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E1 E5ARFERERKE(#S:16010101) AR EYRLERLER
Fig.1 Result of depressor substance test of hepatocyte growth-promoting factors for injection (Lot No. 16010101)
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Table 1 Result of depressor substance test of hepatocyte growth-promoting factors for injection.

2 e 4T AR I A K R
2yt IR bl dg, dg, 7 dy, dy,
/(pg/kg) /kPa /kPa /(mg/kg) /kPa /kPa
9515 0.1 3.26 3.07 2 1.53 1.72
16010101
2 0.1 3.18 2.90 2 1.60 1.95
1 0.1 4.41 5.08 2 2.00 2.84
16010301 %1%
R 0.1 5.31 4.24 2 2.34 1.68
951K 0.1 3. 60 4.63 2 2.48 3.10
16010501 %14
o2 0.1 4.43 5.70 2 2.68 3.26
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Table 2 Contractility of isolated ileum that caused by

histamine of different concentration

L e JEE SRR i 4 [5l figg Wi 4

/(pg/mL) /(mL) /(pg/mL) /g
0.5 0.2 0. 005 3.25
1 0.2 0.01 4.12
2.0 0.2 0.02 6. 54
3.0 0.2 0.03 8.43
4.0 0.2 0. 04 8.89
5.0 0.2 0.05 9.20
1.0 0.2 0. 01 3.98
2.0 0.2 0.02 6.72
1.0 0.2 0.01 4.17
2.0 0.2 0.02 6. 68
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Table 3 Result of histamine-like substance test of

hepatocyte growth-promoting factors for injection

25 BRI WA 1/ g

dg, dg, dy dy dg, dg,
16010101 3.87 2.45 0 0 2.36 4.02
16010301 4.12 2.65 0 0 2.54 4.07
16010501 4.20 2.41 0 0 2. 66 3.97
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Fig.2 Contractility of isolated ileum that caused by histamine of different concentration

B3 ESARFERMERKE(#S:16030101) BEEXYRKELER
Fig.3 Result of histamine-like substance test of hepatocyte growth-promoting factors for injection ( Lot No. 16010101)
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Table 4 Result of interference experiment for histamine-

like substance test of hepatocyte growth-

promoting factors for injection

5 [0l o W 4 01/ ¢

dyy  dgiir deur dg dey  dgir dgur dg

2yt

16010101 5.21 3.54 5.12 3.61 5.27 3.88 5.42 3.73
16010301 4.89 3.46 4.93 3.58 4.76 3.42 4.85 3.37
16010501 4.27 3.05 4.35 2.99 4.30 2.96 4.28 2.99
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W dg W :0. 02 pg/mL;dg ¥ JE ;0. 01 pg/mL;d, ¥ 0.2 mg/mL ({58 k)

Fig.4 Result of interference experiment for histamine-like substance test of hepatocyte

growth-promoting factors for injection ( Lot No. 16010101)

Note: dg,: 0.02 wg/mL; dg;: 0.01pg/mL and dy: 0.2 mg/mL (final concentration)
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Comparison of Test Method for Histamine-like Substance and Depressor Substance in

Hepatocyte Growth-promoting Factors for Injection

WU Xiansheng, HUANG Ganquan, YANG Jiajun, WANG Fengji, YAN Jiarong,
ZHONG Zhiyong, KUANG Shaosong
( Guangdong Medical Laboratory Animal Center, Foshan 528248, China)

Abstract: Objective To study the feasibility of histamine-like substance test in hepatocyte growth-promoting
factors for injection safety. Method  Histamine-like substance and depressor substance in three batches of
hepatocyte growth-promoting factors was test according to the test method in the appendix of Chinese Pharmacopoeia
(edition 2015) and the result of the tests were compared. Result The test result of histamine-like substance test
in all three batches of hepatocyte growth-promoting factors were consistent with the test result of depressor substance
test and met the requirement of Chinese Pharmacopoeia. While positive result were observed in depressor substance
test, but negative result observed in histamine-like substance test. Conclusion Hepatocyte growth-promoting
factors for injection may cause drop of blood pressure without histamine-like substance, and in vivo experiments
cannot be extrapolate simply by the result of in vitro experiments.

Key words: Hepatocyte growth-promoting factors for injection; depressor substance test; histamine-like

substance test



