Lamo®

Lamotrigine USP

Description: Lamotrigine is a phenyltriazine antiepileptic used to treat some types of
epilepsy and bipolar disorder.

Mode of Action: Lamotrigine controls epileptic seizures by inhibiting
voltage-sensitive sodium channels, thereby stabilizes neuronal membranes and
consequently inhibits presynaptic excitatory neurotransmitter (e.g., glutamate and
aspartate) release.

Composition: Lamo® 25 mg Tablet: Each filim-coated tablet contains Lamotrigine
USP 25 mg.
Lamo® 50 mg Tablet: Each film-coated tablet contains Lamotrigine USP 50 mg.

Indications: Lamotrigine is an antiepileptic drug (AED) indicated for:
Epilepsy —adjunctive therapy in patients aged 2 years and older:
e Partial-onset seizures
@ Primary generalized tonic-clonic seizures
o Generalized seizures of Lennox-Gastaut syndrome
Epilepsy —monotherapy in patients aged 16 years and older
Bipolar disorder—patients aged 18 years and older

Dosage & administration:

1. Monotherapy of Epilepsy (adult and child over 16 years): Initially 25 mg once
daily for 14 days, then 50 mg once daily for further 14 days, then increased by
maximum 50 mg/day every 7—14 days; usual maintenance dose 225-375 mg/day in
divided doses.

2. Escalation regimen in Epileptic patients with 2 to 12 years of age:

For patients not taking any
Antiepileptic Drugs

For patients
taking Valproate

For patients taking
Carbamazepine, Phenytoin,
Phenobarbital, Primidone
and not taking Valproate

maintenance

as follows: 0.6 mg/kg/day

every 1t0 2
weeks as follows:
0.3 mg/kg/day

Weeks 1-2 0.3 mg/kg/day in 1 or 2 0.15 mg/kg/day in 0.6 mg/kg/day in 2 divided
divided doses 1-2 divided doses doses
Weeks 3-4 0.6 mg/kg/day in 2 divided | 0.3 mg/kg/day in 1 1.2 mg/kg/day in 2 divided
doses or 2 divided doses doses
Weeks 5 The dose should be The dose should The dose should be
onwards to  |increased every 1 to 2 weeks be increased increased every 1 to 2 weeks

as follows: 1.2 mg/kg/day

Usual
maintenance
dose

4.5 to 7.5 mg/kg/day
(maximum 300 mg/day)

1-5 mg/kg/day
(maximum 200
mg/day)

5 to 15 mg/kg/day (maximum
400 mg/day)

Maintenance
dose in
patients less
than 30 kg

May need to be increased by
as much as 50%, based on
clinical response

May need to be
increased by as
much as 50%,
based on clinical
response

May need to be increased by
as much as 50%, based on
clinical response

3. Escalation

regimen in Epileptic patients over 12 years of age:

For patients not taking any
Antiepileptic Drugs

For patients
taking Valproate

For patients taking
Carbamazepine, Phenytoin,
Phenobarbital, Primidone
and not taking Valproate

Weeks 1-2 25 mg daily 25 mg daily 50 mg daily
Weeks 3-4 50 mg daily 25 mg daily 100 mg daily
Weeks 5 Increase by 50 mg/day every |Increase by 25to | Increase by 50 mg/day every
onwards to 1to 2 weeks 50 mg/day every 1to 2 weeks
maintenance 1to 2 weeks
Maintenance 225 to 375 mg/day 100 to 400 300 to 500 mg/day
dose mg/day

4. Escalation regimen in patients with Bipolar Disorder:

For patients not taking any
Antiepileptic Drugs

For patients
taking Valproate

For patients taking
Carbamazepine, Phenytoin,
Phenobarbital, Primidone
and not taking Valproate

Weeks 1-2 25 mg daily 25 mg daily 50 mg daily

Weeks 3-4 50 mg daily 25 mg daily 100 mg daily

Maintenance
dose

100 to 200 mg/day 50 to 100 mg/day 200 to 400 mg/day

Hepatic impairment: Dosage adjustments required in patients with moderate and
severe liver impairment.

Renal impairment: Reduced maintenance doses may be effective for patients with
significant renal impairment.

Contraindications: Hypersensitivity (e.g., rash, angioedema, acute urticaria,
extensive pruritus, mucosal ulceration) to the drug or its ingredients.

Side effects: Adult: Dizziness, headache, diplopia, ataxia, nausea, blurred vision,
somnolence, pharyngitis, and rash.
Children: Vomiting, diarrhea, infection, fever, abdominal pain, and tremor.

Use in Pregnancy & Lactation: Pregnancy: Pregnancy category C.
Nursing Mothers: Lamotrigine is present in milk from lactating women taking
Lamotrigine.

Precautions: Discontinue at the first sign of rash. Blood dyscrasias (e.g.,
neutropenia, thrombocytopenia, pancytopenia): may occur. Monitor for signs of
anemia, unexpected infection, or bleeding. Suicidal behavior and ideation: Monitor
for suicidal thoughts or behaviors. Aseptic meningitis: Monitor for signs of meningitis.

Drug interactions: Valproate increases lamotrigine concentrations more than 2-fold.
Carbamazepine, phenytoin, phenobarbital, primidone, and rifampin decrease
lamotrigine concentrations by approximately 40%. Estrogen-containing oral
contraceptives decrease lamotrigine concentrations by approximately 50%. Protease
inhibitors lopinavir/ritonavir and atazanavir/ritonavir decrease lamotrigine exposure
by approximately 50% and 32% respectively.

Storage: Keep out of reach of children, Store in a dry place, below 25° C
temperature and protected from light.

Packaging:
Lamo® 25 mg Tablet: Each carton contains 10X3 tablet in Alu-PVC blister pack.
Lamo® 50 mg Tablet: Each carton contains 10X2 tablet in Alu-PVC blister pack.

Manufactured by

Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh.
® Registered Trade Mark.
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