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Effect of short break from cold chain on the quality of injection of human immunoglobulin (pH4)
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Lanzhou Institute of Biological Product Co., Ltd.,Lanzhou 730046,China. Corresponding author:ZHANG Jipeng

[Abstract] Objective To compare the key quality indexes of human immunoglobulin (pH4) under the condition of 7 days
cold chain separation (2 ~ 8 “C ), and to find out the quality monitoring items that can be used as the condition of short-term cold chain
separation. Methods Three batches of randomly sampled human immunoglobulin (pH4) were placed at (25+2) C , three bottles of
each batch was randomly selected every day, and stored in refrigerator at 2 ~ 8 ‘C for 7 days. After 7 days, the purity, molecular size
distribution and anti complement activity of the samples were tested and analyzed statistically. Results There was no significant
difference in purity, molecular size distribution and anticomplement activity, but the dimer content increased significantly in the
process of placement. Conclusion The key quality properties of human immunoglobulin (pH4) separated from the cold chain did
not change significantly, but the dimer content in the molecular size distribution can be used as the quality monitoring index of human
immunoglobulin (pH4) separated from the cold chain in a short time.
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