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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.
	Explain in detail Pilot plant scale up considerations for Liquid orals. Write a note on platform technology.
                                        OR

What is technology transfer? Discuss the TT protocol, process, packaging and cleaning.

	2.
	Discuss regulatory requirement of NDA approval process, modules of CTD.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Write about USFDA guideline for Good laboratory Practices.
                                        OR

Write a note on different phases of Clinical trials.

	4.
	Write the CDSCO guidelines for BA and BE studies.
                                        OR

Write a note on Total quality management and Quality by design.

	5.
	Discuss the SUPAC guidelines.

	6.
	Explain briefly the handling of out of specification (OOS). 

	7.
	Write a note on Certificate of Pharmaceutical Product.

	8.
	Define Documentation, APCTD, FDA, CTD and QbD.

	9.
	Write the general considerations of Pilot plant.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Elements of TQM.

	11.
	Define clinical research protocol.

	12.
	What is innovation and collaboration?

	13.
	Quality control in Technology transfer.

	14.
	What is CMC and preclinical testing?

	15.
	Prospective validation.

	16.
	Detection limit and Quantitation limit.

	17.
	What is investigators brochure?

	18.
	Write about similarity factors and its significance.

	19.
	Write the principles of total quality management.
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