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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL
OBSERVATIONS, AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN
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DURING AN INSPECTION OF YOUR FIRM (1) ( OBSERVED

OBSERVATION 1

The investigation into the out of specification test result and the corresponding manufacturing inve
inadequate in that the investigation did not extend into the review of the[ (B) (4) sanitization of th
Specifically.

Laboratory investigation #0202-001 and deviation DEV-0003 1 were initiated on
endotoxin result for the
investigation root cause was assigned to
manufacturing investigation failed to evaluate the
periodic re-qualification of the [(B)(4) sanitization of the

investigation.

ofd 3 .

ue to interference with in the test sample. The
sanitization cycle of the[[7(D)(4) 7. Additionally. the

was not reviewed as part of the
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