הודעה על החמרה  ( מידע בטיחות)  

 תאריך __________12/09/11_____________

שם תכשיר באנגלית___ Prevenar 13__________
מספרי רישום (33058)                       
שם בעל הרישום___ניאופרם בע"מ_________

השינויים בעלון מסומנים בצבע צהוב
עלון לרופא

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Warnings&
Precautions
	This vaccine should not be given to infants or children with thrombocytopaenia or any coagulation disorder that would contraindicate intramuscular injection, unless the potential benefit clearly outweighs the risk of administration.

	This vaccine should not be given as an intramuscular injection to infants or children with thrombocytopaenia or any coagulation disorder that would contraindicate intramuscular injection, but may be given subcutaneously if the potential benefit clearly outweighs the risks (see section 5.1).


	Adverse events
	Nervous system disorders
Rare:Convulsions (including febrile convulsions),
…Although the following adverse drug reaction was not observed in the Prevenar 13 clinical studies, it is considered an adverse drug reaction for both Prevenar and Prevenar 13. The frequency in clinical studies with Prevenar is listed as follows:

General disorders and administration site conditions:

Rare:Hypotonic-hyporesponsive episode


	Nervous system disorders:

Rare:

Convulsions (including febrile convulsions), hypotonic-hyporesponsive episode
..




	Pharmacological Properties

	
	Immune responses after subcutaneous administration

Subcutaneous administration of Prevenar 13 was evaluated in a non-comparative study in 185 healthy Japanese infants and children who received 4 doses at 2, 4, 6 and 12-15 months of age. The study demonstrated that safety and immunogenicity were generally comparable with observations made in studies of intramuscular administration.


















