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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 detennination regarding your compliance. If you have an objeetion 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 infonnation to FDA at the address above: If you have any
 

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

SPE 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

F# __---.__ 
M.A..TERIALS SYSTEM 

RevieWed 
OBSERVATION 1 

Failure to reject any lot of components that did not meet the appropriate \vritten specifications for identity, strength, quality, 
and purity. 

Specifically,__'''and;.velldor lot # 
was partially released for further procdsing, alth ., . receipts (refer to Table 1-1) of tbis lot exbibit~d 
of........lbn routineincomin . ,estmg. __, :rlf"was detenrrined to be an 
," .', '. organism by the firm's..,.....ilaboratory. 

In ad~ition, the fIrm's itiv~stigation into thi~ event. .,the same . was re~overed?¥the ~~ufacturer of~ 
~ vendor lot # .-.,., during their routine ' esti:b.g. Tbis lot of·'••Jillywas used to . 
manufacture approximately•.ofTnf~!'S an~Cbi1dren's'TylenoiSuspensionfOIIllUlations (refe'~ to Table 1-2) that were 
re~l?Cille,d fQr c9mmercial distrib.ll~t?n in",,-:8IIAccording to the firm's investigation, the rationale for release of .. 

vendor lot #'-andfinished product lots produced from this raw material was based on 
satisfactory

,	 
results obtained on routine

.... ... 
testing 

. 
of the raw material. and finished product lots and an assessment of the physical 
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Table .1-2 List Qf Product es Manuf~~tured usinu .
 
Children's T lenol Suspension 4 oz. Cherry
 .Children's )ilenol Plus F u oz. Bubblegum
 
Children's Tylenol Suspension 4 oz. Cherry,
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, McNeil Consumer Healthcare, Di v of 
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charac~ris~cs ,:fJ:r:fa.l?-t's and Children'sTyle:pol Suspensio,n :formulatio~ (i.e. ~_ 

Children's Tylenol Plus Cold/Allergy 4 oz.
 
Hospital Govt.
 Bubblegum
 
Children's Tvlenol Suspension 4 oz. Grape
 Infant's Tylenol Suspensionl/4 oz. Grape
 
Children's Tylenol Suspension 4 oz. Bubblegum
 Infant's Tylenol Sus ension 1/2 oz. Grape
 
Children's Tylenol SuspenSion 4 oz. Strawberry
 Infant's Tylenol Sus ension 1 oz. Gm e
 
Children's Tylenol Dye Free Suspension 4 oz.
 Infant's Tylenol Suspensionl/2 oz. C~erry
 

Cherry
 
Children's Tylenol Suspension 4 oz. Cherry
 Infant's Tylenol Suspension 1 oz. Cherry
 
Children's Tylenol Plus Cough and RliIlIlY Nose 4.
 Infi:int'sTylenol Suspension 1 oz. Grape'
 
oz. Cherry
 
Children's Tylenol Plus Cold MS Suspension 4 oz.
 Infant's Tylenol Suspension Drops H/G 1/2 oz.
 
Gra e
 Gra: e
 
Children's Tylenol Plus Cold Suspension 4 oz.
 Infant's Tylenol Dye Fee Suspension 1 oz. Cherry
 
Grape
 
Children's Tylenol Plus Cough/ST Suspension 4 oz.
 Tylenol Pediatric Suspension 1 oz. Suspension
 
Cherry
 Cherry 

LABORATORY CONTROL SYSTEM 

OBSERVAT~ON 2 

Laboratory controls do not include the establishment of scientifically sound and appropriate sampling plans designed to 
assure tJ:mt components conform to appropriate standards of identity, strengili,quality and purity; 

Specifically, there is no documented justification to support the .' 
.. oel1Sureitisrepl"t;~entati.ve ofthe lot The fum's 

.Please note that this observation relates to 'Observation # 1. 

! 
SEE REVERSE .. 
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Specifically: SOp--', entitled 
amount of roduct to be removed from each :tina 
states 

••••••••••••'1·..' " dO'es not specify the 
is collected, The SOP 

's to 
addition, the SOP does not describe the 

'DJ.iArture is consistently obi;ained prior to analysis, 
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, OBSERVATION 3 

Written specifications for laboratory controls do not include a description of the sampliJig procedures used. 

Please note that this observation relates to Observation # 1.
 

."
 
OBSERVATION 4 

The written stability testing program is not followed. ' 

Specifically, the fum failed to test Tylenol Allergy Complete Multis)'Illptom Geltabs, lot _.,; atthe_
'_.iltrf1n accordance with'stndy;JIII_ Tb.i;s lot represented the annual stability testing to supportbatches
 
manufactured during production year 2005, .
 

QUALITY SYSTEM 

OBSERVATION 5 

Procedures describing the handling of ail written, and oral complaints regarding a drug product are neit followed. 

Specifis;ally, no batch review for Quality Notifications (QN) was performed as part of the investigation in response to the 

" " • '0 .' ',COmplaIn,',t (Complaint Issue Report_.',. . "rrec,eived on ' into 9hildreniilli,ls.TIiY.llen.o.l.p.'}U.S.C.O.I.d.
,?ll,dCo 

" 

D e-Fr~e·Grape4oz.aSrequiredbySOP __;entitle III! . 

due to the fact that Complaint classified 'as an Adv.ers~Event ,only. In addition, during the 
inspection, a review of the complaint database reveale , . . complaints that had been 
closed ~thout complete n:vestigation p~rforme~ompl~ts were closed with~ut performing batch QN re~ews an. 
complamts were closed Wlthout perforrmng tren~ analysiS). . ' . . 
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OBSERVATION 6 

There is a failure to thoroughly review the failure of a batch or any of its components to meet any of its specifications 
whether or not the batch has been already distributed. 

, Specifically, the firm did not perform a thorough investigation or any additional analytical testing of associated lots related to 
the Diphenhydr~,e COlftent.U.nifqrn,:ri~' tailure in Benadryl Children's Fastmelt Tablets - Grape, 10t~illn.1 The . 
associated lots~._ were made during the same two-day campaign as the failed lot. The 
investigation did not extend beyond a document review of the batch records aIid associated records and interviews of the 

, operators. 

* DATES OF INSPECTION: 
05119/2009(Tue), OS/20/2009(Wed), OS/21/2009(Thu), OS/22/2009(Fri), OS/26/2009(Tue), OS/27/2009(Wed), OS/28/2009(Thu), 
05/19/1009(Fri),06/04/2009(Thu) 
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