
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DIBTRICl ADDRESB AND PHONE NUMBER 

US Customhouse, RID 900 2nd & Chestnut st 
Philadelphia, PA 19106 
(215) 597-4390 Fax: (215) 597-0875 
Industry Information: www.fdp.gov/oc/industry 
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISS EO 

TO: HaJcan Erdemir, Vice President of Operations 

DATE(S) OF INSPECTION 

04/19/2010 - 04/30/2010 
FEINUMBER 

2510184 

FIRM	 A E 

McNeil Consumer Healthcare, Div of 
McNeil-'ppC, Inc. 
OITY, STATE, ZIP ODDE, COUNTRY 

Fort Washington, PA' 19034. 

a. No cleaning/use log for the 
b,	 Thick dust covering the grill inside the
 

No identification of the temperature probes in
 

raw material weighing. 
filtered cabinet.. 

I 

• 

STREET ADDRESS 

7050 Camp Hill Road 

TYPE ESTABLISHMENT INSPECTED 

OTC Pharmaceutical Manufacturer 

c. 
d.	 Duct Tape wrapping the copper piping insulation inside thetmB»llfillllwhere the firm stores 

water samples and refrigerated media. 
e,	 Incubatorijhad a large amount of visible grey aJ;ld brown dust/debri observed on the bottom of 

the chamber under the shelves where media filled containers and media hold time studies were 
located, 

f.	 There was a large exposed hole (gap) in the ceiling above incubatorI and next to the air vent in 
the ceiling.. . 

g.	 No inventory of~ontaining ~organisms.. 
h.	 Various microbiological rooms containing laboratory equipment "not in-use" that contained 

dust/debri. "Out of Service" equipment cluttered laboratory areas, For examples, equipment 
"out of service" dates are as follows: 
Ii) water sample refrigerator dated 07/2007);
 
e pH meter (09/30/09);
 
III Shaker incubator (12/16/08); 
o Culture incubator (May 2007); Etc. 

4.	 On 04/22/10, the following deviations were observed durin microbio_esting of Children's 
Zyrtec 'Sugar Free Syrup, 10tDilJlllllfonnula n the 11 • aclc Testing Room in 
Hood~ 
a.	 Hoodll had about a 6 inch silicon lu located on the right side upper filter. 
b.	 The·left side oftbe 1'1 :or had a very large spider-like crack on the left side 

of the hood plexiglass where the gas vacuum hose was located. This vacuum hose is not used, 
c.	 The microbiologist was observed to pour media into the negative contro
 

placed in front ofthe larger 250 mL bottle, which blocked/disrupted the
 
flow.
 

d.	 The microbiologist was obsel-velbJlGien media (i.e. close to the outside of the hood 
rather than inside the hood with' > filtered horizontal airflow. . 

e.	 The microbiologist was observed to spray hands and items in the hood withtmmoisinfectant 
Scented Spray directed into the [~ filter. 

f.	 The microbiologist was observed to spray the outside wrapped items placed in the hood, which 

. 
Ii air 
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FEINUMBER 

2510184 
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7050 Camp Hill Road 
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OTe Pharmaceutical Manufacturer 

were opened outside of the hood rather than inside the hood. For example, pipettes used to 
transfer product with ~o the plates. ­

g.	 Grills in front ofthe entire face oftheatJtilters in Hood # ~ were plastic with ~one 
inch diameter squares and not easily sanitized/cleaned. Hood '11 was dirty with grime in 
each square and missed pieces ofplastfc in several locations on the plastic grill. 

OBSERVATION 14 

Laboratory records do not include complete records of the periodic calibration of laboratory instruments, gauges, and 
recording devices. 

Specifically, 

Laboratory refrigerators (i.e., OIl_werenot calibrated adequately in that they 
were not calibrated to the probes inside the units- or to Ii national standard until 04/22/10. 

OBSERVATION 15 

Written specifications for laboratory controls do not include a description of the sampling procedures used. 
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l\1aterial System 

OBSERVATiON 16 

Samples taken ofiu-process materials for detenninatiou of confonnance to specifications are not representative. 

Specifically, 

.. 
tail gait) samples pulled by the manufl:).cturer atthe request of the finn for m»!IJIII 
is not a statistically significant (e.g. = the number of 

containers representative sanlple of the total 0 The sample includes only 
~ag from each of&allets orB"""",-'_am--"-pl_e_s. --'- _ 

OBSERVATION 17 

Each lot of components ,was not appropriately identified as to its status in terms ofbeing quarantined, approved or rejected. 

