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[ Abstract] Therapeutic monoclonal antibody (mAb) drugs are highly homogeneous bio-macromolecules,
with high degree of homogeneity in antigen epitopes, physical and chemical properties and biological activities,
which can specifically bind to the target molecules. In the course of treatment, the incidence of adverse reactions is
low while the tolerance of patients is high. Monoclonal antibodies are the focus in the field of bio-pharmaceutics,
which have become the most important and fastest growing area in modern biopharmaceutical industry. According to
the different production process and technology, the development of monoclonal antibodies has experienced four
generations. Sintilimab injection, treprizumab injection, carrizumab for injection and tirizumab injection recently
approved in China are all the third generation of humanized monoclonal antibody drugs. The molecular structure of

monoclonal antibody drugs is complex, which is easy to change the heterogeneity of dimer, polymer and terminal
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amino acid mutation. These changes may cause serious effects on the safety and effectiveness of clinical medication.

It is an important measure to control the quality of the original and finished products of monoclonal anti-tumor drugs

to ensure the safety and effectiveness of such products. At present, the main methods of quality control and analysis

of monoclonal antibody products include HPLC, ELISA, CZE, cIEF, iCIEF and CE-SDS. In this paper, the analysis

methods for quality control and application status of monoclonal antibodies were reviewed, which can provide reference

for related research and product quality control.
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E N BT A AR [ B R 24 0 X 2
i AN IR DNA B BB T B B 0 BRI E . E B
PCR & ME ¥ 50 e b J oy 1 44 58 S5 8 02
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AtV A9 BT i 96 28 B g B T A4 7 A op A1 L DNA
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HEAT o AR AR BT R BT I 2 W o 4
WEIRMAEY K+, R BME S KA R
T 22 TR R i 2 1R 58 78 ML SR Y — iy A
A, 7™ H S Rl DR P 245 18 42 A P R A RPE o S R
B 98 S BT i 48 A RN P, 5 R AR B
At FEAT AT RO B A o AT TS i B 4
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