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Methodological Study on the Determination of the Purity of Recombinant Human Basic Fibroblast Growth
Factor by SEC-HPLC
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Guangdong 528225, China;2.The General Hospital of Western Theater Command , Chengdu , Sichuan ,610083 , China )

ABSTRACT: OBJECTIVE To establish a size exclusion high-performance liquid chromatography (SEC-HPLC) method for the
determination of the purity of recombinant human basic fibroblast growth factor (th-bFGF). METHODS The purity of rh-bFGF
solution was determined using TSK G2000SWXL column and high - performance liquid chromatography, and the specificity,
repeatability, precision, detection limit, stability, and durability of the method were evaluated. RESULTS The blank solvent has no
interference with the th-bFGF main peak, and the degradation impurities under various destruction conditions didn't interfere with the
determination of the rth-bFGF peak, and the purity index of the th-bFGF peak was greater than 990. The repeatability and intermediate
precision experimental results showed that the separation degree of impurities and the rh-bFGF main peak was greater than 1.5, and the
RSD was 0.36% and 0.64%, respectively. The detection limit was 0.185 wg-mL™. The durability experiment results show that
fluctuations in flow rate, column temperature , and wavelength had no effect on the detection results, and the RSD of each condition was
less than 2.0%. CONCLUSION  The SEC-HPLC method developed has the advantages of simple operation, accurate results, strong
specificity , high stability and good applicability, and can be used for th-bFGF purity determination.
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