Topimax”®

Description:

Topiramate is a sulfamate substituted monosaccharide, having
molecular formula Ci2H 21NOsS and a molecular weight of
339.363 g/mol. It is a medication used to treat epilepsy and
prevent migraine & has also been used in alcohol dependency.

Mode of action:

Exact pathway by which Topiramate exerts its anticonvulsant
and migraine prophylaxis effects are still unknown. But,
electrophysiological and biochemical evidence suggests that
Topiramate blocks voltage-dependent sodium channels,
increases the activity of the neurotransmitter Gamma Amino
Butyrate at some subtypes of the GABA-A receptor, antago-
nizes the AMPA/kainate subtype of the glutamate receptor and
inhibits the carbonic anhydrase enzyme.

Composition:

Topimax® 25 mg Tablet: Each film-coated tablet contains
Topiramate USP 25 mg.

Topimax® 50 mg Tablet: Each film-coated tablet contains
Topiramate USP 50 mg.

Indications:

Topiramate is used to treat epilepsy and as an anticonvulsant
in children and adults. In children, it is also indicated for the
treatment of Lennox-Gastaut syndrome. It is most frequently
prescribed for the prevention of migraine as it decreases the
frequency of attack. One common off-label use of Topiramate
is in the treatment of bipolar disorder. Other uses includes
treatment of obesity and antipsychotic-induced weight gain.

Dosage & administration:

Initial dose: 25 to 50 mg daily in two single doses.
Recommended increments are 25 to 50 mg every 1 or 2
weeks.

Maintenance dose: 100 to 200 mg daily.

Maximum dose: 1000 mg daily in divided doses.

Epilepsy Monotherapy:

Dose for adults and children (10 years of age and older) is 400
mg/day in two divided doses.

Adjunctive therapy:

Adults (17 years of age and over): 200-400 mg/day in two
divided doses.Pediatric Patients (Age 2 — 16 Years): 5 to 9
mg/kg/day in two divided doses.

Migraine: 100 mg/day in two divided doses.

Contraindications:
Medication like Valproic acid, Carbonic anhydrase (e.g.
Acetazolamide), Enzyme inducers (e.g. Carbamazepine),
Phenytoin and Alcohol should be used with caution while
taking Topiramate.

Side effects:
Patients may experience hypoglycemia while taking this
medication. Topiramate may cause other side effects such as

Topiramate USP

slow thinking or movements, difficulty concentrating, speech
problems, memory problems, lack of coordination, trouble
walking, confusion, nervousness, aggressive behavior
depression, headache, extreme tiredness etc.

Use in Pregnancy & Lactation:

Topiramate is Pregnancy Category C. Topiramate should not
be given to a pregnant woman. Caution should be implemented
when Topiramate is administered to a lactating mother.

Precautions:

Dosage adjustment may be required in patients with renal
diseases. Topiramate should be administered with caution in
hepatic impaired patients.

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

Packaging:

Topimax® 25 mg Tablet: Each carton contains 10X5 tablets in
Alu-Alu blister pack.

Topimax® 50 mg Tablet: Each carton contains 10X5 tablets in
Alu-Alu blister pack.
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