Multiple applications with reference to a medicinal product with approval date before 1 may 2006
Applications for marketing authorisations should be in compliance with current directives and regulations (European Commission website) implemented in Swedish legislation 1 December 2005 and 1 May 2006. This also applies for so called multiple applications or duplicates.
According to CMD(h), “Recommendations on multiple/duplicate applications in Mutual Recognition Procedures and Decentralised Procedures”, a multiple/duplicate application is defined by reference to the first application or marketing authorisation as follows:

- same dossier (copy of modules 1, 2, 3, 4 and 5)

- same legal basis according to Directive 2001/83/EC, as amended
- different tradename
- same or different applicant/marketing authorisation holder.
This means that the documentation for the first application also have to be in compliance with the revised pharmaceutical legislation before a duplicate application can be submitted.

The new elements of the legislation are for example risk management plans, consultation with target patients groups for the package leaflet and QP declaration concerning GMP compliance of manufacturing of an active substance. An update of the product information according to new templates (see EMEA website human or veterinary) should also be submitted together with the other updates.
For national applications, this could be submitted as one single Type II variation (Other, Update of documentation to current legislation) to fulfil the requirements mentioned above for the first application to be referred to from a multiple application.

A filled form, “Statement for duplicate applications”, should always be submitted together with duplicate applications for approval. 
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