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CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. Ameet Patel
Pre31aenC/uwner

FDA Investigators, Ruben Delagarza and Nick F. Lyons, conducted
an inspection of your facility April 17, 24, 25, and May 1, 1997.

Saeriong deviatinneg fram thea Fadaral FAnAd Ny anAd MNAaacamab i~ A~
<S€r1ous Jdeviatlons rrom tne regera. r vuu, wviuy, auiu vuosmcuiliC ACL
(Act) concerning your testing of drug products by your contract
laboratory were documented by the investigators. The drugs

tested by your facility are adulterated within the meaning of
Section 501(a)(2)(B) of the Act, in that you have failed to
comply with the Current Good Manufacturing Practices regulations

as prescrlbed by Title 21, Code of Federal Requlations (21 CFR),
Parts 210 and 211, as fOllOWS:
Failure +to maintain writtan nracadnroce fAar maintanancra and
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calibration of laboratory instruments used for testing drug
products.
Fail

ure to establish change control procedures.

Failure to have records to support assays for drug products.

Fai]ufe to hava writtan inactallation gnalifFicatian anAd
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system suitability for your High Performance Liquid
Chromatograph (HPLC). '

The same listed deviations were found during an inspection of
wpmrir Famnd Tdder mev MaAacmamliacs QO 1N 100D M T omom o L R U D a4
YOUr IraCiilidc Oll vecemoper o—iv, i175¢. A wa.LIllng Lecttter aatea
Daramhar 28 1QQ2 waa iccinna’d A Mr»r Tyrwina NAamolser T ahawvad A
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Director. Mr. Domskv indicated bv his resnonge lettaer aof Januarv
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14, 1993, that corrections had been implemented.
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wcidently e i ction showsg that your faci Y
egister with the od and Drug Administration (FDA)
required by the Act Your flrm must register with the FDA. If
you require registration information, please contact Ms. Linda
Whitehead, Chicago District Office Registration Monitor. She can

be reached by telephone at 312-353-5863, ext 142.
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inclusive list of deficiencies at vour facilitvy It is your

ive list of deficiencies at your facilit y. It is your
responsibility to assure adherence with each requirem ent of the

good manufacturlng practice regulatlons. Until these violations
are corrected, Federal agencies will be informed that FDA Chicago
District recommends against the award of contracts for affected
products. We are also recommendlng withholding any product
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approvals associated with your testing laboratory.
We request that you take prompt action to correct these
deviations. Failure to promptly correct these deviations may

result in regulatory action being initiated by the FDA without
further notice. These actions may include, but are not limited to
seizure, injunction and/or civil penalties.

Please notify this office in writing Wlthi 15 working days of
mmm i s emde mdf Eled o TN Al anmarcarrdd e A s Eam mb ey wrmrs lnoaera
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taken to correct the above violations, including an explanation
of each step being taken to prevent the recurrence of similar

working days, state the reason for the delay and the time within
which the corrections will be completed.

Your response should be sent to Jerome Bressler, Assistant
District Director for Compliance.
Sincerely,
/< /
/=2
Raymond V. Mlecko
District Director
Enclosure: Form FDA-483
cc: Irvine T. Domsky

Laboratory Director
Allied Laboratories
716 N. Iowa Avenue
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