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Overview
A Thermo Scientific TRACE Ultra GC system with a Thermo Scientific TriPlus Autosampler was used for
the analysis of residual solvents in accordance with USP method 467. The column used for the
analysis was a Thermo Scientific TRACE TR-V1 column.

The USP 467 method specification for class 2 solvents is that the resolution between acetonitrile and
dichloromethane (peaks 2 and 3) is not less than 1.0. The chromatograms obtained for class 2
solvents (mixture A and mixture B) are shown in Figures 2 and 3. The method criteria for resolution
between the critical pair is met as these are fully resolved. All the other components are also fully
resolved, which demonstrates good selectivity and efficiency of the chromatographic separation taking
place in the TRACE TR-V1 column. Poor response was observed for 1,4-Dioxane which was expected.

Introduction
This poster describes the analysis of residual solvents according to the revised (effective July 2007) US
Pharmacopeia (USP) method. The method is used for analyzing trace levels of solvents that are
involved in the production of a drug, excipient or product packaging in the pharmaceutical industry. Drug
products should contain low levels of residual solvents as determined by safety data.

Figure 2. GC/FID chromatogram for class 2A residual solvents.
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greater than 3. The chromatogram and signal to noise measurements obtained using the method
described previously are shown in Figure 1.

Conclusions

Figure 1. GC/FID chromatogram for class 1 residual solvents.
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20 « The resolution specifications set in USP 467 for Class 2 residual solvents were easily exceeded.
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