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Validation of determining microbial limit for Guanxin Suhe Capsules

LIU Jing, JIA Rui-bo, DING Hong-yu

Dalian Institute for Food and Drug Control, Dalian 116021, China

Abstract: Objective To determine the condition and method in the microbial limit test of Guanxin Suhe Capsules (GSC) in ordor to

ensure the scientificity, accuracy, and integrity of the method. Methods The verification test was carried out according to the method

of microbial limit test in the appendix of Chinese Pharmacopeia (2010 edition, volume I), suitable method was confirmed by

comparing recovery rate. Results Low-speed centrifugal and membrane filtration method was used for the bacterium count; routine

method was used for total combined molds and yeasts count, the detection of Escherichia coli, and coliform bacteria. Conclusion The

method is effective and feasible. It could be used for the microbial limit test of GSC.
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Table 1 Verification result of bacteria, total combined molds, and yeasts count (n = 3)

S B (O R B HAT T IN/ i (SRR i
Ao wEER RMekRs wEHy Bk WU ks EVESY RekR WSV iR/
(cfu-mL™) % (cfu-m™) % (cfu-lL™) % (cfu-mL™) % (cfu- ™) %
il 90 98 68 97 88 100 57 98 64 96
R 92 70 88 58 67
Y 75 82 64 91 78 89 48 83 60 90
A 0 0 0 0 0
*2 ABBRHEEREFZFRIELER (1=3)
Table 2 Verification result of E. coli (n =3)
4 BL B4R B 7R PN
MUG 5 EMB
PR I - - /
Y TRk + /
BH 1% 1R R + + /
93k % R I - - /
AR R EK R R — R A K E P PR
+ represents growth of bacterium in medium or is positive; — represents no growth of bacterium or is negative; same as below
F3 KBEHREAZWIELER (1=3)
Table 3 Verification result of coliform bacteria (n = 3)
Mol BL ks 7Rk EMB FUHE R R 7Rk gk
A3 AR, AR - A, AR ik
5 R, TR + R, TR R
[{EREF RS R, TR + R, TR R
R 1t R AR, AR - A, AR ik
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