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(J:,mpl-t;d and )J/_l_, have determined the facility is ready to resume operations. In addition to the
above commitments, we request that you not resume distribution until after an acceptable FDA
inspection is concluded.

You should notify this office in writing within fifteen (15) working days of receipt of this letter of
the status of the specific steps you have committed to take to correct the noted violations, including
an explanation of each step being taken to prevent the recurrence of similar violations. If corrective
actions cannot be completed within the time frames committed to in your response, state the reason
for the delay and the time within which corrections will be completed.

Thomas L. Sawyer
Director, Compliance Branch
Food and Drug Administration
19900 MacArthur Blvd., Suite 300
Irvine, CA 92612

Sincerely,

/‘_whael O. Stokke
Acting District Director
st SO .o
cc Michael G. Seifert
Center Director
Serex International, Inc.
14425 Sherman Way



