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ISO 9000 series provides a central role in a Quality Management System.
Discuss.

(a) Discuss the properties of antigens, in particular describe their
immunogenicity, epitope characteristics, and the importance of methods of antigen
administration for the induction of antibodies.

OR
(b) Describe the advantages of antibodies compared to other binding proteins

in immunoassays and discuss their use in such assays, using an enzyme-linked
immunosorbent assay as an example.

Describe the chief methods used to preserve and store bacterial cultures.

Describe in detail how the Biological Oxygen Demand (BOD) test is carried out
on a water sample.

Write an essay on “Cheese Manufacture Using the Conventional Batch Process”.

Discuss GMP in terms of a Quality Management System for the
Pharmaceutical/Healthcare Manufacturing Industries. What requirements does it
address in addition to ISO S000.

Write an essay on “The MF (membrane filtration) Sterility Test”. Compare and
contrast its advantages and disadvantages, as compared with the DT (direct
transfer) method.

Discuss sterilisation processes used for the production of parenterals and other
sterile products, and their validation.

Write an essay on “The Problem of Pyrogens in Parenterals”. How would you
test for them and how might their presence be avoided?



