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were opened outside of the hood rather than inside the hood. For example, pipettes used to
transfer product with |§ ;

g. Grills in front of the entire face of the[{*JlEHifilters in Hood #s )l were plastic with “one
inch diameter squares and not easily sani ized/cleaned. Hood ‘(lf;ew) 11 was dirty with grime in
each square and missed pieces of plastic 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., [ o _jwere not calibrated adequately in that they
were not calibrated to the probes inside the units or to a national standard until 04/22/10,

OBSERVATION 15

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

SOP deﬁcienoieS'
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Material System

OBSERVATION 18

Samples taken of in-process materials for determination of conformance to specifications are not representative.

Specifically,

oontamers) rpresemahvc sample of the total (

EEfbag from each of Bifpallets or B

OBSERVATION 17

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

Separate or defined areas to prevent contamination or mix-ups are deficient recardmg operations related
to the storage of released components and labeling. 2+42(e)3) P%'W\ﬁ'q\ e y\\-b 3o caﬂ"tv\

a. On 4/20/10, drug components and Iabehng in unrestricted status were observed stored in the open
1ncommg inspection area in the warehouse, along with materials in quarantined and blocked status.
ere stored in two lanes of pallets on the ﬂoor and included:

(B ol Artificial Bubblegum Flavor part ;

quarantmed in [BEE) =
Jof Com Starch NF, part {8 §
bearing a status sticker, leaking powder ﬁ'om one bag
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Matthew R. Noonan, Investigator .
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The status of the materials could not be determined via visual examination, with the exception of the
Corn Starch NF,

HEbartons for Concentrated Tylenol Infants' Drops, 80 mg acetaminophen per .8
(1 [(BREEE, were observed stored in
eardboarcl boxes on a pallet in the incoming mspectlon area, "Bad cartons" had been handwritten in
black ink on the cardboard boxes. The cartons were in unrestricted status in SAP,

c. Stock Roon‘@l&es’mcted 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, or 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,

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 of the
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 Manager ***The Team Leader will
have the responsibility of collecting and compiling the information fromfl r the testing logbooks
and verify its accuracy, The Microbiology Manager will review the repox’c for completion and

EMPLOVEE(S) BIGNATURE DATE I88UED

anita R. Michael, Investigator f.(.lill\{j
Matthew R. Noonan, Investigator
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Sztio gz

FORN FDA 443 (89/08) PREVIOUS EDITION DDSOLETE INSPECTIONAL OBSERVATIONS PAGE 15 OF 17 PAGES




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT ADDRESS AND PHONE NUMBER ) DATE(S) OF INSPECTION .

US Customhouse, Rm 900 2nd & Chestnut St 04/19/2010 - 04/30/2010
Philadelphia, PA 19106 FEFNUMBER

(215) 597-4390 PFax:(215) 597~ 0875 2510184

Industry Information: www.fda.gov/oc/industry .

NAME AND TITLE OF INDIVIDUALTO WHOM REPORT ISSUED
T0: Hakan Erdemir, Vice President of Operatlons

FIRM NAME STREET ADDRESS

McNeil Consumer Healthcare, Div of 7050 Camp Hill Road

MeNeil-PPC, Inc. .

GITY, STATE, ZIP CODE, COUNTRY K TYPE ESTABLISHIMENT INSPECTED

Fort Washirngton, PA 18034 . OTC Pharmaceutical Manufacturer

within sixty days from the end of the 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 equipment.

Specifically,

a. On 04/20/10, hoses on the were said to not be
dechcated to products processed on these two fluid bed dryers by an operator and team leader,

verxﬁed by operator TE In addition, the person venfymg that cleaning was performed i
. 04/ 17/ 10 was a temporary person from a different McNeil site and lacked training on (

several craclcs ) 4
c. Inlet air msulatlon was wrapped with peeling masking-like tape

to contain a large amount of visible grey and brown matenal on the filter behind the grill. Review of
the manufactures' maintenance manual indicates to clean the condenser at least every {{8
more often if the laboratory, area is dust prone. The filter should be removed, fan checks performed,
filters replaced, and condenser vacuumed.

EMPLOYEE(S) SIGNATURE DATE ISSUED

Anita R. Michael, Investigator ﬂ/‘-i&('
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OBSERVATION 20

The persons double-checking the cleaning and maintenance are 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 the system and not verification of the adequacy of

maintenance conducted. For examples, Mamtenance )%%( ated 12/11/09; Maintenance

(B) TA417/10; efc.

)
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