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Study on transdermal release in vitro of ketoprofen patches
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[ABSTRACT] Objective: To establish a test method for transdermal release of ketoprofen patch. Methods: An HPLC method
was used to determine the content of ketoprofen. A Diamonsil C;; column (150 mm x 4.6 mm, 5 um) was used for separation, the
mobile phase consisted of phosphate buffer solution (pH3.5)-acetonitrile-water (2 : 53 : 45) at the flow rate of 1.0 mL-min™', and
the detection wavelength was set at 253 nm, column temperature was 25 “C. The in vitro transdermal test was performed using nude
mice skin and Frans diffusive pool, and three batch samples were verified by this method. Results: Ketoprofen was separated well
from other impurity in this chromatogram condition. The calibration curve was linear in the range of 0.509 — 40.72 pg-mL™" (r =
0.999 9). The average recovery was 101.09% and the RSD was 1.23%. The transdermal release rates of ketoprofen in three batches
of patches were 18.157, 17.973 and 20.001 pg-cm™ h™", respectively. The release of ketoprofen patch followed zero order kinetic
model. Conclusion: The method was simple and reproducible, which can be used to control product quality.
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F1 OWRIBER
Tab 1 Results of recovery test

BYRE /ug-mL' /T IAR/mg WEE/mg BEREM%
0.203 6 1 2.036 2.085
102.33
2.036 2.082
2 2.036 2.054
100.20
2.036 2.026
3 2.036 2.035
101.40
2.036 2.094
2.036 1 20.36 20.89
102.81
20.36 20.97
2 20.36 20.90
102.34
20.36 20.78
3 20.36 20.60
101.39
20.36 20.69
6.108 1 61.08 60.76
99.71
61.08 61.04
2 61.08 61.11
100.08
61.08 61.15
3 61.08 60.97
99.56
61.08 60.65
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Fig 3 Transdermal release curves of ketoprofen in tree batches of

patches
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Tab 2 Transdermal release result of ketoprofen in tree batches

of patches
#s MEHE BEBHEE /pg cm™ b
120520 Q=18.157¢t-7.5834 18.157
120521 Q=17973¢-2.2875 17.973
120522 @ =20.001 ¢+ 19.408 20.001
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