
COMPOSITION
Vetrawin 250mg Tablet
Each film coated tablet contains:
leve�racetam(USP) ........................................................... 250mg
Vetrawin 500mg Tablet
Each film coated tablet contains:
Leve�racetam(USP) ........................................................... 500mg
Vetrawin 100mg Oral Solu�on
Each ml contains:
Leve�racetam (USP) .......................................................... 100mg
DESCRIPTION
Leve�racetam is an an�epilep�c drug available in tablets and oral 
solu�on. The chemical name of leve�racetam, a single 
enan�omer, is (-)-(S)-α-ethyl-2-oxo-1-pyrrolidine acetamide, its 
molecular formula is C8H14N2O2 and its molecular weight is 170.21. 
Leve�racetam is chemically unrelated to exis�ng an�epilep�c 
drugs (AEDs). It has the following structural formula:

Leve�racetam is eliminated from the systemic circula�on by 
renal excre�on as unchanged drug which represents 66% of 
administered dose. The total body clearance is 0.96 mL/min/kg 
and the renal clearance is 0.6 mL/min/kg. The mechanism of 
excre�on is glomerular filtra�on with subsequent par�al 
tubular reabsorp�on
INDICATIONS
Partial Onset Seizures
Leve�racetam is indicated as adjunc�ve therapy in the 
treatment of par�al onset seizures in adults and children 1 
month of age and older with epilepsy.
Myoclonic Seizures In Patients With Juvenile Myoclonic Epilepsy
Leve�racetam is indicated as adjunc�ve therapy in the 
treatment of myoclonic seizures in adults and adolescents 12 
years of age and older with juvenile myoclonic epilepsy.
Primary Generalized Tonic-Clonic Seizures
Leve�racetam is indicated as adjunc�ve therapy in the 
treatment of primary generalized tonic-clonic seizures in adults 
and children 6 years of age and older with idiopathic 
generalized epilepsy.
DOSAGE AND ADMINISTRATION
Par�al Onset Seizures
Adults 16 Years and Older
In clinical trials, daily doses of 1000mg, 2000mg, and 3000mg, 
given as twice-daily dosing were shown to be effec�ve.
Treatment should be ini�ated with a daily dose of 1000mg/day, 
given as twice-daily dosing (500mg twice daily). Addi�onal 
dosing increments may be given (1000mg/day addi�onal every 
2 weeks) to a maximum recommended daily dose of 3000mg. 
Doses greater than 3000mg/day have been used in open-label 
studies for periods of 6 months and longer. There is no evidence 
that doses greater than 3000mg/day confer addi�onal benefit.
Pediatric Patients
1 Month to < 6 Months
Treatment should be ini�ated with a daily dose of 14mg/kg in 2 
divided doses (7mg/kg twice daily). The daily dose should be 
increased every 2 weeks by increments of 14mg/kg to the 
recommended daily dose of 42mg/kg (21mg/kg twice daily).
6 Months to < 4 Years
Treatment should be ini�ated with a daily dose of 20mg/kg in 2 
divided doses (10mg/kg twice daily). The daily dose should be 
increased in 2 weeks by an increment of 20mg/kg to the 
recommended daily dose of 50mg/kg (25mg/kg twice daily). If a 
pa�ent cannot tolerate a daily dose of 50mg/kg, the daily dose 
may be reduced.  
4 Years to < 16 Years
Treatment should be ini�ated with a daily dose of 20mg/kg in 2 
divided doses (10mg/kg twice daily). The daily dose should be 
increased every 2 weeks by increments of 20mg/kg to the 
recommended daily dose of 60mg/kg (30mg/kg twice daily). If a 
pa�ent cannot tolerate a daily dose of 60mg/kg, the daily dose 
may be reduced.
Myoclonic Seizures In Pa�ents 12 Years Of Age And Older With 
Juvenile Myoclonic Epilepsy
Treatment should be ini�ated with a dose of 1000mg/day, given 
as twice-daily dosing (500mg twice daily). Dosage should be 
increased by 1000mg/day every 2 weeks to the recommended 
daily dose of 3000mg. The effec�veness of doses lower than 
3000mg/day has not been studied.
Primary Generalized Tonic-Clonic Seizures
Adults 16 Years and Older
Treatment should be ini�ated with a dose of 1000mg/day, given 
as twice-daily dosing (500mg twice daily). Dosage should be 
increased by 1000mg/day every 2 weeks to the recommended 
daily dose of 3000mg. 

