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INVEGA 3 mg (1391531639)
INVEGA 6 mg (1391631640)
INVEGA 9 mg (1391731641)
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Invega is indicated for the:
-treatment of schizophrenia in adults and adolescents (12-17 years).
-treatment of schizoaffective disorder in adults.
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4.1 Therapeutic indications

INVEGA is indicated for the treatment of schizophrenia in adults and in adolescents (12-17 years).
INVEGA is indicated for the treatment of schizoaffective disorder in adults.

acute-treatment-of sehizoaffeetive-disorderas-monotherapy:

Paediatric population
Schizophrenia: The recommended starting dose of INVEGA for the treatment of schizophrenia in

adolescents +5-12-17 years and-elderof age- is 3 mg once daily, administered in the morning.

When dose increases are indicated, increments of 3 mg/day are recommended and generally should occur at
intervals of 5 days or more. The safety-and efficacy ofF INVEGA in-the treatment of schizophrenia-inadole
between 12 and 14 vears-old-has-notbeen-established:

Currently available data are described in section 4.8 and 5.1 but no recommendation on a posology can be made.
Invega is not indicated for children aged less than 12 years. There is no relevant use of INVEGA in children aged

less than 12 years.

Schizoaffective disorder: INVEGA Iavega-is not indicated for children and adolescents under 18 years old.

4.4 Special warnings and precautions for use

Caution is warranted in patients receiving both, psychostimulants (e.g., methylphenidate) and
paliperidone concomitantly, as extrapyramidal symptoms could emerge when adjusting one or both
medications. Gradual withdrawal of stimulant treatment is recommended (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

[--.]

Concomitant use of INVEGA with psychostimulants

The combined use of psychostimulants (e.g., methylphenidate) with paliperidone can lead to
extrapyramidal symptoms upon change of either or both treatments (see section 4.4).
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4.8 Undesirable effects
[...]
System Organ Class Adverse Drug Reaction
Frequency
Common Uncommon Rare
Psychiatric disorders catatonia, somnambulism,

[..]

Undesirable effects noted with risperidone formulations

[...]

Psychiatric disorders: sleep-related eating disorder

[...]

5.1 Pharmacodynamic properties

[...]
Paediatric population
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