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1.

2.
Iceland (IS)
3A.
Ministry for Foreign Affairs

Raudararstig 25 


IS-150 Reykjavik


Tel: +354 560 9900


Fax: +354 560 4862

3B.
Ministry of Health

Vegmúla 3


IS-150 Reykjavík


Tel: +354 5458700


Fax: +354 5519165
4.
2008/9009/IS
5.
Regulation on the (4th) amendment to regulation No. 462/2000 concerning marketing 
authorisations for proprietary medicinal products, their labelling and package leaflets.
6.
Medicinal products.
7.
No.
8. The Regulation  authorises the following: 1) If urgently necessary, in terms of public health, the Icelandic Medicines Control Agency (IMCA) can grant a marketing authorisation for a medicinal product on the conditions that provisions regarding labelling and package leaflets, general classification for supply, advertisement and pharmacovigilance are met. 2) IMCA can in special cases authorise package labelling in English or in a Scandinavian language, i.e. in Danish, Norwegian and Swedish. 3) In order to ensure access to necessary medication and information thereon, the IMCA can authorise that information on the package leaflets be in English or a Scandinavian language, other than Finnish og Greenlandic, provided that relevant information is accessible on the Icelandic Medicines Control Agency website and printouts available at the pharmacy and delivered to the patients when medicine is dispensed.
9.
The Icelandic pharmaceutical market is very small compared to the market in other EEA countries. The aim of the regulation is therefore to increase access of medicinal products on the Icelandic market and provide access to necessary medicines that are sold in small quantities.
10.
-
11.
NO
12.
-
13.
NO
14.
NO
15. 
-
16. 
TBT Aspects 
a) No 
b) iii) The draft does not have a significant effect on international trade. 
SPS Aspects 
a) No 
b) iii) The draft does not have a significant effect on international trade.



























