הודעה על החמרה  ( מידע בטיחות)  

תאריך ________15.11.11________

שם תכשיר באנגלית__ FLUANXOL DEPOT 20mg/ml, 100mg/ml _

מספר רישום__________ 27550,  27548 ___    ___

שם בעל הרישום __ LUNDBECK ISRAEL LTD
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	טקסט חדש
	טקסט נוכחי
	פרק בעלון


	As described for other psychotropics flupentixol decanoate may modify insulin and glucose responses calling for adjustment of the antidiabetic therapy in diabetic patients.
As with other drugs belonging to the therapeutic class of antipsychotics, flupentixol decanoate may cause QT prolongation. Persistently prolonged QT intervals may increase the risk of malignant arrhythmias. Therefore, flupentixol decanoate should be used with caution in susceptible individuals (with hypokalemia, hypomagnesia or genetic predisposition) and in patients with a history of cardiovascular disorders, e.g. QT prolongation, significant bradycardia (<50 beats per minute), a recent acute myocardial infarction, uncompensated heart failure, or cardiac arrhythmia. Concomitant treatment with other antipsychotics should be avoided (see section 4.5).
Cases of venous thromboembolism (VTE) have been reported with antipsychotic drugs. Since

patients treated with antipsychotics often present with acquired risk factors for VTE, all possible risk factors for VTE should be identified before and during treatment with flupentixol decanoate and preventive measures undertaken
Elderly

Cerebrovascular

An approximately 3-fold increased risk of cerebrovascular adverse events have been seen in randomised placebo controlled clinical trials in the dementia population with some atypical antipsychotics. The mechanism for this increased risk is not known. An increased risk cannot be excluded for other antipsychotics or other patient populations. Flupentixol decanoate should be used with caution in patients with risk factors for stroke.

Increased Mortality in Elderly people with Dementia

Data from two large observational studies showed that elderly people with dementia who are

treated with antipsychotics are at a small increased risk of death compared with those who are not treated. There are insufficient data to give a firm estimate of the precise magnitude of the risk and the cause of the increased risk is not known.

	
	4.4 Special warnings and precautions for use



	Concomitant use of neuroleptics and lithium increases the risk of neurotoxicity. 

Tricyclic antidepressants and neuroleptics mutually inhibit the metabolism of each other.
Increases in the QT interval related to antipsychotic treatment may be exacerbated by the co‑administration of other drugs known to significantly increase the QT interval. Co-administration of such drugs should be avoided. Relevant classes include: 

· class Ia and III antiarrhythmics (e.g. quinidine, amiodarone, sotalol, dofetilide) 

· some antipsychotics (e.g. thioridazine) 

· some macrolides (e.g. erythromycin)

· some antihistamines (e.g. terfenadine, astemizole)

· some quinolone antibiotics (e.g. gatifloxacin, moxifloxacin)

The above list is not exhaustive and other individual drugs known to significantly increase QT interval (e.g. cisapride, lithium) should be avoided.
Drugs known to cause electrolyte disturbances such as thiazidediuretica (hypokalemia) and drugs known to increase the plasma concentration of flupentixol decanoate should also be used with caution as they may increase the risk of QT prolongation and malignant arrythmias (see section 4.4).

	
	4.5 Interaction with other medicinal products and other forms of interaction



	The newborns of mothers treated with neuroleptics in late pregnancy, or labour, may show signs of intoxication such as lethargy, tremor and hyperexcitability and have a low apgar score
	
	4.6 Pregnancy and lactation



	Blood and lymphatic system disorders

Rare -Thrombocytopenia, neutropenia, leukopenia, agranulocytosis

Eye disorders
Uncommon - Oculogyration.

Respiratory, thoracic and mediastinal disorders

Common - Dyspnoea.

Gastrointestinal disorders
Very common - Dry mouth
Common - Salivary hypersecretion, constipation, vomiting, dyspepsia, diarrhoea.
Uncommon - Abdominal pain, flatulence.
Skin and subcutaneous tissue disorders

Common – Hyperhidrosis
Musculoskeletal and connective tissue disorder
Common - Myalgia.

Uncommon - Muscle rigidity.

Vascular disorders

Uncommon - hot flush
Very rare - Venous thromboembolism
General disorders and administration site conditions

Uncommon - Injection site reaction.

	
	4.8 Undesirable effects



	ECG changes, QT prolongation, Torsade de Pointes, cardiac arrest and ventricular arrhythmias have been reported when administered in overdose together with drugs known to affect the heart.
	
	4.9 Overdose




90416

