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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) Write the importance of generic drug product development.   [2]  

   b) Differentiate brand and generic drug.      [3] 

   c) Write the steps in the design of a dosage form.    [2] 

   d) How do you calculate equivalence dose with reference standard.  [3] 

   e) Write briefly about the method development process of analytic techniques. 

           [2] 

   f) Enumerate the different types of validations.     [3] 

   g) Write the importance of stability studies.     [2] 

   h) What is meant by scale up studies?      [3] 

   i) Do we need to perform bioequivalence studies for generic products? Explain. 

           [2] 

   j) How ICH guidelines help in product development?    [3] 

 

PART-B     (50 Marks) 

 

2. Write the salient features of generic product development.   [10] 

OR 

3. Write the history of generic product development in USA.   [10]  

 

4. What are the different product development steps? Explain.   [10] 

OR 
5. How manufacturing formula optimization can be done? What are the parameters 

need to focus.         [10] 

 

6. Write the in process and finished product quality control test for tablets. [10]  

OR 
7. What are the parameters for validation? Write with one example and limits.[10] 

 

8. Write the detailed stability studies on active ingredients.   [10] 

OR 
9. How do you optimize manufacturing process? Explain.   [10] 

 

10. Write the various designs of bioequivalence studies.    [10] 

OR 
11. Describe the drug product approval process in India.    [10] 
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