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

1. Explain the regulatory considerations for manufacture, packaging and labeling of 
pharmaceuticals in USA. 
 

2. Discuss the regulatory requirements for registration of drugs and post approval 
requirements in WHO through prequalification programme. 
 

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

1. Drug Master File (DMF) in US.  
2. Hatch Waxman act and orange book. 
3. Import and regulation for import of cosmetics in Australia. 
4. Certificate of pharmaceutical product for Egypt and Nigeria. 
5. Requirements for registration of drugs in China. 
6. Regulatory committee in ASEAN and SADC. 
7. Legislation and regulations for distribution and sale of cosmetics in Brazil. 
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