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Study on the Transfer Regularity of Water Activity and Growth Status of Loaded

Microorganisms of Tablets
MIN Hong, YANG Jing, HUYAN Tingting, SHENG Jinfang
( Shaanxi Institute for Food and Drug Control, Xi' an, Shaanxi, China  710065)

Abstract: Objective To investigate the transfer regularity of water activity(a,) and growth status of loaded microorganisms of tablet
drugs under different a, conditions,and to lay a theoretical foundation for the establishment of "the application guiding principle for the
determination of water activity of non — sterile preparations” in line with national conditions. Methods Fukang Tablets had been con-
taminated naturally were placed in a closed environment with a, of 0.328,0.529,0.753,0.902 and 0.973 to study the transfer regu-
larity of a, and change the regularity of the number of loaded microorganisms. Results Drugs stored in five kinds of a. environments
showed a sharp increase of a, in the first week,followed by a slow increase,and gradually tend to be consistent with the environment's a,.
When the drugs were stored in low a, environment,the total amount of aerobic bacteria(TAMC) and total amount of mold and yeast
(TYMC) decreased over time. When the drugs were stored in high aw environment, TAMC and TYMC showed a stable change trend
over time. Conclusion For the tablets with low a,,the parameter release of microbial indicators can be considered according to the
historical test data and valid certification documents,or the microbial indicators are replaced by the aw detection, so as to realize the
concept from terminal control to source and process control.
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