The first period of the study (Period A) was designed to be analyzed as a 
parallel-group study. After a prospective baseline period of up to 12 weeks, 
patients were randomized to one of the three treatment groups described 
above. The 16-week treatment period consisted of the 4-week titration 
period followed by a 12-week fixed dose evaluation period, during which 
concomitant AED regimens were held constant. The primary measure of 
effectiveness was a between group comparison of the percent reduction 
in weekly partial seizure frequency relative to placebo over the entire 
randomized treatment period (titration + evaluation period). Secondary 
outcome variables included the responder rate (incidence of patients with 
≥50% reduction from baseline in partial onset seizure frequency). The 
results of the analysis of Period A are displayed in Table 11.

Table 11: Reduction in Mean Over Placebo in Weekly Frequency of 
Partial Onset Seizures in Study 2: Period A

Placebo 
(N=111)

Levetiracetam 
1000 mg/day 

(N=106)

Levetiracetam 
2000 mg/day 

(N=105)

Percent reduction 
in partial seizure 
frequency over placebo

– 17.1%* 21.4%*

*statistically significant versus placebo

The percentage of patients (y-axis) who achieved ≥50% reduction in 
weekly seizure rates from baseline in partial onset seizure frequency over 
the entire randomized treatment period (titration + evaluation period) 
within the three treatment groups (x-axis) is presented in Figure 2.
Figure 2: Responder Rate (≥50% Reduction from Baseline) in Study 
2: Period A
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Placebo (N=111)           Levetiracetam 1000 mg/day    Levetiracetam 2000 mg/day
(N=106) (N=10 5 )

*statistically significant versus placebo 
*statistically significant versus placebo
The comparison of levetiracetam 2000 mg/day to levetiracetam  
1000 mg/day for responder rate was statistically significant (P=0.02). 
Analysis of the trial as a cross-over yielded similar results.
Study 3
Study 3 was a double-blind, placebo-controlled, parallel-group study  
conducted at 47 centers in Europe comparing levetiracetam  
3000 mg/day (N=180) and placebo (N=104) in patients with refractory  
partial onset seizures, with or without secondary generalization, 
receiving only one concomitant AED. Study drug was given in two divided 
doses. After a prospective baseline period of 12 weeks, patients were 
randomized to one of two treatment groups described above. The 16-
week treatment period consisted of a 4-week titration period, followed by 
a 12-week fixed dose evaluation period, during which concomitant AED 
doses were held constant. The primary measure of effectiveness was a 
between group comparison of the percent reduction in weekly seizure 
frequency relative to placebo over the entire randomized treatment period 
(titration + evaluation period). Secondary outcome variables included the 
responder rate (incidence of patients with ≥50% reduction from baseline 
in partial onset seizure frequency). Table 12 displays the results of the 
analysis of Study 3.
Table 12: Reduction in Mean Over Placebo in Weekly Frequency of 
Partial Onset Seizures in Study 3

Placebo 
(N=104)

Levetiracetam 
3000 mg/day (N=180)

Percent reduction in partial 
seizure frequency over placebo

– 23.0%*

*statistically significant versus placebo

The percentage of patients (y-axis) who achieved ≥50% reduction in 
weekly seizure rates from baseline in partial onset seizure frequency over 
the entire randomized treatment period (titration + evaluation period) 
within the two treatment groups (x-axis) is presented in Figure 3.
Figure 3: Responder Rate (≥50% Reduction from Baseline) in Study 3
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Effectiveness in Partial Onset Seizures in Pediatric Patients 4 Years to 16 
Years with Epilepsy
The effectiveness of levetiracetam as adjunctive therapy (added to 
other antiepileptic drugs) in pediatric patients was established in one 
multicenter, randomized double-blind, placebo-controlled study (Study 
4), conducted at 60 sites in North America, in pediatric patients 4 to 16 
years of age with partial seizures uncontrolled by standard antiepileptic 

