Chin J Pharm Anal 2011 31( 6) — 1185 —

B -
( 264006)
B - ( TACI - Fe) \ - TACI - Fe
Vydac C4( 250 mm x4.6 mm 5 pm) A 0.1%
B 0.1% 1.0 mL ¢ min"~"' 214 nm. :TACI - Fe
B -
:R917 TA 10254 - 1793(2011) 06 — 1185 - 03

Peptide mapping analysis of recombinant human B lymphocyte
stimulator receptor: IgG Fc fusion protein

YAO Xue —jing LI Zhuang —lin FANG Jian — min

( Yantai Rongchang Bioengineering Co. Ltd Yantai 264006 China)

Abstract Objective: To establish a peptide mapping analysis method in recombinant human B lymphocyte stimu—
lator receptor: IgG Fe fusion protein. Method: The TACI — Fe protein was digested with trypsin and then was dena—
tured by urea. Next the disulfide bonds were interrupted by dithiothreitol and the thiol groups were closed with io—
doacetamide. Finally the treated TACI — Fe protein was digested with trypsin again and assayed by HPLC. Vydac
Ci5(250 mm x4.6 mm 5 pm) was used as analysis column 0. 1% trifluoroacetic acid in water and 0. 1% triflu-
oroacetic acid in acetonitrile were used as mobile phase A and mobile phase B respectively. The gradient elution
process was performed. The detection wavelength was 214 nm and flow rate was 1. 0 mL * min~'. Results: The frag—
ments of TACI — Fe were well digested and separated. Conclusion: This method is accurate stable and reliable for
testing of human B lymphocyte stimulator receptor: IgG Fe fusion protein peptide mapping.
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Fig 1

and test method

Peptide mapping analysis of TACI — Fc by conventional method

A. ( the analysis of un — pretreated
reference substance by HPLC)  B.

( peptide mapping analysis of reference substance by conventional meth—
od) C. ( peptide mapping analy—

sis of reference substance by test method)
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Fig2 The peptide mapping analysis of three batches of TACI - Fe

A. ( reference substance)  B. 20091201 ( batch number
20091201) C. 20100101 ( batch number 20100101)  D.
20100301 ( batch number 20100301)



Chin J Pharm Anal 2011 31(6)

— 1187 —

3.2 3 TACI-Fc
3 TACI - Fe
( 20091201 20100101 20100301)
3 ( 2) .
4
B -
1 37.7 kD
18
o TACI - Fe
DTT
TACI - Fe
o 3

B

Nestorov [ Munafo A Papasouliotis O et al. Pharmacokinetics and
biological activity of atacicept in patients with rheumatoid arthritis. J
Chin Pharmacol 2008 48( 4) :406

Bracewell C Isaacs JD Emery P et al. Atacicept a novel B cell — tar—
geting biological therapy for the treatment of rheumatoid arthritis.
2009 9(7) : 909

Dall’Era M Chakravarty E Wallace D et al. Reduced B lymphocyte
and immunoglobulin levels after atacicept treatment in patients with
systemic lupus erythematosus: results of a multicenter phase Ib doub—
le — blind placebo - controlled dose — escalating trial. Arthritis
Rheum 2007 56( 12) :4142
ChP( ). 2010. Vol I ( ) : Appendix( ) :56

( 2010 8 6 )

1141111111111 -1 @111 @111 1114111 -1 1111111111141 -1t - @111 @111~ - @111 @111 @@ - -4

[13

13 ”»

2001 (

»

80 2009 ~2010

55 ( 55 ) o

> http: //www. cnpharm. com/sitel /zgyyb /html /2011 —05/10/content_48426. htm

( )



