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4.
2006/9012/N
5.
Draft of new regulation of xx.xx.2006 concerning external healthcare products

6.
A: External healthcare products: Substances or mixtures of substances meant to come into contact with the surface of the body of humans or animals, teeth or mucous membranes in the mouth or nostrils solely or mainly to prevent, relieve or treat health problems not due to disease.  

B: Health personnel’s duty to report any side effects when using such products.
7.


8.
This draft regulation encompasses all situations associated with developing, producing, importing, processing, distributing, exporting and selling external healthcare products and health personnel’s duty to report any side effects when using such products.

9.
The draft regulation is intended to supplement the new Norwegian Act of 21 December 2005 No. 126 concerning cosmetics and body care products etc. Before the Act of 21 December 2005 No. 126 came into force, the products in question were regulated by Norwegian pharmaceutical law. Under that set of rules, trade in such products was strictly regulated in Norway. By contrast, pursuant to the Act of 21 December 2005 No. 126, these products are no longer regulated by the strict provisions of Norwegian pharmaceutical law, but by the more lenient provisions of the new law on cosmetics and body care products. However, there is still a need to regulate external healthcare products more closely than ordinary cosmetic products. Consequently, the object of this draft regulation is to ensure a set of rules which on the one hand is more stringent than those applying to ordinary cosmetics products, and on the other hand is less stringent than those applying to pharmaceuticals.  

10.
1: 2004/9033/N (Directive 98/34/EC notification of the Norwegian Act of 21 December 2005 No. 126 concerning cosmetics and bodycare products etc.)

2: Council of Europe: Cosmetic Products – Boarderline Situations (2000)

3: WHO: The International Statistical Classification of Diseases and Related Problems (ICD) 

4: OIE: The International Statistical Classification of Diseases and Related Problems (ICD)
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