drugs (AEDs). Eligible patients on a stable dose of 1 to 2 AEDs, who still 
experienced at least 4 partial onset seizures during the 4 weeks prior to 
screening, as well as at least 4 partial onset seizures in each of the two 
4-week baseline periods, were randomized to receive either levetiracetam 
or placebo. The enrolled population included 198 patients (levetiracetam 
N=101, placebo N=97) with refractory partial onset seizures, whether or 
not secondarily generalized. The study consisted of an 8-week baseline 
period and 4-week titration period followed by a 10-week evaluation 
period. Dosing was initiated at a dose of 20 mg/kg/day in two divided 
doses. During the treatment period, levetiracetam doses were adjusted 
in 20 mg/kg/day increments, at 2-week intervals to the target dose of  
60 mg/kg/day. The primary measure of effectiveness was a between group 
comparison of the percent reduction in weekly partial seizure frequency 
relative to placebo over the entire 14-week randomized treatment period 
(titration + evaluation period). Secondary outcome variables included the 
responder rate (incidence of patients with ≥ 50% reduction from baseline 
in partial onset seizure frequency per week). Table 13 displays the results 
of this study.

Table 13: Reduction in Mean Over Placebo in Weekly Frequency of 
Partial Onset Seizures in Study 4

Placebo 
(N=97)

Levetiracetam 
(N=101)

Percent reduction in partial 
seizure frequency over 
placebo

– 26.8%*

*statistically significant versus placebo

The percentage of patients (y-axis) who achieved ≥ 50% reduction in 
weekly seizure rates from baseline in partial onset seizure frequency over 
the entire randomized treatment period (titration + evaluation period) 
within the two treatment groups (x-axis) is presented in Figure 4.

Figure 4: Responder Rate (≥ 50% Reduction from Baseline) in Study 4
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Effectiveness in Partial Onset Seizures in Pediatric Patients 1 Month to <4 Years 
with Epilepsy
The effectiveness of levetiracetam as adjunctive therapy in pediatric 
patients was established in one multicenter, randomized double-blind, 
placebo-controlled study (Study 5), conducted at 62 sites in North 
America, South America, and Europe in pediatric patients 1 month to 
less than 4 years of age with partial seizures, uncontrolled by standard 
epileptic drugs (AEDs). Eligible patients on a stable dose of 1 to 2 AEDs, 
who experienced at least 2 partial onset seizures during the 48-hour 
baseline video EEG were randomized to receive either levetiracetam or 
placebo. The enrolled population included 116 patients (levetiracetam 
N=60, placebo N=56) with refractory partial onset seizures, whether or 
not secondarily generalized. Randomization was stratified by age range 
as follows: 1 month to less than 6 months of age (N=4 treated with 
levetiracetam), 6 months to less than 1 year of age (N=8 treated with 
levetiracetam), 1 year to less than 2 years of age (N=20 treated with 
levetiracetam), and 2 years to less than 4 years of age (N=28 treated 
with levetiracetam). The study consisted of a 5-day evaluation period 
which included a 1-day titration period followed by a 4-day maintenance 
period. Levetiracetam dosing was determined by age and weight as 
follows: children 1 month to less than 6 months old were randomized 
to a target dose of 40 mg/kg/day, and children 6 months to less than 4 
years old were randomized to a target dose of 50 mg/kg/day. The primary 
measure of effectiveness was the responder rate (percent of patients 
with ≥ 50% reduction from baseline in average daily partial onset seizure 
frequency) assessed by a blinded central reader using a 48-hour video 
EEG performed during the last two days of the 4-day maintenance period. 
A total of 109 patients were included in the efficacy analysis. A statistically 
significant difference between levetiracetam and placebo was observed 
(see Figure 5). The treatment effect associated with levetiracetam was 
consistent across age groups.

Figure 5: Responder Rate for All Patients Ages 1 Month to < 4 Years 
(≥ 50% Reduction from Baseline) in Study 5
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14.2 Myoclonic Seizures In Patients With Juvenile Myoclonic 
Epilepsy

Effectiveness of Myoclonic Seizures in Patients ≥12 Years of Age with 
Juvenile Myoclonic Epilepsy (JME)
The effectiveness of levetiracetam as adjunctive therapy (added to 
other antiepileptic drugs) in patients 12 years of age and older with 
juvenile myoclonic epilepsy (JME) experiencing myoclonic seizures 
was established in one multicenter, randomized, double-blind, placebo-
controlled study (Study 6), conducted at 37 sites in 14 countries. 
Of the 120 patients enrolled, 113 had a diagnosis of confirmed or 
suspected JME. Eligible patients on a stable dose of 1 antiepileptic 
drug (AED) experiencing one or more myoclonic seizures per day for 
at least 8 days during the prospective 8-week baseline period were 
randomized to either levetiracetam or placebo (levetiracetam N=60, 
placebo N=60). Patients were titrated over 4 weeks to a target dose of  
3000 mg/day and treated at a stable dose of 3000 mg/day over 12 weeks 
(evaluation period). Study drug was given in 2 divided doses.
The primary measure of effectiveness was the proportion of patients with 
at least 50% reduction in the number of days per week with one or more 
myoclonic seizures during the treatment period (titration + evaluation 
periods) as compared to baseline. Table 14 displays the results for the 
113 patients with JME in this study.

