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January 3, 1997

Food •n~.Dru~ Administration
W8terv10w;Co@orato Center
10 Watervlew Blvd., 3rd Floor
Par8ippany; NJ 070S4

~D mIL
~~q RECEIP1’ REQUEST~
Bharat Patel, president & CEO
Neil Laboratories, Inc.
S5 Lake Drive
East Windsor, New Jersey 08520 ‘“’”E’”&’--+&

FILE NO.:”97-NWJ-13

Dear Mr. Patel:

This is regarding an inspection of your facility located at 55
Lake Drive, East Windsor, New Jersey by the U.S. Food and Drug
Administration from Decetier 2 through December 6, 1996. During
the iilspection, our investigators documented serious deviations
from the current good manufacturing practices regulations (Title
21, Code of Federal Regulations, Part 21o and 211) in conjunction
with your f~rm’ s manufacturing of over-the-counter drua nroduct~.

These deviations were presented to your firm’s attention on an
FD-483 List of observations at the close of the inspection on
December 6, 1996. The CGMP deficiencies cause your products to be
adulterated within zhe meaning of Section 501(a) (2) (B) of the
FeaeKal Foca, Drug, and Cosmetic Act .

The signific ant observations are as follows:

1-.

2.

Neii Laboratories has no validation of manufacturing
Frocesses used to produce Acetaminophen 325 mg & 500 mg
tablets and 500 mg capsules, Pseudoephedrine HC1 30 mg ~
tablets, ana Actaminophen/Diphenhytiramine HC1 500/25 mg
caplets.

No impurity profile for Acetaminophen drug substance,
Pseudoephedrine HC1 drug substance, or Diphenhydramine
HCi drug substance. Impurity levels are not analyzed
upon receipt of raw materials, at the time of release
of finished product or during stability.

The HPLC method used for chemical testing of
Acetaminophen, ?seudoephedrine HC1, or Diphenhydrarnine..=,
---- 5z*:~ subscsnce ma ~iaishea ?ZC6UCCS on stabilit’f
is not =dequately validated in that there is no caca CO
Shcti Z}.5C zhe n.eck.cd can det=~-- ~~~ ~n~uri~~a--- .*-. s.
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4. No equipment qualification of manufacturing or
laboratory equipment used in the production and testi.lg
of Acetaminophen 325 mg & 500 mg tablets & 500 mg
capsules, Pseudoephetiine HC1 500 mg tablets, and “.
Acetaminophen/Diphenhydramine HC1 500/25 mg capsules.

5. There are no controls in the Quality Control Laboratory
to assure proper maintenance and calibration of
eqiipment. For example:

a)- - drying oven
not have a Use Log

or Calibration Log of temperature devices. Also,
the interior shelves and walls were rusted.

b) Two Vanderkamp 600 6-spindle dissolution testers
have not been validated since July 17, 1995.

c) No record of any calibration of the pH meter.

d) The ~balance has never been
calibrated manually against standards.

6. Investigations are not routinely conducted or
documented when laboratoq or production deviations or
failures occur. Examples are:

a) ~ of Acetaminophen 500 mg caplets was
“canceled” due to hardness and capping problems.
No investigation was conducted into the cause of
the problem. This raw material was then used to
form batch #602007 of Acetaminophen tablets, which
was released on 3/5/96.

b) %!!m?r of Acetaminophen 500 mg tablets was
ue to colored spots found on the tablets

before packaging. A Certificate of Analysis
releasing this batch was prepared, signed, and
dated 4/26/96 prior to packaging. There was no
further documentation of the decision to reject
the batch. There was no production or laboratory
investigation into the origin or identification of
the black spots.

c) ~of Acetatiinophen/Diphenhydramine
caplets dated 7/9/96 was placed on hold after
sticking probiems were observed during
compression. No investigation was conducted into a



..

@

Neil Laboratories, Inc.
Warning Letter (97-NwJ-13)

7.

8.

9.

January 3, 1997
Page 3

.
4

The stability chamber used for accelerated stability
studies was not qualified in that the Relative Humidity
specification of ~was exceeded by Up to -
011 several occasions. There was no ~o~~entation or-s-”:k=.
investigation conducted by the firm into the cause for
the deviations or the effect on the samples in the
chamber at that time.

There was no cleaning validation completed on any piece
of manufacturing equipment. Samples are not collected
after cleaning of equipment or between manufacturing of
different products for analysis of active drug
substance residues.

The current stanaard operating procedure-

~’
allows for the revision ingredients,
and any other changes needed to bring

the product in;o conformance. These reprocessing
procedures are not validated.

o
The above identification of violations is not intended to be an
all-inclusive list of deficiencies at your facility. It is your
responsibility to assure adherence with each requirement of the
good manufacturing practices regulations.

Federai agencies are advised of the issuance of all warning
letters about drugs and devices so that they may take this
information into account when considering the award of contracts.

‘fou should take prompt action to correct these devia~ions.
~~~~.:r~ Co prwnptl-y correct these deviations may resuit in
regu~acary =CZi3~ without further notice. This includes seizure
and/~r ~njuncticn.

You shouid notify this office in writing within 15 working days
Of receipt of t~is letter, of the specific steps you have tzken
to correcc the r.otea violations, incluaing an explanacicn oi each
step being taken to prevent the recurrence of similar violations.
If correc~ive action cannot be compieted within 15 working days,
scace the reason for the delay and the time within which the
corrections will be completed.

.*&:... .

A review of your firm’s history shows that you have now received
a Warning Letter zegarding deviations at your facility observed
by our inves:igacors during our last C*AO FDA inspections. We

a

reques~ chat you now come in to our office to discuss your
2VeYill ;iar. o: :zrr~cti-~e actions ana :3 discuss your :eguiatory
SCac”ds.
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“. Your written reply should be sent tothe Food “&d Drug
Administration, New Jersey District Office, 10 Wate~ieW.Bl~.. - -.... .
3rd Floor, Parsippany, New Jersey 07054, Attention: Andrew
Ciaccia, Compliance Officer. Please contact Mr. Ciaccia at 201-
331-2904 to set up an appropriate time to come in to our office.
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MATTHEW H. LEWIS,
~,l~fiistrict Director
.

New Jersey District Office
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