Rumar

Rupatadine

Composition
Rumar 10 Tablet: Each film coated tablet contains Rupatadine Fumarate BP
equivalent to Rupatadine 10 mg.

Pharmacology

Rupatadine is a second generation long-acting, non-sedative antagonist of Histamine

H1 receptors. It also antagonizes the Platelet-Activating Factor (PAF). Both Histamine

and PAF cause bronchoconstriction which leads to an increase in vascular permeability

and act as a mediator in the inflammatory process. With dual mode of action,

Rupatadine shows better therapeutic effect. Rupatadine possesses other anti-allergic

properties such as the inhibition of the degranulation of mast cells induced by

immunological and non-immunological stimuli, and inhibition of the release of

cytokines, particularly of the tumor necrosis factors (TNF) in mast cells and monocytes.

Indications

Rumar 10 Tablet (Rupatadine) is indicated for relieving the symptoms of allergic rhinitis
(including persistent allergic rhinitis) such as sneezing, runny nose, itching in the eyes
and nose. Rupatadine is also used to relieve the symptoms associated with urticaria
such as itching and hives (localized skin redness and swelling).

Dosage and Administration
Adults and adolescents (over 12 years of age):
Rumar 10 mg tablet: The recommended dose is 10 mg once daily with or without food.

Contraindications
Hypersensitivity to Rupatadine or to any of the excipients.

Precautions

Rumar 10 tablet is not recommended in patients with impaired kidney or liver functions.
Rupatadine should be used with caution in patients with heart disease. Safety of
Rupatadine in children aged less than 2 years has not been established. Rupatadine
should be used with caution in patients with known prolongation of the QT interval,
patients with uncontrolled hypokalaemia, ongoing proarrhythmic conditions, such as
clinically significant bradycardia, acute myocardial ischemia. Patient should take
precaution in driving or operating machines. The administration of Rupatadine with
grape fruit juice is not recommended.

Side Effects

The most common undesirable effects are somnolence, headache and fatigue. Other
common undesirable effects include dizziness, asthenia and increased appetite, night
sweats, neutropenia, nausea etc.

Pregnancy & Lactation

There is no sufficient clinical data available on the exposure to Rupatadine during
pregnancy. Pregnant women should therefore not use Rupatadine unless the potential
benefit outweighs the potential risk for the fetus. No information is available, on whether
Rupatadine is excreted in the mother’s milk. Therefore, it should not be used during
lactation, unless the potential benefits for the mother justify the potential risk to the
infant.

Drug Interaction
Do not take Rupatadine with ketoconazole, erythromycin, central nervous system
depressant medicines, statin medicines or midazolam.

Overdose

No case of over dose has been reported in adults and children. If accidental ingestion
of very high doses symptomatic treatment together with the required supportive
measures should be given.

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

How Supplied
Rumar 10 Tablet (30’s): Each box contains 30 tablets (3x10’s) in Alu-Alu blister
pack.

@g°  Manufactured by:
d DBL Pharmaceuticals Limited
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