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Summary

The Japanese Pharmacopoeia 18th edition has contained the general rules that drugs should be
appropriately controlled within the acceptable limits in accordance with the elemental impurity
test method<2.66>. At the International Council for Harmonization for Pharmaceuticals (ICH),
the elemental impurity limits for cutaneous drugs were established. In Japan, new drugs which
are applied for sell after February 1, 2024, are required to pass the elemental impurity tests.
In this study, the ointments and patches were used as cutaneous drugs, and test methods were
constructed so that the analysis can be performed in accordance with the elemental impurity
test methods. The ointments could be analyzed by general methods such as oral preparations.
Since the patch is manufactured by applying formulation to supports such as a nonwoven fabric,
and the supports contain many inorganic substances, a decomposition method using hydrofluoric
acid was also investigated. In the spike recovery tests of the patch, the recovery rate was
95~107%, it met the criteria of 70~150%. In the experimental systems using hydrofluoric acid, it
is necessary to replace the ICP-MS parts for hydrofluoric acid resistance, and it is known that the
measurement sensitivity of the hydrofluoric acid introduction system is lower than that of the
normal system. Therefore, we also report the difference in the sensitivity change in the normal
system and the hydrofluoric acid introduction system.
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