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Subject: Petition 0485/2010 by Teresa Martin Jimenez (Spanish), on generic medicinal 
products

1. Summary of petition

The petitioner refers to the steadily increasing use of generic medicinal products and raises 
questions about patient safety in that connection. She therefore calls on the EU’s Member 
States to ensure that the medicinal products used within the national health insurance schemes 
meet the strictest standards in terms of quality, effect and safety.

2. Admissibility

Declared admissible on 10 September 2010. Information requested from Commission under 
Rule 202(6).

3. Commission reply, received on 9 December 2010.

Generic medicinal products must receive a marketing authorisation by the competent 
authority before they may be placed on the market in the European Union. They are subject to 
the same standards of quality, safety and efficacy that apply to all medicinal products in the 
EU.

Generic medicines must not be confused with 'counterfeit medicines'. Generic medicines have
received a marketing authorisation. Counterfeit medicines are pretending to be legally 
authorised (originators or generic medicines), but are not based on a marketing authorisation.
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The Commission made a proposal for a Directive of the European Parliament and of the 
Council amending Directive 2001/83/EC as regards the prevention of the entry into the legal 
supply chain of medicinal products which are falsified in relation to their identity, history or 
source. This proposal is under discussion in the Council and in European Parliament at 
present.

Conclusion

The generic medicinal products used within the national health insurance schemes are 
authorised medicinal products, according to EU Pharmaceutical Legislation and must meet 
the required standards in terms of quality, safety and efficacy. Counterfeit medicines are 
illegally produced and sold and, moreover, are in violation of the intellectual property rights.


