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V. Testing
A. Purity
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Ten final container samples of biological product from each serial and subserial are tested for purity in
‘accordance with 9CFR 113.27 (b). The test to confirm the final product is free of extraneous bacteria is
;conducted by inoculating 0.2 mL of final product into each of the 10 bottles containing 150 mL of Fluid

A £ ‘Thioglycollate Medium and incubating at 30 - 35°C for a minimum of 14 days. The test to confirm the
| final product is free of extraneous fungi is conducted by inoculating 0.2 mL of final product into each of

. in accordance with 9CFR 113.25
B. Safety

(d).

it
‘I‘\‘A‘)’t

the 10 bottles containing 150 mL of Soybean Casein Digest Medium and incubating at 20 - 25°C for a
minimum of 14 days. The ratio of inoculum to medium was accepted by the CVB on (to be determined)

Final container samples from each serial E,r first subserial of completed prodchare tested for safety in_
sm@]m accordance with 9CFR 113.44, except that five pigs, representing at least two different litters,

are used instead of two, ensuring that the entire volume is ingested.
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V. (Continued)

D. Moisture, if Desiccated
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See section IV.H. Not applicable for frozen product serials.
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