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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.
	Analyze the significance of HPLC and TLC in the quality control of herbal drugs with suitable examples 

                                 OR                         
Explain the role of documentation and record-keeping in cGMP and GMP compliance for herbal medicines 

	2.
	Discuss the challenges in conducting stability testing on herbal medicines compared to synthetic pharmaceuticals 



	SHORT ESSAYS 
	7 x 5 = 35 Marks

	3.
	Discuss the importance of microbial contamination testing for herbal drugs. outline the methods used for detecting and quantifying microbial contaminants 
                               OR
Provide an overview of the main herbal pharmacopoeias worldwide. Highlight the similarities and differences in their standards and methodologies 

	4.
	Write a note on toxicological investigation of herbal preparations 
                                OR                 
Compare the regulatory pathways for traditional herbal medicines and herbal products that claim therapeutic properties 

	5.
	How do EU guidelines address the safety evaluation of herbal medicines, in terms of assessing potential risks and interactions with conventional medicines?


	6.
	Discuss the essential components of a New Drug Application (NDA) for herbal medicines. What documentation and data are typically required for regulatory approval?

	7.
	Explain the concept of monograph in herbal pharmacopoeias. How are monographs useful in the standardization and quality assessment of herbal products?

	8.
	Explain the concept of Good Agricultural and Collection Practices (GACP) and its relevance in ensuring the quality of medicinal plant materials

	9.
	Explain the concept of Quality by Design as per ICH guidelines and its relevance in the quality control of herbal drugs 



	SHORT ANSWERS 
	10 x 2 = 20 Marks

	10.
	Significance of organoleptic evaluation 

	11.
	Define adulteration with an example 

	12.
	Define the terms standardization and quantification of extract 

	13.
	What is Ethnopharmacology? Give its relevance in safety and efficacy 

	14.
	Name two common types of impurities in stability testing of herbal products 

	15.
	Certificate of Pharmaceutical Product (CPP)

	16.
	Define Pharmacovigilance, write its role 

	17.
	Why is it important to establish a reference standard for herbal medicines? 

	18.
	Give the significance of a biological marker in the standardization of herbal medicines 

	19.
	Write general identification tests for alkaloids and flavonoids 
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