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Section A

Ql. Define what is meant by ¢cGMP and discuss the factors which affect the microbiological

quality of a finished product with particular emphasis on cleanroom technology.

Q2. Write a detailed essay on sterility audits with reference to:
(a) Air and surface sampling techniques

(b) Direct and indirect microbial cell counts

Section B
Q3. Outline the current molecular methods used for the identification and characterisation of
specific microbial contaminants.
Q4. Describe the most common biochemical and immunological based techniques used for the

identification of microorganisms.
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