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5680 Frisco Square Blvd. Suite 1100 
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Frisco, TX 75034 

TYPE OF ESTABLISHMENT INSPECTED 

Producer lO Sterile and Non-Sterile Drug Products 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS, ANO 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN 08.IECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WTH 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 ANO ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I)~ OBSERVED: 

OBSERVATION I 

Personnel engaged in aseptic processing failed to follow proper aseptic techniques. 


Specifically, 


On 07/02/2018, your firm's pharmacy technician failed to execute proper aseptic technique while producing your 

firm's sterile drug product, Vitamin C P/F SOOmg/mL, 30mL volume, Lot #06282018@37, Beyond Use Date: 

11/30/2018. I witnessed your pharmacy technician rest her elbows on the front of laminar afrflow hood # I, ISO 5 

environment, while producing said sterile drug product. 


OBSERVATION 2 

Personnel engaged in aseptic processing were observed with exposed skin. 


Specifically, 


On 07/02/2018, your firm's pharmacy technician presented exposed skin while producing your firm's sterile drug 

product, Vitamin C P/F SOOmg/mL, 30mL volume, Lot #06282018@37, Beyond Use Date: 11 /30/2018. Your 

pharmacy technician's skin surrounding her personal eyeglasses was exposed and her sterile gowning did not 

overlap while producing sterile drug products in your laminar airflow hood #1, ISO 5 environment. 
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