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Instruction for candidates:

1. Section A is compulsory. It consists of 10 parts of two marks each.

2. Section B consist of 9 questions of 5 marks each. The student has to attempt any 7
questions out of it.

3. Section C consist of 3 questions of 10 marks each. The student has to attempt any 2
questions.

Section — A (2 marks each)
Q1. Attempt the following:
a) Define 'Import License' under the Drugs and Cosmetics Act, 1940.
b) What is Schedule X? Provide two examples of drugs listed under this schedule.
c) Explain the main objective of the Pharmacy Act, 1948.
d) List two offenses under the Narcotic Drugs and Psychotropic Substances Act, 1985.
e) What is the role of the Central Drugs Laboratory?
f) Define 'In-bond' manufacture under the Medicinal and Toilet Preparations Act, 1955.
g) What is meant by 'Ceiling Price' as per the Drugs Price Control Order (DPCO), 2013?
h) Mention any two classes of exempted advertisements under the Drugs and Magic
Remedies Act.
1)  State the purpose of the Code of Pharmaceutical Ethics.
j)  Explain the concept of Intellectual Property Rights (IPR) in brief.

Section — B (5 marks each)

Q2. Describe the legal definitions of different schedules in the Drugs and Cosmetics Act,
1940, and explain their significance.

Q3. Explain the process of registration of pharmacists under the Pharmacy Act, 1948.

Q4. Outline the conditions for the sale and labeling of Schedule H drugs.

Q5. Discuss the composition and functions of the Drugs Technical Advisory Board (DTAB)
under the Drugs and Cosmetics Act.

Q6. Describe the penalties for violations under the Narcotic Drugs and Psychotropic
Substances Act, 1985.

Q7. Explain the major provisions of the Prevention of Cruelty to Animals Act, 1960,
concerning pharmaceutical research.

Q8. Discuss the major objectives of the National Pharmaceutical Pricing Authority and the
DPCO, 2013.

Q9. Explain the ethical responsibilities of a pharmacist in relation to their profession, as per
the Code of Pharmaceutical Ethics.

Q10. Outline the functions of the Institutional Animal Ethics Committee as per CPCSEA
guidelines.
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Section — C (10 marks each)
Elaborate on the Drugs and Cosmetics Act, 1940, particularly focusing on prohibited
drugs and conditions for granting manufacturing licenses. Include a discussion on
penalties for offenses.
Provide a detailed account of the Medicinal and Toilet Preparations Act, 1955, including
licensing requirements and conditions for export and manufacture of Ayurvedic
preparations.
Describe the role of various committees (Drugs Enquiry Committee, Health Survey
Committee, Hathi Committee, and Mudaliar Committee) in shaping pharmaceutical
legislation in India.



