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Ophthalmic Solution
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Epinastine hydrochloride 0.5 mg/ml, eye drops, solution.
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Treatment of the symptoms of seasonal allergic conjunctivitis.
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4.2 Posology and method of administration

Paediatric Population

The Safety and efficacy in children 212 years has been established in clinical trials. Relestat may be used in adolescents
(12 years of age and older) at the same dosage as in adults.

The safety and efficacy of Relestat in children aged less than 3 years have not been established. No data are available.
There are limited data on the safety in children aged 3-12 years described in section 5.1.

4.4 Special warnings and precautions for use

Relestat is for topical ophthalmic use only and not for injection or oral use.

4.8 Undesirable effects

Eye disorders
Common ....eye irritation

Uncommon conjunctival/ocular hyperaemia, eye discharge, eye dryness, irritation, itching, increased-sensitivity,
phetephebia, eye pruritus, visual disturbance, increased lacrimation*, eye pain*.
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Gastrointestinal disorders
Uncommon: ; ion; dysgeusia

*Increased lacrimation and eye pain have been identified during postmarketing use of Relestat in clinical practice.

Paediatric population

Frequency, type and severity of adverse reaction in adolescents > 12 years of age are expected to be the same as in
adults.
There is limited experience in children aged 3-12 years regarding frequency, type and severity of adverse reactions.

Adverse reactions reported in phosphate containing eye drops
Cases of corneal calcification have been reported very rarely in association with the use of phosphate containing eye
drops in some patients with significantly damaged corneas.
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