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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) 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 l 

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

Specifically: 

Viable surface sampling using[(b ) (4 ) is conducted[(b ) (4 ) and may or may not be conducted on days 
when operations in the cleanroom occur. Further, we noted that sampling could potentially result in residual media 
left on the LAF surface and this would have to be cleaned off before resuming operations. The QA manager stated 
that the technician would do this, however, there are no written instructions which address this operation. 

OBSERVATION 2 

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile are not 
established. 

Specifically: 

a) Personnel monitoring is limited to fingertip sampling with Kb) (4 ) 1-

b) Drug product vials and diluent bags are transferred from the storage room to the compounding suite where they 
are [(b ) (4 ) I with a [(b) (4 ) I and wiped with sterile[(b) (4 !; no contact time established. 
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OBSERVATION 3 

Clothing of personnel engaged in the manufacturing and processing of drug products is not appropriate for the 
duties they perform. 

Specifically: 

Inspection of the compounding suite found that the gloves available to cleanroom personnel were from a 
manufacturer which reportedly had been removed four months prior from the finn's approved material list due to 
the gloves tearing and needing to be replaced frequently during operations in the ISO 5 area. The verbal response 
from management was that they had run out of the !lli[(ill gloves which had replaced the discontinued sterile 
gloves from [(b) (4 ) 1 

OBSERVATION 4 

Aseptic processing areas are deficient regarding systems for maintaining any equipment used to control the aseptic 
conditions. 

Specifically: 

The smoke study conducted by contractor and documented in a video was found to [(b) (4) J 
r I The smoke 
study was not conducted under dynamic conditions representative of the activities conducted in the LAF and with 
the maximum number of employees performing routine operations. A sign on the cleanroom door states that 
maximum number of employees is (b) (4) In addition, while the LAF observed in the smoke study video contained 
no other materials, observation of actual operations in the cleanroom found that the technician working closely 
with the technician responsible for operations in the LAFl bl (4 ) 

1r l 
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OBSERVATION 5 

Drug products are not stored under appropriate conditions of temperature so that their identity, strength, quality, 
and purity are not affected. 

Specifically: 

There is no documented monitoring of temperature in the 4Cb> < >, rooms employed for storage of drug product vials 
and drug products . On 7/6/2016, examination of[(b) (4)lthermometers employed in those rooms found the 
temperature to be 84°F in the drug product storage room and 79°F in the room used for storage of drug product 
vials. Products observed to be stored in the final drug product storage room include: 

- Piperacillin-Tazobactam 4.5 gm in I 00 mL DSW, lot 16060970 
- Vancomycin 1 gm in 250 mL DSW, lot 16060756 
-Ampicillin/ Sulbactam 3 gm in I 00 mL NSS, lot 16061183 
- Unasyn 3 gm in 100 mL NSS, lot 16061610 
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