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1a. What do you mean by compliance classification in auditing? Write the SOP & significance of auditing 

in pharmaceutical industry. 
[7] 

1b. What is the purpose of FDA audit?  Explain the auditing procedure with suitable flow chart. [8] 
   
   
2a. What are reasons for FDA’s CGMP guidance?  Discuss the significance of manufacturing in quality 

system. 
[7] 

2b. Why quality audit is necessary? Write about auditors’ tools, audit observations, audit report & 
checklist. 

[8] 

   
   
3a. Explain about CGMP and the different concepts of modern quality systems [7] 
3b. Discuss about 21 CFR CGMP regulations related to management responsibilities [8] 
   
   
4a. Write a note on dry production: capsules vendor audit. [7] 
4b. Describe the process of auditing in sterile production [8] 
   
   
5a. Justify the role of auditing in bulk pharmaceutical chemicals and vendors. [7] 
5b. Mention the audit checklist for the drug industry [8] 
   
   
6a. Discuss the steps of Water audit. [7] 
6b. What do you mean by Media fill and discuss its importance in audit of sterile unit? [8] 
   
   
7a. Discuss the parameters an auditor should check while auditing HVAC system.  [7] 
7b. Discuss the parameters an auditor should check while auditing an ETP. [8] 
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