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Drug Release Test of Transdermal Patches: Factors Affecting Drug Release

Ikuo SUZUKI?, Kiyoko KISHIMOTO?, Yoko ICHIKAWA?, Miki SATOH?, Jun’ichi NAKAJIMA?, Jin SUZUKI*
and Takako MORIYASU?

During our careful surveillance of the preparation of transdermal patches conducted by Tokyo Metropolitan Government in 2015, we
encountered a case where the manufacturers adopted the paddle over disk method using a transdermal sandwich, which is one of the
release test methods for the approval of drugs. Because the details of the instruments used were not provided, we tested the samples
using commercial product examples provided by the US Pharmacopoceia.

The results of the tests revealed that the quantity of active ingredient released from the samples were minimal and did not conform to
the standard range. Therefore, we inquired manufacturers about the details of the test methods used to evaluate drugs for marketing
approval, and found that the mesh size of the screen used for the samples was different from that used for the commercial product. We
retested the samples using the same type of screen used to evaluate drugs for marketing approval and discovered that the quantity of the
active ingredient released from the samples was higher than that obtained using the previous test, and conformed to standard ranges.

Our results suggest that there is no correlation between the quantity of active ingredient released from the samples and the mesh size
of the screen. However, it should be noted that the quantity of active ingredient released from the samples might be affected by various
factors such as the standard of the screen, placement of the screen in the vessel and the method used to remove air bubbles when
placing samples in the test medium. Moreover, we believe that it is necessary to describe the details of the test method used to analyze

drugs for approval to reduce the potential effect of factors influencing the release test.

Keywords: transdermal patches, the quantity of active ingredient released from the samples, paddle over disk method, transdermal

sandwich, screen, mesh size
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