Levefix®
Levetiracetam USP

Description: Levefix® is a preparation of Levetiracetam, a pyrrolidone
derivative, which is an antiseizure (antiepileptic) agent.

Mode of action: The exact mechanism of action of Levetiracetam is
unknown but does not involve inhibitory and excitatory neurotransmission.
Stereo-selective binding of Levetiracetam was confined to synaptic plasma
membranes in the central nervous system with no binding occurring in
peripheral tissue. It has been suggested that Levetiracetam inhibits burst
firing without affecting normal neuronal excitability.

Composition:

Levefix® 250 Tablet: Each Film coated tablet contains Levetiracetam USP
250 mg.

Levefix® 500 Tablet: Each Film coated tablet contains Levetiracetam USP
500 mg.

Levefix® Oral solution: Each 5 ml solution contains Levetiracetam USP
500 mg.

Levefix® 5 ml IV/IM injection: Each 5 ml ampoule contains Levetiracetam
USP 500 mg.

Indications:

Levefix® (Levetiracetam) is indicated as an adjunctive therapy for:
¢ Partial Onset Seizures

¢ Myoclonic Seizures in patients with Juvenile Myclonic Epilepsy
¢ Primary Generalised Tonic-Clonic Seizures

Dosage & administration:
For Tablet & Oral Solution: Treatment should be initiated with a daily dose
of 1000 mg/day, given as twice-daily dosing (500 mg twice daily). Additional
dosing increments may be given (1000 mg/day additional every 2 weeks) to
a maximum recommended daily dose of 3000 mg.
Use in Pediatric Patients:
Age/weight
1 Month to < 6 Months
6 Months to <4 Years
4 Years to < 16 Years
Adolescent with 20-
40 kg body weight

*The daily dose should be increased every 2 weeks.

Initial dose (Daily)

7 mg/kg twice daily
10 mg/kg twice daily
10 mg/kg twice daily

Incremental dose (Daily)
21 mg/kg twice daily
25 mg/kg twice daily
30 mg/kg twice daily

250 mg twice daily | 750 mg twice daily

Levefix® Oral Solution: Weight-Based Dosing Calculation For Pediatric
Patients:

Daily dose (mg/kg/day) x patient weight (kg)
100 mg/mL

Total daily dose (mL/day) =

Dosing Adjustment Regimen for Adult Patients with Impaired Renal
Function:

Group Creatinine Clearance | Dosage (mg) | Frequency
(mL/min)

Normal >80 500 to 1,500 | Every 12 h

Mild 50 - 80 500to 1,000 | Every 12h

Moderate 30 - 50 250 to 750 Every 12 h

Severe <30 250 to 500 Every 12 h

Patients using dialysis 500 to 1,000 | Every 24 h*

*Following dialysis, a 250 to 500 mg supplemental dose is recommended.
Contraindications: Levetiracetam is contraindicated in patients with a
known hypersensitivity to Levetiracetam or any of its excipients.

Side effects: Common: Dizziness, drowsiness, irritability, sore throat,
tiredness, weakness are some common adverse effects.
Rare: In rare cases severe allergic reaction may happen.

Use in pregnancy & lactation: Pregnancy: US FDA pregnancy category C.
Lactation: No data on the use of Levetiracetam in breast-feeding women
are available. Data from animals indicate that Levetiracetam is secreted into
milk. Therefore Levetiracetam is contraindicated during breast-feeding

Precautions:

¢ Levetiracetam can affect mental alertness and coordination, therefore,
caution is recommended in those patients when performing skilled tasks,
e.g. driving vehicles or operating machinery.

¢ A small number of people may have thoughts of suicidal ideation and
behaviour when taking antiepileptic drugs such as Levetiracetam.Therefore
patients should be properly monitored & advised to seek medical advice
immediately if such conditions developed.

Drug interactions:
No potential drug interaction has been reported.

Overdosage: The highest known dose of Levetiracetam recieved in the
clinical development program was 6000 mg/day. Other than drowsiness,
there was no adverse reactions.

Storage: Keep out of reach of children. Keep away from light, store below
25° C and in dry place.

Packaging:

Levefix® 250 mg Tablet: Each carton contains 10x3 tablets in blister pack.
Levefix® 500 mg Tablet: Each carton contains 10x1 tablets in blister pack.
Levefix® Oral solution: Each carton contains a bottle having 50 ml oral
solution.

Levefix® 5 ml IV/IM injection: Each carton contains 5X2 ampoules in
blister pack.
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