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Certificate of Analysis
	Batch No.
	20191209
	Quantity
	50g

	CAS 
	182410-00-0 
	Name
	sulfobutylether-b-cyclodextrin

	ITEMS
	SPECIFICATION
	RESULTS

	Clarity of Solution 
	A 30%w/v solution in water is clear and essentially free from particles of foreign matter
	Qualify

	Identification (IR)
	Same absorption bands as USP betadex sulfobutyl ether sodium RS
	Qualify

	Identification(Sodium)
	Identify test are positive for Sodium
	+

	Identification（LC）
	the retention time of the major peak of  sample solution corresponds to the  standard solution 
	Qualify

	Average Degree of Substitution
	6.2-6.9
	6.5

	SBE 1 Content
	0-0.3
	0.04

	SBE IIContent
	0-0.9
	0.04

	SBE III Content
	0.5-5.0
	2.25

	SBE IV Content
	2.0-10.0
	7.56

	SBE V Content
	10.0-20.0
	15.5

	SBE VIContent
	15.0-25.0
	22.54

	SBE VIIContent
	20.0-30.0
	25.85

	SBE VIII Content
	10.0-25.0
	18.14

	SBE IXContent
	2.0-12.0
	6.99

	SBE XContent
	0-4.0
	1.08

	Water solution pH
	pH of 30%w/v solution in water is 4.0-6.8
	6.1

	Water content
	≤10.0%
	5.89%

	β-Cyclodextrin Content
	≤0.1%
	Absence

	Sodium Chloride
	≤0.2%
	0.02%

	1,4-butane sultone
	≤0.5ppm
	0.2ppm

	4-Hydroxybutane-1-Sulfonic Acid
	≤0.09%
	0.001%

	Disodium bis-(4-sulfobtyl) ether
	≤0.05%
	0.02%

	Assay
	95.0%-105.0%
	99.6%

	Bacterial endotoxins
	≤20EU/g
	＜20EU/g

	Microbiology

	TAMC ( cfu/g)
	≤1000 cfu/g
	<10 cfu/g

	TYMC ( cfu/g)
	≤100 cfu/g
	<10 cfu/g

	Escherichia Coli
	Absence
	Absence

	Packaging and storage
	Preserve in well-closed containers and store at room temperature. 

Protect from moisture.

	Conclusion:  According to USP40-NF35 standard , the product is Qualified.


Conclusion: Complies with In-house standard.
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QA manager :kexianxun     

Note：Products protected by valid patents are not offered for sale in countries where the sale of such products constitutes a patent infringement and its liability is at buyer’s risk. This item is only for R&D purpose not for commercial business in kilos. Buyers should overview the patent issue in their countries.

