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Study on the Pharmaceutical Quality Test for Identification
by Using Raman Spectroscopy
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Summary

The purpose of this study was to investigate the performance of Raman spectroscopy for distinguishing pseudopoly-
morphic forms, and to establish pharmaceutical quality evaluation methods using Raman spectroscopy.

Commercial “magnesium stearate” has a wide variety of physical properties, for example, pseudopolymorphism,
relative content of stearate and palmitate, and particle size. These properties influence the manufacturing processes of
products containing magnesium stearate as an additive and their quality, and therefore, it is necessary to control the
quality of magnesium stearate itself.

Ten kinds of magnesium stearate were obtained from different vendors and subjected to Raman spectrometry in the
conventional and low frequency ranges. We investigated the relationship between the Raman spectra and pseudopoly-
morphic form. As a result, the samples were categorized into four types : namely, mono-, di-, and tri-hydrate, and
their mixture. Raman spectra in the conventional range (more than 200 cm™") were not able to completely distinguish
mixtures of pseudopolymorphic forms, whereas Raman spectra in the low frequency range (less than 200 cm™) could
do so. Our data indicate that Raman spectroscopy, especially in the low frequency range, is an effective method for
discriminating pseudopolymorphism of magnesium stearate.
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