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Non-proprietary name

Patch test products containing gold (I) sodium thiosulfate

Safety measure
Precautions should be revised in the package insert.

In the Important Precautions section with regard to late positive reactions, the following text
should be revised (underlined parts are revised):

Late positive reactions may occur 7 to 10 days after the test. With gold (I) sodium

thiosulfate, there have been reports of a late positive reaction occurring as late as 20 days

or more after the test.

In the Important Precautions section, the following text should be added (underlined parts
are revised):

Before performing the patch test, patients should be informed that sensitization or late

positive reactions may occur, and be instructed to visit a medical institution immediately if

positive reactions occur after the test result is determined.
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