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Clarence, NY 1 4031 - 1 718 
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Outsourcing Facility 

This document lists observations made by the FDA representative(s) during the inspection of yotu· facility. They 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 
Written production and process control procedmes are not fo llowed in the execution of production and 
process control functions. 

Specifically, 

A. The film 's SOP No. APS-SOP-0344 "503B Bulle Fo1mulation-l('2)_(~) '.and Sealing Process" states 
to wipe down all work surfaces and equipment with a clean room wiped that has thoroughly wetted 
witblb) 4< 1. However, on 08/20/2019 during the manufacturing of Norepinephrine lmg/ml, Lot# 
S1900185, an operator was obse1ved not wiping down all work smfaces and equipment with a clean 
room wipe that has been thoroughly wetted with lb) 4< 1 

B. The film's SOP No. APS-SOP-0308 "503B Syringe Compounding Aseptic Plj°cess" states to wipe 
the top seems around the raw syringe container with am (~) cloth. Wipe top of the 
container!(or (4) I Wipe bottom of the container(b } (4) r making sure to get into 
crevices. Wipe all four sides of container[(t5) (4) I Rotation of the container may be done for 
better angles to wipe. However, on 08/23/2019 dming the manufacturing ofNeostigmine 
Methylsulfate 5mg/5ml syringe, Lot# F1900899, an operator was obse1ved wiping the bottom of the 
container (6) (4) with the ((t5) (4) I cloth dming drng production in the ISO 5 classified 
area. 
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