MASTOWELL

Abbreviated Prescribing information for Mastowell (20 mg) [Please refer the complete
prescribing information available at www.torrentpharma.com]

PHARMACOLOGICAL PROPERTIES: Mastowell contains bilastine. Bilastine is
an antihistamine; its principal effects are mediated via selective inhibition of peripheral
H1 receptors. The anti-histaminic activity of bilastine has been documented in a
variety of animal and human models. Bilastine is a non-sedating, long-acting histamine
antagonist with selective peripheral H1 receptor antagonist affinity and no affinity for
muscarinic receptors.

INDICATIONS: For symptomatic treatment of allergic rhino-conjuctivitis (seasonal
and perennial) and urticaria in adults.

DOSAGE AND ADMINISTRATION: One tablet once daily for the relief of
symptoms of allergic rhinoconjunctivitis (seasonal and perennial) and urticarial in
adults. The tablet is to be swallowed with water. It is recommended to take the daily
dose in one single intake. Take the tablet before meal or 2 hours after food.

WARNINGS & PRECAUTIONS: Children aged 2-5 years of age; in patients with
moderate or severe renal impairment coadministration of bilastine with P-glycoprotein
inhibitors, such as e.g, ketoconazole, erythromycin, cyclosporine, ritonavir or
diltiazem, may increase plasmatic levels of bilastine and therefore increase the risk of
adverse effects of bilastine.

ADVERSE REACTIONS: Oral herpes, increased appetite, anxiety, insomnia,
tinnitus, vertigo, right bundle branch block, sinus arrhythmia, other ECG
abnormal/ties, electrocardiogram QT prolonged, somnolence, headache, upper
abdominal pain, nausea, stomach discomfort, diarrhea, dry mouth, dyspepsia and
gastritis, increased gamma-glutamyl transferase, alanine aminotransferase increased,
aspartate aminotransferase increased, blood creatinine increased, blood triglycerides
increased and increased weight, hypersensitivity reactions (such as anaphylaxis,
angioedema, dyspnoea, rash, localized oedema/local swelling, and erythema).
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