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INSTRUCTIONS TO CANDIDATES : 

 1. Attempt any FIVE questions out of SIX questions.   

 2. Each question carries FIFTEEN marks.  
 

 1. a. Explain pharmaceutical automation role in dosage form manufacturing. 

  b. What are the bio waiver considerations to be considered to get the exception for In vivo 

studies? 

  c. Define and compare the features of descriptive and mechanistic modelling. 

 2. a. Discuss the role of influx transports with examples. 

  b. Write the importance of computer simulation in pharmaco-dynamics. 

 3. Name and explain the guidelines of QbD controlling agency. Mention the regulatory and 

industrial views on quality by design. 

 4. Discuss the optimization parameters and different optimization techniques in formulation 

development. 

 5. a. What is artificial intelligence? Mention its application. 

  b. Describe the different levels of In-vitro and In-vivo correlation. 

 6. Explain the role of computers in clinical data collection and management. 
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