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[Summary] Substandard medicines and Falsified medicines (SFMs) have become a health problem and it is
required to continue the fact-finding survey and clarify the cause. A field survey in 2014 in Myanmar, one of
the low- and middle-income countries (LMICs), I found illegally distributed medicines and substandard
medicines (SMs). In order to reveal characteristic of SFMs, the categories with higher possibility of SFMs were
selected from the data accumulated by our laboratory for 9 years. Seven categories that are likely to be falsified
medicines are imported, bottled or sold separately, opened, registration number not displayed, spelling error,
unaccepted to quantity test, false pharmaceutical company address display were listed. To clarify the cause of
poor dissolution of tablets, the dissolution test solution and the internal structure of the tablet by using near-
infrared chemical imaging were investigated. The influence of additives was cited as a cause of poor dissolution,
and it was considered that the distribution and agglutination state were related by chemical imaging. The cause
of SFM is not fixed to one, and SFM is caused by a combination of several factors such as storage environment,

lack of formulation technology, and distribution.
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