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Verification and Evaluation of the Microbial Limit Test for Shidishui from Different Manufacturers
HU He, GUO Pei, HE Shuo, LI Ang
( Xiangtan Institute for Food and Drug Control, Xiangtan, Hunan, China  411100)

Abstract: Objective To verify the microbial limit test method for Shidishui preparation from 5 different manufacturers according to the
requirements of Chinese Pharmacopoeia(Volume 1,2015 edition),and to confirm whether the test method is suitable for the microbial
test of the product. Methods Five samples were used to test the recovery rate and verify bacteriostasis. Results All products from the

5 manufacturers had certain bacteriostasis, and the degree of bacteriostasis varied among different manufacturers. Appropriate methods

should be adopted for microbiological examination. Conclusion The method validation test provides a reference for establishing a rea-

sonable microbial limit test method.
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EAMZ MW (pH=7.0) Fi B2 100 mL, Hl AL 1 : 10
(V7 V) HERE, 2 i BOZ BRI 9. 9 mL, IIALL L 5 Fif
RAFGRB AR 0. 1 m LU & EAKTF 100 cfu/mL)
WEHL 1 mL, i ACE LA P AT 4 2 AP DL, i 15 ~
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F  eReNFRd RABLRE SEFRAE aéikl 2aFE

A 10.3 15.5 12.7 20.0 24.2
B 41.9 38.2 45.9 35.7 37.7
C 12.0 10.3 18.6 45.6 30.7
D 15.3 13.9 17.6 49.6 43.5
E 30.6 27.6 317 34.8 37.6
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AR EREL R (%)
FEE TR AREHARE RARRERE HEFRHE abbnE 24F
100mL A 57.9 39.4 51.3 58.8 645
B 45.9 4.2 49.8 8.9 708
C 26.0 43.8 4.5 5.6 0.7
D 35.3 28.9 40.6 79.6 815
E 34.6 41.8 50.7 4.2 616
200mL A 67.9 45.5 53.1 68.8  84.5
B 75.9 68.2 80.9 8.2 7.7
¢ 38.0 48.3 50.1 76.8 8.6
D 69.5 4.5 69.5 80.6 843
E 66.6 4.6 71.7 7.8 69.3
300mL A 80.6 79.4 71.3 88.8 845
B 95.9 89.7 91.4 9.9 90.3
¢ 70.4 73.9 82.5 85.6 3.7
D 86.7 88.0 90. 6 8.4 8.5
) 92.6 88.1 91.5 9.2 81.0
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