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Abstract: Objective To establish a HPMEC-ELSD method for the determination of macromolecules (relative molecular weight > 1x
10%) in salvianolic acid for injection (SAFI). Methods Macromolecular substances in the test solution were separated and enriched
by ultrafiltration centrifugation (relative molecular weight cut-off 3 000, rotation speed 4 000 r-min™'). The chromatographic
conditions were as follows: ELSD as detector, Ultrahydrogel 500 and Ultrahydrogel 250 column in series, 0.02% formic acid
aqueous solution as mobile phase, volumetric flowrate of mobile phase 0.6 mL-min™', column temperature 35 °C, injection
volume 10 pL, compressed air volumetric flowrate 2.5 L-min™, drift tube temperature 105 °C, no separation mode, gain 1.
Results The method blank without interference, with good specificity. The precision, repeatability, and sample recovery rate

were good. The linear range of dextran relative molecular weight was 2 700—36 800, and the regression equation was ¥ = -0.220
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5 X +10.247 (R* = 0.994 5). The reference solution and test solution were stable for 50 h. The durability of different mobile phases,

mobile phase volumetric flowrate, column temperature, compressed air volumetric flowrate and drift tube temperature was good. No

macromolecular substances were detected in 17 batches of SAFIL. Conclution This HPMEC-ELSD method was simple and fast, and

can be used for the detection of macromolecular substances in SAFI.

Key words: high performance molecular exclusion chromatography with evaporative light-scattering detector (HPMEC-ELSD);

Salvianolic Acids for Injection (SAFI); macromolecular substances; dextran; relative molecular weight; ultrafiltration
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