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questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Spec ifica lly, approximately 16 bat ch es ofPDI Alcohol 
dupli cate tes ting was not investigated. The following 
I 1100 348, I 11 00 36 8, 1100 55 58, I 1100 50 0 and 1 1100 390 . 

OBSERVATION 2 

fu nctio ns. 

Spec ifica lly, SOP N o WI QAS-058 entitl ed Chain of Custody Procedure fo r QA Lab Samples. 
the (b)(4)
(b)(4) 

. This 
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TYPE ESTABLISHMENT INSPECTED 

Pha rma ceutica l Drug Manufacturer . 

This document lists observations made by the FDA representati ve(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 objec tion regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss theobjection or 
action with the FDA representative(s) during the inspection or submit this information 10 FDA at the address above. If you haye any 

Th ere is a failure to thorou ghl y review any unexplain ed discrepancy wh ether or not the bat ch has been already distr ibuted . 

Sw ab s we re tested in dupli cate, for fini shed product release . This 
are some examples of the lot s that were tested in dupli cate Lot# 

Wr itten production and process control procedures are not followed in the ex ecution of production and pro ces s contro l 

The section 3 .5.6 states that 

procedures were not foll owed by the laboratory an alyst s. 
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