2i2p 244 2004, 39(5) 359-362 DOI: ISSN: CN:

AWIHZ | FHIH | DT | mgie®

78

i 8 v 97 1 22 K B —— 2N AR A IR 25 5 T VR IR E 9
B EREREY K

1. bRt 25 A5 T, db st 100035; 2. [ 25 5 A A B AT, dE T 100050; 3. HFE RIS, YEIR m At
210009

SR

[ATERAT]  [EHT]

H i r F AN AR A IR 12 5 7 v R e R . 772K FHFVB/N  neudE R/ B, LAELISAVEAS N 45 2 J5 /s R 4T
PRBA S T 4 AT S 2 W 2 B R B D) 4 M K B I SEC-HPLCTR I E P & . SR 545 dE T T
NAURAIR 20 A2 im v IREI T oS il e 46 s 7 V2 Sk e R, OF COH F AR AL IR 127 5 1)
JgEiE . EANAFEN K12

FUEAE TR E RE A

Study on methods for quality control of recombinant human neu epitope peptide
12

JI Hong; WANG Jun-zhi; RAO Chun-ming; ZHANG Yi; WANG Min

Abstract:

AimTo establish methods and requirements for the quality control of recombinant human neu epitope
peptide 12. MethodsBiological activity of recombinant human neu epitope peptide 12 was evaluated in
FVB/N transgenic mice (TgN MMTVneu 202 Mul, Jackson Lab., USA) administered with samples. The
percentage of antibody-positive mice detected by ELISA was used in the biological activity evaluation.
The peptide map was performed by peptic digestion. The antigen content was determined by SEC-HPLC.
Results and conclusionThe quality control methods, such as biological activity, peptide map, antigen
content, and the requirements for the quality control of recombinant human neu epitope peptide 12 were
established. The established methods and requirements were already used for the quality control of
recombinant human neu epitope peptide 12 products.

Keywords: quality control and requirements biological activity recombinant human neu epitope
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