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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 the requirements for pilot plant scale up of Semisolids.
                                OR

Define technology transfer? Explain the different stages of technology


	2.
	Explain the functioning of various Drug Development Teams.


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Define clinical trials. Why are the clinical trials required?
                                OR

Write a note on Platform Technology.


	4.
	List out Risk management methodology.
                                OR

Discuss the Equipment requirements for TT?


	5.
	Discuss the Scope and objectives of Regulatory Affairs.

	6.
	Write a note on Investigator’s Brochure.

	7.
	Discuss the approval and implementation of Change control management System in Pharmaceutical Industry.


	8.
	Write the Functions of Drugs Controller General of India (DCGI).

	9.
	Describe the Process to apply for a COPP.


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Name the contents of batch manufacturing record.

	11.
	Name any four general requirements for pilot plant construction 

	12.
	WHO guidelines for technology transfer.

	13.
	Write salient features of CTD.

	14.
	Write the significances of BA-BE Study.

	15.
	What is ADR reporting

	16.
	Define TQM? What are the key elements of TQM?

	17.
	Enlist the benefits of ISO 14000.

	18.
	List out places of Zonal offices and Sub-zonal offices of CDSCO.

	19.
	What is the scope of COPP?
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