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Study on the Validation M ethod of M icrobial L im it Tests for Buluoweima Capsule

YUAN Lin-na(Guiziou Prvincial Institute opr Dug Contrwol, Guiyang 550004, China)

ABSTRACT: OBJECTIVE To establish a method for detem ination of microbial lim its in Buluoweima capsule. METHODS Vali
dation of microbial lim it was tested according to Phamacopoeia of China 2005 edition. RESULTS The recoveries of bacillus subtilis
in test group were above 86% when low speed centrifugation and diluting method of culture medium were used. The recoveries of esch-
erichia coil and staphylococcus aureus were above 83% when low speed centrifugation and plate method were used. The recoveries of
aspegillus niger and candida albicans were above 85% when sedimentation method and diluting method of culture medium were used.

Escherichia coil can be detected by conventional method. CONCLUSION The proposed method could provide a scientific evidence
for establishing a method of microbial lim it tests of Buluoleima.
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Tab 1 The methods validation of counting bacteria, molds and socchamyces
20050802 20050907 20051111
CFU 100% CFU 100% CFU 100% CFU 100%
98 91 93 90 85.5 95 78 72.5 93 75.5 75.5 100
96 84 88 84 75 89 100 83 83 67.5 59 87
56 54 96 73 63 86 66 58 88 111 97 87
87 78 90 95 93 98 88.5 81 92 75 72.5 97
64.5 59.6 92 91 77 85 73 71 97 98 94.5 96
2.4 2.4.2 ,
2.4.1 10 mL 10 ~100CFU
BL , 2005 2.4.3 ;
> 2.
2
Tab 2 The method validation of inspecting controled bacteria
BL MUG
EMB
( CFU) (100 mL) MUG— I
20050802 ¥ v b
20050907 b b v
20051111 4 4 4
20050802 + + +
64 20050907 + + +
20051111 - + +
20050802 4 4 4
72 20050907 b4 ¥ b
20051111 14 ¥ b
b v Y
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