CLINICAL PHARMACOLOGY
Mechanism Of Ac�on
The precise mechanism(s) by which leve�racetam exerts its 
an�epilep�c effect is unknown. The an�epilep�c ac�vity of 
leve�racetam was assessed in a number of animal models of 
epilep�c seizures. Leve�racetam did not inhibit single seizures 
induced by maximal s�mula�on with electrical current or 
different chemo convulsants and showed only minimal ac�vity in 
submaximal s�mula�on and in threshold tests. Protec�on was 
observed, however, against secondarily generalized ac�vity from 
focal seizures induced by pilocarpine and kainic acid, two 
chemoconvulsants that induce seizures that mimic some 
features of human complex par�al seizures with secondary 
generaliza�on. Leve�racetam also displayed inhibitory 
proper�es in the kindling model in rats, another model of human 
complex par�al seizures, both during kindling development and 
in the fully kindled state.
In vitro and in vivo recordings of epilep�form ac�vity from the 
hippocampus have shown that leve�racetam inhibits burst firing 
without affec�ng normal neuronal excitability, sugges�ng that 
leve�racetam may selec�vely prevent hypersynchroniza�on of 
epilep�form burst firing and propaga�on of seizure ac�vity.
Pharmacokine�cs
Absorption and Distribution
Absorp�on of leve�racetam is rapid, with peak plasma 
concentra�ons occurring in about an hour following oral 
administra�on in fasted subjects. The oral bioavailability of 
leve�racetam tablets is 100% and the tablets and oral solu�on 
are bioequivalent in rate and extent of absorp�on. Food does not 
affect the extent of absorp�on of leve�racetam but it decreases 
Cmax by 20% and delays Tmax by 1.5 hours.
Metabolism
Leve�racetam is not extensively metabolized in humans. The 
major metabolic pathway is the enzyma�c hydrolysis of the 
acetamide group.
Elimination
Leve�racetam plasma half-life in adults is 7 ± 1 hour and is 
unaffected by either dose or repeated administra�on. 
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Pediatric Patients Ages 6 to < 16 Years
Treatment should be ini�ated with a daily dose of 20 mg/kg in 2 
divided doses (10 mg/kg twice daily). The daily dose should be 
increased every 2 weeks by increments of 20 mg/kg to the 
recommended daily dose of 60 mg/kg (30 mg/kg twice daily). 
Pa�ents with body weight ≤ 20 kg should be dosed with oral 
solu�on. Pa�ents with body weight above 20 kg can be dosed 
with either tablets or oral solu�on.
Adult Patients with Impaired Renal Function
Leve�racetam dosing must be individualized according to the 
pa�ent's renal func�on status.
USE IN SPECIFIC POPULATION 
Pregnancy: Pregnancy Category C
There are no adequate and well-controlled studies in pregnant 
women. In animal studies, leve�racetam produced evidence of 
developmental toxicity, including teratogenic effects, at doses 
similar to or greater than human therapeu�c doses. Leve�racetam 
should be used during pregnancy only if the poten�al benefit 
jus�fies the poten�al risk to the fetus.
Nursing Mothers 
Leve�racetam is excreted in human milk. Because of the poten�al 
for serious adverse reac�ons in nursing infants from 
leve�racetam, a decision should be made whether to discon�nue 
nursing or discon�nue the drug, taking into account the 
importance of the drug to the mother.
Pediatric Use 
The safety and effec�veness of leve�racetam in the adjunc�ve 
treatment of par�al onset seizures in pediatric pa�ents age 1 
month to 16 years old with epilepsy have been established. The 
dosing recommenda�on in these pediatric pa�ents varies 
according to age group and is weight-based.
Geriatric Use
There were 347 subjects in clinical studies of leve�racetam that 
were 65 and over. No overall differences in safety were observed 
between these subjects and younger subjects. 
Use In Patients With Impaired Renal Function
Clearance of leve�racetam is decreased in pa�ents with renal 
impairment and is correlated with crea�nine clearance. Dose 
adjustment is recommended for pa�ents with impaired renal 
func�on and supplemental doses should be given to pa�ents 
a�er dialysis.
WARNING & PRECAUTIONS
Psychiatric Reactions
In some pa�ents leve�racetam causes behavioral abnormali�es. 
The incidences of behavioral abnormali�es in the myoclonic and 
primary generalized tonic-clonic seizure studies were comparable 
to those of the adult and pediatric par�al onset seizure studies.
A total of 13.3% of adult Leve�racetam-treated pa�ents and 
37.6% of pediatric leve�racetam-treated pa�ents (4 to 16 years of 
age) compared to 6.2% and 18.6% of adult and pediatric placebo 
pa�ents respec�vely, experienced non-psycho�c behavioral 
symptoms (reported as aggression, agita�on, anger, anxiety, 
apathy, depersonaliza�on, depression, emo�onal lability, 
hos�lity, hyperkinesias, irritability, nervousness, neurosis, and 
personality disorder).
In pediatric pa�ents 1 month to < 4 years of age, irritability was 
reported in 11.7% of the leve�racetam-treated pa�ents 
compared to 0% of placebo pa�ents.
A total of 1.7% of adult leve�racetam-treated pa�ents discon�nued 
treatment due to behavioral adverse events, compared to 0.2% of 
placebo pa�ents.
One percent of adult leve�racetam-treated pa�ents, 2% of 
children 4 to 16 years of age, and 17% of children 1 month to < 4 
years of age experienced psycho�c symptoms, compared to 0.2%, 
2%, and 5% respec�vely, in the placebo pa�ents.
Two (0.3%) adult leve�racetam-treated pa�ents were hospitalized 
and their treatment was discon�nued due to psychosis.
Suicidal Behavior And Ideation
An�epilep�c drugs (AEDs), including leve�racetam, increase the 
risk of suicidal thoughts or behavior in pa�ents taking these drugs 
for any indica�on. Pa�ents treated with any AED for any 
indica�on should be monitored for the emergence or worsening 
of depression, suicidal thoughts or behavior, and/or any unusual 
changes in mood or behavior.
Somnolence And Fatigue
In some pa�ents, leve�racetam causes somnolence and fa�gue.
Somnolence and asthenia occurred most frequently within the 
first 4 weeks of treatment.

