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***** 
1  Write in detail about drug and cosmetics act 1940. 

OR 
2  Explain in detail pharmacy act 1948. 
   
3  Explain the guidelines and standards for regulatory filing of drugs and cosmetics. 

OR 
4  Write a detailed note on organization and responsibilities of state licensing authority. 
   
5  Explain BIS standards for medical devices. 

OR 
6  Explain Indian pharmacopoeia standard for drugs. 
   
7  Write a detailed note on regulatory requirements for stability study. 

OR 
8  Explain the following: 
 (a) Ethical guidelines for human participants. 
 (b) ICMR-DBT guidelines for stem cell research. 
   
9  Explain the time line in patent filing in India. 

OR 
10  What is intellectual property? Explain industrial designs and trademarks with examples. 
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