
 
Editor’s note: This English translation was done by a third party. The original report can be 
accessed here. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Annex I 
 

Scientific conclusions and grounds for the variation to the terms of the Marketing 
Authorisation(s) 

https://www.pfsfoundation.org/wp-content/uploads/2022/06/Poland-EMA-Pharmacovigilance-Risk-Assessment-Committee-February-2017.pdf
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