
No: .............
EXPORT TO JAPAN OF GELATIN MANUFACTURED IN THE UK EXCLUSIVELY FROM BOVINE MATERIALS OBTAINED FROM ANIMALS SLAUGHTERED OUTSIDE THE EUROPEAN UNION AND OUTSIDE COUNTRIES WHERE BSE HAS BEEN REPORTED TO OIE - 4856EHC

NOTES FOR GUIDANCE OF THE OFFICIAL VETERINARIAN

This certificate may be signed by a Local Veterinary Inspector, appointed by the Department for Environment, Food and Rural Affairs, The Scottish Executive Environment and Rural Affairs Department or National Assembly for Wales, who is on the appropriate panel for export purposes. LVIs should fix the LVI stamp to the certificate in the normal manner.

1.
Premises producing gelatin or gelatin products in the UK must be approved under the Bovines and Bovine Products (Trade) Regulations 1999.  Approval can be confirmed on sight of the approval document for the establishment or by reference to the official records held at the local AHDO or the local DVM (if in another AHDO).


The requirement for establishment approval under the above Regulations does not apply to the manufacture of products incorporating gelatin.

2.
The LVI must be satisfied, on the basis of knowledge of company procedures and inspection of company records, that it is approved for the export of such products manufactured from foreign origin bovine materials in accordance with the above Regulations and that all consignments are appropriately labelled with the name and address of the establishment of production and to state that the product is suitable for use in human food, animal feed, cosmetics, medical or pharmaceutical products.

3.
All establishments wishing to export products with this certificate must be approved under the Factory Inspection Scheme (FIS) for the export of such products to Japan.  This approval is required whether or not the establishment is approved under the above Regulations.  Establishments are approved under the FIS on the basis of annual inspection by a Veterinary Officer and must have a current certificate of approval to which is annexed an agreed system of tracing and segregation.  The certifying LVI must carry out checks to confirm that this system is being followed.

4.
Paragraph IV(1) may be signed on the basis of the FIS approval of the manufacturing establishment for the export of relevant products to Japan.  For establishments approved under the above Regulations, certification is also supported by controls in place to meet the requirements of that approval.

5.
Paragraph IV(2) may be signed on the basis of the FIS approval and the system of tracing and segregation required under that approval.  

6.1
During inspection visits the LVI must be satisfied that the system of traceability and segregation is in place and functioning correctly. The inspection must include scrutiny of documentary evidence of traceability throughout the whole chain of supply from the first receiving establishment in Great Britain to the establishment under inspection. 

6.2
The establishment must be able to provide proof of contractual arrangements with suppliers which guarantees delivery of bovine raw materials derived from animals slaughtered outside the EU, and countries where BSE has been reported and that these materials will not have contacted materials from bovine animals slaughtered in the EU or countries where BSE has been reported.  

6.3
Where the establishment handles products/materials from both sources, segregation, temporal or spatial, must be confirmed.

7.
The level of supervision required has been agreed with Japan as follows:

7.1
In the case of premises handling bovine materials originating from outside the EU, and countries where BSE has been reported only, spot checks must be made during production for export to Japan and a more detailed audit of company records and materials on site on a regular, at least weekly, basis.  The spot checks must demonstrate that bovine materials from outside these countries are used in production and ensure that no bovine materials from these countries are held on site.

7.2
In the case of manufacturing establishments using both bovine materials from animals slaughtered in the EU, and countries where BSE has been reported and bovine materials from animals slaughtered outside the EU, and countries where BSE has been reported on the same premises, the level of veterinary supervision must cover the whole period of production for export.  This must include specific identification of the raw materials to be used, observation of the production process to ensure that no cross-contamination occurs, and confirmation that the final product was properly packaged and identified for export to prevent any possibility that products derived from animals slaughtered in the EU, and countries where BSE has been reported could be exported to Japan.

8.
Paragraph IV(3) may be certified on the basis that during processing, the bovine materials used in the manufacture of the collagen have been subjected to a treatment in which the centre temperature is raised to at least 70°C or the pH is lowered to 6 or below;

9.
A copy of this certificate must be sent to the local Divisional Veterinary Manager on the day of issue.
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