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Study on microbial limit test for Fufang Huangliansu tablets

CHEN Jun”

(Nantong Food and Drug Supervision and Inspection Center, Nantong 226006, China)

ABSTRACT: Objective

To establish the method of microbial limit test of Fufang Huangliansu tablets. Methods

According to the provisions of Part Four of the 2020 edition of the Pharmacopoeia of the People's Republic of China,

the applicability test of microbial limit testing methods shall be gradually carried out using methods such as plate

pouring method, increasing dilution ratio, and dilution combined with membrane filtration. Results

The membrane

filtration method was used for aerobic bacteria counting. The medium dilution method was used for counting total

combined molds and yeasts. The direct inoculation method was used for three types of control bacteria that must be

tested according to drug standards. Conclusion The microbiological limit test method for this drug proposed in this

experiment is simple and easy to implement.

KEY WORDS: Fufang Huangliansu tablets; microbial limit; validation of method; plate pouring method; membrane

filtration method
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Table 1 Test results of the flat dish pouring method

PR T R4 (cfwmL) BRIVBONT IR (cfw/mL) Pt T BE 4 (cfu/mL) M Lo
S ORI IRE 23 84 0 0.274
e LN 40 41 0 0.976
HEH AT 7 82 0 0.085
H e EEkE 76 92 0 0.826
Mol 30 41 0 0.732
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Table 2 Test results of membrane filtration method
FHPET RI5 A (cfu/mL) PRVBONT R4 (cfu/mL) PR X IR (cfu/mL) EECgEAE
il A B TR 33 35 0 0.943
S O ERIIRTY 40 51 0 0.784
b AT B 41 49 0 0.837
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Table 3 Results of bile salt resistant Gram negative bacteria test

PR R BT R 2
KIGIRA +
R S B B TR +

SERLRW], 2R Ry LR X AR A > B e B 4 o
YERT, SR P R RA A7 I IRk 5 22 B R A A B FT AT o
222 KMEAH

IR B 110 S5 10 mL 2R 2= 100 mL BRES K
MRS, FEHIMA KGR ATE 10 ~ 100 cfu, #
HU 1 mL B3R 903A0 T 100 mL 2 FEHLBUARE R 38, 42 ~
44°CHEFR 24 ~ 48 /NI B M RE SRR R 22 e 3n g s
FRHE b, AT . FEFRIEE : 30 ~ 35°C, KEFRIIA]:
18 ~ 72 /M, MBI TEILAS .

FAPEXT AL . DI R AR i, 7 ik R4l
KIpBAwIRE:, 45RNE 4

F4 RKBKRFERELER

Table 4 Results of escherichia coli test
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Table 5 Results of salmonella test
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