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Your answers should be specific to the questions asked.
Draw neat, fabeled diagrams wheraver necessary.

Answer All The Questions 10 x 7.5 = 75 Marks
1. Explaln the process of approval of generic drug products.
2.  Write the good clinical practices for clinical research in India.
3. Write the WHO guidelines on stability testing APT's.
4. Describe In detail about CMC post approval requlatory affairs.
5. Write MHRA guidelines.
6. Write the functions of USFDA guidelings.
7.  Explain salient features of Hatch-Waxman Act.
8. Explain the stages of NDA process,
9, Describe briefly regulatory guidelines for approval process for novel therapies.

10. Write briefly about Pharmacovigilence safety manitoring in Clinical trials.
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