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Study on Improving the Quality Standards of Kanggu Zengsheng Tablet
CHEN Xi, WAN Linchun, ZHANG Wenting (Jiangxi Institute for Drug Control/Jiangxi Provincial Engineering Re-
search Center for Drug and Medical Device Quality, Nanchang 330029, China)

ABSTRACT OBJECTIVE: To develop and improve the quality standard for Kanggu zengsheng tablet. METHODS!: TLC was
used for the qualitative identification of Drynaria fortunei, Epimedii Folium and Spatholobus suberectus; HPLC was used for the
contents determination of icariin and acteoside: the column was Diamonsil Cis with mobile phase of acetonitrile-0.1% formic acid
solution (gradient elution) at a flow rate of 1.0 mL/min; detection wavelength was 270 nm for icariin and 334 nm for acteoside,
Cdumn temperature was 25 °C,and the injection volume was 10 uL. RESULPS: The TLC=S$pots of D. fortunei, Epimedii Folium
and S. suberectus were clear and well separated, negative control without interference. The linear range was 0.018 8-1.88 pg for ac-
teoside (#=0.999 9) and 0.107-2.14 pg for icariin (+=0.999/9) 3 RSDs of precision, stability and reproducibility tests were lower
than 2.0% ; recoveries were 100.2%-105.0% (RSD=1.6% ,n=9) and 96.2%-99.5% (RSD=1.4% ,n=9). CONCLUSIONS: The
improved standard can more effectivelyycontrol the ‘quality of Kanggu zengsheng tablet.

KEYWORDS Kanggu zengsheng tablet; ‘Naringin; Icariin; Acteoside; Spatholobus suberectus; TLC; HPLC
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Fig 1 TLC chromatograms of Drynaria fortunei and
Epimedii Folium

1.negative control without D. fortunei; 2. negative control without Epime-

dii Folium; 3-5.test samples; 6.reference substance of icariin; 7.refer-

ence substance of naringin
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Fig2 TLC chromatogram of spatholobus suberectus
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F1 EEKERELER(n=9)
Tab 1 Results of recovery tests(n=9)

T it P AR, R, MERE CEYMER RSD,

B L9 i, mg mg mg *,% I, % %

TR 04941 02037 0.1818 03893 102.1 103.0 1.6
04993 02058 0.1818 03881 1003

05013 02067 01818 03888 10022
0.503 6 02075 02273 04412 1028
0.5040 02077 02273 04423 1032
05056 02084 02273 04431 1033
05073 02001 02727 04932 1042
05074 02092 0227 04954 105.0
05093 02100 02727 04899 1026
BT 0494 1 07748 05928 13467 9.5 98.0 14
04993 07830 05928 13703 99.1
05013 07861 05928 13762 995
0.503 6 07897 07410 15024 962
0.5040 07904 07410 15272 99.4
05056 07929 07410 15209 982
05073 07955 08892 16732 987
05074 07957 08892 16677 981
05093 07987 08892 16569 96.5

®2 HmMBENELR(n=3,ng/k)
Tab 2 Results of contents determination of samples
(n=3, ng/tablet)

Headt LT I
100301 96 408
090701 254 570
091101 3 623
090901 263 518
20080801 1084 412
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Determination of Antibacterial Effect of Ofloxacin Eye Drop
LI Hao',ZOU Yu',ZHANG Fan’, ZHANG Yajie' (1.Liaoning Institute for Drug Control, Shenyang 110036, Chi-
na; 2.Shenyang Sunshine Pharmaceutical Co. Ltd., Shenyang 110027, China)

ABSTRACT OBJECTIVE: To establish a method for the determination of antibacterial effect of Ofloxacin eye drop. METH-
ODS: According to the requirements in Chinese Pharmacopoeia (2015 edition) “antibacterial effect test”, using Staphylococcus au-
reus, Pseudomonas aeruginosa, Escherichia coli, Aspergillus niger and Candida albicans as test bacteria, colonycount method suit-
ability test was conducted for Ofloxacin eye drop samples, the verified method was used to determine the number of viable bacteria
at each time point, calculate the bacteria number of 1 mL in the sample and the number of bacteria at each time point and convert
to lg value. RESULTS: Ofloxacin eye drop sample can reach the standard of antibacterial effectiveness of the “B”. CONCLU-
SIONS: The method can effectively determine whether the antibacterial effect of Ofloxacin eye drop fits the standard.

KEYWORDS Ofloxacin eye drop; Colony count; Antibacterial effect test method
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