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FOODAND DRUGADMINISTRATION
NEW YORKDISTRICT

850 THIRDAVENUE,BROOKLYN,NEW YORK11232”

Telephone: [718] 340-7000 [Ext 5053]

June 24, 1997

Mrs. Tasrin Hossain, President
Advance Pharmaceutical Inc,
2201-F Fiflh Avenue
Ronkonkoma, New York 11779

ReC 61-NYK-97

Dear Mrs. Hossain:

An inspection of your drug manufacturing facility located at 2201-F Fifih Avenue,
Ronkonkom~ New York 11779 was conducted between April 16 and May 14,1997. This inspection
documented deviations from the Current Good Manufacturing Practice Regulations for Finished
Pharmaceuticals [Title 21, Qde of Ftial ~ (CFR), Part 21 1]. Section 501(a)(2)(B) of
the Federal Food, Dmg and Cosmetic Act (the Act) requires that drugs be manufactured in
conformance with Good Manufacturing Practices.

e

At the conclusion of our inspection our investigator presented the firm with a list of
inspectional obsemations (copy attached) that shows deviations from the Current Good
Manufacturing Practice Regulations for Finished Pharmaceuticals [Title 21, Code of Fed~ ,

Iwuhwns‘ (CFR), Part 21 l]. Our findings are listed below:
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1. Failure to validate the petionnance of those manufacturing processes that may be responsible
for causing variability in the characteristics of in-process material and the drug process, such
ax

.

a) process validation had not been conducted on Simethicone 80 mg tablets and
Children’s Chewable Acetaminophen 80 mg, both grape and ftuit flavored,

b) validation was only performed on one lot of Diphenhydramine HCI 25 mg
capsules,

c) validation was not completed on the Children’s Chewable Aspirin tablets 81
mg.

d) validation samples collected were from only one side of the blender,

2. Failure to have adequate written manufacturing process validation procedures which are
designed to assure that the drug products produced have the identity, strength, quality and
purity they purpo~ or are represented to possess, Specifically, manufacturing process
validation protocols are inadequate because they fail to:
a) indicate the number ofdmg batches per product to be validated;
b) include installation qualification studies for equipment used to manufacture tablets

and capsule;
c) describe the equipment used for manufacturing find sampling, the snmple collection

method, a descripll~l~ ~r!cl~gll~UIKJduration of the study, criteria for study, find the
reasons for rewdidation.

3. Failure to follow the written production and process controls procedures in the execution of
various production and process control functions in that your firm did not perform US. P.
testing on stability tests for ID A & B and uniformity of dosage units for Children’s Chewable
Aspirin 81 mg and Diphenhydramine HC125 mg capsules.

4, Failure to withhold from use components that had been tested inappropriate for use by the
quality control unit. Specifically, the active ingredients for Simethicone lots numbered R-
14S3, R-1477 and R-1488; Acetaminophen 90% lot numbers R-1675, R-1720 and R- 1464;
and Diphenhydramine HC1 lot numbers R-1753, R-1754 and R-1691 failed to meet your
firms specifications for patiicle size and /or bulk density.

5. Failure to have written procedures to assure the proper performance of automatic, mechanical
or electronic equipment such that they will perform satisfactorily when used in the
manufacture, pr acking and holding of a drug product. Specifically, there nrc no
protocols for the
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6.

7,

8,

9,

10.

110

firm.

Failure to have written procedures and to follow them for the cleaning and valid~tion of your
tablet and capsule machine. In addition, the written procedures for th~ are
inadequate and incomplete, as well as there is no documentation of maintenance” or a
maintenance schedule for the

Failure to maintain records and to document the maintenance of the
machine, and the tablet and capsule machines. In addition, you failed to follow the
manufacturer’s instructions for the maintenance of the tablet and capsule equipment and the

Failure to have established written procedures for the calibration of equipment used in
manufacture, processing, packaging and holding of a drug product to assure proper
performance. Specifically, the ~ as not
calibrated.

Failure to follow your Standard Operating Procedures for stability testing and process testing
and to record and justifi the deviations.

Failure to annually evaluate the quality standards of each dmg component to determine the
need for changes in dmg product specifications or manufacturing or control procedures.
Specifically, there are no written procedures established to follow for such evaluations of the
Children’s Chewable Acetaminophen 80 mg tablets, Simethicone 80 mg tablets and Children’s
Aspirin 81 mg tablets.

Failure to have written procedure describing the handling of all written and oral complaints
and to thoroughly document complaint investigations.

The above list of violations is not intended to be an all-inclusive list of deficiencies at your
It is your responsibility to ensure that ~ of your firm’s products are in compliance with all

requirements of the Act and its implementing regulations. Federal agencies are advised of the
issuance of all Warning Letters about dregs and devices so that they may take this information into
account when considering the award of contracts.

You should take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action without firther notice. These include seizure nt~d/or
injunctions.
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You should notifi this otice in writing, within 15working days of receipt of this letter, of’[he
specific steps you have taken to correct the noted violations. [f corrective acticn cannot be
completed within 15 working days, state the reason for the delay and the time within lvhich the
corrections will be completed,

Your reply should be sent to Domestic Compliance Branch, Food and Dmg Administration,
850 Third Avenue, Brooklyn, New York 11232, Attention: Anita Fenty, Compliance Offtcer.

Very truly yours,

Alon~a E, Cruse
Acting District Director
New York District Office
Food and Drug Administration

● Attachment: FD form 483


