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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, Pl.EASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

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

OBSERVATION 1 

Your firm has not established and implemented adequate quality control for highly sensitizing materials 

The following workshop b) <4 is used to manufacturer[(6) (4) ctive 
pharmaceutical ingredients. However, your firm does not have control to prevent, detect and control cross 
contamination in the manufacturing workshop. For example: 

a.) Your firm does not follow your process validation program. In addition, you do not have process validation for 
(b} (4} ~ctive pharmaceuti':al ingredient. In addition, this product has been shipped to the USA market. 
b.) Your tmn's manufacturing batch records doesn't identify the manufacturing workshops for[(b} (4} lln 
addition, two ofyour employees could not come to a consensus about the location for the manutacturmg 
workshop. 
c.) Your cleaning validation procedure and risk assessment is not validated and adequately sound because your 
firm could not ensure that cross contamination in manufacturing workshops 

OBSERVATION 2 

Your firm does not monitor utilities such a (b} ( 4} I 
Specifically, SOP-QA-QA 007. "Product Quality Review Management Procedure", effective date: 12/17/2022, 
states that there should be[(I::>) (4 sting performed for utilities systems which include[( l:>) (4) ~nd 
(6) (4) l However, your firm does not hav (15) (4) eports from 2019-2021 forK6) (4) I 
whtcp 1s used in the manufacturing for active pharmaceutical ingredients. 
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Your firm lacks a scientifically sound cleaning validation program for the active pharmaceutical ingredient 
Specifically, 

You completed the cleaning validation risk assessment for worksho Kb) <4 ~-n 2022. However, you did not evaluate 
the most difficult to clean and highest risk product manufactured in the workshop. In addition this workshop uses 
shared non-dedicated equipment to manufacture[(ol 4 ctive 
pharmaceutical ingredients. 
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