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3.2.S.7.1
Stability summary (API  API Manufacturer name)
1.1
Stability and Expiry Date Statement
The Drug Substance manufacturer, API Manufacturer name has performed stability studies on the drug substance at below specified conditions:
	STABILITY STUDY CONDITIONS

	Sr. No.
	Stability Studies
	Storage Condition
	Frequency [Month]

	1.
	
	
	

	2.
	
	
	


<Note: Add information in above table as per DMF section 3.2.S.7.1>
Based on the API Manufacturer name available <XX months> accelerated stability data and <XX months> long term stability data of API Name; the API Manufacturer, API Manufacturer name has assigned a <retest period of XX months>. Please refer Appendix 1 for retest period declaration, received from the drug substance manufacture.
<Note: Please update the blue highlighted information as per the DMF section>
For stability data of the drug substance, API Name, please refer to API Manufacturer name DMF 
(DMF # XXXX). For DMF Letter of Authorization, please refer to Module 1.4.2 - Appendix 1.
1.2
Drug Manufacturing Company Name Re-test Date for Drug substance:

Company Name Re-test date is assigned as <retest period XX months as per company SOP>. The tests which will be performed on retest are mentioned as part of drug substance specification under sample type “RT (Re-Test)”. Please refer Module 3.2.S.4.1 for drug substance specification. Company Name hereby confirms to the Agency that the API will be used only if the acceptance criteria mentioned in the specifications are met and the API will never be used beyond the original expiration date established by the Drug Substance manufacturer. 
<Re-test period should be in Drug Manufacturing Company Name’ Specification or if note then confirmation statement from the company need to provide in ANDA>
1.3
Storage conditions of Drug Substance at Drug Manufacturing Company Name Facility:

Drug substance Manufacturer’s (API Manufacturer name) recommended storage condition of the drug substance, API Name is stated as below:
<Add storage condition as per DMF section and drug product manufacturer’s API specification >
Upon receipt of API Name drug substance from the API Manufacturer (API Manufacturer name), Drug Manufacturing Company Name stores the drug substance in the same container and same condition, as stated above. 
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