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Product Information as approved by the CHMP on 19 May 2022 pending endorsement by the 
European Commission 

 

 

 

 

 

 

 

 

 

 

 

 

Annex III 

Product information 

 

Note:  

This product information is the outcome of the referral procedure to which this Commission decision 
relates.  

The product information may be subsequently updated by the Member State competent authorities, in 
liaison with the Reference Member State, as appropriate, in accordance with the procedures laid down 
in Chapter 4 of Title III of Directive 2001/83/EC. 
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Product information 

The valid product information is the final version achieved during the Coordination group procedure. 


