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Suitability Study of Recombinant Limulus Amebocyte Lysate for the Determination of

Bacterial Endotoxins in Hepatocyte Growth — Promoting Factors Injection
LIU Shuxian,CHEN Tong,RUAN Jian
(Yantai Center for Food and Drug Control and Test,Yantai,Shandong,China 264570)

Abstract: Objective To investigate the suitability of recombinant limulus amebocyte lysate (LAL) for the determination of bacterial
endotoxins in Hepatocyte Growth — Promoting Factors Injection. Methods The bacterial endotoxin standard curves were established
by the recombinant LAL and LAL, respectively. The recovery rate of endotoxins added to the test solution was determined by the
interference test of the test sample, the content of bacterial endotoxins in test sample was determined by the kinetic chromogenic
assay,and the content differences determined by recombinant LAL and LAL were compared. Results The concentration of bacterial
endotoxins determined by recombinant LAL and LAL in the range of 0.008 — 5 EU/ mL showed a good linear relationship with
reaction time (171 = 0.998). There was no interference when the test sample was diluted by two or twenty multiples, and the
recovery rate of bacterial endotoxins was in the range of 50% to 200%. The content of bacterial endotoxins in 26 batches of test
samples was lower than the limit (37.5 EU/ mL). There was no significant difference in the content of bacterial endotoxins
determined by recombinant LAL and LAL (P > 0.05). Conclusion The established quantitative determination method for bacterial
endotoxin in Hepatocyte Growth — Promoting Factors Injection is accurate and sensitive,which can be used for the quality control of
bacterial endotoxin in the production and circulation of this product.
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2106027,2106026,2106025,2106024,2106023,2106022,
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Tab.1 Results of the linear regression analysis
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AREAZAA LT=278-0.208lgC, -0.998 | KREMEHA 1T =2.82-0.255gC, -0.999
o7,=2.78-0.26815 C, -0.9%8 lgT,=2.82-0.259g C, -1.000
1,=2.79-0.203l5 C, -0.9%8

5 1T =2.83-0.2541g G, -0.9%9
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*2 BEFEHERAEERNERFHARNSERI=E(n=2)
Tab.2 Results of content determination of bacterial endotoxins

in samples by recombinant LAL (n=2)

F3 RAZENERFEERNERFARNSEAI=E(n=2)
Tab.3 Results of content determination of bacterial endotoxins
in samples by LAL (n=2)

W MeAEER REAT  ®RR

Wi SmAEER BiRAE B

wF Gl AU/ aL) C(EU/mL)  G(EU/mL) — w5 % AU nL) G(EU/mL) G(EU/mL) (EU/aL) (%)
2106026 2 0.2 0.3660 0.563 0.732 98. 50 2101006 2 0.2 0.0418  0.388 0.0836 173.10
2106025 2 0.2 0.401 0 0.616 0.802 10750 2101001 2 0.2 0.0278  0.332 0.0556 152.10
200604 2 0.2 0.0386 0.224 0.072 9.7 2104011 2 0.2 0.0176  0.344 0.0352 163.20
2006023 2 0.2 0.137 0.312 0.274 87.50 2104013 2 0.2 0.112 0. 447 0.224  167.50
2006022 2 0.2 0.103 0.297 0.206 97.00 2104016 2 0.2 0.233 0.596 0.466  181.50
2006021 2 0.2 0.0498 0.276 0.096  113.10 2101004 2 0.2 <0.008 0.317  <0.016  159.00
2106020 2 0.2 0.0509 0.255 0.102 10205 2104014 2 0.2 0.140 0.416 0.280  138.00
2006019 2 0.2 0.0509 0.241 0.102 95.05 2104010 2 0.2 0.0415  0.346 0.083  152.25
2001006 2 0.2 0.0547 0.261 0.109 10315 2104018 2 0.2 0.328 0.724 0.656  198.00
2101001 2 0.2 0.0394 0.191 0.0788  75.80 2104015 2 0.2 0.173 0.476 0.346  151.50
2004011 2 0.2 0.0235 0.236 0.0471  106.25 2104017 2 0.2 0.309 0.684 0.618  187.50
2004013 2 0.2 0.135 0.309 0.270 87.00 2101005 2 0.2 0.029  0.357 0.0858 157.05
2004016 2 0.2 0.385 0.509 0.770 62.00 2006005 2 0.2 0.0972  0.441 0.194  171.90
2001004 2 0.2 0.009 07 0. 161 0.081  75.97 2107032 2 0.2 0.0264  0.358 0.0528 165.80
2004014 2 0.2 0.125 0.288 0.250 81.50 2106027 2 0.2 0.349 0.704 0.698  177.50
2004010 2 0.2 0.045 0.227 0.0900 9100 2106026 2 0.2 0. 369 0.736 0.738  183.50
2004018 2 0.2 0.449 0.578 0.898 64. 50 2106025 2 0.2 0. 405 0.786 0.810  190.50
2012005 2 0.2 0.0288 0.218 0.0576  94.60 2012025 2 0.2 0.0276  0.381 0.0552 176.70
2104017 2 0.2 0.342 0.516 0. 684 87.00 2007013 20 0.2 0.0800  0.379 160  149.50
2106027 2 0.2 0.482 0.7 0.94  109.00 2106024 2 0.2 0.0357  0.371 0.0714 167.65
2001005 2 0.2 0.0371 0.227 0.0742 9495 2106023 2 0.2 0. 111 0.458 0.222  173.50
2006005 2 0.2 0.135 0.354 0.270 10950 2106022 2 0.2 0.0959  0.475 0.192  189.55
2007032 2 0.2 0.0261 0.207 0.022  90.45 2106021 2 0.2 0.029  0.412 0.0858 184.55
2004015 2 0.2 0.162 0.351 0.324 94.50 2106020 2 0.2 0.0436  0.414 0.0872 185.20
2007013 20 0.2 0.132 0.35 2,64 109. 00 2106019 2 0.2 0.0454  0.418 0.0908 186.30
1912049 20 0.2 0.186 0.39 37 102. 00 1912049 20 0.2 0.262 0.653 524 195.50
FARFN AR K, 2016,108(1 —2):134 - 146.
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