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Methodological Validation of Microbial Limit Test of
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Abstract; To establish a microbial limit test method of Shuangge anti — diarrhea oral liquid, according to the
general rule 1102 (microbial counting method for microbial limit test of non — sterile products) ,the general rule
1103 (the control bacteria examination method for microbial limit test of non — sterile products) ,the general rule
1104 ( the test method for suitability of microbiological limits for non — sterile drugs) of Chinese Veterinary
Pharmacopoeia (2015 edition, volume II ), the applicability of the method was tested. Results showed that the
applicability of the membrane filtration method to count the total number of aerobic bacteria, molds and yeasts in
the samples was tested. The ratio between test group and microorganism solution group were between 0. 5 and 2.
In the control bacteria tests, the control bacteria was found in the test group. The established method can be used
for the microbial limit test of Shuangge anti — diarrhea oral liquid.
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Tab 3 Routine method for method suitability inspection

A5 R BRI RO IR R R
28 2 59
23 1 55

FHIME 25.5 1.5 57 0.421

LRI R PO R 1S PR R L
1445 ¥ (L A ER AR M BRI bR, R0 k1S
PRSI ZE A A, R R EL (BN 0. 421 AR AE 2y di
MER 0.5 ~2 Z (8], B ICREAR, R AR
PR A X 175 T IRIRCRA —E AR, 5 2
SR — 2 W7 1% T B HAM A, DRI T 9 [ i
1E0.5 ~2 JEH AT AR YRR
2.2.2 GEmaiEk RAMBLE IR, AR
MUk 3 W, 100 mL/AK IR R HEAT 3 YO A7
JE i pE A L TR RS R WL 4 AR S,



R 2 AR 2021 SR 2 HEE 55 B 2

Chinese Journal of Veterinary Drug - 23
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Tab 4 Validation results of aerobic bacteria count method ( CFU/dish)
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Tab 6 Verification results of control bacteria method
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