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Essays  (2x10=20) 

1. Discuss the concept of Material management and good warehousing practice in
detail.

2. Describe the terminology of GLP and its emphasis on the provisions,
organization, personnel, equipment and facility procedures followed in
pharmaceutical industries.

Short Notes  (7x5=35) 

3. State the procedure to follow to obtain ISO 9000 certification.
4. Explain the evaluation of complaints and waste disposal.
5. Give the quality control test for containers and rubber closures.
6. Explain general principles of Analytical method Validation.
7. What are the elements and tools of QbD Program.
8. Explain in detail about the document maintenance in pharmaceutical industry.
9. Explain the importance and scope of validation.

Answer Briefly  (10x2=20) 

10. Classify the different types of audit.
11. At which condition revalidation is required.
12. How to Control the contamination in sterile area.
13. Explain the types of records.
14. List out the benefits of ISO 14000.
15. Define installation qualification and operational qualification.
16. Explain the quality control parameters for rubber and closures.
17. Explain purchase specification.
18. Define quality review.
19. Describe briefly about the plant layout.
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