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Determination of Isomer in Dapoxetine Hydrochloride Tablets by HPLC

ZHANG Nanl, ZHOU Jianpengz(l.Tianjin Children’s Hospital, Tianjin 300074, China; 2.Tianjin Institute for Drug Control,
Tianjin 300070, China)

ABSTRACT: OBJECTIVE To establish a method of HPLC for the determination of isomer in dapoxetine hydrochloride
tablets. METHODS The column of DAICEL CHIRALPAK OZ-H (250 mmx4.6 mm, 5 pum) was used. Column temperature
was 40 ‘C, detection wavelength was 293 nm, flow rate was 1.0 mL-min~!, and the mobile phase consisted of n-hexane-
isopropanol-diethylamine(80 : 20 : 0.05). RESULTS The calibration curves of dapoxetine hydrochloride and isomer were
linear over the range of 0.01-0.50 mg-mL™'(+=0.999 9). The limit of quantification was 0.002 mg-mL"'(equivalent to 0.02%).
The minimum detection limit was 0.001 mg-mL'(equivalent to 0.01%). The limit of quantification of isomer was
0.001 mg-mL"'(equivalent to 0.01%), and the minimum detection limit was 0.000 5 mg-mL™'(equivalent to 0.005%)
CONCLUSION The method is proved to be simple and accurate, which is suitable for the content determination of optical

isomer in dapoxetine hydrochloride tablets.
KEY WORDS: dapoxetine hydrochloride tablets; HPLC; isomer
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Berlin-Chemie AG A7, ##: 60 mg, fit5:
DEZS0011, DEZS0028, DEZS0052). #hfRiEiHT
TR S (EH], LS. 20161209, 4EFF: 99.9%);
EHRIEEPETT R-SF AR RS (H S, #5
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Fig.2 HPLC chromatograms

A-the system suitability solution; B—sample; C—high temperature damage; D-light damage; E—oxidation damage; F—acid damage; G—base damage.

1-R-isomer; 2—dapoxetine hydrochloride.
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T 1 R AR R LI 4 R (n=9)

Tab. 1 Results of recovery test(n=9)

A 5/ Xﬁﬁ{iﬁ:bu A/ % JFiQ RSD/
ug AN E/ng g /% %
130.4 201.3 331.5 99.94
130.8 3255 98.02
130.1 3316 100.05
129.6 200.7 328.5 99.44
131.0 329.5 99.33 99.5 12
130.5 324.2 97.88
128.8 199.4 323.9 98.68
128.9 334.1 101.77
1313 3319 100.12
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