ANNEXURE – 5 
	Shelf Life Data





	Manufacturer Name & Address
	Document No.
	

	
	Version  
	

	
	Effective Date
	

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

	Name of Product
	
	Dosage Form
	

	Shelf-Life 
	
	Packing Size
	 



	 [Accelerated Stability study – Temperature 400 C ± 20  & Humidity 75% RH ± 5%]

	Name of product:                                                             

	Batch Size:                                                               

	Packing Detail: 

	Batch No. :

	Study Start Date:

	Study End Date:  

	Report Date:

	Sr. No.
	Name of Parameter
	Acceptance Range
	Initial Result (0 month)
	3 month Result
	6 month Result 
	Result 

	
	
	
	Dt:
	Dt:
	Dt:
	

	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
	
	
	
	
	

	3.2
	Salmonella sp./g
	
	
	
	
	

	3.3
	Pseudomonas aeruginosa/g
	
	
	
	
	

	3.4
	Escherichia coli
	
	
	
	
	

	3.5
	Total microbial plate count (TPC)
	
	
	
	
	

	3.6
	Total Yeast & Mould
	
	
	
	
	

	Result: The product is found Stable/Unstable up to 24 Months When Stored at 40°C + 2°C & 75%+ 5% RH.




	[Cross Section Stability study]

	Name of product:                                                             

	Storage Condition: 

	Packing Detail: 

	No of Batches:

	Study Start Date:

	Study End Date:  

	Report Date:

	Sr. No.
	Name of Parameter
	Acceptance Range
	Newest 
Batch (Initial)
	Batch 1 (Intermediate)
	Batch 2 (Intermediate)
	Oldest Batch 
	Result 

	
	
	
	Batch No.
	Batch No.
	Batch No.
	Batch No.
	

	
	
	
	Mfg.Dt.
	Mfg.Dt.
	Mfg.Dt.
	Mfg.Dt.
	

	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
	
	
	
	
	
	

	3.2
	Salmonella sp./g
	
	
	
	
	
	

	3.3
	Pseudomonas aeruginosa/g
	
	
	
	
	
	

	3.4
	Escherichia coli
	
	
	
	
	
	

	3.5
	Total microbial plate count (TPC)
	
	
	
	
	
	

	3.6
	Total Yeast & Mould
	
	
	
	
	
	

	Result: Based on the above cross-sectional stability study, the product is found to be Stable / Unstable for a period of _____ months under the specified storage conditions, in accordance with the acceptance criteria specified in the API guidelines.









NOTE: 
1. If the company performs in-house quality control testing using methods other than those specified in the API, it shall provide the validated Method of Analysis (MoA). 
2. The data shall be submitted in the above prescribed format. However, the format may be modified as required, provided that all essential details are included. 
3. If any alternative testing protocol is used, the details shall be submitted in a suitably modified format along with complete documentation of the protocol.

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 the stability data submitted is generated as per the approved testing protocol and is true, accurate, and based on validated studies. I/We undertake that this data is being submitted for the purpose of product approval and regulatory evaluation. 
3. I/We further undertake that the shelf life claimed for the product shall be in compliance with the applicable provisions of the Drugs and Cosmetics Rules, including Rule 161B and other relevant regulations, as amended from time to time. 
4. I/We undertake to submit real-time stability data upon completion of the prescribed study period and to update the regulatory authority with any changes in stability profile, shelf life, or storage conditions based on such data. 
5. I/We further declare that all stability studies have been conducted in accordance with applicable regulatory guidelines and good laboratory practices, and that the records/data shall be made available for inspection by the competent authority as and when required. 
6. 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
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