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Q.1(a) What do you mean by auditing? Discuss about objectives and importance of audit in pharmaceutical 
industry. 

[7] 

Q.1(b) Write about components of audit and auditing procedure. [8] 
   
   

Q.2(a) What are major factors of quality system?  Discuss the significance of management responsibilities in 
it. 

[7] 

Q.2(b) Explain about cGMP and concept of modern quality system. [8] 
   
   

Q.3(a) Discuss the importance of Vendor Audit in pharmaceutical industry. [7] 
Q.3(b) Explain the role of manufacturing operations in robust quality system [8] 

   
   

Q.4(a) What do you mean by quality audit? Justify its role in pharmaceutical industry. [7] 
Q.4(b) Explain the auditing process of a production department with special reference to Tablet 

manufacturing facilities with a suitable example. 
[8] 

   
   

Q.5(a) Discuss the steps of Water audit. [7] 
Q.5(b) What do you mean by Media fill and discuss its importance in audit of sterile unit? [8] 

   
   

Q.6(a) Discuss physical & chemical process of Effluent treatment. [7] 
Q.6(b) Explain the areas on which auditor of a microbiological lab should focus. [8] 

   
   

Q.7(a) Discuss the parameters an auditor should check while auditing HVAC system.  [7] 
Q.7(b) Discuss the parameters an auditor should check while auditing an ETP. [8] 
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