הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך :  04.08.2011
שם תכשיר באנגלית : Varilrix
מספר רישום : 115-1529677-00
שם בעל הרישום      GlaxoSmithKline (ISRAEL) Ltd               : 
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Special warnings and precautions for use
	
	Syncope (fainting) can occur following, or even before, any vaccination as a psychogenic response to the needle injection. It is important that procedures are in place to avoid injury from faints.



	Adverse Reactions: Clinical trials data


	General disorders and administration site conditions:

Very common: pain, redness

Common: swelling at the injection site*, fever (oral/axillary temperature ( 37.5°C or

rectal temperature ( 38.0°C)*

Uncommon: fever (oral/axillary temperature > 39.0°C or rectal temperature > 39.5°C), 

fatigue, malaise

On average, the reactogenicity after the second dose was not higher than after the first dose.

* Swelling at the injection site and fever were reported very commonly in studies conducted in adolescents and adults. 
No differences were seen in the reactogenicity profile between initially seropositive and initially seronegative subjects.


	General disorders and administration site conditions:

Very common: pain, redness

Common: swelling at the injection site*, fever (oral/axillary temperature ( 37.5°C or

rectal temperature ( 38.0°C)*

Uncommon: fever (oral/axillary temperature > 39.0°C or rectal temperature > 39.5°C), 

fatigue, malaise

On average, the reactogenicity after the second dose was not higher than after the first dose.
A trend for higher incidence of pain, redness and swelling after the second dose was observed as compared to the first dose.

* Swelling at the injection site and fever were reported very commonly in studies conducted in adolescents and adults. Swelling was also reported very commonly after the second dose in children under 13 years of age.

No differences were seen in the reactogenicity profile between initially seropositive and initially seronegative subjects.




העלון, שבו מסומנות באדום הוספות  ובצהוב עם קו (XXX) ההשמטות, הועבר בדואר אלקטרוני בתאריך...................
