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Description: Betahistine is the most common drug prescribed for Meniere's Syndrome.
Patients with Meniere's syndrome experience severe vertigo, tinnitus, hearing loss or a
feeling of fullness in the ears. Nausea and vomiting may also occur.

Mode of Action: Betahistine improves the blood flow of the small blood vessels in the
inner ear. The vasodilating properties of Betahistine are the basis for treatment of vertigo
and other inner ear dysfunctions.

Pharmacokinetics: Betahistine is rapidly and completely absorbed after oral
administration. Betahistine has a plasma half-life of 3.4 hours. Approximately 90% is
excreted in the urine within 24 hours after administration.

Composition: Tiniril® 8 mg Tablet: Each tablet contains Betahistine Dihydrochloride BP 8 mg.
Tiniril® 16 mg Tablet: Each tablet contains Betahistine Dihydrochloride BP 16 mg.

Indications: Vertigo, tinnitus and hearing loss associated with Meniere's syndrome.

Dosage and administration: Adults (including the elderly): The usual adult daily dosage
range is 24 to 48 mg administered orally in divided doses (1 to 2 tablets of 8 mg 3 times
daily). As Betahistine can cause gastrointestinal upset in some patients, it is recommended
that doses be taken with a meal.

Children: Betahistine is not recommended for use in children.

Contraindications: Betahistine is contraindicated in patients with known hypersensitivity to
Betahistine.

Side effects: Betahistine is generally well tolerated Relatively few side effects have been
reported which include gastro-intestinal upset (including dyspepsia), headache, skin rash
and pruritus.

Use in pregnancy and lactation: The safety of Betahistine in human pregnancy has not
been established. There is no known teratogenic effect in animals. A careful assessment of
potential benefits against possible risks should be made before prescribing Betahistine in
pregnancy or lactation.

Precautions: Caution is advised in the treatment of patients with a history of peptic ulcer.
Clinical intolerance to Betahistine in bronchial asthma patients has been shown in a
relatively few patients and therefore caution should be exercised when administering
Betahistine to patients with bronchial asthma.

Drug Interaction: Although an antagonism between Betahistine and antihistamines could
be expected on a theoretical basis, no such interactions have been reported.

Overdosage: A few overdose cases have been reported. In most cases no overdose
symptoms were reported. Two patients experienced transient mild to moderate symptoms
(dry mouth, abdominal pain, somnolence and nausea) at doses of 200 mg or above. At a
dose of 728 mg a convulsion was reported. In all cases recovery was complete. Treatment
of overdose should include standard supportive measures.

Storage: Store in a cool (Below 25° C temperature) and dry place protected from light.

Packaging: Tiniril® 8 mg Tablet: Each carton contains 14X8 tablets in Alu-Alu blister pack.
Tiniril® 16 mg Tablet: Each carton contains 10X5 tablets in Alu-Alu blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for healthcare ® Registered Trade Mark.




