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Microbial Diversity Analysis and Data Deviation Investigation of Contaminated Microorganisms
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Abstract: Objective To carry out microbial diversity analysis and data deviation investigation on contaminated microorganisms in
sterility test. Methods Triamcinolone Acetonide Injection was taken as an example for sterility test according to the Chinese
Pharmacopoeia (2020 Edition). Biochemical identification and microbial diversity analysis based on 16S rRNA were performed on
contaminated microorganisms after separation and purification; the above results were compared and traced to the experimental
environment bacterial bank;the microbial data deviation (MDD) investigation was carried out at the same time. Results Staphylococcus
epidermidis , Citrobacter koseri and Streptococcus salivarius were detected in the samples,all of which were found in the 39 strains
of environmental bacteria in the experimental environment bacterial bank. The MDD investigation showed that the microbial
contamination of samples were caused by the operator’s failure to fully follow the operation standards for the use of sterile isolators,
that was, the contaminated microorganisms in the samples were from the environment rather than the samples,the test were invalid
and should be retried. Conclusion Traceability and MDD investigation of contaminated microorganisms in sterility test can confirm
the accuracy of positive results.
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Tab.1 Results of microscopic examination and biochemical

identification
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Fig.2 Results of biochemical identification of Staphylococcus
epidermidis

ma R ORa &R RS &R| Ry &R
AMY - ||PHOS + |POLYB + | dMNE +
PIPLC - | LeuA - | dGAL + | MBdG -
dXYL - || ProA - | dRIB - ||PUL -
ADH1 + | BGURr - || ILATK - | dRAF -
BGAL + |AGAL - ||LAC - | OI29R +
AGLU + | PyrA - |INAG + ||SAL -
APPA - |BGUR - | dMAL + |[SAC +
CDEX - | AlaA - | BACI + |dTRE -
AspA - | TyrA - |NOVO - | ADH2s -
BGAR - | dSOR - |INC6.5 + | OPTO +
AMAN - | URE + | dMAN -
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Fig. 3 Results of biochemical identification of Citrobacter koseri

%5 16SrRNA RIISFHER
Tab.5 Results of 16S rRNA analysis
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IARL - | dMNE + | CIT + | IHISa - i SRATAEBRAT A 11503
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