United States

\*['!

Department of Agriculture

UNITED STATES VETERINARY BIOLOGICAL PRODUCT PERMIT

DISTRTBUTION AND SALE

NO. 5824

Tssued at Washipgrorn, D.C. oz

zzzires: Not Applicable

This permit is issned pursuant to the terms of the Act of Congyess approved Mazch 4,

181% (37 Stat. B32), governing the preparation,; sale, barter, exchange, shipment, and
importation of veterinzary biological preoducls. Su fezr as the jurisdigiioz of the U.S5.
Department of Agriculture is concerned,

Priomies USA, Inc.
9810 Hupp Drive
La Vista, Nebraska 68128

is authorized to import
Mycobacterium Paratuberculosis Antibody Test Kit, Code 5064.00
Mycobacterium Bovis Gamma Interferon Test Kit, For Cattle, Code 5A64.00

prepazed by AgriQuality Australia
3-5 Lilee Crescent
Tullamarine
Victoria, Australia

into the United States thromngh the port of
Los Angeles, Califormia or Chicago, Illincis
Importation skall be made subject to the following special conditions:

The producer/permittee agrees to submit to periodic reinspectiomns of the
production facility under terms to be specified inm a Cooperative Agreement
between the parties. The permittee agrees to be responsible for all costs
associated with these inspections.

See attached restrictions.

This permit may be revcked if the permittlee viglates or fails to comply with said Act,. the
requlations made thereunder, cr the conditions specified herein.
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Prionics USA, Inc.
Page 2 of 2

U. S. Veterinary Biological Product Permit No. 582A

Each shipment of biological product distributed and sold under this permit must he
accompanied by an ORIGINAL certificate endorsed by a full-time, salaried veterinarian
of the agency responsible for animal health of the GOVERNMENT OF AUSTRALIA, or
other assurances acceptable to APHIS, certifying that:

1. All ingredients of animal origin used to produce this product were not obtained from
ruminants that have been in any country cited in 9 CFR 94.18 or countries considered to
be of equivalent status by the National Center for Import/Export.

2. During the manufacturing process, the manufacturing facility does not receive, store,
or process any ingredients of ruminant origin from countries cited in 9 CFR 94.18.

3. The product complies with all other provisions of 9 CFR 113.53.

4. Distribution in each State shall be limited to authorized recipients designated by
proper State officials—under such additional conditions as these authorities may require.
This restriction is for Code 5064.00.

5. Sale and usc in the United States restricted to laboratories approved by state and
federal (USDA) animal heaith officials. This restriction is for Code 3A64.00.
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Date Director, Center for Veter:ifiary Biologics
Animal and Plant Health Inspection Service

March 11, 2008




