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Abbosynagis 50 mg & Abbosynagis 100 mg
2"n 100 o'axroiax -1 1"n 50 oanrronax
Palivizumab 50 mg & Palivizumab 100 mg
Powder for solution for injection
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Abbosynagis is indicated for the prevention of serious lower respiratory tract disease requiring
hospitalisation caused by respiratory syncytial virus (RSV) in children at high risk for RSV disease:

¢ Children born at 35 weeks of gestation or less and less than 6 months of age at the onset of the RSV

season.

¢ Children less than 2 years of age and requiring treatment for bronchopulmonary dysplasia within the
last 6 months.
¢ Children less than 2 years of age and with haemodynamically significant congenital heart disease.
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4.1 Therapeutic indications
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Abbosynagis is indicated for the prevention of serious lower respiratory tract disease requiring

hospitalisation caused by respiratory syncytial virus (RSV) in children at high risk for RSV disease:
e Children born at 35 weeks of gestation or less and less than 6 months of age at the onset of the RSV
season.
e Children less than 2 years of age and requiring treatment for bronchopulmonary dysplasia within the
last 6 months.
e Children less than 2 years of age and with haemodynamically significant congenital heart disease.
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4.8 Undesirable effects
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In an observational, post-marketing, database study, a small increase in the frequency of asthma was
observed among preterm palivizumab recipients; however, the causal relationship is uncertain.
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