ANNEXURE – 3 
	Quality Control Specifications





	Manufacturer Name and Premises Address
	Document No.
	

	
	Version  
	

	
	Effective Date
	

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

	Name of Product
	
	Dosage Form
	

	Shelf-Life 
	
	 Packing Size
	 



	PART-1 [Composition Details]

	
As per Label Claim (The composition must not differ from the Product Approval.)



	PART-2 [Testing & Specifications]

	Sr. No.
	Name of Tests
	Specification
	Reference of Method of Analysis

	1
	Description

	1.1
	Color
	
	

	1.2
	Odor
	
	

	1.3
	Taste
	
	

	1.4
	Others [Specify]
	
	

	2
	Physico-Chemical Parameters

	2.1
	Product Dosage Specific
	
	

	2.2
	Product Dosage Specific
	
	

	2.3
	Product Dosage Specific
	
	

	3
	Microbial Content

	3.1
	Staphylococcus aureus/g
	Absent 
	API

	3.2
	Salmonella sp./g
	Absent 
	API

	3.3
	Pseudomonas aeruginosa/g
	Absent 
	API

	3.4
	Escherichia coli
	Absent 
	API

	3.5
	Total microbial plate count (TPC)
	
	API

	3.6
	Total Yeast & Mould
	
	API

	4
	Heavy Metal

	4.1
	Lead
	
	API

	4.2
	Arsenic
	
	API

	4.3
	Cadmium
	
	API

	4.4
	Mercury
	
	API

	5
	Identifications [If Require]

	5.1
	TLC/HPTLC
	
	

	5.2
	Others
	
	

	6
	Any Other [if required]
	
	




Note: If the company performs in-house quality control testing using methods other than those specified in the API, the validated Method of Analysis (MoA) must be provided.

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 further declare that the specifications established for the product have been determined based on the testing of validated batches. These specification limits shall be consistently followed for above finished product. The same specifications shall also be applicable to any statutory or legal samples drawn under the provisions of the Drugs and Cosmetics Act and the rules made thereunder. I/We acknowledge and accept that analytical results reported by Government Analysts, based on these specifications, shall be binding and acceptable.
3. 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 with Stamp

