1246 2021 11 35 11

U, BN, B, MEe, FRA, BB (LTS R R, R
W B BRI PR R R I T A SC %, g 201203)

HRAnGEGFTREARTHEGROYGIK, T RRARTEGR M W th4a
M, BN R, RARRHREEDH SRS, KRS FHME % | BRI
R, AEE, AR ES NS RA LA LG EGHFETARETENORESS . 1~100 pmET L
AL, =10 pmAe=25 pm@g REEME, =50 pmbd T ILBAEAITARN, MARBTHERE
MERERR LV ELE T E2F, &LD, SLEHLS IR TERIRLL, ETRLRELREERR L
LRIAERKEF, EPLLCHALLBHENIOE, RAEARMERTRLRFHERE S LAEALZ
It o AFPRE AT AR M B AR R TR A RESMERAMEZZ B XA TN, BEaH
Bk, KR, BHABE, DTSR, TLRERGEEZSHB LA, M TRORSMHNA
25V HFRAKXRS T BT Bk e T LBALTG R oG E—aT 32, B, Balfeizsl 3ok aREMRELR
BREMEZEORGMOIZELE ., EREFET LIRS RM 77, 238 RERToE G REeHitiTHn
Falf®, 2@mEHGRRE,

AmGika; BaRed; BTIUHK; REtefts; T ILHK/ T ILT4

R917 A 1002-7777(2021)11-1246-07
doi:10.16153/5.1002-7777.2021.11.007

Research of Protein Aggregates in Human Albumin
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Abstract Objective: To study protein aggregates of different sizes in human albumin and discuss their
correlation, so as to improve the detection methods and promote the quality of biological products of human
blood. Methods: SEC-HPLC, light obscuration particle count test, Micro-flow imaging (MFI) and lamp test were
used separately to study the nanometer soluble aggregates, 1 ~ 100pum subvisible particulate matter, =10um and
=25um particulate matter, =50um visible particulates in human albumin from five enterprises. Results: The
results of nanometer soluble aggregates shows some differences among different enterprises, and the content of
enterprise D and E are lower than that in other three enterprises. The results of subvisible particulate matter vary
greatly among different enterprises, and the number of the subvisible particulate matter of enterprise C is about
ten times of enterprise B. The result of particulate matter and visible particulates shows little difference among

enterprises. Conclusion: There is no significant correlation between the results of different size protein aggregates
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with four different analysis methods. And the polymerization pathway of protein monomer, oligomer, submicro

particulate matter, subvisible particulate matter and visible particulate matter is affected by many factors. The

content of small molecule polymer is not the only premise for the formation of large molecule particulate matter

and visible particles. Therefore, monitoring and controlling some protein aggregates can not obtain information

about others. In the quality standard, various methods should be combined to detect and limit protein aggregates

of different sizes in specification in order to control the quality of drugs.
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