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Robert M. Kaminski

Chief Executive Officer
Leiner Health Products Inc.
901 East 233 Street
Carson, California 90745

Dear Mr. Kaminsli:

During our recent inspection of vour Leiner Health Products repacking operation,
located in Madison, WI, our investigator found serious violations of the current

- Good Manufacturing Practices (GMPs) for Finished Pharmaceuticals, Title 21,
Code of Federal Regulations, Part 211 (21 CFR 211). Your repacked prescription
drug products are adulterated within the meaning of Section 501(a)(2)(B) of the
Federal Food, Drug and Cosmetic Act (the Act).

The violations observed during our inspection include but are not limited to the
following:

1. Failure of vour batch production and control records to include complete
information relating to the production and control of each batch (21 CFR
211.188). For example, unlabeled bottles of AV from line #2 were
being torque tested on line #3 and left there unlabeled. At least one of
these was not opened and inspected to confirm its contents (per SOP M
35-10-SA, Unlabeled Bottle Procedure), all were not turned over to the
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pharmacist supervisor for an investigation, and the incident was not
investigated and documented at the time.

Failure to appropriately investigate related batches once the drug product
was returned (21 CFR 211.204). For example, the follow-up investigation
concerning the AN mix-up is incomplete. There is no
documentation to show that a determination was made as to how long the
torque tester on line #2 was inoperable and if anv other lots of product
bottled and labeled during the time period could have resulted in the same
problem.

Failure to clean equipment at appropriate intervals to prevent
contamination that would alter the safetyv, identitv, strength, quality, or
puritv of the drug product [21 CFR 211.67(a)], and failure to establish
written procedures [21 CFR 211.67(b)]. For example, no protocol has been
developed for vour cleaning validation and only preliminary baseline testing
has been conducted.

Failure to determine equipment used in the manufacture, processing,
packing, and holding of a drug product performs the desired function
satisfactorilv [21 CFR 211.68(a)]. For example, no installation
qualification or operational qualification has been performed on lines #2
and #3 and no production qualification has been performed on anv of vour
lines.

Failure to ensure that each person engaged in the manufacture, processing,
packing, or holding of a drug product has the education, training, and
experience to enable that person to perform the assigned function [21 CFR
211.25. For example, emplovee " has not been trained at a minimum
twice a vear in the GMPs per vour SOP M 07-02-1A.

The above indication of violations is not intended to be an all-inclusive list of
deficiencies at vour facilitv. It is vour responsibilitv to ensure adherence to each
requirement of the Good Manufacturing Practice regulations. Federal agencies are
advised of the issuance of all Warning Letters about drugs so thev mav take this
information into account when considering the award of contracts.
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You should take prompt action to correct these deviations. Failure to promptly
correct these deviations may result in regulatorv action without further notice.
Possible actions include seizure and/or injunction. This is official notification that
FDA expects all vour locations to be in compliance.

Your response, dated November 25, 1998, to the form FDA-483 issued to vour
firm on November 9, 1998, appears to be satisfactorv with the exception of vour
response to observation #3 concerning the cleaning validation and packaging
validation. We appreciate that vour firm's current decision is - v AN
AVAVAVAVAYA VAV ULV aVavaUe Vel e VAV aVa VAVl W VA VA VAL
/- AL/\/\/\/\/\/_\/K-/ AV Wl VA VAV VAV a VAV VA
AN However. AL 7 ULV and s subject
to the laws and regulations of the Act. We also appreciate that vou are working
AUV UL U Please be aware that the lines must be
~ validated before vour repackaging operation A__~_ ULV NS
Promised corrections will be verified during our next inspection. Your response
will be made part of the official file for vour firm.

You should notifv this office in writing, within 15 working davs of receipt of this
letter, of specific steps vou have taken to correct the noted violations, including an
explanation of each step being taken to prevent the recurrence of similar
violations. If corrective action cannot be completed within 15 working davs, state
the reason for the delav and the time within which the corrections will be
completed.

Your replv should be sent to Compliance Officer Carrie A. Hoffman at the address
indicated on the letterhead.

Sincerelv,

(/

ames
Director
Minneapolis District
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xc: Thomas G. Hungerford
QA Manager
Leiner Health Products Inc.
2300 Badger Lane
Madison, W1 53713



