הודעה על החמרה בעלון  (מידע בטיחות) 
(מעודכן 05.2013) 
 תאריך ________11.11.2013_______
שם תכשיר באנגלית ומספר הרישום 
Serdolect 4, 16 mg  

3431470, 3631472  
שם בעל הרישום ____Lundbeck Israel LTD____
טופס זה מיועד לפרוט ההחמרות בלבד !

בעלון לרופא:
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Fertility,   pregnancy and Lactation
	.
	Fertility

Oral administration of sertindole was shown to impair male fertility in mice and rats at systemic exposures similar to or less than that anticipated in humans at the maximum recommended clinical dose. The adult male fertility impairment, which was reversible, was likely to be due to α1- adrenoceptor antagonism. Offspring of sertindole-treated female rats have also shown reduced mating and fertility (see section 5.3).
In humans, adverse events such as hyperprolactinaemia, galactorrhoea, erectile dysfunction, ejaculation disorder and ejaculation failure have been reported. These events may have a negative impact on female and/or male sexual function and fertility.
If clinical significant hyperprolactinaemia, galactorrhoea or sexual dysfunctions occur, a dose reduction (if possible) or discontinuation should be considered. 
The effects are reversible on discontinuation

	Undesirable effects
	Cardiac disorders


Common   Peripheral oedema

Uncommon   Torsade de Pointes (see section 4.4)

Metabolism and nutritional disorders


Uncommon   Hyperglycaemia

Reproductive system and breast disorders


Common
Abnormal ejaculation (decreased ejaculatory volume)


	Cardiac disorders

Common   Peripheral oedema, prolonged QT interval (see section 4.4)
Uncommon   Torsade de Pointes (see section 4.4)

Metabolism and nutritional disorders

Common   Dizziness, Paraesthesia
Uncommon   Hyperglycaemia

Reproductive system and breast disorders


Very common     Ejaculation disorder
Common
ejaculation disorder

                            Erectile dysfunction

Uncommon        Galactorrhoea


	Pharmacological properties

	Antipsychotic drugs may cause an increase in serum prolactin levels through dopamine blockade. The prolactin levels in patients receiving sertindole remained within normal limits, both in short‑term studies and during long-term treatment (one year).

Sertindole has no effect on muscarinic and histaminic H1 receptors. This is confirmed by the absence of anticholinergic and sedative effects related to those receptors.


	Antipsychotic drugs may cause an increase in serum prolactin levels through dopamine blockade. The prolactin levels in patients receiving sertindole remained within normal limits, both in short‑term studies and during long-term treatment (one year). 

However hyperprolactinaemia and prolactin related events have occasionally been reported with post-marketing sertindole use.
Sertindole has no effect on muscarinic and histaminic H1 receptors. This is confirmed by the absence of anticholinergic and sedative effects related to those receptors.




בעלון לצרכן:

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Side Effects
	עליה ברמת הסוכר בדם, הפרעה בקצב הלב מסוג Torsades de pointes.  

	עליה ברמת הסוכר בדם, הפרעה בקצב הלב מסוג Torsades de pointes, עליה ברמת הורומון הפרולקטין בדם, הפרשות חלביות או צלולות מהשדיים (galactorrhoea).  


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
הועבר בדואר אלקטרוני בתאריך..........11.11.2013...... 

