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TIW document lists observations made by the FDA n:presentativc(s) dW'in& the inspection ofyour facility. They are inspectiooal 
observations, and do not represent a fi.DU Agency determination regarding your complian~. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective acrion In rcsporue to an observation, you may discuss the objection or 
action with the FDA rcpresenuuivc(s) dwg the inspection or submit this Information to FDA at the address above. Ifyou have any 
questions, pl ease contact FDA at the phone number and addJess above. 

OURJNO AN INSPEC110N OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

An adequate number ofbatches of each drug product are not tested to detennine an appropriate expiration date. 

Specifically, there is lack of potency and sterility assurance for non-preserved sterile preparations in that beyond use dates, up 
to 1&0 days, are assigned without supporting testing. Examples of products include: 

Strength Units 

O.SmL 180 days 
o.s mL l80 days 

nCIOil!Ctn Sodium/Lidocein e HCI Bladder 

o.s mL 180 days 

20mL 180 days 
T,.;,,,,;n l'l Solution- Prefilled Syringes 
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OBSERVATION 2 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, non-viable particulate mo!litoring is limited~ during the certification of the IS0-5­
There is no periodic monitoring of non-viable particulates during'the aseptic Jill process of batches that may include up to 
. , units. 

ln addition, daily viable monitoring including surface monitoring. settling plates, and personnel m~nitoring is not pefonned. 

OBSERVATION 3 

Procedures ~esigncd to prevent microbiological contamination ofdrug products p~rting to be sterile are not established, 
written, and followed. 

AQditionally; 

a.) No recovety studies were performed to determine ifa lcnown quantity of endotoxin could be ~coveted from the vials. 

d.) 	 No signed protocol or report was generated for this study. There is no estabUshed acceptance criteria, no discussion of 
the results, or documentation of any deviations that may h,ave occurred during the study. Only the laboratory testing 
results were provided showing pas sing results for each ofthe ~ample viab. 

• DATES OF INSPECTION: 

08127/2015(Thu), 0812812015(Fri), 0813 1120 15(Mon), 09/02120lS(Wed), 09/031201 S(Thu), 09128120IS(Mon), 09/301201S(Wcd) 
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