I H ™
migra
Flunarizine Dihydrochloride BP

Composition

Imigra™ 5 Tablet: Each film coated tablet contains Flunarizine Dihydrochloride
BP equivalent to 5 mg Flunarizine.

Imigra™ 10 Tablet: Each film coated tablet contains Flunarizine Dihydrochloride
BP equivalent to 10 mg Flunarizine.

Imigra™ 5 Capsule: Each capsule contains Flunarizine Dihydrochloride BP
equivalent to 5 mg Flunarizine.

Imigra™ 10 Capsule: Each capsule contains Flunarizine Dihydrochloride BP
equivalent to 10 mg Flunarizine.

Pharmacology

Flunarizine is a selective calcium entry blocker with calmodulin binding
properties and histamine H1 blocking activity. It is effective in the prophylaxis of
migraine, occlusive peripheral vascular disease, vertigo of central and peripheral
origin and as an adjuvant in the therapy of epilepsy. Flunarizine inhibits the
influx of extracellular calcium through myocardial and vascular membrane pores
by physically plugging the channel.

Indication

O Symptomatic treatment of vestibular vertigo & dizziness.

QO Peripheral vascular diseases (Intermittent claudication, Raynaud's
phenomenon, paresthesia, cold extremities etc.).

O Epilepsy resistant to conventional anti-epileptic therapy.

O Prophylaxis of classic (with aura) or common (without aura) migraine.

Dose and Administration
For vertigo: The recommended maximum daily dose of Flunarizine in the
treatment of vertigo is 10 mg daily in adults and 5 mg daily in children (<40 kg).
For epilepsy: An optimal therapeutic dosage in epileptic patients receiving
other anti-epileptic drug is 15 mg to 20 mg daily in adults and 5 to 10 mg daily in
children.
For migraine prophylaxis: Starting dose is 10 mg daily at night for adult
patients less than 65 years of age and 5 mg daily for patients older than 65
years.
Maintenance treatment: If a patient's response is satisfactory and if a
maintenance treatment is needed, the dose should be decreased. The patient
should have 5 days treatment in a week at the same daily dose and 2
successive drug free days. Treatment should be stopped after 6 months and
reinitiated only if the patient relapses.
Or as directed by the physician
Contraindication
QO Hypersensitivity to Flunarizine or structurally similar calcium channel
blockers.
O Patients with a history of depressive illness.
QO Patients with pre-existing symptom of Parkinson disease or other
extrapyramidal disorders.
O Hepatic insufficiency.
Warning & Precaution
In rare cases, fatigue may increase progressively during Flunarizine therapy;
where therapy should be discontinued. Patients taking flunarizine, should be
advised not to exceed the recommended dose. Patients should be kept under
close observation whether extrapyramidal or depressive symptoms occur during
maintenance therapy & if it occurs, treatment may be discontinued. Caution
should also be exercised for those who are engaged in operating heavy
machinery & driving vehicles.
Side Effects
Common side effects are drowsiness, weight gain, nausea, heartburn, dry
mouth or anxiety. Sometimes skin rash, depression, muscle aches, tremor,
difficulty moving, abnormal or uncontrolled movements (especially of the face or
mouth) may occur.
Use in Pregnancy and Lactation
The safety of Flunarizine use in pregnancy has not been established. There is
no data available on the excretion of Flunarizine in human breast milk.
Therefore, nursing should be discouraged in women taking Flunarizine.
Use in Children & Adolescents
The safety & efficacy of flunarizine in the prophylaxis of migraine has not been
established in patients younger than 18 years of age.
Drug Interaction
Excessive sedation may occur when alcohol, hypnotics or tranquilizers are given
simultaneously with Flunarizine.
Overdose
Acute overdose (upto 600 mg in one intake) have been observed symptoms
were sedation, agitation & tachycardia. In such cases charcoal should be used,
inducing of emesis or gastric lavage & supportive measures can be taken. No
specific antidote is known for Flunarizine intoxication.
Storage
Store below 30°C, protected from light & in a dry place. Keep all medicine out of
the reach of children.

Packing

Imigra™ 5 Tablet: Each box containing 5X10 Tablets in Alu-PVDC blister pack
and an insert.

Imigra™10 Tablet: Each box containing 3X10 Tablets in Alu-PVDC blister pack
and an insert.

Imigra™ 5 Capsule: Each box containing 6X10 capsules in Alu-PVC blister
pack and an insert.

Imigra™ 10 Capsule: Each box containing 5X10 capsules in Alu-PVC blister
pack and an insert.

Manufactured by: .
Navana Pharmaceuticals Ltd. ;’s NAVANA PHARMA

. . . JAHURUL ISLAM COMPANY
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0386_05-21_02
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