ANNEXURE – 4 
	Evidence Of Effectiveness





	Manufacturer Name and Premises Address
	Effective Date
	

	
	Type of Product
	Ayurveda/Siddha/Sowa-Rigpa/Unani

	Name of Product
	
	Dosage Form
	

	Sub Type of Product
	Balya/Poshya/Saundaryaprashadhak 

	Indication Claim
	

	Dose
	

	Direction of Use
	

	Special Instructions
	

	Side Effect
	



	PART-1 [Active Ingredients Reference]

	Sr.
	Name of Active Ingredient
	Purpose 
	Reference [Page Attachment]

	1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	5
	
	
	




	PART-2 [Purpose of Excipients/Inert/Any Other Material]

	Sr.
	Name of Excipient/Inert/Any Other Material
	Purpose
	Reference [Page Attachment]

	1
	
	
	

	2
	
	
	

	3
	
	
	



Undertaking
1. I/We hereby declare that the details furnished above are true and correct to the best of my/our knowledge and belief. I/We undertake to inform the concerned authority immediately of any changes therein. In the event that any information provided above is found to be false, incorrect, misleading, or misrepresented, I/we understand that I/we shall be held liable for the same. 
2. I/We hereby declare that the excipients used in the product are pharmacologically inactive substances and, to the best of my/our knowledge, do not adversely affect the active ingredients. The quantity of excipients used in the dosage form is within the prescribed limits and/or controlled as per applicable standards. The excipients used in the formulation are non-toxic and are not known to cause adverse effects under recommended usage conditions. 
3. I/We hereby declare that the product is effective for the indications claimed, and I/we accept full responsibility for the efficacy of the product. In the event that any of the stated indication claims are found to be false, misleading, or unsubstantiated, I/we understand that I/we shall be held liable for the same.
4.  I/We further declare that the disease indications and claims mentioned herein are provided solely for the purpose of product registration/approval. Any claims, indications, or advertisements related to the product shall be made strictly in accordance with the provisions of the Drugs and Magic Remedies (Objectionable Advertisements) Act, 1954, and the rules framed thereunder. I/We undertake that no claim shall be made or published in contravention of the said Act and Rules. 
5. I/We hereby declare that this information has been submitted online using my/our authorized user ID and password. Although this document is not physically signed, I/we accept full responsibility for all information and documents submitted electronically and understand that I/we may be held liable for any discrepancies or misrepresentations.



Authorized Signature with Stamp
