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Preparation and evaluation of quality control of serum anti-extractable nuclear antigen antibody "
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Abstract : Objective Homemade weakly positive and negative quality control of ENA so as to ensure qual-
ity work routine testing results. Methods The serum ANA spectrum of positive results (RNP ++,Sm ++,
SS-A ++,SS-B ++ and dsDNA ++) and ANA and ANA spectrum of all negative serum according to 1 :
N ratio of mixing,arranged ENA weak positive control materials (RNP £ ,Sm 4 ,SS-A 4,SS-B *+ and dsD-
NA =£). ENA weak positive control materials was detected by both Western blot and enzyme-linked immu-
nosorbent assay,and then the homogeneity test,stability test and destructive experiments were conducted. Re-
sults Homogeneity test, stability test and destructive experiments have been verified by experiments. ENA
negative quality controls of all the negative target antigens were detected negative and all positive target anti-
gens were detected positive. Conclusion ENA homemade quality control products is coincide with experimen-
tal demands,which can be used for the laboratory routine testing.
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(2) ANA G5 BH A 0 55 FH 4 0 08 s 16 = 6 948 B 30 36 e
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PEENIR IR PUARTEEEAE 12 1 000 L 1, ELISA J7 3%
FER OD {H KT cut-off {HAY 10 £5 L ) Y £ 34 1L 77
PR 1 NOL ) S ki S P L TR AT A AL s 2,
1:+4.1:8,1:16.1: 32 5B RSN
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o 35 H n 95 B8 35
CV(ZT+s, %) T BE

RNP 10 2.1920. 09 4.11 1:100

Sm 10 2.68+0.12 4.48 1:320

SS-A 10 2.8640.13 4.55 1:320

SS-B 10 2.1120.08 3.39 1:100

dsDNA 10 2.20+0.09 4.09 1:100
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RNP 12 2.25740.11 4. 89 1:100

Sm 12 2.7740.12 4.33 1:320

SS-A 12 2.81+0.12 4.27 1:320

SS-B 12 2.2320. 09 4.03 1:100

dsDNA 12 2.3340. 10 4.29 1:100
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dsDNA 10 2.1840. 10 4.59 1:100
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