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1. Discuss two of the following organisations  in terms of their regulatory role           

    (25 marks) 
a. Health Product Regulatory Authority 

b. International Council on Harmonisation 

c. Food Safety Authority of Ireland 

d. International Organisation for Standardisation   

 

 

2. Discuss the role of Quality Assurance, Good Manufacturing Practice and Quality Control in 

the production of Pharmaceutical products       

          (25 marks) 
 

3. Discuss the requirements for making a nutritional labelling claim in terms of current EU 

legislation         (25 marks) 

 

 

4. Discuss the four principles of biomedical ethics      

          (25 marks) 

 

 

5. Compare and contrast US and EU regulatory requirements for a cosmetic product   

          (25 marks) 

 

  


