






 No: .............
EXPORT OF TABLETS AND/OR CAPSULES WHICH MAY CONTAIN LACTOSE AND/OR BOVINE GELATIN FOR HUMAN CONSUMPTION TO THE UNITED STATES OF AMERICA – 6864EHC

NOTES FOR THE GUIDANCE OF THE VETERINARY OFFICER 

This certificate may be signed by a Veterinary Officer (VO), of the  Department for Environment, Food and Rural Affairs, The Scottish Executive Environment and Rural Affairs Department, or the National Assembly for Wales. The Veterinary Officer should fix his/her official stamp to the certificate in the normal manner.

1.   Scope
Certificate 6864EHC may be used for the export of tablets   

and/or capsules which may contain lactose and/or bovine gelatin 
for human consumption to the United States of America, and may    

be certified by the Veterinary Officer on the basis of a  

declaration from an authorised signatory of the manufacturer, 
and, if required, by reference to a valid United States 
Department of Agriculture (USDA) import permit.  

2.   Exporter Declaration
The exporter must supply a declaration including exactly the 
same wording as the matters to be certified. This must be signed by someone who has knowledge of and responsibility for the relevant parts of the production process. The managing director (or equivalent) of the company should provide a letter giving the name(s) and job title(s) of those authorised to give the declaration and the basis on which the declaration is made. The declaration should include a clause indicating that the signatory is aware that making a false declaration is an offence. Where possible, supporting evidence (for example, health certificates for raw materials showing their country of origin) should be called for and put on file.  

The RCVS Guide to Professional Conduct 2000 states that [Veterinary Surgeons] “must not recklessly confirm what other people have stated”.

3.
Materials of animal origin
Paragraph IV a) refers. This condition requires for the lactose and/or gelatin to be declared as the only material(s) of animal origin. There are no additional statements required for shipments containing only gelatin. However, a USDA Permit is required to import gelatin to the USA.
4.   Lactose sourced from a country that is considered by the USA to be free of FMD and rinderpest

Paragraph IV b) refers. The conditions at IV b) are required for  lactose that is sourced from a country that is considered by the USA to be free of FMD and rinderpest (see CFR list at 6. below). No USDA permit is required to import in this instance. 

5.   Lactose sourced from a country that is not considered by the USA to be free of FMD and rinderpest.

Paragraph IV c) refers. This optional condition is required when the lactose is sourced from a country that is not considered by the USA to be free of FMD and rinderpest. A USDA Permit is required to import lactose sourced from countries that are not considered by USDA to be free of FMD and rinderpest. 
  NOTE:  The name of the countries where the material was sourced is not required on the certification in this instance. Paragraph IV b) and c) would not be used at the same time. Paragraph IV a) and b) or a) and c) are the possible combinations  - depending on the source of the lactose. 

6.   List of FMD and rinderpest free countries/areas according to the American Code of Federal Regulations 9 CFR 94.1(a)(2)
Countries/Areas listed in the American Code of Federal 
Regulations 9 CFR 94.1(a)(2) as free from foot-and-mouth disease and rinderpest include: Austria, Australia, Bahamas Islands, Barbados, Belgium, Bermuda, Belize (British Honduras), Canada, Channel Islands, Chile, Costa Rica, Czech Republic, Denmark, Dominican Republic, El Salvador, Estonia, Fiji, Finland, France, Germany, Great Britain (England, Scotland, Wales, the Isle of Man), Greece, Greenland, Guatemala, Haiti, Honduras, Hungary, Iceland, Republic of Ireland, Italy, Jamaica, Japan, Luxembourg, Mexico, Namibia (Region South of the Veterinary Cordon Fence), the Netherlands, New Caledonia, New Zealand, Nicaragua, Norway, Northern Ireland, Panama, Panama Canal Zone, Papua New Guinea, Poland, Portugal, Spain, Sweden, Switzerland, Territory of St.Pierre and Miquelon,  Trinidad and Tobago, Trust Territories of the Pacific Islands. 

Please note that the above list may be subject to change from time to time. This link to the USDA website gives the current list of countries the USA considers as free foot-and-mouth disease and rinderpest:  
www.aphis.usda.gov/NCIE/country.html
7.   A certified copy of this certificate must be sent to the local 

     Divisional Veterinary Manager on the day of issue.
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