Pa�ents should be monitored for these signs and symptoms and 
advised not to drive or operate machinery 
Serious Dermatological Reactions
Serious dermatological reac�ons, including Stevens-Johnson 
syndrome(SJS) and toxic epidermal necrolysis (TEN), have been  
reported in both children and adults treated with leve�racetam.
Coordination Difficulties
Coordina�on difficul�es were only observed in the adult par�al 
onset seizure studies. A total of 3.4% of adult leve�racetam- 
treated pa�ents experienced coordina�on difficul�es
Withdrawal Seizures
An�epilep�c drugs, including leve�racetam, should be withdrawn 
gradually to minimize the poten�al of increased seizure frequency.
ADVERSE REACTIONS
• Psychiatric Symptoms 
• Suicidal Behavior and Idea�on 
• Somnolence and Fa�gue 
• Serious Dermatological Reac�ons 
• Coordina�on Difficul�es 
• Withdrawal Seizures 
• Hematologic Abnormali�es
• Blood Pressure Increases 
• Seizure Control During Pregnancy
DRUG INTERACTIONS
No significant pharmacokine�c interac�ons were observed 
between leve�racetam or its major metabolite and concomitant 
medica�ons via human liver cytochrome P450 isoforms, epoxide 
hydrolase, UDP-glucuronida�on enzymes, P-glycoprotein, or 
renal tubular secre�on
CONTRAINDICATIONS
None.
OVERDOSAGE
The highest known dose of leve�racetam received in the clinical 
development program was 6000mg/day. Other than drowsiness, 
there were no adverse events in the few known cases of overdose 
in clinical trials. Cases of somnolence, agita�on, aggression, 
depressed level of consciousness, respiratory depression and 
coma were observed with leve�racetam overdoses in 
postmarke�ng use.
Management Of Overdose
There is no specific an�dote for overdose with leve�racetam. If 
indicated, elimina�on of unabsorbed drug should be a�empted 
by emesis or gastric lavage; usual precau�ons should be observed 
to maintain airway. General suppor�ve care of the pa�ent is 
indicated including monitoring of vital signs .
STORAGE
Store below 30°C. 
Protect from light, heat and moisture. 
Keep out of the reach of children. 
PRESENTATION
Vetrawin (Leve�racetam) 250mg film coated tablet: 
Pack of 10’s in Alu-Alu blister.
Vetrawin (Leve�racetam)  500mg film coated tablet: 
Pack of 10’s in Alu-Alu blister.
Vetrawin(Leve�racetam)  100mg oral solu�on: 
Pack of 30ml solu�on in amber glass bo�le.

158, D. Tore, Gadap Road, Super Highway, Karachi.

30


