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Lamictal Dispersible /Chewable Tablets 2 mg
Lamictal Dispersible /Chewable Tablets 5 mg
Lamictal Dispersible /Chewable Tablets 25 mg
Lamictal Dispersible /Chewable Tablets 50 mg
Lamictal Dispersible /Chewable Tablets 100 mg
Lamictal Dispersible /Chewable Tablets 200 mg
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Epilepsy
(Lamictal Disp/Chewable Tablets: 2MG, 5MG, 25MG, 50MG, 100MG, 200MG)

Adults and adolescents aged 13 years and above
- Adjunctive or monotherapy treatment of partial seizures and generalised seizures,
including tonic-clonic seizures.
- Seizures associated with Lennox-Gastaut syndrome. Lamictal is given as adjunctive
therapy but may be the initial antiepileptic drug (AED) to start with in Lennox-
Gastaut syndrome.

Children and adolescents aged 2 to 12 years
- Adjunctive treatment of partial seizures and generalised seizures, including tonic-
clonic seizures and the seizures associated with Lennox Gastaut syndrome.
- Monotherapy of typical absence seizures.

Bipolar disorder
(Lamictal Disp/Chewable Tablets: 25MG, 50MG, 100MG, 200MG)

Adults aged 18 years and above
- Prevention of depressive episodes in patients with bipolar | disorder who experience
predominantly depressive episodes.

Lamictal is not indicated for the acute treatment of manic or depressive episodes.
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Lamictal Dispersible/Chewable Tablets 2mg: contain 2mg Lamotrigine.
Lamictal Dispersible/Chewable Tablets 5mg: contain 5mg Lamotrigine.
Lamictal Dispersible/Chewable Tablets 25mg: contain 25mg Lamotrigine.
Lamictal Dispersible/Chewable Tablets 50mg: contain 50mg Lamotrigine.
Lamictal Dispersible/Chewable Tablets 100mg: contain 100mg Lamotrigine.
Lamictal Dispersible/Chewable Tablets 200mg: contain 200mg Lamotrigine.
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1. Name of the medicinal product

Lamictal Dispersible/Chewable Tablets 2mg

3. Pharmaceutical form
Chewable/Dispersible tablet.

4, Clinical particulars
4.1 Therapeutic indications
Epilepsy

(Lamictal Disp/Chewable Tablets: 2MG, 5MG, 25MG, 50MG, 100MG, 200MG)

4.2 Posology and method of administration

Posology

Lamictal chewable/dispersible tablets may be chewed, dispersed in a small volume of water
(at least enough to cover the whole tablet) or swallowed whole with a little water. Do not
attempt to administer partial quantities of the chewable/dispersible tablets.

Table 2: Children and adolescents aged 2 to 12 years - recommended treatment
regimen in epilepsy (total daily dose in mg/kg body weight/day)

Treatment regimen Weeks 1 + 2 Weeks 3 +4 | Usual maintenance dose




Monotherapy of typical
absence seizures:

0.3 mg/kg/day
(once a day or
two divided
doses)

0.6 mg/kg/day
(once a day or
two divided
doses)

1 —15 mg/kg/day
(once a day or two divided doses)

To achieve maintenance, doses may
be increased by maximum of

0.6 mg/kg/day every one to two
weeks until optimal response is
achieved, with a maximum
maintenance dose of 200mg/day

Adjunctive therapy WITH valproate (inhi

bitor of lamotrig

ine glucuronidation — see section 4.5):

This dosage regimen
should be used with
valproate regardless of
any other concomitant
medicinal products

0.15 mg/kg/day
* (once a day)

0.3 mg/kg/da
y (once a

day)

1 -5 mg/kg/day
(once a day or two divided doses)

To achieve maintenance, doses may
be increased by maximum of

0.3 mg/kg/day every one to two
weeks, until optimal response is
achieved, with a maximum
maintenance dose of 200 mg/day

Adjunctive therapy WITHOUT valproate

glucuronidation (see secti

on 4.5):

and WITH inducers of lamotrigine

This dosage regimen
should be used without
valproate but with:

phenytoin
carbamazepine
phenobarbitone
primidone
rifampicin
lopinavir/ritonavir

0.6 mg/kg/day
(two divided
doses)

1.2 mg/kg/da
y (two
divided
doses)

5 — 15 mg/kg/day
(once a day or two divided doses)

To achieve maintenance, doses may
be increased by maximum of

1.2 mg/kg/day every one to two
weeks, until optimal response is
achieved, with a maximum
maintenance dose of 400 mg/day

Adjunctive therapy WITHOUT valproate and WITHOUT inducers of lamotrigine

glucuronidation (see secti

on 4.5):

This dosage regimen
should be used with other
medicinal products that
do not significantly
inhibit or induce
lamotrigine
glucuronidation

0.3 mg/kg/day
(once a day or
two divided
doses)

0.6 mg/kg/da
y (once a day
or two
divided
doses)

1 — 10 mg/kg/day
(once a day or two divided doses)

To achieve maintenance, doses may
be increased by maximum of

0.6 mg/kg/day every one to two
weeks, until optimal response is
achieved, with a maximum of
maintenance dose of 200 mg/day

In patients taking medicinal products where the pharmacokinetic interaction with lamotrigine is
currently not known (see section 4.5), the treatment regimen as recommended for lamotrigine with

I trrvie |
*NOTE:- If the calculated daily dose in patients taking valproate is between 2.5 to 5 mg, then 5 mg

may be taken on alternate days for the first two weeks. If the calculated daily dose in patients

taking valproate is less than 2.5 mg, then lamotrigine chewable/dispersible should not be used.

DO NOT attempt to administer partial quantities of the chewable/dispersible tablets.

If the calculated daily dose is less than 2.5 mg, the physician should consider alternative

therapies for these patients




6.4 Special precautions for storage

9. License number

Lamictal Dispersible/Chewable Tablets 2mg: 123-72-30251
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