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Study on the microbial limit test method of rifampicin capsules

Dong Zi-yan!, Yi Da-wei? and Zhang Ya-jie’
(1 Fushun Institute for Drug Control, Fushun 113006; 2 Liaoning Institute for Drug Control, Shenyang 110035)

Abstract Objective To establish a microbial limit test method of rifampicin capsules, and carry on the
verification of methodology. Methods The oil sample was dispersed with 10g of sample and 100mL of isopropyl
myristate. 50mL of oil sample (equivalent to 5g of rifampicin capsules) was extracted with 100mL of pH 7.0 NaCl-
peptone buffer. The water layer was used as 1:20 test solution, and diluted to 1:200 test solution. The aerobic bacteria
were counted by the membrane filtration method. The filter was washed with 1000mL 0.1% polysorbate 80 NaCl-
peptone buffer (at 44°C and pH7.0). Mold and yeast were counted by a routine method. The controlled bacteria were
tested with the membrane filtration method, which was washed with 500mL PH7.0 NaCl-peptone buffer. This method
can eliminate the bacteriostasis of rifampicin capsules. Results Using the above method, the recovery of five kinds
of bacteria was between 0.5 and 2, and the controlled bacteria grew well. Conclusion This method can be used as
the microbial limit test of rifampicin capsules.
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Tab. 1 The counting and recovery of dilution method combined with routine method (n=3)
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Tab.2 The counting and recovery results of dilution method combined with membrane filtration method (n=3)

WALTH R St wat cRU s cry TRV SR BRI L
TRE S WS B RARE 0 67 57 61 91 85 0

G A B ER TR 0 26 23 24 92 88

Fili B2 2EARAT 1 0 86 82 81 94 95

‘o7 RETEHRLEK



.236. PR IR ZE M A R R AT E AT & A
3 EHEE RO IERER A N T ERIE IR A R (n=3)
Tab. 3 Verification test results of control bacteria by membrane filtration method (n=3)
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Tab. 4 Results of microbial limit test of three batches of samples
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