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Producer of Sterile Drug Products 

THIS DOCl,JMENT 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 DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE 'fO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESEflrTATIVE(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 (I) (WE) OBSERVED: 

OBSERVATION 1 


Disinfecting agents and cleaning wipes used in the aseptic processing areas are not sterile. 


Specifically, 


Prior to processing Lioresal 2000MCG/ML (2X20ML) SYRINGE fodbl <Gl. (bl <7><Cfon 6/27/17, thdDJ (4)1 box 

containing the Lioresal amgules was sanitized using non-sterild{of(4) Iand a non-sterile wipe in the[(b) (4) I 
tmnsfered on a cart into the{D) (4) \ nd placed into the ISO 5 hood without any additional sanitization. 
Additionally, these same non-sterile wipes are used in the ISO 5 hood ((6) "(4j I 
15)(4) I 

This is a repeat observation of that written on the FDA 483 dated 2/23/2015. 


OBSERVATION 2 


Personnel engaged in aseptic processing did not use adequate aseptic techniques to ensure drug products remain 

sterile. 


Specifically, 


The foJlowinrr :was observed prior to and during the processing ofLioresal 2000MCG/ML (2X20ML) SYRINGE 

for~b> (S), (b) <

7xcjon 6/27/17: 

- The technician was wearing non-sterile gloves during sanitization ofthe ISO 5 hood prior to processing. 

- The technician left the ISO 5 hood to retrieve additional materials needed during processing from a cart in the 
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(b) ( 4) md returned to work in the ISO 5 hood without sanitizing their gloves. 
-The technician was observed donning sterile gloves in the ISO 5 hood over a pair ofnon-sterile gloves. however, 
the sterile gloves were not dom1ed aseptically;... ...---,,,.,....., 
-While sanitizing the ISO 5 hood witb sterile(D) (4) Jbefore and after processing, the technician's non-sterile 
gown sleeve was observed to be in direct contact with the ISO 5 hood surface. 
- The technician's movements in the ISO 5 hood ot_Jhe(b) ( 4) were not observed to be slow and deliberate, 
for example, after sanitizing their hands with {b) { 4) prior to performing activities, the technician waved 
their hands around in the ISO 5 hood. -

This is a repeat observation of that written on the FDA 483 dated 2/23/2015. 

OBSERVATION 3 

Equipment, materials, and/or supplies are not disinfected prior to entering the aseptic processing areas. 

Specifically, 

Inadequate aseptic practices were observed while transferring materials for the processing ofLioresal 2000MCG/ 
ML (2X20ML) SYRINGE for(b)(G). (1))(7)(cJ on 6/27/17: 

- Components were wiped down with non-sterile(I:>) (4) in th~(b) (4) Iby the technician wearing non-sterile 
gloves. The components were brought into thc(b) (4) and then placed into the ISO 5 hood without 
disinfocting the components prior to entering the ISO 5 hood. 

- The paper box containing the Lioresal ampule resting on a piece offoam was wiped with non-sterHe1(6) -(~) in 
the(b) (II) The box was opened in the ISO 5 hood and the aJUpule was removed ex.posing items that were not 
sanitized, including the piece of foam and the ampule, to the ISO 5 environment. 

This is a repeat observation of that written on the FDA 483 dated 2/23/2015. 
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Pressure differentials are not monitored at Jeast daily in areas where aseptic processing occurs. 

Specifically, 

Pressure differentials between the(b ) (4) and anteroom and the anteroom and unclassified space are not 
monitored at least daily. The pressure differentials were monitored during the initial qualification of the rooms in 
3/2017 and have not been monitored since. Several products have been pro~e~ed since this initial room 
qualification, including Lioresal 2000MCG/ML (2X20ML) SYRINGE for >< >. (b) (l )(C!o n 6/27/17. 

This is a repeat observation ofthat written on the FDA 483 dated 2/23/2015. 
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