
Certificate of Analysis

Item Specification Result

Appearance White to off-white powder White powder

Solubility Soluble in methanol and ethanol;Practically insoluble in water Conforms

HPLC
The retention time of the major peak in the chromatogram of the

assay preparation corresponds to that in the chromatogram of

standard preparation,as obtained in the assay

Conforms

Water ≤1.0% 0.49%

Chloride ≤0.02% Conforms

Sulfate ≤0.02% Conforms

Heavy Metals ≤10ppm Conforms

Residue on ignition ≤0.10% Conforms

Residue Solvents

Ethanol ≤0.5%

Ethyl acetate ≤0.5%

Methylene chloride ≤0.06%

0.060%

0.041%

0.028%

Dimethylaminopyridine ≤200ppm 2ppm

Related substances

VB1 ≤0.10%

Disulfide thiamine ≤0.05%

Total impurities(HPLC) ≤2.0%

Purity(HPLC) ≥98.0%

N/D

N/D

1.1%

98.9%

Assay(anhydride) 98.0%~102.0% 99.6%

Conclusion: ConformWith In House Standard

Product Name Bisibutiamine Manufacture Date 2021-08-27

Batch Number KN210827 Analysis Date 2021-08-28

Batch Quantity 295kg Expiration Date 2023-08-26

Packing 1kg/foil bag; 25kg/drum

Storage Store in cool and dry place. Keep away from strong light and heat.

Shelf life 2 years
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