Certificate Of Analysis

Product: DL-Dapoxetine HCI

Batch No.: 20160101

Date of Manufacture: Jan., 2016

Quantity: 100 Kgs

Date of Analysis: 2016-01-20

Date of Report: 2016-01-24

Date of Expiry: Jan., 2017

Test
Appearance
Identification
Loss on drying
Solubility
Melting point
Specific Rotation
Heavy Metal

Organic Volatile Impurity

Chromatographic impurities
A. Single impurity

B. Total impurities

Assay

Standard

White or off-White crystalline powder
IR

<0.5%

Soluble in ethanol, methanol,

slightly soluble in water
146°C to 155°C

-3 ~ 43
< 20ppm

<0.50%

<1.0%
<2.0%

98.0% to 102.0%

Conclusion: Conform to the Enterprise standard.

Analyst:07 Check:05 QA supervisor:02

Result
Conform
Conform
0.40%
Conform
150C
Conform
Conform

Conform

Conform
0.2%

99.8%



