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General Instructions
Answer to the specific question asked

Draw neat, labelled diagrams wherever necessary
Approved data hand books are allowed subject to verification by the Invigilator

1) What is quality control and quality assurance? K1 (2)

2) Write a note on master production and laboratory records. K2 (2)

3) Outline the elements are required in a training system. K2 (2)

4) What lighting conditions should be maintained as per GMP? K1 (2)

5) Explain the location for a pharmaceutical plant layout. K2 (2)

6) Construct the tools of quality control in TQM. K3 (5)

7) Examine a short review on the tools of QbD.

OR

K4 (5)

Examine the responsibilities of QC unit. K4 (5)

8) Explain a descriptive note on laboratory controls as per GMP.

OR

K5 (10)

Explain a brief review on the ICH stability testing guidelines. K5 (10)


