DEPARTMENT OF AGRICULTURE AND FOOD

INFORMATION NOTE

SPECIFIC REQUIREMENTS FOR ANIMAL BY-PRODUCTS FOR THE MANUFACURE OF PHARMACEUTICALS AND OTHER TECHNICAL PRODUCTS IMPORTED FROM THIRD COUNTRIES AND EU MEMBER STATES

The following conditions as set out under Council Regulation (EC) No 1774/2002 as amended by Council Regulation (EC) 668/2004 apply to the importation of animal by products intended for the manufacture of pharmaceuticals and other technical products from countries outside the European Community and EU Member States.

A reference to an Article, Chapter or Annex is a reference to an Article, Chapter or Annex of Council Regulation (EC) No 1774/2002 unless otherwise stated.
Definition (1774/2002)

“Animal By-Products” means entire bodies or parts of animals or products of animal origin referred to in Article 4,5, & 6 not intended for human consumption, including ova, embryos and semen.

“Technical Products”* means products derived directly from certain animal by-products, intended for purposes other than human or animal consumption, including tanned and treated hides and skins, game trophies, processed wool, hair, bristles, feathers and parts of feathers, serum of equidae, blood products, pharmaceuticals, medical devices cosmetics, bone products for china, gelatin and glue, organic fertilizers, soil improvers, rendered fats, fat derivatives, processed manure and milk and milk based products. 

“Technical Plants” means a plants in which animal by-products are used to produce technical products and which have been approved as a technical plant in accordance with the requirements of Article 18. 

Requirements for Animal By-Products for the manufacture of parmaceuticals and other technical products.

Animal By-Products intended for the manufacture of pharmaceutical and other technical products may only be prepared with Category 3 material listed in Article 6(1) (a) to (j).  

* Excluding raw blood, raw milk, hides and skins, pig bristles and feathers – there are specific conditions and certificates for these products.
Have been deep frozen at the plant of origin or have been preserved in accordance with EU legislation in such a way that they will not spoil between dispatch and delivery to the plant of destination 

Have undergone all precautions to avoid contamination with pathogenic agents.
Importation of Animal By-Products for the manufacture of pharmaceuticals and other technical products.

· Importers of animal products are required to register with the Department of Agriculture and Food. Application forms may be sourced from the Department Website at http://www.agriculture.gov.ie/index.jsp?file=animal_products/importation/forms.xml or by contacting Animal Product Import Section at:

Animal Product Import Section, Food Safety Liaison Division, Department of Agriculture and Food, Agriculture House 7 West, Kildare Street, Dublin 2

 (Phone 01-6072896 & Fax 01- 6072513)  

· Importers of Animal By-Products from Third Countries must have a licence to import each consignment of Animal By-Product intended for the manufacture of pharmaceutical and other technical products in accordance with Importation of Carcases and Animal Products (Prohibition) Order 1966, Poultry, Poultry Carcases, Poultry Eggs and Poultry Products (Restrictions on Importation) Order 1971. Licence application forms may be obtained from the Department of Agriculture & Food in advance of importation at Animal Product Import Section – contact details as above.
Imports from Third Countries must be through an EU Approved Border Inspection Post (BIP) and at least 24 hours notice of intent to import must be given to the approved BIP at which it is intended to import animal by-products for the manufacture of pharmaceutical and other technical products into the EU by means of part 1 of a completed and signed Common Veterinary Entry Document (CVED) (Annex III Commission Regulation (EC) No 136/2004) Photocopied versions will not be accepted. Forms are available on request from Animal Product Import Section (contact detail as above) and from;
· EU Approved Border Inspection Posts as follows:
Dublin Port, Portal Veterinary Office, Eirfreeze, Bond Road, Dublin 3, Phone No 01- 8556250, Fax 01-8363457
Shannon Airport Portal Veterinary Office, Shannon Airport, Co. Clare, Phone No 061-471546 Fax 061- 471549

A veterinary inspection fee will be levied at the BIP.
Documentation
Imports from other Member States

The Animal By-Product being imported from EU Member States must be accompanied by an original Commercial Document that conforms to the models set out in Chapter X, Annex II as amended by Commission Regulation (EC) No 93/2005.
Imports from Third Countries 

· Be accompanied in the case of animal by-products for the manufacture of technical products (including pharmaceutical products) by, a health certificate that conforms to the model set out in Chapter 8(B) of Annex X of 1774/2002 as amended by 668/2204 (see page 58).

· Blood and blood Products for the manufacture of technical products (including pharmaceutical products) must, be accompanied by, an original health certificate that conforms to the model set out in Chapter 4(C) of Annex X of 1774/2002 as amended by 668/2204 (see page 37). For more detailed information on the requirement for the import of blood and blood products please click here.  
 
· 
Approved Country 
Animal By-Products being imported into the Community for pharmaceutical or technical purposes may only come from:

· Third Countries listed in Part VI (B) & (C) of Annex XI. 

Part VI (A) – Blood products from Ungulates may only come from third countries or parts of third countries listed in Part I of Annex II to Council Decision 79/542/EEC from which imports of fresh meat of the respective species is authorised.

Blood products of other species – from countries listed in Part I of Annex II to council Decision 79/542/EEC and Japan*.
Part VI (B) – Animal By-Products for pharmaceutical use from third countries listed in part I of Annex II to Council Decision 79/542/EEC and in the Annex to Commission Decision 94/85/EEC or in Annex I to Commission Decision 2000/585/EC and additional countries* Japan, Philippines and Taiwan.
Part VI (C) – Animal By-Products for technical purposes other than pharmaceutical uses from third countries listed in Part I of Annex II to Council Decision 79/542/EEC from which imports of that category of fresh meat of the respective species is authorised and in the Annex to Commission Decision 94/85/EEC or in Annex I to Commission Decision 2000/585/EC

* Correct as of 01/04/06 but subject to change – please check at time of proposed importation.
Attention must be paid to the particular animal species 
· 
· 
· 
· 
· 
· 

· 

the third countries listed in 79/542/EEC have been approved for export as well as any Safeguard Decisions in place banning or controlling the import of animal products due to animal disease outbreaks.
Approved Plant

Animal By-Products for the manufacture of technical products, including pharmaceuticals, in vitro diagnosis and laboratory reagents must come from processing plants that are subject to supervision by an official inspection service in the third country. (Article 29(5))


The animal by-product must have:

· Been prepared in a Category 3 processing plant approved, validated and supervised by the competent authority in accordance with article 18 and

· Been stored in a storage plant approved, validated and supervised by the competent authority in accordance with article 11 
Transportation

The vehicle/container, carton or other packaging must be identified by a label indicating:

· The category of material from which the product was derived

· The words “NOT FOR HUMAN CONSUMPTION” and if accompanied by an 8(b) health certificate -  “RAW MATERIAL ONLY FOR THE MANUFACTURE OF TECHNICAL PRODUCTS INCLUDING PHARMACEUTICAL PRODUCTS”.  

The consignment must be transported in a sealed container directly from the point of entry to the plant of destination.
Note: The above information relates to the rules applicable in order to comply with Council Regulation (EC) No 1774/2002. A transitional period currently applies in which imports of blood products will be accepted if accompanied by a health certificate that complies with Council Directive 92/118/EEC. (Above requirements regarding licences, advance notification via a CVED and importation via an approved BIP all apply)








Food Safety Liaison Division
June 2006
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. http://europa.eu.int/comm/index_en.htm
Alternatively you can keep up to date with amendments to legislation by checking the Commission Website. http://europa.eu.int/comm/index_en.htm
