
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Annex III 

Conditions for lifting the suspension of the marketing authorisations 
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Conditions for lifting the suspension of the marketing authorisations  

 

For the suspension to be lifted, the National competent authorities of Member States shall verify that 
the following conditions are fulfilled by the MAHs: 

the MAHs should identify a patient population for which the benefit risk ratio of tetrazepam containing 
medicines is positive on the basis of scientifically relevant supportive data. 
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