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Thk document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
obsenrations, and do not represent a final Agency determination regarding your compliauce. If you have an objection regarding an 
observation, or havc inlplemented, or plan to implement, corrective action in response to an obsemation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this infom~ation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the pllonenumber and address abo\re. 

OBSERVATION 1 

Serious adverse event($ for a non-prescription drug used in the United States has not been reported to the Secretary. 

The fxm does not classify and report anosmia (loss of smell) or loss of taste as a serious adverse event and therefore does not 
report these complaints to the Food and Drug Administration (MedWatch reporting system). The following three complaints 
were not reported to the Food and Dnlg Administration (MedWatch reporting system): AE09-000723, AE09-000736 and 
AE09-000886. 
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