Quality specification of RUE “Belmedpreparaty” on API 
Sodium Sulfobutyl ether beta-Cyclodextrin
	

	



	No.
	Items
	Requirements of  in-house technical documentation of the Republic of Belarus

	1.
	Description 
	White or almost white crystalline powder

	
	
	

	2.
	Solubility
	Freely soluble in water, sparingly soluble in methanol, practically insoluble in ethanol 96%, in hexane, in butanol, in acetonitrile, 2-propanol and in ethyl acetate

	3.
	Identification:
- Sodium Sulfobutyl ether beta-Cyclodextrin






- Sodium
	
1. The IR spectrum of the test sample should match the standard of the Sodium Sulfobutyl ether beta-Cyclodextrin
2. On the chromatogram of the test solution obtained by quantification, the retention time of the peak of the sodium salt of sulfobutyl ether of B-cyclodextrin should correspond to the retention time of the peak of the sodium salt of sulfobutyl ether of B-cyclodextrin in the chromatogram of the comparison solution
3. Characteristic response to sodium

	4.
	Clarity of solution
	Solution should be clear


	5.
	pH
	4,0-6,8


	6.
	Assay
	Not less than 95,0% and not more than 105,0% (calculated on dry basis)

	7.
	Heavy metals
	Not more than 5 ppm


	8.
	Water
	Not more than 10%


	9.
	Related substances:
- β – Cyclodextrin 
- 1,4 – butane sultone
- Sodium Chloride
-4-Hydroxybutane-1-Sulfonic Acid
-Disodium bis- (4-sulfobytil) ether
	
Not more than 0,1%
Not more than 0,5 ppm
Not more than 0,2%
Not more than 0,09%

Not more than 0,05%

	10.
	Average Degree of Substitution
	6.2-6.9

	11.
	Bacterial endotoxins
	Less than 0,015 EU/mg

	12.
	Microbiological purity 
- Total count of aerobes and fungus in 1 gr     
- Enterobacteriaceae in 1 gr                              
- Pseudomonas aeruginosa in 1 gr                    
- Staphylococcus aureus in 1 gr                        
	
Not more than 102 CFU

Absence 
Absence

Absence

	13.
	Storage conditions
	In the protected from  moisture place, under temperature not higher than 25 oC 

	14.
	Shelf life
	2 years





