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Your answers should be specific to the questions asked.
Draw neat labeled diagrams wherever necessary.
All the Questions are compulsory

	LONG ESSAYS 
	2 x 10 = 20 Marks

	1.
	Give a detail account on stability testing of dosage form as per the ICH guidelines.

                      OR
Discuss in-detail the salient features of Schedule-M.



	2.
	Explain the objectives and scope of GLP.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	What criteria do you consider in location, design and construction of a sterile product?

                            OR
Describe the quality control tests for rubber closures.



	4.
	Explain the elements of QbD.

                           OR
Enlist Q-series of ICH guidelines.



	5.
	Discuss the SOP for purchase specification.

	6.
	Define validation? Mention types and explain each of them.

	7.
	Discuss the importance of BFR and MFR.

	8.
	Explain the protocol for conduct of non-clinical laboratory study.

	9.
	Describe the method of waste disposal in production department.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	What is quality assurance and TQM?

	11.
	Define quality assurance and quality control.

	12.
	What is contamination and cross contamination?

	13.
	Differentiate ISO 9000 and ISO 14000.

	14.
	What is CTD?

	15.
	Define and classify containers.

	16.
	Differentiate calibration and qualification.

	17.
	Write the importance of SOP.

	18.
	What is LIFO and FIFO?

	19.
	Enlist the merits of warehousing.
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