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CERTIFICATE OF ANALYSIS

NO: DYC081702105
Product name Cephalexin(USP38)
CAS Number 15686-71-2, 23325-78-2
Molecule Structure
@J hﬁf
H20
Molecule Formula C16H19N305S
Batch number 20161120
Manuf&Exp. Date 2016-11-20,2019-11-19
Testing date 2016-11-21
Items Standard Result
Appearance White or almost white crystalline powder Complies
Solubility Sparingly soluble in water, practically insoluble Complies
in alcohol
Identification The IR spectrum confirm to that of reference | Complies
standard
pH 3.0~5.5 4.3
Specific optical rotation +149° ~+158° +155°
Related substances Any other impurity 1.0% max 0.14%
Total impurities 5.0% max 0.24%
N,N-Dimethyformamide 0.088% max Not found
Acetone 0.3% max 0.03%
Dichloromethane 0.06% max Not found
Water 4.0%~8.0% 4.8%
Sulphated ash 0.2% max <0.1%
Assay, on dry base 95.0%~103.0%( C16H17N304S) 98.9%
Bulk density P untapped=0.63g/ml , p tapped=0.77g/ml
Conclusion The product complies with USP38
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