DEPARTMENT OF AGRICULTURE AND FOOD

INFORMATION NOTE

SPECIFIC REQUIREMENTS FOR IMPORTATION OF INTERMEDIATE PRODUCTS USED FOR

IN VITRO DIAGNOSTICS

The following conditions as set out under Council Regulation (EC) No 1774/2002 as amended by Commission Regulation (EC) 2007/2006 apply to the importation of intermediate products. With effect from 1/4/2007, the requirement for a national import licence has been withdrawn.

A reference to an Article, Chapter or Annex is a reference to an Article, Chapter or Annex of Commission Regulation (EC) No 2007/2006 unless otherwise stated.
Definition  (from Regulation EC No. 2007/2006)

An “Intermediate Product” means a product derived from Category 3 material intended for the manufacture of medical devices, in vitro diagnostics or laboratory reagents, and whose design, transformation and manufacturing stages have been sufficiently completed in order to be regarded as processed products and to qualify the material for that purpose, except for the fact that it requires some further handling or transformation such as mixing, coating, assembling, packaging or labelling to make it suitable for placing on the market or putting into service in accordance with the Community legislation applicable to the final products concerned.

Importation of Intermediate Products

Documentation:

· No official health cert is required.

· Exporting premises must be approved by the Competent Authority of the OIE member exporting country in accordance with Annex I and notified to this Department.   

Imports of intermediate products must be accompanied by both:

· A commercial document as referred to in Article 3(d) and

· A declaration of the importer as referred to in Annex II.

Notified Approved Plants

· Japan:
· USA:
· New Zealand:
Food Safety Liaison Division
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DISCLAIMER 

While every attempt is made to keep this information note current, import conditions may change and importers are responsible for checking the current status of the requirements. Safeguard measures, which prohibit imports from countries affected by animal diseases or other public or animal health hazards can prohibit or restrict import at very short notice. 

Alternatively you can keep up to date with amendments to legislation by checking the Commission Website. http://europa.eu.int/comm/index_en.htm
