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RAW MATERIAL SPECIFICATION
	Name of Material
	Azithromycin Dihydrate



Storage Condition : Preserve in tight containers.
	Sr. No.
	Test Parameter
	Specification

	01
	Description 
	White or almost white powder. 

	02
	Solubility
	Freely soluble in anhydrous ethanol and in methylene chloride; practically insoluble in water. 



	03
	Identification – A
	By IR; The infrared absorption spectrum should be concordant with reference spectrum of that standard.



	
	Identification – B
	By HPLC; The retention time of the azithromycin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 



	04
	Optical Rotation 


	Between – 45°  and  – 49°  at  20◦



	05
	Crystallinity
	Particles shows birefringence and extinction position when microscope stage revolved.

	06
	pH
	Between 9.0  and  11.0

	07
	Water Determination 
	Between 4.0  and  5.0%.

	08
	Residue on Ignition
	Not more than 0.3%.

	09
	Organic Impurities 
	

	
	Azithromycin N-oxide 
	Not more than 0.5%

	
	3’-(N,N-Didemethyl)-3’-N-formylazithromycin 
	Not more than 0.5%



	
	Erythromycin A iminoether 
	Not more than 0.5%

	
	3’-(N,N-Didemethyl) azithromycin (aminoazithromycin) 
	Not more than 0.5%

	
	Azithromycin related compound F 
	Not more than 0.5%

	
	Desosaminylazithromycin
	Not more than 0.3%

	
	3’-N-{[4-(Acetylamino)phenyl] sulfonyl}-3’,3’-didemethylazithromycin 
	Not more than 0.15%

	
	N-Demethylazithromycin 
	Not more than 0.7%

	
	Erythromycin A oxime
	Not more than 0.5%

	
	Azithromycin C (3’ ‘-O-demethylazithromycin) 
	Not more than 0.5%

	
	3’-De(dimethylamino)-3’-oxoazithromycin 
	Not more than 0.5%
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3’-N-{[4-(Acetylamino)phenyl] sulfonyl}-3’-demethylazithromycin 
	Not more than 0.5%

	
	Azaerythromycin A 
	Not more than 0.5%

	
	Azithromycin impurity P 
	Not more than 0.2%

	
	2-Desethyl-2-propylazithromycin 
	Not more than 0.5%

	
	3’-N-Demethyl-3’-N-[(4-methylphenyl)sulfonyl]azithromycin 
	Not more than 0.5%

	
	3-Deoxyazithromycin (Azithromycin B) 
	Not more than 1.0%

	
	Any individual, unidentified impurity
	Not more than 0.2%

	
	Total impurities
	Not more than 3.0%

	10
	Assay  By HPLC#
	945.0  to  1030.0 µg/mg of Azithromycin

 ( C38H72N2O12 ), calculated on the anhydrous basis.
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