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4. 2003/9026/IS

5.
DRAFT Regulation on exemptions from the concept of medicinal products.

6.         Substances which are not considered natural medicinal products but rather natural    products (ordinary products). Vitamins and/or minerals or substances mentioned in Annex I to the draft regulation.

7.
No

8.
The draft regulation is a revision on which products containing vitamins and/or minerals are considered being a medicinal product or food supplement by setting a limit based on advised daily dose. Products containing vitamins and/or mineral or mentioned substances exceeding mentioned limits will be deemed medicinal products.

9.
See answer to Q.8 and Q.14

10.
Article 1 of Act No. 89/2003 amending Article 3 of the Medicinal Products Act No. 
93/1994 and the Physician´s Act No. 53/1988.

11.
No

12.
-

13.
No

14.
Requests for assessment may be sent to The Icelandic Medicinal Control Agency if the 
importer is in doubt whether the product is a medicinal product or food supplement.  In 
these instances IMCA charges assessment fee in accordance with the fifth paragraph of 
Article 3 of the Medicinal Products Act No. 93/1994 as subsequently amended with 
Article 1 of Act No. 89/2003. 

