
Certificate of Analysis --Dapoxetine
Product Name DAPOXETINE Batch No JL-20201004
Quantity 566KG Analysis Date Oct.06th, 2020
Mfg. Date Oct.04th ,2020 Exp. Date Oct.03rd, 2022
Package 1KG Foil bag Standard USP/EP

Item Specifications Results
Assay 98.0%~101.0% 99.96%
Appearance White or almost white crystalline powder Complies
Odor & Taste Characteristic Complies
Mesh Size 100mesh Complies
Loss on drying ≤0.5% 0.16%
Total Ash ≤0.3% 0.10%
Specific optical
rotation -15.5——-17.5 Complies

Related substances Complies with standard of EP 2007. Complies
Chlorides ≤200ppm Complies
Sulphates ≤300ppm Complies
Ammonium ≤200ppm Complies
Iron ≤10ppm Complies
Residue on Ignition ≤0.1% Complies
Sulphated Ash ≤0.1% Complies
Heavy Metals ≤10ppm Complies
As ≤2 ppm Complies
Cd ≤1ppm Complies
Pb ≤1ppm Complies
Hg ≤0.5ppm Complies
Microbiology
Total Plate Count ≤1000cfu/g 65cfu/g
Total Yeast & Mold ≤100cfu/g 18cfu/g
E.Coli Negative Complies
Salmonella Negative Complies
Staphylococcus Negative Complies
Conclusion Conforms with the standard

QC MANAGER: 董卓 INSPECTOR: 张赞 ANALYST: 王胜利
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