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In the short-term (8 to 9 week) controlled clinical trials of fluoxetine supporting its
effectiveness in the treatment of Major Depressive Disorder, patients were
administered fluoxetine doses of 10 to 20 mg/day. Treatment should be initiated with
a dose of 10 or 20 mg/day. After 1 week at 10 mg/day, the dose should be increased to
20 mg/day. However, due to higher plasma levels in lower weight children, the
starting and target dose in this group may be 10 mg/day. A dose increase to 20
mg/day may be considered after several weeks if insufficient clinical improvement is

observed.
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Treatment should be initiated and monitored under specialist supervision. The starting
dose is 10mg/day given as 2.5ml of the PROZAC liquid formulation. Dose
adjustments should be made carefully, on an individual basis, to maintain the patient
at the lowest effective dose.

After one to two weeks, the dose may be increased to 20mg/day. Clinical trial
experience with daily doses greater than 20mg is minimal. There is only limited data
on treatment beyond 9 weeks.

Lower-weight children: Due to higher plasma levels in lower-weight children, the
therapeutic effect may be achieved with lower doses.

For paediatric patients who respond to treatment, the need for continued treatment
after 6 months should be reviewed. If no clinical benefit is achieved within 9 weeks,
treatment should be reconsidered.
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