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Q.l Answer ell questions. Each question carries l marrc (9*l=gMarks)

l. Write a purpose of IND
2 What is TeM?
3. Certificate of analysisis generally provided by_. (manufacturer, trader, supplier)
4. Give full form of CANAD. CFR.
5. What is ICH Guideline?
6. COA is issued only for finished product. Tnre./ false
7. Define GMp.
8. Give firll form ISO.. 
?.^ 1ru9/f4lse; SOp is required for handling machine only
10. Define: Validation

Q' 2 Answer any 5 questions. Each question carries 4 marks. (5*4=20Marks)

l- Whar is Audit? Write Type of Audit.
2. write fundamental point of GLp.
3. What is Robustness & Repeatability?
4. Write benefits of SOp.
5. What is Good received note? Discuss its Components.
6. Discuss certificate of Analysis

Q.3 Answer any 3 question. Each question carries Z marks. G*7=2lMarks)
l. Write note on Analytical method Validation parameter.
2. Write a note on content of New Drug Application.
3. Write a general format of SOp.
4. What is ISO? Discuss Eighr principle of ISO.
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