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Summary

The purpose of this study was to investigate system suitability requirements for pharmaceutical quantification tests 

using Raman spectroscopy. Successive daily measurements showed that changes in Raman peak position caused by day-

to-day variations in the condition of the instrument had a significant effect on the determined quantitative values. 

Therefore, it is necessary to specify that the spectrum of the substance to be tested should be confirmed to ensure system 

suitability. It is also necessary to specify the reproducibility of the scattering peak intensity in the spectrum, though in most 

cases the variation of the intensity is considered to be reduced by spectral pre-treatment and multivariate analysis. 

However, in the case of univariate analysis, it is necessary to set a stricter specification to take account of the effect of 

noise on the measured peak intensity. Appropriate management of samples for system suitability evaluation is also 

considered to be important. 
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