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SECTION-A
1. Define 21 code of federal regulation.
2. Define IND?
3. Define ANDA.
4.     Difference between GMP and cGMP.
5. Write a note on SOP.

6. Difference between GMP and Schedule M.

7. Write a note on recall classification. 

8. What is termination of recall?

9. What is sampling?

10.  Define export registration.

11. Write a note on protocol?

12. How to perform SOP revision?

13. Write a note on USFDA.

14. Write a short on cGMP 

SECTION-B
Q.1. Write a note on Sampling plans, its techniques significance.

Q.2. Write a note on GCP.
Q.3. Write a note on GLP.
Q.4. Write a note on performing effective recall and preparation of recall status report.

Q.5. Write a note on Operating Characteristic curves and maintenance of sampling records.

Q.6. a) Write a note on finished product reprocessing and salvaging.

        b) Write a note on SOP preparation and validation.

Q.7. Write a note on recall status report?

Q.8. What is FDA requested recall?

Q.9. Write a note on maintenance of sampling records of finished product and packaging   

        material.
Q.10. Write WHO Guidelines for sampling plan.

SECTION-C
Q.1. Write a note on GMP.
Q.2. Write a note on cGMP
Q.3. Write a note on forms and maintenance records required in Pharmaceutical Industry.

Q.4. Write a note on CPCSEA Guidelines for GLP.

Q.5. Write a note on validation.
