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SECTION - A

Answer all the questions.
Answer the following (L0 marks x 5 = 50 marks)

1) Describe important factors to be considered for tablet process (10)

validation.

2) Explain mechanical calibration and performance verification test ~ (10)
for type 1 dissolution apparatus.

3) Describe operational qualification and performance qualification of (10)
HPLC

4) What is Validation master file? Explain its principle and contents  (10)
for a pharmaceutical industry

5) Analyse the parameters of "validation of analytical methods for (10)
cleaning". Discuss the keys to method validation.

SECTION - B

Answer all the questions.

3 Answer the following (5 marks x 5 = 25 marks)

» 6) What are LOD and LOQ? Explain its determination methods. (5)
7) Explain objective and advantages of factory acceptance test (5)
8) Explain the pharmaceutical water system validation life cycle. (5)
9 Explain the types of validation. (5)
10) Explain the computer system life cycle approach for a (5)

pharmaceutical industry