Table 14: Responder Rate (≥50% Reduction from Baseline) in 
Myoclonic Seizure Days per Week for Patients with JME in Study 6 

Placebo 
(N=59)

Levetiracetam 
(N=54)

Percentage of responders 23.7% 60.4%*

*statistically significant versus placebo

14.3  Primary Generalized Tonic-Clonic Seizures
Effectiveness in Primary Generalized Tonic-Clonic Seizures in Patients  
≥6 Years of Age
The effectiveness of levetiracetam as adjunctive therapy (added to 
other  antiepileptic drugs) in patients 6 years of age and older with 
idiopathic  generalized epilepsy experiencing primary generalized tonic-
clonic (PGTC) seizures was established in one multicenter, randomized, 
double-blind,  placebo-controlled study (Study 7), conducted at 50 sites 
in 8 countries. Eligible patients on a stable dose of 1 or 2 antiepileptic 
drugs (AEDs) experiencing at least 3 PGTC seizures during the 8-week 
combined baseline period (at least one PGTC seizure during the 4 weeks 
prior to the prospective baseline period and at least one PGTC seizure 
during the 4-week prospective baseline period) were randomized to 
either levetiracetam or placebo. The 8-week combined baseline period 
is referred to as “baseline” in the remainder of this section. Patients were 
titrated over 4 weeks to a target dose of 3000 mg/day for adults or a 
pediatric target dose of 60 mg/kg/day and treated at a stable dose of  
3000 mg/day (or 60 mg/kg/day for children) over 20 weeks (evaluation 
period). Study drug was given in 2 equally divided doses per day. The 
primary measure of effectiveness was the percent reduction from 
baseline in weekly PGTC seizure frequency for levetiracetam and placebo 
treatment groups over the treatment period (titration + evaluation 
periods). The population included 164 patients (levetiracetam N=80, 
placebo N=84) with idiopathic generalized epilepsy (predominately 
juvenile myoclonic epilepsy, juvenile absence epilepsy, childhood absence 
epilepsy, or epilepsy with Grand Mal seizures on awakening) experiencing 
primary generalized tonic-clonic seizures. Each of these syndromes 
of idiopathic generalized epilepsy was well represented in this patient 
population.
There was a statistically significant decrease from baseline in PGTC 
frequency in the levetiracetam-treated patients compared to the placebo-
treated patients.

Table 15: Median Percent Reduction from Baseline in PGTC Seizure 
Frequency per Week in Study 7

Placebo 
(N=84)

Levetiracetam (N=78)

Percent reduction in PGTC 
seizure frequency

44.6% 77.6%*

*statistically significant versus placebo

The percentage of patients (y-axis) who achieved ≥50% reduction in 
weekly seizure rates from baseline in PGTC seizure frequency over the 
entire randomized treatment period (titration + evaluation period) within 
the two treatment groups (x-axis) is presented in Figure 6.

