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Establishment and Validation of Microbial Limit Method for Kangjunxiaoyan Capsules
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ABSTRACT: OBJECTIVE To establish and validate the microbial limit test for Kangjunxiaoyan capsules. METHODS The
microbial limit test for Kangjunxiaoyan capsules was validated using Escherichia coli, Bacillu subtilis, Staphylococcus aureus,
Aspergillus niger and Candida albicans according to Chinese Pharmacopoeia 2010. Low speed centrifuge and medium dilution
method were used with count of bacterium. Culture medium diluting method was used with counts mold and yeasts. Pathogenic
bacteria could be tested when general method were used. RESULTS Kangjunxiaoyan capsules had very strong inhibition on
Staphylococcus aureus and Bacillus subtilis, they could make certain inhibition effect on Escherichia coli and Candida albicans.
CONCLUSION The method is feasible, effective and can be used for quality control of Kangjunxiaoyan capsules.
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Tab 1 Results of bacteria, yeast and mold counts

R SIRS - PRER,
o K ERE REF Ae
WA MARE HE s

SN 1 mL 21 12 0 46 81.4
e 3 N

0.5mL 49 31 15 78 89

0.25 mL 76 44 46 82 97

0.2mL 92 48 54 90 104

0.1 mL 99 60 58 102 96
I3 B0 UL -
P STE 3

1mL 0 34

0.5mL 35 64

0.25 mL 78 80

PRA PR R4 BB R 2E SRR R (0
50~100 cfu), F2 13 2 /0o 455 F5 HE A B Ik HH kb 47
B A MR R UE I 1 0 AR A I
0.5 mL, 73 N €0 2 2R B L 78 i 85 (10 50~100
cfu), IZEEFREEMBEIAT IR & wi1E 3 /Mt

T2 SHABEARERITEKAKER

SRE A SRR . 2RI 2,

2.4 PRI KIGRA . KR & 7 3
PEIGAIF

241 Ik

2411 KWp¥BAsw  B1: 10 Bk, f&h E 2y
e 2010 AFRR (- FB) i A= B B A A vk 2 Sl kA T A
G 21 % T4 0 T TR AT (1 56

2412 Kpwi  Zrmlie 1010, 1:100, 1:
1 000 #ER# 4 1 mL A 7 50~100 cfu KW iR 75 14
R A% 2 e 2010 4 i (— 3508 ) Bl 2 40 IR A
AT IR

242 BUFLE SRR B O 55 T M B 1 H
%, WK KRR R S aEkE . A
ZEFRFT BEXT 3 AL R IR 3 >T0%; SR KT
FREMR, AW A SRR Bih&E 3 A
HESHE S D 2B >70%, 455 E 24 B06) 24 5
WAED BRI TR . 45 R ILE 3~4,

Tab 2  Results of five kinds of tests verified the effectiveness of the recovery test
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Tab 3 Escherichia coli method validation test results

110301 BL(100 mL)

110302 BL(100 mL)

110303 BL(100 mL)
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Noe: Escherichia coli 68 cfu, Staphylococcus aureus 76 cfu
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Tab 4 Escherichia coli form method validation test results
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