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NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

TO: Gaston G. Barua, Director, Plant Operations 
FIRM NAME� STREET ADDRESS 

McNeil Consumer Healthcare, Div of 7050 Camp Hill Road 
McNeil-PPC, Inc. 
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Fort Washington, PA 19034 Pharmaceutical manufacturer 

This document lists observations made by the FDA representative(s) during the inspection ofyour 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 FORM I oesERveD: 

QUALITY SYSlEM 

... ."j

Complaint records are deficient in that th~y 40 not include the :findings oftheJnvestigation 
-. '.. . ,'-',' 

and
, 

follow-up..., 

Specifically, investigations into complaints are not always complete. For e~ample: . 

......, 

a) QN (Quality Notification) (b) (4) (b) (4)

(b) (4) found in a bottle of (b) (4)
(b) (4) that uncovered thatwas(b) (4) In facG)llckaged on the same 
packaging line prior. to (b) ....� (4) . .. ..was~qom~
medical evaluation eon.d)Jcte.d to assess. thoe. risk.til .c.~on.~~mers .. if~.·e·weretOlDin.·Jg#~t (b) (4) ·a_....� as 

~:~~:da~er
(b) (4) (b) (4)

 the seCop,d ~omplairit was f;eceiver~r:_~~~~n;.r~tlated(b) (4)  until approximately 6 
. , ..•- ~	 • ,.' '. I .. ' " ..•.... ""1 • "-.' .. - "".. ';'" .. \ .• - • - ~ '.' • ...;. ... 

(b) (4)
: :;., ,.; 't' .. ; . "': ':.. ~'::.1' "� ,~. j 

b) Investigation� into a (b) (4)
' \ '. 

complaittt of fp1,lna in a bottle of (b) (4)
(b) (4) ....Ii·•••. waS incomplete in fuatterewas'-no evaluation of products that 
were packaged on parallel or adjacent packaging lines during packaging of lot_to(b) (4) identify a possible 
source of the product mix-up. Durin this ins ectio on 2/14/08 as art ofan additional investigation into this 
complaint it was determined that (b) (4) was packaged on one ofthe packaging 
lines concurrently with packaging of (b) (4)

c) (b) (4) (b) (4) ound in a bottle of 
(b) (4) received on (b) (4) was incomplete in that there 

ed of I~ti(b) was no evaluation ofPliiro.d.u.ct.s.th.a.tiw.e.re.m.an.u.fa.ctur. prior to production. bulk ..:.. :::::(4)
(b) (4) I which were packaged into finished lot (b) (4) utilizing the 
same processing (i.e. compression, coating, and printing) equipment to identify a possible source ofthe product mix­
up, In addition, there was no assessment ofproducts that were packaged on parallel or adjacent packaging lines 
during packaging oflot (b) (4) . 
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d) Investi ation found in a bottle 
of was incomplete in that 
there was no evaluation of products that were manufactured prior to production of bulk lot which 
was packaged into finished lot_utilizing the same processing (Le. compression) equipment to identify a 
possible source ofthe product mix-up. In addition, there was no assessment ofproducts that were packaged on 
parallel or adjacent packaging lines duringpackagingoflot_· ..... ' 

OBSERVATION 2 

Investigations of an unexplained discrepancy did not eh1:end to other drug products that may have been associated with the 
specific failure or discrepancy.' ,,' ' .. ,:.:: ;'... 

OBSERVATION 3 

Complaint records are deficient in that they, dO'not document the reason and the individual making the decision not to 
conduct a complaint investigatiClli:"' ' .". " 

Specifically, no formal investigatiD:n:'was initiated in'response'to a Coniplaint alleging that'there was an error in the children's 
dosing schedule chart on the offiCial Tylenol website~ T~e complaint was received on 

:,.; 

..... ) . 
;~; .':: " . '. .-.' 

. ,.': ;.. ," 
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FDA EMPLOYEE'S NAME, TITLE, ANDSIGNAllllIRE:' 

Ylke4 JJ1~~ 
'/ ,;.;; 

-j!': 

Vlada Matusovsky, Investigator, , .' . 
... ;.-.\-..... , 

."" 

"," 

',', ~ ;.. ,:.­
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