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Cystadrops 3.8 mg/ml 2"n/a"n 3.8 oonTLOX

EYE DROPS, SOLUTION
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CYSTADROPS is indicated for the treatment of corneal cystine crystal deposits in adults and
children from 2+rears 6 months of age with cystinosis.
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4.1 Therapeutic indications

Cystadrops is indicated for the treatment of corneal cystine crystal deposits in adults and
children from 6 months 2+years of age with cystinosis.

4.2 Posology and method of administration

[...]

Paediatric population

Cystadrops may be used in paediatric patients from 6 months 2-years-of age at the same
dose as in adults{see-section-5-1.

Limited data available in patients aged 6-12 months of age -(see section 5.1).

The safety and efficacy of Cystadrops in children aged less than 6 months 2+years-has not
been established. No data are available.

[.]

4.8 Undesirable effects

[...]

Paediatric population

Frequency, type and severity of adverse reactions in children are the same as in adults.
69-74 paediatric patients were followed through clinical trials and the French NPU
programme. 5 patients were below -2 years old-, the youngest was 13 months old, 19
patients were under 6 years old, 21 between 6 and 12 years old and 29 between 12 and 18
years old.
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