Specifically, 

Separate or defined areas to prevent contamination or mix-ups are deficient re$arding operations related 
to the storage ofreleased components and labeling. 211.42(e7f.B pt~\~Il"\ \11 '~\~~\fb \';f,j*1:> o.~~l1V" 

a,	 On 4/20/1 0, drug components and labeling in unrestricted status were observed stored in the open 
inco:oiing inspection area in the warehouse, along -with materials in quarantined and blocked status. 
Ma . were stored in 1:'1"10 lanes ofpallets on the floor, and included: 

mmediate container labels for Childrenls Non-Drowsy ReactineEetirizine 
.de SyJUp, 5 mg/5 roL, 118 mL, Dye Free Grape, part label lot 

·estricted in rmmmI 
I) [~fArtificial Bubblegum Flavor, part 111 component lot ~ 

quarantined in ~but lacldng a status sticker. . 
II> ~of Com Starch NF, part ~, component 10t[mIB, blocked in 

bearing a status sticker, leaking powder from one bag 
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The status of the materials could not be determined via visual examination, with the exception of the 
Corn Staroh NF. 

b. On 04/20110, ~artons for Concentrated Tylenol Infanis:l2:ws, 80 mg acetaminophen per.8 
mL, 1 fl. oz., Dye Free Cherry, part abellota~, were observed stored in 
cardboard boxes on a pallet in the incommg inspection area. "Bad cartons" had been handwritten in 
black ink on the oardboard boxes. The cartons were in unrestricted status in SAP. 

c. Stock Roorrj!iiRestricted Storage Room located in the microbiological laboratory had excess media 
in boxes and special projects stored in the room with no designated areas of storage for approved, 
quarantine, OT rejected status. The room was cluttered with boxes of media, special projects that had 
bins with various containers of chemicals, special projects with boxed finished OTC products, boxes 
of computer items, out of service equipment, etc. Until 04/23/10, the firm had no inventory of the 
room contents. 

. OBSERVATION 18 

Components are not microscopically examined when appropriate. 

Specifically, 

orts written for the microbial water test results per 
for G ince on or before 05/01/09. Pages 18 and 19 of25 reads in part: 
"9.0 DOCUMENTATION 9.1 The monthly/weekly samples are automatically logged into the 
computerized data system [GjBD***9.2 Results are documented in the assigned laboratory logbook 
and are entered into the computerized data system~ *** 9.3 A monthly report ofmicrobial water 
testing results shall be performed and documented. 9.3.1 The monthly trending of the purified and 
potable water systems is done *** throughout the facility. *** 9.3.2 The report will consist ofthe 
current month and at least the summarized data from the previous month. 9.3.3 The following must be 
part of the full report: *** Sanitization dates of the system ***Quantity of samples *** Quantity of 
samples within limits *"'* Action/Alert levels *** Investigations ***9.3.4 The report will be initiated by 
a Team Leader or designee and will be signed by the Microbiology MaDijer ***The Team Leader will 
have the responsibility of collecting and compiling the information fron&IBr the testing logbooks 
and verify its accuracy. The Microbiology Manager will review the report for completion and 
determination of any abnonnal trends ofthe water system. *** 9.3.5 The report will be completed 

SEE REVERSE 
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Industry Information: www.fda.gov/oc/industry .
 
(215) 597-4390 Fax: (215) 597-0875 

NAMe AND TITLe OF INDIVIDUAL TO WHOM RepORT IssueD 

TO: Hakan Erdemir, Vice President of operations 
STREeT ADDRESS 

McNeil Consumer Healthcare, Div of 7050 Camp Hill Road 
McN!3il-PPC, Inc. 
CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPEOTED 

Fort washington, PA 19034 OTC Pharmaceutical Manufacturer 

within sixty days from the end of~he month. ***". No _data was entered from 02/09/10 to 
04/24/10, No trend reports of microbial water testing results was conducted and documented since on or 
after 05/01/09. 

Facilities & Equipment 

OBSERVATION 19 

Records are not kept for the maintenance and inspection of eqiIipment. 

Specifically, 

a.	 On 04/20110, hoses on the 0 were said to not be 
dedicated to products processed on these two fluid bed dryers.by an operator and team leader. 
Cleaning validation of the equipment did not evaluat!=l cleaning ofthe 2.5 foot hose on~ 
~eca?se the Cleanin~110Wed~ Cleaning of equipment lacks 
documentatlOll that ~was followed and/or a statement that the 2.5 foot hose wa 
reIIlov~d and replaced. aft.er.th~. campaign was completed for each drug product processed in th_I For example, cleaning on 04/17/10 by ope 
verified by operator TE. .In addition, the person verifying that cleaning was performed • 
04/17/10 was a temporary person from a different McNeil site and lacked training on 
~ . 
~~ . 

b. Seals on the III ere observed to be in disrepair and not maintained with 
several cracks. 

c. Inlet air insulation was wrapped with peeling masking-like tape. 
d.	 No documentation on cleaning and maintenance of the Microbiolo ical Laborato ~ 

~ol1denser	 filter and gasket as required. On 04119/10, the 0 

to contam a large amount of visible grey and brown material on the filter behind the grill. Review of 
the manufactures' maintenance manual indicates to clean the condenser at least every mJmJllor 
more often if the laboratory. area is dust prone. The filter should be removed, fan checks perfonned, 
filters replaced, and condenser vacuumed, 

as 0 served 
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OBSERVATION 20 

The persons double-cbecldng the cleaning and maintenance a~e not dating and signing or initialing the equipment cleaning 
and use log, 

Specifically, 

No second signature verifying that maintenance was completed. The second signature in the system is a 
sign off that the maintenance was entered into th~ system alld notyerification of the adequacy of 
maintenance conducted. For examples, Maintenance CJ ated 12/11/09; Maintenance 
~417/10; etc. 
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