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Note:  This question paper contains two parts A and B. 

Part A is compulsory which carries 25 marks. Answer all questions in Part A.  

Part B consists of 5 Units. Answer any one full question from each unit. Each question 

carries 10 marks and may have a, b as sub questions.    

 

PART – A          (25 Marks) 

 

1.a)      List the guidelines for drug regulatory affairs.     [2] 

   b)      List the functions of state drug controller      [3] 

   c)      What are the legal aspects for the import of drug in India       [2] 

   d)      How to obtain the permission from the regulatory body to sale a drug.  [3] 

   e)      Outline the features of NDA        [2] 

   f)       What is IND                                [3] 

   g)      What is electronic drug master file         [2] 

   h)      Outline centralized procedure in Europe       [3] 

   i)       Define pharmaceutical Quality by Design      [2] 

   j)       What are the guidelines for WHO?       [3] 

 

PART – B       (50 Marks) 

 

2.a)  Discuss in detail the drug regulatory authorities in India. 

   b)  Discuss in detail about DTAB.       [10] 

OR 

3.a)  Discuss in detail about CDSCO. 

   b)  Explain the organization structure of India, in central and state.   [10] 

  

4.a)  Explain the conditions for issuing licence for the manufacturing of schedule C, C1, 

drugs.  

   b)  Explain about Dossier.        [10] 

OR 

5.a)   Explain the conditions for issuing licence for the manufacturing of schedule X drugs. 

   b)   List the various modules in CTD.       [10] 

 

6.a)  Discuss the goals of NDA. 

   b)  Explain the new drug application process in USA.     [10] 

OR 

7.a)  Discuss in detail about ANDA and its  types. 

   b)  Explain the ANDA application process in USA.     [10] 
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8.a)  Explain the various MAA procedures in Europe? 

   b)  Discuss the drug approval process in Europe.     [10]  

OR 

9.a)  Explain the role of USFDA. 

   b)  Discuss about organization of USFDA.      [10] 

 

10.a)  Explain QbD process in the form of flow chart. 

     b)  Discuss in detail about various stages of QbD along with the flow chart.  [10] 

OR 

11.a)  Compare the structure of ICH and WHO. 

     b)  Explain the WHO guidelines for registration of pharmaceuticals.   [10] 
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