
,

●✌@wq# Publlo Health SewIce
/%

~w

4 --

OEPAR’i’MENTOF HEALTH& HUMAN SERWCES
1 Cm@ Region-_i~~ <i~: ~
s J
“’%,,b” . ~bodmd DrtJgAdmlnlstratloo

V@enflaw corporate center
526-6004 10Wl!ervlewBlvd., 3rd Flow

Telephone (073) P@Mppany, NJ 070S4

November 9,2001

WARNING LETTER - AMENDED FRO~ PAGE

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

I

Burgise S?.PalkhiwaIa, President
Acc&ed, Inc.
2572 Brunswick Pike
Lawrenceville, New Jersey 08648

FILE *O.: 02-N’wj418

Dear Mr. Pdkhiwala:

On September 19 through September 28,2001, the US Food and Drug Administration
conducted an inspection of your facility located at 2572 BrunswickPike, I+mvmnceville,
NewJersey. During the hwpection our investigators documented significant deviations
horn theCurrent Good Manufacturing Practices Regulations (cGMPs) TMe 21, Code of
FederaI Re&lations, Part 210 and 21L h conj~ction wi~ YOU *’s m~@cfxI~e of
Over-the-Counter (OTC)drugproducts.

The inspection revealed that drug products manufactured at your facility are
adulterated within the meaning of Section 501(a)(2)@)of me Fed=~ FOWL~~~ ~d
Cosmetic Act (the Act), in that the methods used h or the facilities or cdkols used for
their manufacture,processin~ packin~ or holding do not conform Wl&k3@s, to
assure that such drug products meet the wquirernents of the Act The de@ationswere
presented to you on a FDA-4$3, List of InspectioIId Ob=’vatiom, at ~~ dOSEOfme
inspection on September 28/2001.

Thesignificant observation are as follows: 4

‘ 1. Failure to perform an investigation into Out-Of-SpecMcation (00S) test results.
Your firm failed to follow Standard Operating Procedure (SOP) G-154 Out of
Specification Investigations, which requires an investigation into any results that are
outside of the accepted specification. For example:

& The Cdfkxe d Ardys!s [CQA) dated April 244200i h the product Infmt

A second sample was then sent to the contractlaboratory,which the results
“ showed no P. aeruginosaTheorigkI failingresult was disregardedand
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product lot was releasedon May 7,2001. No investigationwas conductedto
inwdidate the failing result.

b. The COA for PurifiedWater
plate count result of 266 cfu/mL

~ The purifiedwater w
#1348. The product was releasedon June20,2001. No investigationwas performed.

c. TheCOA for PurifiedWater Lot #10891 dated June 27,2001, showeda Total
Fungi count results of 78 cfu/mL

~Thepurified w$@rwaW?din
AntaacL The product was released on June 27,2001. No investigation was.

3.

4.

5.

performed.

No assurance that the drug products, labeled as USP, meet all USP specifications.
For example, your firm uses an in-house analytical method for the product
%nosides Tablets USP that has not been proven to be equivalent or better than the
USP method. There is no data to demonstratethat the raw material and finished
drug product tested using the in-house method will meet all specifications outlined
in the USP monograph

Thequalificationfor raw materialsis incomplete in that your firm does not verify
the data reported on the COA from the supplier, such as percent impurities and
percent actives. For example, Acetaminophenraw material Lot #90981 was received
and used in the manufacture of Accunol Children’s Suspension Lot #0054. Related
substances and organic volatile impurities on COA were not verified.

Failure to adequately calibrate the laboratory equipment For example, the
dilation of the dissolution apparatusdoes not evaluate parameters such as shaft
wobble and shaft centering. The calibration procedure is incomplete in that it does
not have specifications for these a is no writ&
procedure for the calibration of the

The analytical methods used during stabiIity testing are inadequate in that the
methods have not been proven stability indicating. For example

a. Them is no data to demonstra~ that the analytical test method for Accunol
children Elixir (&etamin ophen) used to establish expiration dating can accurately
measure the active in the presence of degradants and impurities.
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b. No data to show that the analyticaltest method for Accufrin Nasal Spray
(oxymetazoline hydrochloride) can separate the active ingredient fivm the
degmdants. The analytical testing procedure does not require testing of degradants
and impurities for stability monitoring.

6. Method validation for the product Sanosides is inadequate in that the data does
not assess all variables, such as different mobile phase concentrations and analysts,
to demonstrate that the method can sustain variances.

We acknowledge your corrective action of voluntarily recalling the product Infant Gas
Relief Drops Lot #lXl. We received your response letter dated October 12,2001
regarding the iqectional observationsnoted on the FDA-4$3. We recommend you
conduct a comprehensive evaluation of your facility to determine cGMP compliance.
We will review the implementationand the adequacy of your corrective actions during
our follow-up inspection of your firm.

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 ManufacturingPractices Regulations. Federal agencies are
advised of the issuance of all Warning Letters about drugs and devices so that they
may take this information into accountwhen considering the award of contracts. You
should take prompt action to correct these deviations. Failure to promptly correct
these deviations may result in regulatoryaction without further notice. ‘1’hhincludes
seizure and/or injunction

Youshould not@ this office in writing within 15 working days of receipt of this letter,
of any additional corrective actions, including an explanation of each step being taken
to prevent the recurrence of similar conditions, If corrective action cannot be completed
within 15 working days, state the reason for the delay and the timeframe within which
corrections will be completed. Your reply should be sent to the Food and Drug
Administration New Jersey DistrictOffice, 10 Waterview Blvd, 3rd Floor, Parsippany,
New Jersey 07054, AttentiomAndrew Ciaccia, Compliance Officer.

verytruly yours,

f-=fl LdMQ’f+b%
Douglas L Ellsworth

District Director
New Jersey District Office

ACdxn
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