
26.2.2011 EN Official Journal of the European Union L 54/245 

CHAPTER 20 

Model declaration 

Declaration for the import from third countries and for the transit through the European Union of intermediate products to be used for 
the manufacture of medicinal products, veterinary medicinal products, medical devices, in vitro diagnostics and laboratory reagents 
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COUNTRY 

Intermediate products to be used for the manufacture of medicinal 
products, veterinary medicinal products, medical devices, in vitro 
diagnostics and laboratory reagents 

Health information II.a. Certificate reference No 

(2) and/or [- aquatic animals, and parts of such animals, except sea mammals, which did not show any signs of diseases communicable to humans 
or animals;] 

(2) and/or [- animal by-products from aquatic animals originating from plants or establishments manufacturing products for human consumption;] 

(2) and/or [- the following material originating from animals which did not show any signs of disease communicable through that material to humans 
or animals: 

(i) shells from shellfish with soft tissue or flesh; 

(ii) the following originating from terrestrial animals: 

— hatchery by-products, 

— eggs, 

— egg by-products, including egg shells; 

(iii) day-old chicks killed for commercial reasons;] 

(2) and/or [- animal by-products from aquatic or terrestrial invertebrates other than species pathogenic to humans or animals;] 

(2) and/or [- animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred to in Article 
8(a)(iii), (iv) and (v) and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No 1069/2009;] 

(2) and/or [- products derived from or generated by: 

— aquatic animals, and parts of such animals, except sea mammals, which did not show any signs of disease communicable to 
humans or animals, 

— aquatic or terrestrial invertebrates other than species pathogenic to humans or animals, 

— animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred to in 
Article 8(a)(iii), (iv) and (v) and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No 1069/2009;] 

(2) and/or [- animals and parts of animals, other than those referred to in Article 8 or Article 10 of Regulation (EC) No 1069/2009, 

(i) that die other than by being slaughtered or killed for human consumption, including animals killed for disease control purposes; 

(ii) foetuses; 

(iii) oocytes, embryos and semen which are not destined for breeding purposes; and 

(iv) dead-in-shell poultry;] 

(2) and/or [- animal by-products other than Category 1 material or Category 3 material;] 

(4) its outer packaging is labelled 'FOR MEDICINAL PRODUCTS/VETERINARY MEDICINAL PRODUCTS/MEDICAL DEVICES/ACTIVE 
IMPLANTABLE MEDICAL DEVICES/IN VITRO DIAGNOSTIC MEDICAL DEVICES/LABORATORY REAGENTS ONLY' and it is not 
intended to be diverted at any stage within the Union for any other use; 

(5) the consignment will be transported directly to the place of destination as indicated under point 1.12 of this declaration, that is: 

— an establishment or plant for the production of medicinal products, veterinary medicinal products, medical devices, in vitro diagnostics 
or laboratory reagents, which has been registered in accordance with Article 23 of Regulation (EC) No 1069/2009, 

— an establishment or plant which has been approved in accordance with Article 24(1)(i) of Regulation (EC) No 1069/2009, from where 
they shall only be dispatched to an establishment or plant referred to in the preceding subpoint of (5). 


