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COMPREHENSIVE ANALYSIS OF RESIDUAL SOLVENTS IN PHARMACEUTICALS BY DYNAMIC HEADSPACE GAS CHROMATOGRAPHY

Richard J. Lake, Christopher M. English, Frank L. Dorman & Jack Cochran
Restek Corporation, Bellefonte, Pennsylvania, USA
E-mail: jack.cochran@restek.com
Static headspace is used to analyze Organic Volatile Impurities in pharmaceutical ingredients and preparations. Dynamic headspace differs from static headspace in that the entire headspace is trapped on a sorbent, concentrating analytes, which can increase method sensitivities. Thermal desorption is used to move the analytes to a gas chromatograph.

The International Conference on Harmonization publishes a guideline listing acceptable amounts of solvent residues in drug products. The ICH list totals 61 solvents making a comprehensive method a challenge. One GC column cannot effectively separate all possible analytes.

The scope of this experiment will be to compare static and dynamic headspace and to find a comprehensive dual-column GC assay using a Modulated Accelerated Column Heater.
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