Figure 6: Responder Rate (≥50% Reduction from Baseline) in PGTC 
Seizure Frequency per Week in Study 7
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16 HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied
Levetiracetam Tablets USP, 250 mg are blue, film coated caplet shape 
tablets, scored on one side, engraved with “LVT” on the left of the score 
and “250” on the right, and “TARO” on the other side. They are supplied 
in white HDPE bottles containing: 30 Tablets (NDC 51672-4141-6);120 
Tablets (NDC 51672-4141-1); 1000 Tablets (NDC 51672-4141-3); and 
Blisters of 100 (10 x 10) (NDC 51672-4141-0). 
Levetiracetam Tablets USP, 500 mg are yellow, film coated caplet shape 
tablets, scored on one side, engraved with “LVT” on the left of the score 
and “500” on the right, and “TARO” on the other side. They are supplied 
in white HDPE bottles containing: 30 Tablets (NDC 51672-4142-6); 120 
Tablets (NDC 51672-4142-1); 1000 Tablets (NDC 51672-4142-3); and 
Blisters of 100 (10 x 10) (NDC 51672-4142-0).
Levetiracetam Tablets USP, 750 mg are peach, film coated caplet shape 
tablets, scored on one side, engraved with “LVT” on the left of the score 
and “750” on the right, and “TARO” on the other side. They are supplied 
in white HDPE bottles containing: 30 Tablets (NDC 51672-4143-6); 120 
Tablets (NDC 51672-4143-1); 1000 Tablets (NDC 51672-4143-3); and 
Blisters of 100 (10 x 10) (NDC 51672-4143-0). 
Levetiracetam Tablets USP, 1000 mg are white to off-white, film coated 
caplet shaped tablets, scored on one side, engraved with “LVT” on the left 
of the score and “1000” on the right, and “TARO” on the other side. They are 
supplied in white HDPE bottles containing: 30 Tablets (NDC 51672-4137-6); 
60 Tablets (NDC 51672-4137-4); and 750 Tablets (NDC 51672-4137-8). 
Levetiracetam Oral Solution USP, 100 mg/mL is a clear to yellowish, grape-
flavored liquid. It is supplied in HDPE bottles:100 mL (NDC 51672-4136-7); 
473 mL (NDC 51672-4136-9); 3785 mL (NDC 51672-4136-0).
16.2 Storage
Store at 20° to 25°C (68° to 77°F) [see USP Controlled Room Temperature].

17 PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Medication 
Guide).
Psychiatric Reactions and Changes in Behavior
Advise patients that levetiracetam may cause changes in behavior (e.g. 
aggression, agitation, anger, anxiety, apathy, depression, hostility, and 
irritability) and psychotic symptoms [see Warnings and Precautions (5.1)].
Suicidal Behavior and Ideation 
Counsel patients, their caregivers, and/or families that antiepileptic 
drugs (AEDs), including levetiracetam, may increase the risk of suicidal 
thoughts and behavior and advise patients to be alert for the emergence 
or worsening of symptoms of depression; unusual changes in mood or 
behavior; or suicidal thoughts, behavior, or thoughts about self-harm. 
Advise patients, their caregivers, and/or families to immediately report 
behaviors of concern to a healthcare provider [see Warnings and 
Precautions (5.2)].
Effects on Driving or Operating Machinery
Inform patients that levetiracetam may cause dizziness and somnolence. 
Inform patients not to drive or operate machinery until they have gained 
sufficient experience on levetiracetam to gauge whether it adversely 
affects their ability to drive or operate machinery [see Warnings and 
Precautions (5.3)].
Anaphylaxis and Angioedema 
Advise patients to discontinue levetiracetam and seek medical care if 
they develop signs and symptoms of anaphylaxis or angioedema [see 
Warnings and Precautions (5.4)].
Dermatological Adverse Reactions 
Advise patients that serious dermatological adverse reactions have 
occurred in patients treated with levetiracetam and instruct them to 
call their physician immediately if a rash develops [see Warnings and 
Precautions (5.5)].
Pregnancy
Advise patients to notify their healthcare provider if they become pregnant 
or intend to become pregnant during levetiracetam therapy. Encourage 
patients to enroll in the North American Antiepileptic Drug (NAAED) 
pregnancy registry if they become pregnant. This registry is collecting 
information about the safety of antiepileptic drugs during pregnancy. To 
enroll, patients can call the toll free number 1-888-233-2334 [see Use In 
Specific Populations (8.1)].
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MEDICATION GUIDE
Levetiracetam

(lee” va tye ra’ se tam)
Tablets, USP and 

Oral Solution, USP
Read this Medication Guide before you start taking levetiracetam and each time you get a refill. 
There may be new information. This information does not take the place of talking to your healthcare 
provider about your medical condition or treatment.
What is the most important information I should know about levetiracetam?

