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Guidelines and concept papers 
Adopted during the CHMP meeting 22-25 April 2013 

The guidelines and concept papers which have been adopted during this meeting of the Committee for 
Medicinal Products for Human Use (CHMP) will be published shortly on the European Medicines 
Agency’s website under Regulatory/Human/Scientific guidelines. Documents for public consultation will 
also be available under Document search/Public consultations. 

 

Biosimilar Medicinal Product Working Party (BMWP) 

Reference number Document Status 

CHMP/437/04/Rev. 1 Guideline on similar biological 
medicinal products 

6-month public consultation 

 
Committee for Medicinal Products for Human Use (CHMP) 

Reference number Document Status 

EMA/CHMP/BWP/99698/2007 
Rev. 2 

Procedural advice on the 
submission of variations for 
annual update of human 
influenza inactivated vaccines in 
the centralised procedure  

adopted 

 
Safety Working Party (SWP) 

Reference number Document Status 

EMA/CHMP/SWP/362974/2012 Guideline on the use of 
phthalates as excipients in 
human medicinal products  

6-month public consultation 

EMA/CHMP/SWP/272921/2012 Reflection paper on the use of 
methyl- and propylparaben as 
excipients in human medicinal 
products for oral use 

6-month public consultation 
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