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The vaccines business of sanoft-aventis Group

MAR 2 & 2008

Registration number: 23-R-0084
Category E Animal Usage Reported in Annual Report of Research Facility

1. Category E tests conducted in guinea pigs: Tests were conducted involving pain or
distress to the animals and for which the use of appropriate anesthetic, analgesic, or
tranquilizing drugs would have adversely affected results of the tests.

3. Purpose of the Tests: Each lot of human vaccine containing diphtheria toxoid and/or
tetanus toxoid is required by the US-FDA product license to be tested for potency by
FDA approved procedures.

4. Requirement for Test Procedures: Tests are required by 21 CFR 610.10 using
procedures detailed in NIH Minimum Requirements for Diphtheria Toxoid, Tetanus
Toxoid, and Diphtheria-Tetanus Toxoid combinations.

S. Description of Test Procedures:
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