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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 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

OBSERVATION 1 
Deviations and Out-of-Specifications (OOS) are not clearly documented, explained, or investigated in production 
discrepancy reports. 

Specifically, 

A. An investigation for deviation PC-C005-24002 was initiated on 04-12-2024 for a test result that did not meet 
requirements for  Batch Intermediate  purity due to improper use of a 
balance during material weighing. The CAPA for replacement of all the electronic scales in the workshop with 
those having a printing function was not implemented using the established change control process. 

B. An investigation for deviation PC-C005A-24002 was initiated on 04-04-2024 for a single impurity test result 
that did not meet requirements during the of  Batch 

The deviation was opened following the closing of OOS-C005A-24001 on 04-05-2024 but did not 
reference the OOS investigation and conclusion. 
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C. An investigation for deviation PC-C007-2023-001 was initiated on 12-05-2023 for Batch 
that did not meet process requirements. The investigation report did not clearly document the 

discrepancy, explain the process used to determine the root cause of contaminated or document the 
change control for update of the the specification and test method. In addition, the investigation did not 
extend to other batches that may have been affected by the contaminated 

D. An investigation for out-of-specification OOS-C005A-24002 was initiated for a related substance impurity 
OOS for  Batch During the investigation an additional impurity related OOS was 
discovered, but the OOS was closed before the root cause and corrective actions and preventative actions (CAPA) 
for the second OOS were determined and documented. No additional OOS investigation was initiated for the 
second impurity OOS. 
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