הודעה על החמרה  ( מידע בטיחות)  

 תאריך: 2.8.2011
שם תכשיר באנגלית: Vaqta 25 IU/0.5ml, 50IU/ml 
מספר רישום: 134 51 29739 00, 134 52 29740 00
שם בעל הרישום:  Merck Sharp & Dohme (Israel-1996) Ltd.
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון

	טקסט נוכחי
	טקסט חדש

	ADVERSE REACTIONS
	
	Incidences of Solicited Local Adverse Reactions and Systemic Adverse Events in Healthy Infants 12 through 23 Months of Age Occurring at ≥1% After Any Dose:

Fever§ - Abnormal


	
	
	Incidences of Unsolicited Local Adverse Reactions and Systemic Adverse Events in Healthy Infants 12 through 23 Months of Age Occurring at ≥1%:

Asthma, Insomnia


	
	
	Incidences of Unsolicited and Solicited Local Adverse Reactions at the Injection Site for VAQTA Occurring at ≥1% in Healthy Infants 12 through 23 Months of Age After Any Dose of VAQTA Alone or Concomitantly With ProQuad:
SEE ATTACHED DOCUMENT- TABLE 3


	
	
	Incidences of Unsolicited and Solicited Systemic Adverse Events by Body System Occurring at ≥1% in Healthy Infants 12 through 23 Months of Age After Any Dose of VAQTA Alone or Concomitantly With ProQuad:
SEE ATTACHED DOCUMENT- TABLE 4


	
	
	Incidences of Unsolicited and Solicited Local Adverse Reactions Occurring at ≥1% at the Injection Site for VAQTA in Healthy Infants 12 through 23 Months of Age Receiving VAQTA Alone or Concomitantly With ProQuad and PCV7*:
SEE ATTACHED DOCUMENT- TABLE 5


	
	
	Incidences of Unsolicited and Solicited Systemic Adverse Events by Body System Occurring at ≥1% in Healthy Infants 12 through 23 Months of Age After Any Dose of VAQTA Alone or Concomitantly With ProQuad and PCV7*:
SEE ATTACHED DOCUMENT- TABLE 6


	
	
	Incidences of Unsolicited Systemic Adverse Events in Adults ≥19 Years of Age Occurring at ≥5% After Any Dose:

Chills
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