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This document lists observations made by the FDA rcprcscntative(s) during the inspection ofyour facility. 'Ibey ore inspectional 
observations, and do not rcprc.scnt a final Agency delcrmination regarding your compliance. Ifyou 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 rcprcscntative(s) during the inspection or submil this information to FDA at the address above. Ifyou have any 
ques1ions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

You produced beta-lactam drugs without providing adequate cleaning ofwork surfaces to prevent cross-

contamination. 

Specifically, you aseptically processed beta-lactam antibiotics in the ISO 5f (o) (4). in the past three months. 
Your cleaning procedure does not identify the use of appropriate cleaning agents to reduce the risk of cross-
contamination for these products. 

OBSERVATION 2 
Materials or supplies were not disinfected prior to entering the aseptic processing areas. 

Specifically, on August 27, 2018, we observed the operator wipe supplies in the ISO 8 area with (o) (4} 
and continue to transfer them into the ISO 5 aseptic processing area with no additional wipe do n or tne supp11es. 
These supplies were used in the aseptic processing ofdaptomycin 425 mg in I 00 mL of0.9% NaCl, prescription 
I ~fl6l 
OBSERVATION 3 
Media fi lls were not performed that closely simulate aseptic production operations incorporating. as appropriate, 
worst-case activities and conditions that provide a challenge to aseptic operations. 

Specifically, your firm's practice of media fills does not include using a microbiological growth medium in place 
of the product. Your firm inject5 (b) (4Y· 
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