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           Max. Marks: 75 
Quality Control and standArdization of herbals
Q.P. CODE: 5038
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 briefly WHO guidelines on cGMP of herbal drugs 
                                 OR                         

Define GACP. Explain the WHO guidelines on GACP for medicinal plants  

	2.
	Discuss the predictable changes in the herbal medicinal products on storage and explain the method for evaluating the same 


	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Explain the drug regulatory requirements of India for natural products 
                               OR
What are adverse drugs reactions? Add a note on safety monitoring of herbal medicine   

	4.
	Give a suitable protocol for stability testing of herbal products 
                                OR                 

Discuss the application of chromatographic techniques in standardization of herbal products  

	5.
	Write a note on preparation of documents for new drug application 

	6.
	Give the factors affecting the stability of herbal drugs 

	7.
	Explain the role of chemical markers in standardization of herbal drugs with suitable examples 

	8.
	Explain the importance of EMA committee guidelines on quality of herbal medicinal products 

	9.
	Describe the methods of determination of heavy metals on the herbal preparations 


	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Name the different methods of evaluation of crude drugs 

	11.
	Give any two identification tests for Tannins 

	12.
	Define quality control and standardization 

	13.
	Significance of ICH guidelines for safety of herbals 

	14.
	What is astringent content? 

	15.
	Define NDA with its objectives 

	16.
	What is monograph analysis? 

	17.
	Enlist the Edaphic factors affecting cultivation 

	18.
	Write the GLP requirements for traditional system of medicine 

	19.
	What is Total Ash value? Mention types 
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