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Q.1(a) Discuss the WHO GMP requirements. [7] 
Q.1(b) Explain the salient features of ISO 9001:2008 in pharmaceutical quality management. [8] 

   
   

Q.2(a) Define benchmarking. Discuss the benchmarking process.  [7] 
Q.2(b) Discuss the advantages and limitation of benchmarking. [8] 

   
   

Q.3(a) What do you mean by dimensions of quality? Give a note on strategic planning and implementation. [7] 
Q.3(b) What do you mean by cost of quality? Explain various aspects of customer satisfaction. [8] 

   
   

Q.4(a) Highlight the various parameters of ISO 14001:2004. [7] 
Q.4(b) Discuss the concept of Risk Control and its components as per ICH Q9. [8] 

   
   

Q.5(a) The Deming philosophy is an important framework for implementing quality and productivity. Describe 
Deming’s 14 points of management.  

[7] 

Q.5(b) Justify the statement “A control chart is one of the primary techniques of statistical process control 
(SPC)”. 

[8] 

   
   

Q.6(a) Discuss the principles of Quality risk management as per ICH Q9. [7] 
Q.6(b) Justify the Elements of Pharmaceutical Development as per ICH Q8(R2). [8] 

   
   

Q.7(a) Discuss the importance of Concept of self-inspection for quality management of any company.  [7] 
Q.7(b) Discuss the importance of the concept of batch review and batch release in Pharmaceutical Industry.  [8] 
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