Yonimide

Zonisamide USP

Composition

Xonimide Capsule : Each capsule contains Zonisamide USP
50 mg.

Xonimide Orodispersible Tablet : Each Orodispersible Tablet
contains Zonisamide USP 50 mg.

Pharmacology

Xonimide (Zonisamide) is an antiseizure drug chemically
classified as a sulfonamide and unrelated to other antiseizure
agents. The active ingredient is Zonisamide, 1,
2-benzisoxazole-3-methanesulfonamide. Zonisamide demon-
strated anticonvulsant activity in several experimental models.
In animals, Zonisamide was effective against tonic extension
seizures induced by maximal electroshock but ineffective
against clonic seizures induced by subcutaneous
pentylenetetrazol.

Zonisamide may produce these effects through action at
sodium and calcium channels. In vitro pharmacological studies
suggest that Zonisamide blocks sodium channels and reduces
voltage-dependent, transient inward currents (T-type Ca2*
currents), consequently stabilizing neuronal membranes and
suppressing neuronal hypersynchronization. In vitro binding
studies have demonstrated that Zonisamide binds to the
GABA/benzodiazepine receptor ionophore complex in an
allosteric fashion which does not produce changes in chloride
flux. Zonisamide does not appear to potentiate the synaptic
activity of GABA. In vivo microdialysis studies demonstrated
that Zonisamide facilitates both dopaminergic and serotonergic
neurotransmission.

Indication
Xonimide is indicated as adjunctive therapy in the treatment of
partial seizures in adults with epilepsy.

Dose and administration

Xonimide Capsule : Xonimide should be administered once or
twice daily, using 25 mg or 100 mg capsules. Xonimide is given
orally and can be taken with or without food. Capsules should
be swallowed whole.

Xonimide ODT : Zonisamide Orodispersible tablet is placed on
the tongue and dissolves in the mouth in the presence of saliva.
It should be taken by itself without food or liquid in the mouth. It
should be taken immediately upon release from the blister.

Contra-indication
Xonimide is contraindicated in patients who have demonstrated
hypersensitivity to sulfonamides or Zonisamide.

Warning and precaution

Zonisamide is metabolized by the liver and eliminated by the
kidneys; caution should therefore be exercised when
administering Xonimide to patients with hepatic and renal
dysfunction.

Side effects

The most common adverse reactions with Xonimide (an
incidence at least 4% greater than placebo) in controlled clinical
trials and shown in descending order of frequency were
somnolence, anorexia, dizziness, ataxia, agitation/irritability,
and difficulty with memory and/or concentration.

Use in pregnancy & lactation

Pregnancy-Category C.

Lactating mother: There are no data on the excretion of
Zonisamide into human milk. Because many drugs are excreted
into human milk and because of the potential for serious
adverse reactions in nursing infants from Zonisamide, a
decision should be made whether to discontinue nursing or
discontinue the drug, taking into account the importance of the
drug to the mother.

Use in children & adolescents
Children: Safety and effectiveness in pediatric patients have
not been established.

Drug interaction

Drug Interactions with CNS Depressants: Concomitant
administration of Xonimide and alcohol or other CNS
depressant drugs has not been evaluated in clinical studies.
Because of the potential of Zonisamide to cause CNS
depression, as well as other cognitive and/or neuropsychiatric
adverse events, Zonisamide should be used with caution if
used in combination with alcohol or other CNS depressants.

Other Carbonic Anhydrase Inhibitors: Concomitant use of
Xonimide, a carbonic anhydrase inhibitor, with any other
carbonic anhydrase inhibitor (e.g., topiramate, acetazolamide or
dichlorphenamide), may increase the severity of metabolic
acidosis and may also increase the risk of kidney stone
formation. Therefore, if Xonimide is given concomitantly with
another carbonic anhydrase inhibitor, the patient should be
monitored for the appearance or worsening of metabolic
acidosis.

Overdose

Overdose symptoms may include slow heart rate, feeling
light-headed, fainting, and slow or shallow breathing. No
specific antidotes for Xonimide overdosage are available.
Following a suspected recent overdose, emesis should be
induced or gastric lavage performed with the usual precautions
to protect the airway.

Storage
Store below 30° C in dry place, away from light. Keep out of the
reach of children.

Packing

Xonimide Capsule: Each commercial box contains 30
capsules in Alu-Alu blister pack.

Xonimide Orodispersible Tablet: Each commercial box
contains 30 orodispersible tablets in Alu-Alu blister pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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