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Microbial Limits Test

The microbia limits tests are designed to estimate the number of viable aerobic organisms
present in pharmaceutical and raw materials. The test is also used to determine whether the
articles harbor designated microbia species which are pathogenic in nature. These opportunistic
organisms called for in the USP include Salmonella sp., E. coli, Staphyl ococcus aureus and
Pseudomonas aerginosa.

Microbial limit testing of raw material aswell as finished pharmaceutical products can help to
determine whether the product complies with the requirements of the BP, Ph. Eur. or USP.
Bioburden testing of components can show the use of adequate control measures during the
preparation and handling.

The satisfactory criteriafor the microbial quality of pharmaceutical preparations are specified in
the relevant Pharmacopoeia. Guidelines are also given for the carrying out of testing. All our
methods will be developedare based on the USP and Ph. Eur. The Medical Devices Agency
advises on the microbiological safety aspects of medical components.

Bioburden

Bioburden, the microbial population within a product, is a useful tool when used as a process
control monitor and as a database for process design. Bioburden testing is used to enumerate
aerobic bacteria, spores and fungi.

Bioburden Testing

Avanti NanoSciences tests for product bioburden to help establish sterilization validations
accordance with 1SO11737 and as part of in-process checks to help clients ensure their
production processes are not compromising sterilization validations. In addition, thetests can be
utilized to test water samples for bioburden to ensure that water systems are performing within
the required regul atory agency specifications.
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