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1  Define validation. Write note on validation master plan. 

OR 
2  Explain in detail design qualification and installation qualification. 
   
3  Write note on qualification of HPLC. 

OR 
4  Explain the qualification of dissolution apparatus. 
   
5  Write the note on compressed air used in the validation of utility systems. 

OR 
6  Explain in detail cleaning validation. 
   
7  Write about computerized system validation techniques.  

OR 
8  Explain validation of analytical method as per ICH guidelines and USP. 
   
9  Explain in detail intellectual property rights (IPR). 

OR 
10  Describe in detail right and responsibilities of patentee. 

 
***** 


