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Start of community reviews 
CHMP meeting of 17-20 September 2012 

Name INN Type of procedure Scope 

Protamine protamine Article 5(3) of Regulation 
(EC) 726/2004 

Procedure triggered by EMA asking for a 
scientific opinion whether the variability 
currently observed in the protamine as active 
substance due to the different sources of the 
natural raw material has any consequence on 
the overall quality of the products where it is 
used and issue any recommendations that 
may be relevant to address the situation. 

 


