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1a. Discuss the hatch Waxman act in detail. [7] 
1b. Discuss the investigational new drug application in detail. [8] 
   
   
2a. Discuss the various aspects of aseptic packaging in detail.  [7] 
2b. Discuss the various aspects of formulae & equipment evaluation and also salient features of physical and 

personnel requirement for pilot plant scale up operation.  
[8] 

   
   
3a. Discuss the granulation aspects in detail for pilot plant scale up operation for solid dosage form.  [7] 
3b. Discuss the drying aspects for pilot plant scale up operation for solid dosage form with suitable 

diagrammatic representation.  
[8] 

   
   
4a. Discuss the various salient features for liquid products during pilot plant scale up operation. [7] 
4b. Discuss the various aspects of capsule generally taken care off during pilot plant scale up operation. [8] 
   
   
5a. Derive the equation of solubility weakly acidic drug in relation with hydrogen ion concentration.  [7] 
5b. Derive the equation of solubility weakly basic drug in relation with hydrogen ion concentration. [8] 
   
   
6a. Derive an equation for complexation of drug with protein.  [7] 
6b. Discuss the various factors affecting dissolution rate. [8] 
   
   
7a. Discuss the role of optimization in technology transfer. [7] 
7b. Discuss the quality control test for container in detail. [8] 
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