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Xeplion (paliperidone palmitate) 50mqg, 75mg, 100mg, 150mg
prolonged release suspension for injection

NN YWINAN
Xeplion isindicated for the acute and maintenance treatment of schizophrenia in adults.
Xeplion is indicated for the treatment of schizoaffective disorder as monotherapy and as an
adjunct to mood stabilizers and antidepressants
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4.4  Special warnings and precautions for use
Use in patientswho arein an acutely agitated or severely psychotic state

Xeplion should not be used to manage acutely agitated or severely psychotic states when immediate
symptom control is warranted.

Tardive dyskinesia/extrapyramidal symptoms

Caution iswarranted in patients receiving both, psychostimulants (e.g., methylphenidate) and
paliperidone concomitantly, as extrapyramidal sym ptoms could emerge whenadjustingoneor both
medications. Gradual withdrawal of stimulant treatment is recommended (see section4.5).

Leucopenia, neutropenia, and agranulocytosis
Events of leucopenia, neutropenia, and agranulocytosis have been reported with Xeplion.
Agranulocytosis has been reported very rarely (< 1/10,000 patients) during post-marketing surveillance.

Hyperglycaemia and diabetes mellitus
Hyperglycaemia, diabetes mellitus, and exacerbation of pre-existing diabetes including diabetic coma
and ketoacidosis, have been reported during treatment with paliperidone.

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

Orthostatic hypotension

Paliperidone may induce orthostatic hypotension in some patients based on its alpha-blockingactivity.
Based onpooled data fromthethree placebo-controlled, 6-week, fixed-dosetrials with oral paliperidone
prolonged release tablets (3, 6,9, and 12 mg), orthostatic hypotensionwas reported by 2.5% of subjects
treatedwith oral paliperidone compared with 0.8% of subjects treated with placebo.

45 Interactionwithother medicinal products and other forms of interaction

Concomitant use of Xeplion 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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Undesirable effects
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System Organ Class

Adverse Drug Reaction

Frequency

Uncommon

Rare

Not known?

Infections and
infestations

pneumonia, bronchitis, respiratory
tract infection, sinusitis, cystitis,
ear infection, tonsillitis,
onychomyecosis, cellulitis

eye infection, acarodermatitis,
subcutaneous abscess

Metabolism and
nutrition disorders

diabetes mellitus®,
hyperinsulinaemia, increased
appetite, anorexia, blood
triglycerides increased, blood
cholesterol increased

diabetic ketoacidosis, hypoglycaemia,
polydipsia

water intoxication

Psychiatric
disorders

sleep disorder, mania, libido
decreased, nervousness, nightmare

catatonia, confusional state,
somnambulism, blunted affect, anorgasmia

sleep-related eating
disorder

Respiratory,

dyspnoea, respiratory tract

sleep apnoea syndrome, pulmonary

hyperventilation,

thoracic and congestion, wheezing, congestion, rales pneumonia
mediastinal pharyngolaryngeal pain, epistaxis aspiration,
disorders dysphonia
Pregnancy, drugwithdrawal

puerperium and
perinatal conditions

syndrome neonatal
(see section 4.6)

Reproductive erectile dysfunction, ejaculation breast discomfort, breast engorgement, priapism
system and breast disorder, menstrual disorder®, breast enlargement, vaginal discharge
disorders gynaecomastia, sexual dysfunction,
breast pain
General disorders face oedema, oedema®, body hypothermia, chills, thirst, drug body temperature

and administration
site conditions

temperature increased, gait
abnormal, chest pain, chest
discomfort, malaise, induration

withdrawal syndrome, injection site
abscess, injection site cellulitis, injection
site cyst, injection site haematoma

decreased, injection
site necrosis,
injection site ulcer

éiass effects

QT prolongation, ventricular arrhythmias (ventricular fibrillation, ventricular tachycardia), sudden
unexplained death, cardiac arrest, and Torsade de pointes may occur with antipsychotics.
Cases of venous thromboembolism, including cases of pulmonary embolism and cases of deepvein
thrombosis, have been reported with antipsychotic medicinal products (frequency unknown).
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