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TREVICTA
Paliperidone (as palmitate) 175mq, 263md, 350mg, 325mg

NINN7 WINNDN
TREVICTA, a 3-monthly injection, is indicated for the maintenance treatment of
schizophrenia in adult patients who are clinically stable on 1-monthly paliperidone
palmitate injectable product.
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4.4 Special warnings and precautions for use

Tardive dyskinesia/extrapyramidal symptoms

Medicinal products with dopamine receptor antagonistic properties have been
associated with the induction of tardive dyskinesia characterised by rhythmical,
involuntary movements, predominantly of the tongue and/or face. If signs and
symptoms of tardive dyskinesia appear, the discontinuation of all antipsychaotics,
including paliperidone, should be considered. Consideration should be given to the
long-acting nature of TREVICTA.

Caution is warranted in patients receiving both, psychostimulants (e.qg.,
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 TREVICTA with risperidone or oral paliperidone

Since paliperidone is the major active metabolite of risperidone, caution should be
exercised when TREVICTA is co-administered with risperidone or with oral
paliperidone for extended periods of time. Safety data involving concomitant use of
TREVICTA with other antipsychotics is limited.

Concomitant use of TREVICTA 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
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Psychiatric
disorders

Insomnia® |agitation, |sleep disorder, catatonia,
depression, | mania, libido
anxiety decreased,
nervousness, blunted affect,
nightmare anorgasmia

confusional state, |eating
somnambulism, disorder

sleep-related
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