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SECTION A
(answer two questions)

(a) What are pyrogens? (3 marks)
(b) What is the importance of endotoxins? (4 marks)
(c) What is the structure of endotoxins? (4 marks)
(d) What is the mechanism of the LAL test? (6 marks)
(e) What are the methods available for endotoxin detection? (8 marks)

Write concise notes on machine based methods for the detection of

microorganisms. (25 marks)

(a) What is an EUdirective? (4 marks)

(b) Outline the structure of directive 2001/83/EC. (8 marks)

(c) Article 51 of directive 2001/83/EC defines the duties of a qualified person.
What are the duties of a QP (8 marks)

(d) What is the FDA PAT initiative? Give an example with which you are
familiar. (5 marks)

Section B

(answer two questions)

Write an essay on sterility testing for pharmaceutical products and biomedical
devices.

List the common on-line resources available to the analytical microbiologist
and give a detailed account of the information available in each.

Write an essay on detection of E. coli O157 in food with emphasis on
confirmatory tests that can be used.



