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Re-evaluation on security of Guanxinning Injection (II)

ZHU She-min, KANG Hua, WANG Dan, LI Zheng, TANG Deng-feng, KUANG Rong
Zhejiang Provincial Institute for Food and Drug Control, Hangzhou 310004, China

Abstract: Objective To provide the data for the re-evaluation on security of Guanxinning Injection. Methods According to the
methods in the appendix of Chinese Pharmacopoeia 2010, the determination of osmotic pressure molar concentration (OPMC) and
the inspection of hemolysis and cohesion were carried out at different concentration, while the determination of hemolysis rate for
samples and their dilution was by spectrophotometry and the red blood cell pool inspection for samples and their dilution was by
microscopy. Results The OPMC of the samples from different manufacturers were hypertonic and the OPMC of stock solution
(mOsmol/kg) were as follows: A manufacture 400 —799; B—E manufactures 600—1 000 or over 1 000; F manufacture 400—999.
Using 5% glucose injection to dilute the samples, with sodium chloride injection as the reference solution, the isotonic range is 0.9 —
1.1. In the test for hemolysis and cohesion according to Chinese Pharmacopoeia 2010, Seventy-one batches of samples were in line
with the provisions; By hemolysis spectrophotometry, the sample stock solution of all the manufacturers had some hemolysis
reaction (two batches of samples had low measured values due to cohesion); In addition to four batches of B manufacture, the lowest
non-hemolytic concentrations of sample from other manufactures were more than 1:8, but 1:16 was the lowest non-hemolytic
concentrations for the three batches of samples from B manufacture, the same as the conventional in vitro test tube method, and 1:32
was the minimum non-hemolytic concentration for one batch of sample of B manufacture. In the red blood cell pool inspection, there
were 58 batches of samples with no pool, accounting for 81.7% of the total. After dilution of the samples by 5% glucose injection,
three samples from A manufacture had serious cohesion with the minimum no cohesion concentration of more than 1:8; The samples
from D manufacture could be observed to have deformation, serious damage, and a large number of cell debris by microscope.
Conclusion There are obvious differences in OPMC, hemolysis, and cohesion among Guanxinning Injections produced by various
manufacturers. It suggests that the OPMC, hemolysis, and cohesion could be used to control the quality so as to do some security for
the clinic use of Guanxinning Injection.
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Table 1 Determination of OPMC for Guanxinning Injection
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Table 2 Determination of hemolysis rate for Guanxinning Injection (spectrophotometry)
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Table 3 Determination standards of red blood cells
condensed inspection (microscopy)
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Table 4 Determination of red blood cells cohesion inspection for Guanxinning Injection (microscopy)
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