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This document lists observatiollS made by the FDA representative(s) during the inspection ofyour facilitY. They are ~peotioDal 
observations, and do not represent a final Agency determination regarding yom compliance. Ifyou hlIVe an objeotion regarding an 
observation, or bJlve implemented, or plan to. imple1heut, corrective action inresponse to an observation, you may discuss the ol:tiection or 
nction with the FDA representative(s) during the inspection or submit this information to FDA at the. address Iibove. Ifyou have any . 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

QUALITY SYSTEM 

OBSERVATION 1 

There is a failure to thoroughly tevi~w any unexplained discrepancy whether -or not the batch has been thoroughly
 
distributed. .
 

Specifically, investigations are not always timely and/or complete: For: example. 

a)	 There was no adequate investigation to determine the root cause ofthe unsuccessful Cleaning Validation to 
demonstrate the removal ofIbuprofen residues from the~anulatorUnit. The cle . ed 
during this unsuccessful cleaning validation is currently utiliied (with minor changes) to cleanth 
Granulator Unit after m~cturing ~.OTe pharmaceuticals, including Ibu:profen contafnin~ products. 

b) Nonconformance Investigation NC #~intD.the·endof rofen assay Out orSpecification (OOS) 
result for Children1s Motrin Suspension Dye~Free 4 oz. batch does not contain complete documentation 
~cords reviewed to determine likely root CllllSe ofthis OOS. The investigation was initiated on 
~ and was not completed until 

c) N anee Investigation NC # into fore~aterialfound in Children's Motrin SusJ?ension 4 oz batch 
does not document the Teason for exceeding.days time' . ired 'by SOP ~ 

Pmcedure. The investigation was initiated 0 and was not completed until 

d) into the aCid~stage dissolution 008 result for St. Joseph Enteric 
.document the reason for exceeding. days time limit as required by 
II.III1IThe investigation was initiated on ~ and was not 
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OBSERVATION 2 

The responBibilities and procedures applicable to the quality control u~t are not fully f~llowed. 

Specifically, SOP as not 'followed in that APR (AJmual 
approved on [tm)] was not reviewed and . Product Review) for Flexeril Tablets - 10 mg, review period 

approved within II/days ofthe t~view period ending· date. 

OBSERVATION 3 

The establishment ofl.ahoratory contrQ!.mec1:).~~~ inclp.ding; Einy changes thereto, are not reviewed and approved by the 
quality control unit. . 

th~e is no documentation ofreview/~pprova1 by thy QA unit ofthe changes made to th~ 
Logbook to correCt the Form FDA-A83 Observation documented during the previous 6/04 FDA:Establisbment 

• " '," , I,· , 

Iuspection. 
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FDA EMPLOYEES' NAMES:. TITLES, AND SIGNATURES: 

/I~c& )Jzp~q~ 
Vlada Matusovs Investi or Anita R. :MichaeL Investi ator 
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