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4. 2005/9052/IS
5. Regulation on parallel imported medicinal products.

6. Medicinal products.
7. No.
8.
The regulation covers all aspects of parallel import of medicinal products from application to licence to put the medicinal product on the market. First there are some definitions for clarifications, then information to the applicant where to send application for a licence to market a parallel imported medicinal product, application fee, what documentation is needed and the timeframe for the authorities to deliberate upon the application. In the regulations information as to the labelling, SPC etc. is supplied. Pricing and reimbursement of the medicinal product is touched upon as well as the publication of its licensing in the national register of proprietary medicinal products and the products price list. Cancellation of licences are mentioned wether being requested by the licence holder or the authorities. 

9.
Due to increasing import of parallel imported medicinal products Icelandic 
authorities find it necessary to lay down explicit rules regarding e.g. the 
procedures of 
application, the prerequisites for parallel import licence and 
marketing of such products..The regulation is also a revision of an older 
one; Regulation No 582/1996 on registration and issue of marketing 
authorisations for parallel medicinal products.
10.
None.
11. 
No.
12. 
-
13. 
No.

14. 
According to Article 5 a licence holder shall pay an application fee and an annual fee on each dosage form and each strength of a parallel imported medicinal products according to Article 13 both according to the price list of the Icelandic Medicines Control Agency.
