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ablish production and process control procedures designed to assure
oducts have the required identity, strength, quality and purity {21 CFR
For example, you have no process validation for any of your
s NIV 1 s

or OTC drug products.
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10.

11.

12.

13.

located [21 CFR §211.63]. Examples of non-qualified process equipment include
your purified water system, blenders, tableting presses, mixers and filling machines.

Failure to maintain equipment to prevent malfunctions or contamination that would
alter the safety, identity, strength and purity of the drug product {21 CFR §211.67(a)].
For example, you change chart recorders designed to record weekly data on a
monthly schedule.

Failure to establish and follow appropriate written procedures designed to prevent
malfunctions or contamination that would alter the safety, identity, strength and
purity of the drug product [21 CFR §211.67(b)]. For example, you have no validation
that your cleaning and sanitation procedures prevent significant cross contamination
of drug products that could arise from multi-use manufacturing process equipment.

Failure to evaluate the quality standards of each drug product annually [21 CFR
§211.180(e)]. You have not conducted this review for any of your products for at
least the past two years. Our investigators documented the use of outdated USP
methods, some from as early as 1985 (USP XXI), at your facility.

Failure to perform an appropriate laboratory determination of satisfactory
conformance to final specifications for each batch of drug product [21 CFR
§211.165(a)]. For example, content uniformity testing is not conducted on each batch
of tablets manufactured.

Failure to establish scientifically sound and appropriate specifications, standards,
sampling plans and test procedures [21 CFR §211.160(b)]. For example, there is no
documented sampling plan for incoming components, in process or finished product
sampling.

Failure to withhold from use each lot of a component until the lot has been sampled,
tested or examined as appropriate 21 CFR §211.84(a)]. For example, growth
promotion tests are not performed on incoming lots of media nor during the
performance of the test. L

Failure to follow a testing program designed to assess the stability characteristics of
drug products [§211.166(a)]. For example, you are not conducting stability tests at
the intervals required in your written stability test procedure.

Failure to maintain complete records of all testing and standardization of laboratory
reference standards, reagents and solutions [21 CFR §211.194(c)]. For example,
there are no records documenting the preparation and standardization of reference
standards used in component, in process and finished product testing.

Failure to ensure that all people engaged in the manufacture, processing, packing or
holding of a drug product have the education, training and/or experience to perform
their assigned functions [211.25(a)]. For example, you were unable to provide any
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