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This document lists observations made by the FDA representative(s) during the inspection of yotu· facility. TI1ey are inspectional 
observations, and do not represent a final Agency detennination regarding yotu· compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, con-ective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) dming 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 I OBSERVED: 

OBSERVATION 1 

The responsibilities and procedmes applicable to the quality control unit are not in writing and fully 
followed. 

Specifically, 

Your firm's management of the building monitoring system alanns lacks adequate quality control review. There are no time 
frames established in your firm's procedures to ensure alarms are reviewed in a timely manner and quality control is not 
required to review alarm acknowledgements to ensure alamis are handled appropriately and do not impact drug products. 

OBSERVATION 2 
Employees engaged in the processing of a chug product lack the training required to perfo1m their 
assigned functions. 

Specifically, 

During routine visual inspections of filled dmg products, an operator is not required to take a break unless they have been 
inspecting for[D) {4 l An operator may inspectl(l5) (4 )I units for[6) (4] before taking a j(l5) (4) I break. Your finn 
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ctmently qualifies the visual inspectors if they can pass[(l5) ( 4) I visual inspection qualifications o~(l5 ( 4 ) I identifying 
at leastu o of the units with defects. This is inadequate to ensure an operator is capable of detecting chug product units with 
defects visible pa1t iculates during the entire (b) (4) visual inspection process. 

OBSERVATION 3 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the equipment 
to produce aseptic conditions. 

Specifically, 

Your firm does not routinely clean the wheels of chairs and rolling ca1ts in your ISO 7 cleanroom. The catts are moved 
throughout the cleanroom during operations as observed during aseptic processing on December 12, 2018. Your firm's SOP 
3.020 "Cleaning and Disinfection ofISO 7 and ISO 8 Areas" has no requirement for the technicians to clean the chair and 
catt wheels. 
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