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Rapid relief of nasal congestion for up to ten hours.
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4.2 Posology and method of administration

Before the first application, prime the pump by actuating 4 times. Once primed, the

pump will normally remain charged throughout regular daily treatment periods. If the

spray is not ejected during the full actuation stroke, or if the product has not been

used for longer than 7 days, the pump will need to be re-primed with 4 actuations.

The recommended dose should not be exceeded, especially in children and the elderly.

4.3 Contraindications

Rhinitis sicca or atrophic rhinitis.
Otrivin 0.1% is contraindicated in children aged less than 12 years.

Use in people with pheochromocytoma, prostatic hypertrophy or those receiving monoamine
oxidase inhibitors (MAOI) treatment or who have received them in the last two weeks.
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4.4 Special warnings and precautions for use
prolonged or excessive use may cause rebound congestion and/or atrophy of the nasal mucosa.

Otrivin, like other preparations belonging to the same class of active substances, should be used only with
caution in patients showing a strong reaction to sympathomimetic agents as evidenced by signs of
insomnia, dizziness tremor, cardiac arrhythmias or elevated blood pressure.

Patients with long QT syndrome treated with xylometazoline may be at increased risk of serious
ventricular arrhythmias.

Keep medicines out of sight and reach of children.

Otrivin contains Benzalkonium chloride in each unit which is equivalent to 0.100 mg/ml.
Otrivin Drops 0.0025mg.

Otrivin Meter dose spray 0.014mg.

Otrivin Spray accurate dosage cannot be given as depend the usage.

Benzalkonium chloride may cause irritation or swelling inside the nose, especially if used for a
long time.

4.5 Interaction with other medicinal products and other forms of interaction

The concomitant use of xylometazoline with monoamine oxidase inhibitors (MAO) inhibitors or,
tricyclic and tetracyclic antidepressants may cause an increase in blood pressure due to the
cardiovascular effects of these substances (see Contraindications).

4.8 Undesirable effects

MeDRA SOC Adverse reaction Frequency
Immune System Disorders Hypersensitivity reaction Very rare
(angioedema, rash, pruritus)

Cardiac Disorders Heart rate irregular Very rare
Heart rate increased Very rare
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4.9 Overdose
Symptoms and Signs
Excessive administration of topical xylometazoline hydrochloride or accidental ingestion
may cause severe dizziness, perspiration, severely lowered body temperature, headache,
bradycardia, hypertension, respiratory depression, coma and convulsions. Hypertension may
be followed by hypotension. Small children are more sensitive to toxicity than adults.

Treatment

Appropriate supportive measures should be initiated in all individuals suspected of an
overdose, and urgent symptomatic treatment under medical supervision is indicated when
warranted. This would include observation of the individual for several hours.
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