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INVEGA 3 mqg (1391531639)
INVEGA 6 mqg (1391631640)
INVEGA 9 mg (1391731641)

NNNYT YWINAN
Invega is indicated for :
e treatment of schizophrenia in adults and adolescents (12-17 years).
e acute treatment of schizoaffective disorder as monotherapy
e acute treatment of schizoaffective disorder as an adjunct to mood stabilizers and/or
antidepressants
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4.4 Special warnings and precautions for use

Patients with schizoaffective disorder treated with paliperidone should be carefully monitored
for a potential switch from manic to depressive symptoms.

QT interval

Caution should be exercised when INVEGA is prescribed in patients with known
cardiovascular disease or family history of QT prolongation, and in concomitant use with other
medicines thought to prolong the QT interval.

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).

Hyperglycaemia and diabetes mellitus

Hyperglycaemia, diabetes mellitus, and exacerbation of pre-existing diabetes have been
reported during treatment with paliperidone. In some cases, a prior increase in body weight
has been reported which may be a predisposing factor...

Weight gain
Significant weight gain has been reported with INVEGA use. Weight should be monitored
regularly.

Hyperprolactinaemia
... Paliperidone should be used with caution in patients with possible prolactin-dependent
tumours.

Paediatric population
The sedative effect of INVEGA should be closely monitored in this population. A change in the
time of administration of INVEGA may improve the impact of sedation on the patient.

Because of the potential effects of prolonged hyperprolactinaemia on growth and sexual
maturation in adolescents, regular clinical evaluation of endocrinological status should be
considered, including measurements of height, weight, sexual maturation, monitoring of
menstrual functioning, and other potential prolactin-related effects.
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4.5 Interaction with other medicinal products and other forms of interaction
Potential for other medicines to affect INVEGA

In vitro studies indicate that CYP2D6 and CYP3A4 may be minimally involved in paliperidone
metabolism, but there are no indications in vitro nor in vivo that these isozymes play a
significant role in the metabolism of paliperidone...

Other medicinal products or herbals which are inducers, e.q., rifampicin and St. John’s wort
(Hypericum perforatum) may have similar effects on paliperidone.

Co ncomitant 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).

4.6 Fertility, pregnancy and lactation

Pregnancy

... Neonates exposed to antipsychotics (including paliperidone) during the third trimester of
pregnancy are at risk of adverse reactions including extrapyramidal and/or withdrawal
symptoms that may vary in severity and duration following delivery. There have been reports of
agitation, hypertonia, hypotonia, tremor, somnolence, respiratory distress, or feeding disorder.
Consequently, newborns should be monitored carefully. INVEGA should not be used during
pregnancy unless clearly necessary. If discontinuation during pregnancy is necessary, it should
not be done abruptly.

Breast-feeding
Paliperidoneis excreted in the breast milk to such an extent that effects on the breast-fed

infant are likely if therapeutic doses are administered to breast-feeding women. INVEGA
should not be used while breast feeding.

4.8 Undesirable effects

Adults

Summary of the safety profile

The adverse drug reactions (ADRs) most frequently reported in clinical trials with adults were...

toothache...

Tabulated list of adverse reactions

System Organ Class Adverse Drug Reaction
Frequency

Common Uncommon Rare
Infections and ... respiratory tract
infestations infection, ...
Blood and lymphatic white blood cell count
system disorders decreased, ...
Metabolism and nutrition ... waist circumference ... blood cholesterol
disorders increased... increased
Psychiatric disorders catatonia, somnambulism,
Nervous system ... cerebral ischaemia, ...
disorders
Cardiac disorders ... postural orthostatic ...
Vascular disorders ..., ischaemia, ...

hypertension
Gastrointestinal ... Vomiting,
disorders ... toothache
Hepatobiliary disorders ..., hepatic enzyme

increased
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Reproductive system ..., ejaculation disorder, | ...menstruation delayed,
and breast disorders ...breast enlargement, ...
General disorders pyrexia, ... face oedema, ... chills, hypothermia, body
..., gaitabnormal, thirst, temperature decreased,
chestpain, chest drug withdrawal syndrome,
discomfort, malaise induration
Injury, poisoning and fall
procedural
complications

Undesirable effects noted with risperidone formulations
... Psychiatric disorders: sleep-related eating disorder

Respiratory, thoracic and mediastinal disorders: rales
Skin and subcutaneous tissue disorders: Stevens-Johnson syndrome/toxic epidermal
necrolysis
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