Like other antiepileptic drugs, levetiracetam may cause suicidal thoughts or actions in a very 
small number of people, about 1 in 500 people taking it.
Call a healthcare provider right away if you have any of these symptoms, especially if they 
are new, worse, or worry you:
• thoughts about suicide or dying
• attempts to commit suicide
• new or worse depression
• new or worse anxiety
• feeling agitated or restless
• panic attacks
• trouble sleeping (insomnia)
• new or worse irritability
• acting aggressive, being angry, or violent
• acting on dangerous impulses
• an extreme increase in activity and talking (mania)
• other unusual changes in behavior or mood

Do not stop levetiracetam without first talking to a healthcare provider.
• Stopping levetiracetam suddenly can cause serious problems. Stopping a seizure medicine 

suddenly can cause seizures that will not stop (status epilepticus).
• Suicidal thoughts or actions can be caused by things other than medicines. If you have suicidal 

thoughts or actions, your healthcare provider may check for other causes.
How can I watch for early symptoms of suicidal thoughts and actions?
• Pay attention to any changes, especially sudden changes, in mood, behaviors, thoughts, or 

feelings.
• Keep all follow-up visits with your healthcare provider as scheduled.
• Call your healthcare provider between visits as needed, especially if you are worried about 

symptoms.
What is levetiracetam?

Levetiracetam is a prescription medicine taken by mouth that is used with other medicines to treat:
• partial onset seizures in people 1 month of age and older with epilepsy
• myoclonic seizures in people 12 years of age and older with juvenile myoclonic epilepsy
• primary generalized tonic-clonic seizures in people 6 years of age and older with certain types of 

generalized epilepsy.
It is not known if levetiracetam is safe or effective in children under 1 month of age.
Before taking your medicine, make sure you have received the correct medicine. Compare the name 
above with the name on your bottle and the appearance of your medicine with the description of 
levetiracetam provided below. Tell your pharmacist immediately if you think you have been given the 
wrong medicine.
Levetiracetam Tablets USP, 250 mg are blue, film coated caplet shape tablets, scored on one side, 
engraved with “LVT” on the left of the score and “250” on the right, and “TARO” on the other side.
Levetiracetam Tablets USP, 500 mg are yellow, film coated caplet shape tablets, scored on one side, 
engraved with “LVT” on the left of the score and “500” on the right, and “TARO” on the other side. 
Levetiracetam Tablets USP, 750 mg are peach, film coated caplet shape tablets, scored on one side, 
engraved with “LVT” on the left of the score and “750” on the right, and “TARO” on the other side.
Levetiracetam Tablets USP, 1000 mg are white to off-white, film coated caplet shaped tablets, scored 
on one side, engraved with “LVT” on the left of the score and “1000” on the right, and “TARO” on 
the other side. 
Levetiracetam Oral Solution USP, 100 mg/mL is a clear to yellowish, grape-flavored liquid.

Who should not take levetiracetam?
Do not take levetiracetam if you are allergic to levetiracetam.
What should I tell my healthcare provider before starting levetiracetam?
Before taking levetiracetam, tell your healthcare provider about all of your medical conditions, 
including if you:
• have or have had depression, mood problems or suicidal thoughts or behavior
• have kidney problems
• are pregnant or planning to become pregnant. It is not known if levetiracetam will harm your unborn 

baby. You and your healthcare provider will have to decide if you should take levetiracetam while you 
are pregnant. If you become pregnant while taking levetiracetam, talk to your healthcare provider 
about registering with the North American Antiepileptic Drug Pregnancy Registry. You can enroll in 
this registry by calling 1-888-233-2334. The purpose of this registry is to collect information about 
the safety of levetiracetam and other antiepileptic medicine during pregnancy.

• are breast feeding. Levetiracetam can pass into your milk and may harm your baby. You and your 
healthcare provider should discuss whether you should take levetiracetam or breast-feed; you 
should not do both.
Tell your healthcare provider about all the medicines you take, including prescription and 
nonprescription medicines, vitamins, and herbal supplements. Do not start a new medicine without 
first talking with your healthcare provider.
Know the medicines you take. Keep a list of them to show your healthcare provider and pharmacist 
each time you get a new medicine.

How should I take levetiracetam?
Take levetiracetam exactly as prescribed.
• Your healthcare provider will tell you how much levetiracetam to take and when to take it. 

Levetiracetam is usually taken twice a day. Take levetiracetam at the same times each day.
• Your healthcare provider may change your dose. Do not change your dose without talking to your 

healthcare provider.
• Take levetiracetam with or without food.

• Swallow the tablets whole. Do not chew or crush tablets. Ask your healthcare provider for 
levetiracetam oral solution if you cannot swallow tablets.

