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Answer the following (8Q x 5marks = 40 marks)

R What is specificity and accuracy of an analytical method? How )
specificity and accuracy studies are carried out for a
chromatographic method.

2) What are the different computerized operations associated witha ©)
pharmaceutical industry? Write a note on fundamental task and
supporting procedures involved in the validation of computer

systems?
3) What is a complete specification? Explain the contents and format ©)
of a complete specification
4) What is Patent Cooperation Treaty? Discuss the objectives and ~ ©)
benefits of PCT and explain the PCT filing system
5) List out the advantages of validation. ©)
6) Discuss in detail about Prospective validation. (®)
7 Name the parameters that must be checked during qualification of ©)

IR spectrophotometers
8) Write about level 3 and level 4 qualification of pH meters. ©®)

Answer the following with specific answers (2 marks x 5 = 10 marks)
9 What is peak purity? How it is established for a chromatographic
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method?

What are the various mechanisms (source) of contamination in @)
pharmaceutical operations and enlist the factors to be considered
for setting acceptable limits for cleaning process.

Under what circumstances revalidation is required? Explain )

Explain Design qualification @)

Explain the difference between validation and qualification. )
————— End-----
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