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    Max. Marks: 75 Marks
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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.
	Illustrate the pilot scale up considerations for liquid orals with suitable examples.
                   OR

Name the various Approved regulatory bodies and agencies in TT. Explain any two.


	2.
	Explain in detail the process of technology transfer from R and D to Production.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Write a note SUPAC Guidelines.
                   OR

List out the responsibilities of Sending Unit in technology transfer.


	4.
	What are information’s required in Process Technology Transfer.
                   OR

Write a note on management of clinical studies.

	5.
	Enlist salient features of Investigator’s Brochure 

	6.
	Write a note on different philosophies of TQM. 

	7.
	Explain the steps involved in ISO 9000 registration.

	8.
	How to obtain COPP.

	9.
	Discuss the approval process for new drugs.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Write the primary objectives of pilot plant.

	11.
	Enlist the significances of batch formula record. 

	12.
	Write two responsibilities of the Receiving Unit in technology transfer

	13.
	What are the legal issues in TT?

	14.
	Write any four functions of Drug Development Team.

	15.
	Define Bioavailability and bioequivalence.

	16.
	Write any four objectives of GLP.

	17.
	Define standard deviation.

	18.
	Write two advantages of the COPP scheme.

	19.
	Write two functions of State Drug Regulatory Authorities (SDRAs)
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