Megron®
Mirabegron INN

Description: Mirabegron is a beta-3 adrenergic agonist used to treat Overactive Bladder
(OAB) with symptoms of urge urinary incontinence, urgency, and urinary frequency.

Mode of Action: Mirabegron is a potent and selective agonist of beta-3 adrenergic
receptors. The activation of beta-3 receptors relaxes detrusor smooth muscle during the
storage phase of the urinary bladder fill-void cycle, which increases the bladder's storage
capacity thereby alleviating feelings of urgency and frequency.

Pharmacokinetics:

Absorption: The absolute bioavailability of orally administered Mirabegron ranges from 29%
to 35% at a dose of 25 mg and 50 mg respectively. Distribution: Mirabegron is extensively
distributed in the body. Mirabegron is bound (approximately 71%) to human plasma proteins
& shows moderate affinity for albumin and alpha-1 acid glycoprotein. Metabolism:
Mirabegron is metabolized via multiple pathways involving dealkylation, oxidation,
glucuronidation & amide hydrolysis. Elimination: The terminal elimination half-life (Ty,) is
approximately 50 hours.

Composition: Megron® 25 mg ER Tablet: Each extended release tablet contains
Mirabegron INN 25 mg.
Megron® 50 mg ER Tablet: Each extended release tablet contains Mirabegron INN 50 mg.

Indication: It is indicated for the treatment of Overactive Bladder (OAB) with symptoms of
urge urinary incontinence, urgency & urinary frequency.

Dosage & Administration: Recommended starting dose is 25 mg once daily with or
without food. Based on individual efficacy and tolerability, may increase dose to 50 mg once
daily.

Contraindication: Mirabegron is contraindicated in patients who have known
hypersensitivity reactions to Mirabegron or any component of the medicine.

Side-effects: The most common side effects of Mirabegron are increased blood pressure,
common cold symptoms, urinary tract infection, headache etc.

Use in Pregnancy & Lactation: Pregnancy: USFDA pregnancy category C. Lactation:
Mirabegron is predicted to be excreted in human milk and is not recommended for use by
nursing mothers.

Precaution: Precaution should be taken during the use in patients with severe uncontrolled
hypertension, Bladder Outlet Obstruction & patients taking drugs metabolized by CYP2D6.

Drug interaction: Mirabegron shows drug-drug interaction with CYP2D6 inhibitor
(Metoprolol and Desipramine) & Digoxin.

Overdose: Overdose includes the symptoms like palpitations and increased heart rate.

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

Packaging: Megron® 25 mg ER Tablet: Each carton contains 14X1 Tablets in Alu-Alu
Blister Pack.
Megron® 50 mg ER Tablet: Each carton contains 10X1 Tablets in Alu-Alu Blister Pack.

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh
[deas for healthcare ® Registered Trade Mark.
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