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Abstract/Introduction

Pharmaceutical manufacturing equipment must be properly cleaned to ensure the removal
of product residue, cleaning chemical residue and microbes prior to

DISCUSSION

methods need to be developed and validated to prevent the risk of cross contaminated and
adulteration of products. These methods need to be validated to confirm that the defined
cleaning process sufficiently removes potential

and selection of the appropriate cleaning techniques and delecuon

prove that the defined method conditions effectively clean

e
Validation of the defined method conditions provides e e
conditions. This poster will discuss the selection of the appropriate cleaning procedure,
including selection of various sampling techniques, and the detection options available to
monitor the amount of residual contaminant. The use of the appropriate tests during method
validation are critical in proving that the method performs as intended,
tests are discussed as well. In addition, revalidation of analytical techniques and the use of
correction factors will be discussed.

Establishment of Appropriate Limits

In the US FDA Guide to Inspections Validation of Cleaning Processes, itis stated, “The firm's

rational for the residue limits established should be logical based on the:
knowledge of the materials involved and be practical, achievable, and verifiable.” The FDA
gives examples of analytical detection levels such as 10 ppm, biological activity levels such
as 1/1000 (0.1%) of the normal therapeutic dose and organoleptic levels such as no visible
residue. One can easily apply these examples to determine the amount of allowable carry-
over of product residues.

“No more than 10 ppm of any product should appear in another product.

“No more than 0.1% of the normal therapeutic dose of any product will appear in the
maximum daily dose of the following product

“No amount of product residue should be visible on the surface of the equipment after the
cleaning procedure has been performed.
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of an appropriate cleaning validation platiorm is
critical in any manufacturing process. There are many options to
choose from when establishing the cleaning program and care
must be taken to ensure that the sampling technique, and
analytical monitoring methodology selected, along with
establishing the appropriate limit (MCL) and compliance of the
approach meet the requirements and the intent of the sample
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