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Time : Three hours          Answer ALL Questions                Maximum : 75 Marks 
 
I.  Elaborate on:                    (2 x 20 = 40) 
 

1. Explain the process of BLA submission and approval in the US. 
 

2. Explain regulatory guidelines for blood and its components including blood 
products in India. 
 

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

1. Write the GMP requirements for biologics in India. 
2. Write about the advertising and labeling aspects of biologics in EU. 
3. Write about the TSE/BSE evaluation. 
4. Pharmacovigilance for vaccines in India. 
5. United States regulations and guidelines for herbal medicine. 
6. Legislative guidelines for herbal medicine in India. 
7. Explain the safety and packaging system of herbal products in US. 
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