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This document lists observations made by the FDA representative(s) duririg the inspedioo ofyour facility. They are inspectlonal 
obserwtions, and do not represent a ftnal Agency detenninll1ion regarding your oompliana:. Ifyou have: an obj~on regatding Wl 

observation, orhave implemented, or plan to implement., corrective action in response to an observation, you may discuss lhe objection or 
action with the FDA represeutative(s) during the inspection or submit this information to FDA at the addreis above. Ifyou have any 
questions, please ~FDA at the phone number and lddress above. 

The ob.servartons noted in this Form FDA-483 not an exhaustive listing ofobjeclionable conditions. Under the law, yqur 
firm i4 responsible for conducting internal selprmdit.s to identify and correct~ andall violaJioru ofthe q~tality syst~m 
requirements. 
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DURING AN INSPECTION OF YOUR FIRM I OBS~RVED; 

OBSERVATION #1 

Disinfecting agents and wipes used in the ISO Saseptic processing area are not sterile. 

Specifically, 

A) Your finn utilizes non-sterile disinfectants in the ISO S laminar flow hood (i.e. [(5 ) (4 D. 
B) Your finn uses non-sterile wipes to apply disinfectants in the ISO S laminar flow hood. 

OBSERVATION #2 

Media fills were not performed that closely simulate aseptic production operations incorporating, as 
appropriate, worst-case activities and conditions that provide a challenge to aseptic operations. 

Specifically, your procedure entitled, "Validation ofPersonnel- Sterile Compounding'' (undated) 
documents, in part, that a total ofi(tl) (4 ) I vials ~( t) ) ( 4 ) I) will 
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be used to conduct media fills. Review ofmedia fills conducted between 4/13/16 and 1/4/17 revealed 
that the media fills were not representative ofactual production processes in that your finn failed to 
simulate actual production processes. · 

For example, your fum routinely produces sterile, injectable drug product, Papaverine HCI l5mglml, 
Phentolamine Mesylate 0.25mg!ml, Prostaghmdin E 1 0.006/ml, with a batch size ofapproximateJ)Rbl <41 
vials. 

In addition, your media fill dated I2113/16 failed sterility testing. A subsequent re-test on 1/14/17 passed 
sterility testing. There was no investigation into the initial sterility failure. 
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