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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency determination regarding yom· compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, co!1'ective action in response to an observation, you may discuss the objection or 
action v.rith the FDA representative{s) dm'ing the inspection or submit this information to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone nmnber and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Written procedures for sanitation are not followed. 

Specifically, no cleaning was perfo1med as per SOP NJ-SOP-SA-0003, Section 4.4, which states'
cleaning of the Aseptic Processing Areas (cleanrooms and gowning/ante-rooms) should occurllDllJJ 

is used for production activities". However, Heparin l unit/mL 3L 

compounding date I 0/25/17 was not documented in the . cleaning 

OBSERVATION 2 
The batch production and control records are deficient in that they are not an accurate reproduction of 
the appropriate master production or control record and checked for accuracy, dated, and signed. 
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noted in step 8 of the approved batch record for Heparin lunit/mL 3L Bulle, Lot 
, compounded on 11/06/17, states to ' with " 

However, there was no documentation in the batch record to justify that was 

used for theWJJQJ, notlGJIQll. This lot was approved and released by Quality on 11115/17 for 
further packaging into individually dosed syringes at your Sugar Land, TX facility. 

*DATES OF INSPECTION 
11/13/2017(Mon), 11/14/2017(Tue), 11/15/2017(Wed), 11/16/2017(Thu), 11/l7/2017(Fri), 
11/21/2017(Tue), 11/30/2017(Thu) 
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