ANNEXURE – 2
	MASTER FORMULA & MANUFACTURING PROCESS



	Manufacturer Name and Premises Address 
	

	Name of Product
	
	Dosage Form 
	

	 License No.
	
	Effective date
	 

	Batch Size:
	
	Type of Product
	 Ayurveda/Siddha/Sowa-Rigpa/Unani



	PART-1 – Raw Material Details

	Sr. No.
	Name of Ingredients
	Form of Ingredient
	Part Used
	Label claim
	Qty/Batch Size

	Active Ingredients

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	Base Material [If Any]

	1
	
	
	
	
	

	2
	
	
	
	
	

	Excipients [If any]

	1
	
	
	
	
	

	Preservatives [If any]

	1
	
	
	
	
	

	Color/Flavor/Perfume/Others [If Any]

	1
	
	
	
	
	

	2
	
	
	
	
	

	Others [If Any]

	1
	
	
	
	
	

	
	
	
	
	
	





	PART-2 – Packing Material Details

	Sr. No.
	Name of Material
	Qty. [Approx.]

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	





[bookmark: _GoBack]

	PART-3 Standard Manufacturing Procedure

	Scope
	
This procedure is applicable to the manufacturing of [Name of Product]


	Responsibility
	Name
	

	
	Designation
	

	Manufacturing Procedure
	
The manufacturing process shall be described in clear and simple terms, outlining each step involved in the production of the product, including raw material handling, processing, in-process controls, and final packaging.



	Reference
	 Provide references, if any, for specific or special manufacturing instructions, standard operating procedures (SOPs), or pharmacopeial guidelines.

	Flow Chart
	Process Flow Chart






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, misleading, or incorrect, I/we understand that I/we shall be held liable for the same. 
2. 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.

Authorized signature & stamp 

Step 1


Step 2


Step 3


Step 4


Step 5
















