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I.  Elaborate on:                                         (2 x 20 = 40) 
 

1. a) Explain about different steps involved in the development of Stability  
    Indicating Method. 
b) Describe the principle and procedure for carry out PCR technique. 
 

2. Define Elemental Impurities.  Discuss in detail about the classification, guidelines 
and various potential sources of Elemental Impurities. 
 

II. Write notes on:            (7 x 5 = 35) 
 

1. Classify Residual Solvents and mention its limits. 
2. Describe the production of Monoclonal Antibodies. 
3. Briefly explain the protocols and application of HPTLC finger printing in phyto- 

pharmaceuticals. 
4. Define Shelf life.  What are the various factors affecting Shelf life of drugs? 
5. Describe the rationale for the reporting and control of Degradation Products. 
6. Enumerate the principle and procedure involved in the bioassay of Human 

Antihaemophilic Vaccine. 
7. Briefly discuss about Radioimmunoassay and its applications. 
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