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

1. Define and classify impurities.  Enumerate the degradation products in 
specifications and qualification.  Describe and draw a flow chart showing 
Schematic representation of quantification Techniques for impurity profiling of 
drugs. 
 

2. Write the basic principles involved in the immunoassays.  Give a flow chart 
showing production of monoclonal antibodies.  Discuss in detail about 
quantification and applications of immunoassays. 

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

1. Describe the finger printing techniques in Phytopharmaceuticals by 
HPLC/HPTLC. 

2. Write the general analytical procedures for identification of elemental impurities. 
3. Describe about potential sources of elemental impurities. 
4. Enlighten the procedure for the biological assay of Tetanus antiserum. 
5. Describe in detail about degradent characterization. 
6. Explain about the stability testing protocols with important parameters. 
7. Give details about the PCR studies for gene regulation. 
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