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Detection of Insoluble Particles in 6 Commonly Used TCM Injections before and after Mixed with Solvents
CAI Chu-hua(Dept. of Pharmacy, The Second Affiliated Hospital of Guangxi University of Science and Technol-
ogy, Guangxi Liuzhou 545006, China)

ABSTRACT OBJECTIVE: To investigate the number of insoluble particles in 6 commonly used TCM injections before and after
mixed with solvent. METHODS: Aidi injection, Cinobufotalin injection, Reduning injection, Compound Angelica sinensis injec-
tion, Shuganning injection, Tanreqing injection were mixed with 0.9% Sodium chloride injection and 5% Glucose injection accord-
ing to mass concentration in the clinic respectively. The number of particles was determined and analyzed statistically with the meth-
od stated in Chinese Pharmacopeia before and 30 min, 1 h, 2 h, 6 h after the compatibility. RESULTS: Before filtering, the num-
ber of particles was in line with the standard in Reduning injection after mixed with 2 kinds of solvents; the number of particles
was in line with the standard in Shuganning injection after mixed with 0.9% Sodium chloride injection; the number of particles( =
25 um)was in line with the standard in Shuganning injection after mixed with 5% Glucose injection, while that =10 um was not in
line with the standard;the number of particles in other 4 mixtures were all not in line with the standard. After filtering with the dis-
posable infusion apparatus, the number of particles in 6 mixtures was in line with the standard. The number of particles in the mix-
ture decreased within 1 h after preparation but increased gradually 6 h later. CONCLUSIONS: It is necessary to strengthen the quali-
ty control of TCM injection and great importance should be attached to the monitoring of insoluble particles.
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Tab 1 The number of insoluble particles in 6 TCM injec-
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Tab 3 The number of insoluble particles in the mixture of 6 TCM injections and solvents at different time points (number/ml,

xts,n=06)
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Detection of Illegal Added Acetaminophen in Yinqiao Jiedu Preparation by HPLC

QIU Guo-jun', XU Ya-ling’, TIAN Jing’, HE Yong-mei' (1.Xingyi Normal University for Nationalities, Guizhou
Xingyi 562400, China;Z2.Guizhou Institute for Food and Drug Control, Guiyang 550006, China;3.Guizhou Pro-
vincial Service Center for Drugs Centralized Purchase, Guiyang 550002, China;4.Guizhou Qianxinan Prefecture
Hospital of Traditional Chinese Medicine, Guizhou Xingyi 562400, China)

ABSTRACT OBJECTIVE: To establish a method for determining whether there are illegal added acetaminophen in Yingiao jiedu
preparation. METHODS: HPLC method was adopted. The determination was performed on Waters Cis(250 mmx5.0 mm, 4.6 pm)
column with mobile phase consisted of methanol-glacial acetic acid (2:98, V/V) at the flow rate of 1 ml/min. The detection wave-
length was set at 249 nm, and column temperature was set at 30 °C. The sample size was 5 pl. 205 batches of samples from 73 fac-
tories were determined under the same condition. A positive control was made by adding appropriate amount of reference substance
into samples in which acetaminophen was not detected. RESULTS: The linear range of acetaminophen was 0.050 7-1.010 4 pg(r=
0.999 9). The examination limits was 0.4 ng. Average recoveries of Yingiao jiedu preparations (tablets, pills, particles) were 99.9%
(RSD=0.7% ,n="6),96.9% (RSD=0.6% ,n=6) and 97.6% (RSD=0.4% ,n="6) , respectively. Acetaminophen were detected in
positive reference substance and not detected in 205 batches of samples. CONCLUSIONS: The method is specific, sensitive and
simple, and can be used to detect illegal added acetaminophen in Chinese patent medicine.

KEY WORDS HPLC; Yingiao jiedu preparation; Acetaminophen; Illegal added
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