• If your healthcare provider has prescribed levetiracetam oral solution, be sure to ask your 
pharmacist for a medicine dropper or medicine cup to help you measure the correct amount of 
levetiracetam oral solution. Do not use a household teaspoon. Ask your pharmacist for instructions 
on how to use the measuring device the right way.

• If you miss a dose of levetiracetam, take it as soon as you remember. If it is almost time for your 
next dose, just skip the missed dose. Take the next dose at your regular time. Do not take two 
doses at the same time.

• If you take too much levetiracetam, call your local Poison Control Center or go to the nearest 
emergency room right away.

What should I avoid while taking levetiracetam?
Do not drive, operate machinery or do other dangerous activities until you know how levetiracetam 
affects you. Levetiracetam may make you dizzy or sleepy.

What are the possible side effects of levetiracetam?
• See “What is the most important information I should know about levetiracetam?”

Levetiracetam can cause serious side effects.
Call your healthcare provider right away if you have any of these symptoms:

• mood and behavior changes such as aggression, agitation, anger, anxiety, apathy, mood 
swings, depression, hostility, and irritability.  A few people may get psychotic symptoms such 
as hallucinations (seeing or hearing things that are really not there), delusions (false or strange 
thoughts or beliefs) and unusual behavior.

• extreme sleepiness, tiredness, and weakness
• problems with muscle coordination (problems walking and moving)
• allergic reactions such as swelling of the face, lips, eyes, tongue, and throat, trouble swallowing 

or breathing, and hives.
• a skin rash. Serious skin rashes can happen after you start taking levetiracetam. There is no way 

to tell if a mild rash will become a serious reaction.
The most common side effects seen in people who take levetiracetam include:
• sleepiness
• weakness
• infection
• dizziness
The most common side effects seen in children who take levetiracetam include, in addition to those 
listed above:
• tiredness
• acting aggressive
• nasal congestion
• decreased appetite
• irritability
These side effects can happen at any time but happen more often within the first 4 weeks of 
treatment except for infection.
Tell your healthcare provider if you have any side effect that bothers you or that does not go away.
These are not all the possible side effects of levetiracetam. For more information, ask your healthcare 
provider or pharmacist.
Call your doctor for medical advice about side effects. You may report side effects to FDA at 
1-800-FDA-1088.

How should I store levetiracetam?
• Store levetiracetam at room temperature, 68°F to 77°F (20°C to 25°C) away from heat and light.
• Keep levetiracetam and all medicines out of the reach of children.

General information about levetiracetam.
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do 
not use levetiracetam for a condition for which it was not prescribed. Do not give levetiracetam to 
other people, even if they have the same symptoms that you have. It may harm them.
This Medication Guide summarizes the most important information about levetiracetam. If you would 
like more information, talk with your healthcare provider. You can ask your pharmacist or healthcare 
provider for information about levetiracetam that is written for health professionals. You can also get 
information about levetiracetam at www.taro.com or call 1-866-923-4914.

What are the ingredients of levetiracetam?
Levetiracetam Tablet, USP 
Active ingredient: levetiracetam USP
Inactive ingredients: colloidal silicon dioxide, corn starch, magnesium stearate, povidone, talc and 
additional agents listed below:
250 mg tablets: opadry blue 03B20463 (contains FD&C Blue #2/indigo carmine aluminum lake, 
hypromellose, polyethylene glycol and titanium dioxide)
500 mg tablets: opadry yellow 03B32441 (contains hypromellose, iron oxide black, iron oxide red, 
iron oxide yellow, polyethylene glycol, and titanium dioxide)
750 mg tablets: opadry pink 03B34672 (contains hypromellose, iron oxide black, iron oxide red, iron 
oxide yellow, polyethylene glycol, and titanium dioxide)
1000 mg tablets: opadry white Y-1-7000 (contains hypromellose polyethylene glycol and titanium dioxide)
Levetiracetam Oral Solution, USP 
Active ingredient: levetiracetam USP 
Inactive ingredients: acesulfame potassium, citric acid monohydrate, glycerin, grape flavor, maltitol 
solution, methylparaben, mono ammonium glycyrrhizinate, propylparaben, purified water, and 
sodium citrate dihydrate.
Levetiracetam does not contain lactose or gluten. Levetiracetam oral solution does contain 
carbohydrates. The liquid is dye-free.

This Medication Guide has been approved by the US Food and Drug Administration.
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