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PE ESTABLISHMENT INSPECTED 

Human Drug Manufacturer 

This document lists observations made by the FDA representative{s) during the inspection of your facility. They are inspectional 
observations, and do ,not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may 'discuss the objection or 
action with the FDA representative{s) during the inspection or submit this information to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

Quality System 

OBSERVATION "1 

There is a failure to thoroughly review any unexplained discrepancy whether or not the batch has been thoroughly 
distributed. 

I 

Specifically, investigations are not always timely, complete, or do they include documentation of quality review, ,examples 
include: 

-
~ 

CR) as created • ~ ss broken and moddled caplets from Tylenol 
the event occurred' ~ On QA delete~cription on ·the investigation 

and entered • Quality System Rep,ort • as created LW.IIIJthere is no documentation of 
any investiga on until the closure of the investigation on • 

2. The investi_ the follow-up Field Alert submitted _for the ~correct dosing for the Children's Motrin 
Grape Chewable lot· " ails to include an evaluatio¥ ofret kaged with the implicated 
outer carton vendor lots. Notably, retains ofpackaged lots ad not been evaluated. 

3. Nonconformance repo was generated' or a weighing error incident that occurred ~ The 
investigation is silent as to when the error wasdiS. other lots previously weighed, and any consideration for additional a e 
samples. The investigation was closed by QA on' • , 

4. QUality System Reports SR in . tions are initiated and remain open without documentation as to th~ 

of the investiga,tion. For examwe.' as initiated tmmIthe extent of documentation was a memo written 
____H.J:o.-eanceLthe..QSR.-Notabl-¥'· ' Q_. -uP,!~sti,gatiQns-w€re-0pened-m~QQ3-anEl.-1'6main-0pen-. -,----------­

5. . _ ~as gen"""'~~d.n018 hour G<illab. was dmcov""d on9ilD>n . 
bottle line er packaging Mylanta Gelcap 10t_On' • QA rejected the batch, there was no further 
documentation of Quality involvement on the !'fCR although the pac ging Team Leader on 11112/03 bai:l updated the NCR 
that corrective actions bave been comp)eted. 

. SPCEE""CTi'U'IO;;:;"N-----------U 
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Investigations of an unexplained disqrepancy did not extend to other drug products that may have been associated with the 

edasgram 

f specification investigation • was initiated~or the 
ontamination of Children's Motrin Suspension Grape Flavor lot • was analyze 

ted investi valuated released Chil ' otrin Suspension Grape Flavor lots only. NCR 
d closed the root cause of the ontamination was undetermined. 

OBSERVATION 2 

specific failure or discrepancy. 

3. Out of specifi
 
that was dicovered on '
 
out of specification media.
 

OBSERVATION 3 

Evidence of reserve drug product sample deterioration was not investigated., 

Specifically, there has been no evaluation or summary reports generated in 2004, 2003, or 2002 for the category [G)JItJ 
results ofvisual inspections, which includes product or packaging material exhibiting noncritical megul-arities or retained 
,samples not found. 

OBSERVATION 4 

Reserve samples from representative sample lots or batches of drug products selected by acceptable statistical procedures are 
_.__.. not examined visually. atleast onceJLy.mu:..fpx..e.Yid.e.nc.e...ofdeJ:eri.oration.. . .. .. _ _.. .- ..- _.. -... ._.... "'- .. .. 

~YI the 2003 amiual visual.inspection ollowing 10m w"' not Porfo~' Tyl'ool S~wbmy Lot 
~Childrens Tylenol Strawberry Lo Simply Sleep' 24 caplets Lot. '" 

vestigatio~was initi'ated_for the out of specification 
The investigation failed to identify the.ots offinished product that were tested with the 
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The responsibilities and procedures applicable to the quality control unit are not in writing and fully fo-9owe~. 

Specifically, NDA Field Alert procedure, effective is not followed in that Field Alert investigations fi' to 
lete documentation. Among other items the -investigations fail of to inolude documentation from the 
and notification to the Johnson & Johnson affiliates possibly impacted by the jield alert condition. 

