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Zoetis LLC
One Duggar Drive

Willow Island, WV 26134

05 May 2022

To Whom This May Concern

Subject: Letter of Certification that Zoetis is Manufacturing According to FDA
Regulations

Zoetis certifies that Lincomix® 20, a Type A Medicated Article manufactured by Zoetis Suzhou
Manufacturing Co. Ltd., Suzhou, Jiangsu, China facility in and imported by Zoetis Inc., is
manufactured in accordance with US Food and Drug Administration (FDA) current Good
Manufacturing Practices regulations as set forth in 21 CFR parts 210 (CURRENT GOOD
MANUFACTURING PRACTICE IN MANUFACTURING, PROCESSING, PACKING, OR
HOLDING OF DRUGS; GENERAL) and 226 (CURRENT GOOD MANUFACTURING
PRACTICE FOR TYPE A MEDICATED ARTICLES).

Type A Medicated Articles are regulated as drug products (pharmaceuticals) in the United
States. As such, all Zoetis manufacturing sites, and active ingredient manufacturing sites are
registered with the FDA, have FDA approved New Animal Drug Applications (NADAs) or
Veterinary Master Files (VMFs), and are routinely inspected by the FDA. The controls and
oversight employed by Zoetis Quality Operations at Zoetis manufacturing sites, active ingredient
manufacturers, and raw material suppliers assure that Zoetis products meet the requirements of
the FDA Food Safety Modernization Act (FSMA) including the Foreign Supplier Verification
Program (FSVP) requirements.

All Zoetis locations conform to the same Zoetis Quality Management System with Corporate
Standards for compliance with the Health Authority requirements for the markets in which the
products are sold. Each lot is analytically tested and verified to confirm to the registered
specifications for those markets. Lot specific Certificates of Analysis (COA) provides the details
of this testing. All lot records including the manufacturing and testing are reviewed and
approved by the Zoetis site Quality Assurance. COA’s are available upon request to customers.

Sincerely,

Qo

Robert J. Foster | Quality Operations, Director
Zoetis, LLC | One Duggar Dr, Willow Island, WV 26134
Work : 304.665.4120 | Mobile: 740.350.7754
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