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In accordance with Community legislation, all medicinal products, including generic products, must be safe, efficacious and of high quality. Therefore, each medicinal product is subject to an assessment for quality, safety and efficacy before it can be marketed. While the applicant for a generic authorisation can make reference to the dossier of the original product as regards safety and efficacy, Community legislation requires specific documentation for certain aspects. Community legislation also requires the applicant to submit specific data to document bio-availability and bio-equivalence with the original medicinal product. If bio-equivalence cannot be demonstrated through bio-availability studies the applicant for a generic will need to generate its own safety and efficacy data through pre-clinical tests and clinical trials respectively.

In addition, it should be noted that both the summary of product characteristics (SPC) submitted with an application and the package leaflet shall contain the full qualitative composition in active substances and excipients. The SPC and the package leaflet of the generic product may differ from that of the reference product where differences in the safety and efficacy profile exist. 

As for the quality of generic medicines, full data are required for manufacturing of the finished product and the active substances and the composition of excipients without any derogation to the requirements applicable to original products. Specific quality guidances have been published by the European Medicines Agency (EMEA) and are applied by Member States when assessing an application dossier for a marketing authorisation
. They are equally applicable for generic medicinal products.
Once a medicinal product has been approved for marketing, manufacturers must ensure that they manufacture the product in line with the specifications as laid down in the marketing authorisation and in line with Good Manufacturing Practice (GMP) Guidelines as required by Community legislation
. Good Manufacturing Practice Guidelines have been published by the European Commission.
  These specific technical guidelines refer to the manufacture and import of all finished medicinal products and active substances used in medicinal products, including generics. 

In line with Community legislation for pharmaceuticals Member States are expected to ensure, by means of repeated inspections, and, where appropriate, by asking an Official Medicines Control Laboratory or a laboratory designed for that purpose to carry out tests on samples that the legal requirements governing medicinal products are complied with. This includes repeated inspections at manufacturers and importers.
In another respect, Community legislation regulates the marketing authorisation of generic medicinal products, but does not regulate the substitution between the generic and the reference product. This is to be assessed by the prescriber on the basis of the summary of product characteristics of both products.

The Commission has not become aware that the above requirements would not be sufficient to assess generic products and supervise generic manufactures. However, should there be a risk that current requirements would not be sufficient from a patient safety perspective, this could be raised to the Commission with a view to amend requirements, where necessary. 
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� 	http://www.emea.europa.eu/htms/human/humanguidelines/quality.htm, in particular


 http://www.emea.europa.eu/pdfs/human/qwp/041903en.pdf


� 	For medicinal products for human use: Directive 2001/83/EC of the Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use, OJ L 311, 28.11.2001, as amended by Directive 2004/27/EC, OJ L 136, 30.4.2004; Commission Directive 2003/94/EC of 8 October 2003 laying down the principles and guidelines of good manufacturing practice in respect of medicinal products for human use and investigational medicinal products for human use, OJ L 262, 14.10.2003.


For medicinal products for veterinary use: Directive 2001/82/EC of the Parliament and of the Council of 6 November 2001 on the Community code relating to veterinary medicinal products, OJ L 311, 28.11.2001,  as amended by Directive 2004/28/EC, OJ L 136, 30.4.2004; Commission Directive 91/412/EEC of 23 July 1991 laying down the principles and guidelines of good manufacturing practice for veterinary medicinal products, OJ L 228, 17.8.1991.


� 	http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/homev4.htm