OBSERVATION 6 

Written procedures are not established for evaluations done at least annually and including provisions for a review of
 
complaints, returned or salvaged drug products, and investigations conducted for each drug product.
 

Specifically:
 
L Annual product reviews fail to include among other items; an evaluation of all returned goods, a documented review
 
of all complaints, quality system reports, all analytical inves~g~tions into out of specifications results and an evaluation of the
 
retention samples.
 

2. The procedure for Annual Product Review, effeCtiVe_ailS to include, among other items, ~ requirement that 
aU returns, all investigations and all complaints are evaluated. . . 

OBSERVATION 7 

Strict control is not exercised over labeling·issued for use in drug prod,?ct labeling operations. 

Specifically, labels for drug product are staged in a locked, limited access cage although access is not restricted to only those 
designated to handle labeling. 

OBSERVATION 8 

-1.abeIiBg-ana-pae1<:a:ging-materials-are-not-representatively-sampled-and-examirred-up-t5nrecetpt aucn5e:f6i:eusein pactaigmg- .. - ... 
and labeling of a drug product. 

Specifically, complete incoming label inspection is conducted on the first receipt only of a vendor lot. 

OBSERVATION 5 
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Reprocessing was performed without the review and approval of the quality control unit. 

Specifically, bottles removed from the packaging lines are placed' rework bins and reworked by packaging operators 
without the re:view and approval of the' quality control unit. 0 the following unlabeled ttles were in re-work bins 
awaiting rework; ttles.ofSt. Joseph's.AB .. ot ere for rework on line nlabeled bottles of 
Tylenol.Artbritis lot • ere for rework on line ota ly, there is no in-process trending·for the amount of reworks 
generated during pac agmg. 

OBSERVATION 10 

Batch production and control records do not include complete information relating to the production and control of each
 
batch.
 

Specifically, . ~ 
1. s no documentation in the packaging records for St. Joseph's Aspirin lot _packaged on_for 
the scale set-up which was used to verify the bottle count. 

2. Uncontrolled records are iss Jcaging line without complete information for example; o~ot 
t.mIDJIwas being packaged, pages • fthe packaging production record failed to include batch numbers or 
product codes. . . 

Laboratory System 

.Packaging System 

OBSERVATION 9 
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OBSERVATION 11 

Laboratory records do not include a description of the sample received for testing, the source or location from where the 
sample was obtained, the quantity of the sample, the date the saInple was taken, and the date the sample waneceived for 

'testing. ' 

Specificiilly, there is no documentation either in the log book for samples enteretl into the Iaooratory or on the analyst 
worksheets for the quanity of samples receiveGl, source of the sample and the date the sample was taken. 

OBSERVATION 12 

The e~tablishmentof specifications including any changes thereto, are not reviewed and approved by the quality control unit 

Specifically, the alert level specifications oft'lDl"Ofor the purified water use po~ts and non use po~ts have not been 
evaluated or adjusted based on the historical~ , 

Faciliti!,!s and Equipment System 

OBSERVATION 13 

Written procedures are not established and followed for the cleaning and maintenance of eqUipment, including utensils, used 
in the manufacture, processing, packing or holding of a drug product. 

hold time 0 prior to cleaning, had been exceeded on 
:.f 

m liquids holding tanlc 
the new manufacturing area during the period of. 
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OBSERVATION 14 

Re.presentative samples are not taken of each sbipII1ent of each lot of components for testing or examination. 

y, samples of me: .... 'g 'mate '. "cifed randoDi1Y.,For eXWnpiel'ciruIDs of Starch lot 
were received on~ets 0 pIes were collected from allet, 

'" DATES OF INSPECTION:
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OS/26/2004(Wed), OS/27/2004(Thu), 05128/2004(Fri), 06/04/2004(Fri), 06/07/~004(Mou)
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