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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 detennination regarding your compliance. If you have :m 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 WE OBSERVED: 

OBSERVATION 1 
Non-microbial contamination was observed in your production area. 

Specifically, on July 9, 2019, after producing Rx r (t>) (6) 1, 5% Flurbiprofen/ 2% Cyclobenzaprine/ 5% Lidocaine 
cream, and subsequent cleaning, the following were observed: 

A) Apparent dried powder residue in the front grate of the biological safety cabinet (hood). There were 
approximately six grate holes observed with yellow residue near the scale inside the hood, approxin1ately 
three grate holes observed with white residue, and approximately another four grate holes observed with 
yellow residue. 

B) Apparent white powder residue remained on the hood's processing surface. We observed Flurbiprofen 
powder spillage during weighing operations for Rxno[{o� . 

C) Smeared residue remained immediate ly in front of the grate. 

D) Yellow s taining remained on scale n t>) (.i:ln located inside the hood. The scale is used to weigh raw 
materials for production. 
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