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Answer all the questions.
Answer the following (5 marks x 8 = 40 marks)

R What is linearity, range and precision of an analytical method? ©®)
Explain how linearity, range and precision studies are carried out
for a chromatographic methods.

2) What is CIP and discuss its importance? Explain the cleaning ®)
parameters that makeup cleaning process.

3) What are non-patentable inventions under section 3 of Indian (®)
Patent Act 19707 Discuss on the different types of patent
applications.

4) 4A. Discuss the V-model which illustrates the key lifecycle ©®)

activities of computer system validation.(2 mark)

4B. What is system suitability testing? Explain how system
suitability parameters are established for a chromatographic
method. (3 mark)

5) Discuss about Validation Master Plan including its advantage and ©)
the information that must be included in validation master plan

6) Explain retrospective validation. List out the essential elements for ©)
Retrospective Validation.

/) Name the parameters that must be checked during qualification of ©
UV-Visible spectrophotometers

8) (5)
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Explain the regulatory requirements for receiving of samples and
their storage.

b
Answer all the questions.
Answer the following with specific answers (2 marks x 5 = 10 marks)

9) What is robustness of an analytical method and how it is @)
A established?
B) What are trademarks and copyrights and discuss their benefits? @)
C) Write a note on cleaning validation master plan @)
D) Explain Change control @)

Name any four parameters that are checked during qualification of @)
dissolution apparatus
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