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Establishment of Microbial Limit Test Methods for 15 Hospital Oral Antibacterial Preparations

ZHAO Huiwen,FENG Bin
(State Key Laboratory of Military Stomatology - National Clinical Research Center for Oral Diseases + Shaanxi Engineering Research Center for
Dental Materials and Advanced Manufacture - Department of Pharmacy .The Third Affiliated Hospital of Air Force Medical University . Xi'an.,Shaanxi.
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Abstract: Objective To establish microbial limit test methods for 15 hospital oral antibacterial preparations. Methods With the
Chlorhexidine Acetate Orally Disintegrating Tablets, Chlorhexidine Acetate Pigment, Compound Tinidazole Solution, lodine Glycerol,
Formaldehyde and Cresol Pigment, Boric Acid Glycerine Pigment, Artificial Saliva, Desensitizing Paste, Mummification Paste,
Xinshefenquan Paste, Surgicalis Paste, Metronidazole Pellicles, Compound Clindamycin Membrane, New Paraformaldehyde Devitalizing
Paste and Paraformaldehyde Dental Pulp Devitalizing Agent as the samples (preparations 1 — 15),the plating method, membrane
filtration method and medium dilution method based on the general principles 1105,1106 and 1107 of the Chinese Pharmacopoeia
(2020 Edition, Volume IV ) were used to perform the recovery test of five common bacteria (Staphylococcus aureus, Pseudomonas
aeruginosa, Bacillus subtilis, Candida albicans, Aspergillus niger) and applicability test of control bacteria (Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli). Results The aerobic bacterial count could be detected by the membrane filtration
method for preparations 1 — 5,9 — 11,14 — 15,and that could be detected by the plating method for other preparations. The mold
and yeast count could be detected by the plating method for preparations 1 - 3,6 — 8,12 — 13,and that could be detected by
the membrane filtration method for other preparations. The recovery ratio of test bacteria was in the range of 0.5 to 2.0. The
control bacteria could be detected by the membrane filtration method for preparations 1 - 3,5,9 - 11,14 - 15,and that could be
detected by the medium dilution method for other preparations. The corresponding positive bacteria in the test group could be

detected normally. Conclusion The established method is suitable for microbial limit test of the above 15 hospital oral
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antibacterial preparations.
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F1 FEEEBREER (n=3)
Tab.1 Results of the recovery test of aerobic bacteria (n = 3)
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«Zﬁ‘l 0.1 mL,{%/ﬂoﬁ\%UB&iﬁi’{}“/\zﬁ\ym,% 1 mL, Tab.2 Results of the recovery test of molds and yeasts (n = 3)
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Tab.3 Results of applicability test of control bacteria detection

fa 0 AReHARE RERERH N
Fik BBA MEABA RSB ik HRA MAMBA i RA Fik BB MEABA RESEL
BRACEAR  ERLEEGR) + - t 0 BRABEE(00NLTSE) o+ - + 0 BERERGR) ¥ - +
BRATERN  ERUEERGR) ¥ - + BERAHBE00mLTSB) 4+ - v EREEEGR) ¥ - +
LARAER BEGERGR) + - + SRAABE(I00mLTSB) 4 - + o BERERGR) ¥ - +
B BAAAHE(00nLTSB)  + - t o BRAABEE(00NLTSE) o+ - v BALBBE000LTSE)  + - ¥
PETRRA BREEEOR) + - + BEEERGR) ¥ - + o BRABEEGONLTSE)  + - ¥
B BRABE00NLTSE)  + - + o BRAABE0RLTSE) o+ - + BRAABE(0NLT)  + - +
ALk BAERAEE(00mLTB)  + - t BRAABEI000LTSE) 4 - + 0 BRASHE(I00LTS)  + - +
At BARAHRE(000LTSE)  + - t BREAEE00NLTSE) o+ - + o BRERBE00nLTS) o+ - 4
Famdl BREEEOR) + - ¥ ARAEEGR) + - + BREEGR) + - +
BRBEHA BREEE(R) + - o BEREEGR) + - + o BRASHE(000LTS)  + - ¥
FREMA BRAEEGR) + - t o BRAHEE(00NLTSE) o+ - v BRABSE000LTSE)  + - +
PHLE BARAEE00nLTSB)  + - v BRRABE00NLTSE) 4 - t BRAAEEG0NLISE)  + - +
LAARERR  BRAHEE000LTSE) 4 - + o BRAAABEI0RLTSE) o+ - + ERAABE(0nLT®)  + - +
SRTEHALEN  ERUEEQR) + - + ERLEEQR) + - + AREEGR) + - +
SRTBFRAEN ERLEEGR) + - + BRAEEGR) + - + BRUEERGR) + - +

Note: + indicates the corresponding bacteria are detected,while — indicates the above bacteria aren’t detected.
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