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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 significance of scale up studies in the manufacture of API.  [2] 

   b) What is the significance of yield in process development and how it is optimized? [3] 

   c) Write the need for trouble shooting in process optimization.    [2] 

   d) Mention the advantages of pilot plant in obtaining maximum yield.   [3] 

   e) What is process flow?         [2] 

   f) Name the stages of commercial production of bulk drugs.    [3] 

   g) Name the process technologies used for production of bulk drugs from microbial 

sources.          [2] 

   h) Give three examples of drugs derived from animals.     [3] 

   i) How the justification of starting material for synthetic drug material is done? [2] 

   j) Write the qualifications of starting materials for selection of biological drug substances.

           [3] 

PART-B     (50 Marks) 

 

2. Explain the process stages in API scale up.      [10] 

OR 

3. Write about the problems of scale up of biological products.    [10] 

 

4. Give the differences between technology transfer and pilot studies and explain the 

process of technology transfer in API manufacture.     [10] 

OR 

5. Explain the methods for optimization of new synthetic routes for process optimization.

           [10] 

 

6. Explain the significance of reaction sequence in the bulk drug production with suitable 

example.          [10] 

OR 

7. Explain how the process flow is planned in bulk drug production.    [10] 

 

8. Explain the process technology for production of natural drugs from animals. [10] 

OR 

9. Write about microbial sources for production of natural drugs and give briefly the 

production of any one drug.         [10] 

 

10. What is the significance of design space and write about significance in the manufacture 

of active pharmaceutical ingredient.        [10] 

OR 

11. Write about approaches for developing control strategy.     [10] 
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