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IPRATROPIUM BROMIDE 0.6 MG/ML
XYLOMETAZOLINE HYDROCHLORIDE 0.5 MG/ML
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Symptomatic treatment of nasal congestion and rhinorrhea in connection with common cold in adults.
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4.1 Therapeutic indications
Symptomatic treatment of nasal congestion and rhinorrhea in connection with common cold in adults.

4.2 Posology and method of administration

Do not exceed the stated dose. The lowest dose necessary to achieve efficacy should
be used for the shortest duration of treatment.

i'f'the full spray is not administered, the dose should not be repeated.

To avoid possible spread of infection, the spray should only be used by one person.
Be careful not to spray in the eyes.

4.3 Contraindications

e In patients with rhinitis sicca or atrophic rhinitis.

Special warnings and precautions for use

e monoamine oxidase inhibitor (MAOI) treatment or who have received them in
the last two weeks (see section 4.5 Interactions)

e Tri and tetra-cyclic antidepressants treatment or who have received them in the
last two weeks (see section 4.5 Interactions)

e Beta 2-agonists treatment (see section 4.5 Interactions)
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4.5 Interaction with other medicinal products and other forms of interaction

Beta 2-agonists

Concomitant use with ipratropium may cause an increased risk of acute glaucoma in patients with a
history of angle closure glaucoma. There have been isolated reports of ocular complications
(i.e.mydriasis, increased intraocular pressure, narrow-angle glaucoma and eye pain) when aerosolised
ipratropium bromide either alone or in combination with an adrenergic beta 2-agonist, has come into
contact with the eyes. (see section 4.4 Warnings and Precautions)

4.6 Fertility, pregnancy and lactation

Bfeast-feeding

There are insufficient data to determine if this product is excreted in human breast
milk. This product should only be used while breast feeding under medical advice. If
the expected benefit to the mother is greater than possible risk to the infant, the lowest

effective dose and the duration of treatment should be considered.

Xylometazoline

There is no evidence of any adverse effect on the breast-fed infant. It is unknown if

xylometazoline is excreted in breast milk.

Ipratropium

It is not known whether ipratropium bromide is excreted in breast milk.

Fertility

There are insufficient data on the
Xylometazoline

There are no adequate data for the effects of xylometazoline hydrochloride on fertility

impact of this product on fertility.

and no animal studies are available.

Ipratropium

Non-clinical data have demonstrated no evidence of impaired fertility following oral
administration of ipratropium bromide to rats at doses greater than the clinical dose

(see Preclinical safety data).

4.8 Undesirable effects

Xylometazoline and Ipratropium

MeDRA SOC Adverse Reactions Frequency
Immune system disorders | Hypersensitivity reaction (angioedema, rash, Very rare
pruritis)
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Xylometazoline
MeDRA SOC Adverse Reactions Frequency
Respiratory, thoracic and Nasal dryness, nasal discomfort Common
mediastinal disorders
General disorders and Application site burn Common
administration site conditions

Ipratropium bromide

MeDRA SOC Adverse Reactions Frequency

Eye disorders Corneal oedema, conjunctival hyperaemia Uncommon
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