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Add: Xiasha 571,19TH Street E-COMMERCE 4A601-602,Jianggan Area,Hangzhou,China

CERTIFICATE OF ANALYSIS
NO: DYC071603181

Product name Fidaxomicin
CAS Number 873857-62-6
Molecule Structure

Molecule Formula 52H74Cl2O18

Batch number 20140917

Manufacture date 2014-09-17

Testing date 2014-09-22

Items Standard Result

Appearance White or off-white powder White powder
Specific rotation -5.0°～-10.0° -8.2°
Water NMT 3.0% 1.6%
Residue on ignition NMT 0.1% 0.1%
Related substances Impurity A NMT 0.15% 0.07%

Single unknown impurity NMT 0.10% 0.09%
Total impurities NMT 1.0% 0.4%

Residual solvents Methanol NMT 3000ppm 6ppm
Ethanol NMT 5000ppm 47ppm
Acetone NMT 5000ppm 23ppm
Isopropanol NMT 5000ppm 13ppm
Acetonitrile NMT410PPM 16PPM
Dichloromethane NMT600ppm 212ppm
Methyl tert-butyl ether NMT 5000ppm 12ppm
Ethyl acetate NMT 5000ppm 51ppm

Assay 98.0%～102.0%(on anhydrous basis) 101.3%


