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3.2.S.5
reference standards OR REFERENCE MATERIALS (API Name; Api Manufacturer Name)
This section contains information on the reference standards, working standards & certified standards used in the release testing of drug substance lots that were utilized in the three ANDA submission batches, as well as those used in method validation/verification studies. Please refer to Table 1, Table 2, Table 3 and Table 4 for the details regarding reference standards, working standards & certified standards.  

1.1
Primary Reference Standard 

The primary reference standard for API Name (Lot # XXXXXX), impurity name (Lot # XXXXXX) was procured from United States Pharmacopeia (USP). Since these primary reference standards were procured directly from the USP and EDQM, no further characterization of this standard was performed.

<Note: Please add if any primary standard procured from EDQM.>
<Please add all Primary reference standard/certified standards used in API analysis and method validation/verification and method equivalency>

Table 1.
Primary Reference Standard

	RS ID
	Compendial Name / IUPAC name
	Structure
	Lot#
	Purity
	Source
	Use of Standards
	Characterization
	Cross 
Reference for COA

	API
	
	
	
	
	
	
	Not Applicable
	Appendix 1

	Impurity A
	
	
	
	
	
	
	Not Applicable
	Appendix 2


1.2
Certified Reference Standards 

The certified standards of organic impurities [Impurity name] were procured from Vendor Name.

< Note: Please add this line for each certified standards with their respective vendor names.>
These standards were used for release analysis of two drug substance lots [(Vendor Lot # XXX, Company Name AR # XXX)] used in all ANDA submission batches. In addition, these standards were used in the method validation/ verification studies of drug substances. Refer to Table 2 for further details. 

Table 2.
Certified Reference Standards

	RS ID
	Compendial Name
/IUPAC name
	Structure
	Lot#
	Source
	Purity
	Use of Standards
	Characterization
	Cross 
Reference

	
	
	
	
	
	
	
	IR,

HPLC, 

NMR,

Mass 
	Appendix 3

	
	
	
	
	
	
	
	IR,

NMR, 

Mass, 

HPLC
	Appendix 4


<For Certified standards & inhouse working standards at least two characterization methods should be provided.>

1.3
In-House Working Standards
The API name/impurity name lot# XXXX (Working standard # XXXX) was procured from Vendor name and this working standard was qualified as an in-house working standard against the Primary Reference Standard [Lot # XXXX (In-house batch # XXX)]. The qualification of in-house working standard (Lot# XXXX) was performed by testing it as per in-house specification against the primary reference standard [Lot # XXXX (In-house batch # XXX)]. Please refer to the table below for details on qualification of and characterization of in-house working standard. This standard was also used in the <please add for which these standards used: validation or finished product testing>. For details, please refer table 3.
Table 3.
In-House Working Standards 

	RS ID
	Compendial Name
/IUPAC name
	Structure
	Lot#
	Source
	Purity
	Use of standard
	Characterization
	Cross Reference for COA

	 Impurity A
	
	
	
	
	
	
	IR 

HPLC
	Appendix 5   


<For Certified standards & inhouse working standards at least two characterization methods should be provided..>

1.4
Standards for Residual Solvents

The certified solvent standards were obtained from an authentic source. These standards were used for method validation and release analysis of drug substance lot used in the ANDA submission batches. The residual solvent reference standard details are given in below table.
Table 4.
Certified Reference Standards for Residual Solvents

	RS ID
	Compendial Name
	Structure
	Lot Number
	Source
	Purity
	Use of Standards
	Characterization
	Cross 
Reference for COA

	N/A
	
	
	
	
	
	
	N/A
	Appendix 6


N/A: Not Applicable
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Appendix 2 Certificate of Analysis for Impurity name USPRS (XXXXXX)
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