הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך ____20.02.12__________________

שם תכשיר באנגלית______Stamaril 
מספר רישום______133 30 30951_____________

שם בעל הרישום:__ _מדיצ'י מדיקל בע"מ ______________________________

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Special precautions
	Transmission

There are very few reports suggesting that transmission of Yellow Fever vaccine virus may occur from nursing mothers who receive Yellow Fever vaccine postpartum to the infant. Following transmission infants can develop Yellow Fever vaccine associated neurotropic disease (YEL-AND) from which the infants recover (see section 4.6).
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	Special precautions
	Yellow fever vaccine-associated neurotropic disease (YEL-AND)

Very rarely, yellow fever vaccine-associated neurotropic disease (YEL-AND) has been reported following vaccination, with sequelae or with fatal outcome in some cases (see section 4.8).  Clinical features have appeared within one month of vaccination and include high fever with headache that may progress to include one or more of the following: confusion, encephalitis/encephalopathy, meningitis, focal neurological deficits, or Guillain Barré syndrome. To date, those affected have been primary vaccinees. The risk appears to be higher in those aged over 60 years, although cases have been also reported in younger persons.


	Yellow fever vaccine-associated neurotropic disease (YEL-AND)

Very rarely, yellow fever vaccine-associated neurotropic disease (YEL-AND) has been reported following vaccination, with sequelae or with fatal outcome in some cases (see section 4.8).  Clinical features have appeared within one month of vaccination and include high fever with headache that may progress to include one or more of the following: confusion, encephalitis/encephalopathy, meningitis, focal neurological deficits, or Guillain Barré syndrome. To date, those affected have been primary vaccinees. The risk appears to be higher in those aged over 60 years, although cases have been also reported in younger persons or following transmission from nursing mothers to the infants.




ההחמרות סומנו על רקע צהוב 
















