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The following communication, dated 24 May 2001, has been received from the United States.

_______________

International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products (VICH);  Final Guidance for Industry on "Impurities:  Residual Solvents in New Veterinary Medicinal Products,  Active Substances and Excipients" (VICH GL18);  Availability


The Food and Drug Administration (FDA) is announcing the availability of a final guidance for industry (#100) entitled "Impurities: Residual Solvents in New Veterinary Medicinal Products, Active Substances and Excipients" (VICH GL18).  This guidance has been adapted for veterinary use by the International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products (VICH) from a similarly titled guidance regarding pharmaceuticals for human use, which was adopted by the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH).  The guidance is intended to recommend acceptable amounts of residual solvents in new animal drugs (referred to as pharmaceuticals or veterinary medicinal products in the final guidance) for the safety of the target animal as well as for the safety of human consumers of products derived from treated food producing animals.  It is intended to assist in developing new animal drug applications (referred to as marketing applications in the final guidance) submitted to the European Union, Japan, and the United States.


You may submit written comments at any time. Comments from member countries should be submitted through their VICH representative.  The full text of this addendum, which includes instructions for commenting through the US VICH representative and the final guidance, are available from the address below:


United States SPS Enquiry Point/Notification Authority

USDA/FAS/FSTSD

ATTN: Carolyn F. Wilson

Room 5545 South Agriculture Building

Stop 1027

1400 Independence Avenue, S.W.

Washington, D.C. 20250

Tel:  (202) 720-2239

Fax:  (202) 690-0677


E-mail:  ofsts@fas.usda.gov

__________


