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Start of community reviews 
CHMP meeting of 14-17 December 2015 

Table 1.  Start of harmonisation procedure  

Name INN Type of procedure Scope 

Saroten and associated names amitriptyline  Article 30 of Directive 
2001/83/EC 

The Committee started a harmonisation 
exercise for Saroten and associated names. 
The review was triggered by Greece, due to 
the need to harmonise the product information 
across Member States. 

Table 2. Start of scientific review 

Name INN Type of procedure Scope 

Desloratadine desloratadine Article 5(3) of Regulation 
(EC) 726/2004 

Procedure triggered by Germany asking for a 
scientific opinion on whether desloratadine can 
be switched to non-prescription (OTC) status. 
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