December 5, 2000

Ref: 2001-DAL-WL-06
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CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Dallas District
3310 Live Oak Street

Dalias, Texas 75204-6191

During inspections of your veterinary drug manufacturing facility located at Pasadena,
TX, conducted on August 4-8 and October 18, 2000, our investigator found anmfmn.m‘
deviations from the Current Good Manufacturing Practice ((‘(“MP s) for Finished
Pharmaceuticals (Title 21, Code of Federal Regulations, Part 210 and 211). Such
deviations cause your veterinary drug products to be adulterated within the meaning of
Section 501(a)(2)(B), of the Federal Food, Drug, and Cosmetic Act (the Act)
At the conclusion of the August 4-8, 2000, inspection, an FDA-483 (List of Inspectional
Observations) was issued to and discussed wrfh Joseph E. Blake, Director of
Regulatory Affairs. A copy of the FDA-483 is attached for your information. The
inspection noted the following CGMP deviations:
!
» failure to establish written procedures for the responsibilities of the Quality Control
Unit [Title 21 Code of Federal Regulations (21 CFR) Part 211.22];
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» failure to establish written procedures and peﬁorm stability testing of drug products
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o failure to establish written procedures for the review and maintenance of batch
records [21 CFR Part 211.188];






