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Note:  This question paper contains two parts A and B. 

Part A is compulsory which carries 25 marks. Answer all questions in Part A. 

Part B consists of 5 Units. Answer any one full question from each unit.  Each question 

carries 10 marks and may have a, b, c as sub questions. 

 

PART- A      (25 Marks) 

 

1.a) What is a generic drug product?       [2] 

   b) What for Hatch-Waxman act was enacted?      [3] 

   c) What is a reference listed drug product?      [2] 

   d) Name two important factors influencing the packaging selection.   [3] 

   e) What is precision and mention its significance.     [2] 

   f) Mention the need for carrying out intra day and inter day variation studies in analytical 

method development.         [3] 

   g) What are scale up studies?        [2] 

   h) Mention the role of humidity in stability testing with valid reason.   [3] 

   i) Mention the significance of bioequivalence studies.     [2] 

   j) Write the advantages of eCTD.       [3] 

 

PART-B      (50 Marks) 

 

2. Write the history of generic drug product development in US.   [10] 

OR 

3. Write about Hatch-Waxman act and mention the subsequent amendments made to it. 

            [10]  

 

4. Explain the stages of product development steps.     [10] 

OR 

5. Explain the methods for formula optimization.     [10] 

 

6. Explain the analytical method development and its validation.   [10] 

OR 

7. Write about analytical methods for the estimation of in process samples.  [10] 

 

8. Explain the stability studies of active pharmaceutical ingredient.   [10] 

OR 

9. What are exhibit batches? Explain the procedure for execution of exhibit batches. [10] 

 

10. Write the process of drug product approval in India.     [10] 

OR 

11. Write about bioequivalence criteria and in vitro tests for ensuring bioequivalence test 

protocol.          [10] 
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