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50, will be treated as malpractice.

Important Note : 1. On completing your answers, compulsorily draw diagonal cross lines on the remaining blank pages.
2. Any revealing of identification, appeal to evaluator and /or equations written eg, 42+8

Fourth Semester M.Tech. Degree Examlnatlon, June/July 2019
QC, QA and Validation

Time: 3 hrs. Y, Max Marks: 80
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Note: Answer FIVE full questzons, choosmg one full questton from each module.
- Module-1 :

Explain the basic concept of quality assurance add a note on quality components. (08 Marks)
Discuss the strategies followed to ensure quality control in biological products. (08 Marks)

- OR -
Write a note on Quality control and antibiotics. (08 Marks)
Give an account of GMP in manufacturing of biological products. (08 Marks)
~ Module-2
Enumerate the good laboratory practices. (08 Marks)
Discuss the GLP process followed in control of records and reports (08 Marks)
OR
How do you implement GLP practices for facilities and equipment? (08 Marks)
Elaborate the GLP concept m non clinical testmg (08 Marks)
Module-S
Discuss the strategies followed in processing intermediates and bulk product. (08 Marks)
Elaborate the significance of SOP and records in drug manufacturing. (08 Marks)

Write a note on :
1) IPQC i) Master productxon and control record 111) SOPs iv) Drugmaster file. (16 Marks)

. ¥ ‘N Module-4
Explain the scope significance and organizations for validation process. (08 Marks)
Drscuss the general principles of analytlcal method validation taking HPLC as an example.
(08 Marks)
OR
Give an account of process validation of formulation. (08 Marks)
Explain the validation process for HAVC system. (08 Marks)
Module-5
Discuss the ICH guidelines for regulatory affairs. (08 Marks)
Give an account of INDA and NDA regulations. (08 Marks)
OR
What is regulatory affarr explain its significance and implications. (08 Marks)
Give an account of good clinical practices followed in Biopharmaceutical industry.
(08 Marks)
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