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Note : i) Attempt any five questions.
ii) All questions carry equal marks.

1. a) Enlist and explain validation parameters for Bio analytical method development. 6
b) Differentiate stop flow and dynamic flow LC-RFD-MS technique. 4
c) Write a note on microsomes assist in vitro drug metabolism study. 4

2. a) Explain how MS related techniques are useful in metabolic identification study? 6
b) Write a note on in vivo ADME studies. 4
c) Write about prediction of human Hepatic Clearance study. 4

3. a) Write about instrumentation of HPLC-RFD. 6
b) Write rationale for ADME studies in animal. 4
c) Write about analysis of in-vitro cytochrome P450 inhibition in drug discovery and development.

4

4. a) Write in brief about impact of metabolite information on new drug application. 6
b) Write about characterization of enzyme kinetic. 4
c) Write importance of experimental design approach to conduct human ADME studies. 4

5. a) Write in detail about profiling of radio label metabolite in plasma. 6
b) Write objective of Regulatory compliance to conduct animal and human study. 4
c) Explain importance of hepatic clearance for metabolite characterization. 4

6. a) Write basic principle of Liquid Radio chromatography technique. 6
b) Write in detail about analysis of non radiolabeled drug metabolite. 4
c) Write in detail about detection and characterization of reactive metabolite. 4

7. a) Write about the analysis of unstable metabolite. 6
b) Write instrumentation of LC-MS / MS. 4
c) Write a note on trapping agent. 4

8. a) Write about importance of data presentation. 6
b) Explain the protocol of in-vivo bio activated drug. 4
c) Write a note on application of Metabolite profiling. 4
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