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A study of non-reduced SDS-PAGE purity method of conber cept
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Abstract: A non-reduced SDS-PAGE purity method for quantitation of conbercept fragments was established
based on gel screening, comparison of gel imaging system, linearity range of main band, screening of destaining
conditions. The results indicated that the bands could be separated effectively with good clearness and flatness
on 4%-15% gradient concentration gel, the peaks of all bands could be separated from baseline using
high-distinguishability gel imaging system, the signal intensity of a main band had shown a good linearity with
<3 ug of loading amount, and that the destaining was set as atotal of <3 h with exchanging 100 mL destaining
buffer every 60 min. The established non-reduced SDS-PAGE method could demonstrate the purity of conber-
cept more objectively. After validation, the established non-reduced SDS-PAGE method was submitted to FDA
in the form of supplementary materials, which laid a quality basis for the direct entry of conbercept to the clinical
I11 study in the United States.
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Figurel Separation results of conbercept with 4% —15% gradient gel (A) and 10% gel (B)
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Figure2 Comparison of data acquired from gel imaging systems with low resolution (A) and high resolution (B)
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Figure 3 The linear relationship between the loading amounts of the samples and the average gray values of the main band (A) and

electrophoregrams with three destaining conditions as indicated (B)
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