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SECTION - A
Answer all the questions.
Answer the following (10 marks x 5 = 50 marks)

1) What is patent? Explain the steps in filing a patent application in India. (10)
2) Explain the central regulatory governance and drug approval process in India. (10)
3) Write a note on Schedule Y under D&C act 1940 and briefly explain on clinical trial
management systems
4) Enlist the Table of Contents (TOC) of quality, animal and human data for regulatory
filing.
5) Write a note on various designs of stability testing of new drugs and products as per
ICH with appropriate examples 10)
SECTION - B

Answer all the questions.
Answer the following (5 marks x 5 = 25 marks)

6) Differentiate between Drug Price Control Order and National Pharmaceutical Pricing

Authority of India. (%)
7) Explain the provisions of bonded manufactory. (5)
8) Enlist the acts and regulations governing animal testing in India. )
9) Mention the responsibilities of drug inspector as per D&C act 1940. )
10) Mention the organogram of Medical Device regulations under CDSCO. 5)
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