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REEMAAGRENR . FEALBRAARREALE  AAREBELBEEZAr BB ELFR WAL
UL T # 4% FID LR 1 A BB, Bt —F & F K% 247 # & IVIG(pH 4) , 3 IVIC #l & 2 7 & K/ 2
W REREA(IA S E 1gC 2 EX g6 TR A K a —REM, RAIAEN 20 nm & 49 58 B LR,
e T RIR OB & A 2 B ik BBk & T B T Rt T2 6 & o IVIG(pH4) #| & 19 1gA, IgM 2 B BOR & 45 K
JEWEE, BRFUNEES FEAAKEMR HHE2h FMNICHELERE, METREENESKRET
Bkl A 4 IVIG(pH 4) %1 & o IgA 4 E 45 H 4 100 pg-mL ' BUR, 8B THRE(20 nm) 5 HF K EWAE,
EWEF& IgC A ZREM B, 2 F AN A HFE(FREARIMEGZE)INZE, FR:HMETF X
B BATT LPER 7 & b IgA IeM R R WA H B, 85 T 41K (20 nm) sy @ & M, B 3 IVIG #| & X # &
EEFHW.
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Preparation and quality analysis of intravenous human immunoglobulin
by chromatography combined with low-temperature ethanol
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[ Abstract] Objective: The study aims to prepare human immunoglobulin by chromatography combined with
low-temperature ethanol, detect the effect of impurities removal in the preparation process and the effect of chroma-
tography on product quality. Methods: Human immunoglobulin (pH 4) was prepared by one-step anion-exchange
chromatography from FII precipitated from healthy human plasma. It was further separated and purified by low-
temperature ethanol-protein separation. The distribution of molecular size, IgA content, IgG content and IgG
subclasses distribution, protein secondary structure of IgG were determined and analyzed. The effect of IgA and
IgM removal of intravenous human immunoglobulin (pH 4) prepared by low-temperature ethanol protein separation
and anion exchange purification was compared. Results: The precipitation of component 1l was dissolved by 5-fold
volume of water for injection, and the dissolution rate of IgG was higher after stirring for 2 h. The content of IgA in
intravenous human immunoglobulin ( pH 4) prepared by anion exchange chromatography combined with low-

temperature ethanol was controlled below 100 pg-mL ", consistent with the distribution of molecular size and IgG
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isoforms of commercial products. The virus inactivation flux of nanofilms (20 nm) was increased. Conclusion :

Anion exchange chromatography can reduce the residual amount of IgA |, IgM and other impurities in IVIG products,

improve the permeability of nano-film (20 nm) , and has no significant effect on the key quality of IVIG products.
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IgG1 IgG2 IgG3 IgG4 IgA IgM
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