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Q.P. Code: 262953
Time: Three hours Answer ALL Questions Maximum: 75 Marks
I. Elaborate on: (2 x 20 =40)

1. Discuss the validation master plan, advantages of validation and performance
qualification.

2. Explain the qualification of UV-Visible Spectrophotometer and HPLC.
Il. Write notes on: (7 x5=35)

Validation of HVAC system.

Rights and responsibilities of patentee.

Site Acceptance Test (SAT).

Qualification of Pipette and measuring cylinder.
Validation of analytical method used in cleaning.
Installation qualification.

Write a note on Compressed air and Nitrogen.
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