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3.2.S.1 [bookmark: _Hlk203134834]GENERAL INFORMATION (API Name; API Manufacturer Name)
3.2.S.1.3 General Properties [API Name]
The following table lists general properties of API Name.
	Property
	Criteria

	Physical Description
	

	General Solubility
	

	Melting Range
	

	pKa
	

	Partition coefficient 
	

	Hygroscopicity
	

	Isomerism
	

	Polymorphism
	

	Loss on drying
	





<Note: Information should be same as DMF section>

	Solubility Profile according to BCS: 

	Solution Media
	1Final pH
	Solubility
(mg/mL)
	2Calculated Dose Solubility Volume (mL)
	Solubility (As per BCS)
	
Volume of Solvent in mL/g of solute
	3Solubility
(As per USP)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



Footnotes:
1. [bookmark: _Ref271892899][bookmark: _Ref150587504]Refers to the pH of aqueous media after addition of drug substance. 
1. [bookmark: _Ref116373915][bookmark: _Ref271892910]Calculated dose solubility volume,
	=
	Highest Dose (mg)

	
	Solubility in Respective Media (mg/mL)



Since the dose solubility is more than 250 mL of aqueous medium throughout the pH range of 1 to 7.5, based on BCS classification, the drug substance is considered insoluble.
1. [bookmark: _Ref271892918]As per USP, drug substance is practically insoluble or insoluble if greater than or equal to 10000 parts of solvent required for 1 part of solute.
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