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(Summary)

In the Japanese Pharmacopoeia, two microbial limit tests are described: the <4.05> Microbial
limit test and <5.02> Microbial limit test of crude drugs. In 2007, the former was
comprehensively revised through international harmonization involving the JP, EP, and USP
(Supplement I, 15® edition, Japanese Pharmacopoeia). On the other hand, the latter was not
covered by an agreement on international harmonization; there is a marked difference between
the two tests. We conducted examinations, considering the specificity of crude drugs such as high
bioburden and antimicrobial actions, based on the <4.05>Microbial limit test, and established a
total viable aerobic count method for crude drugs .

Using this method, we performed a survey on the total viable aerobic count in crude drugs. We
measured this parameter in 65 cut crude drug products for decoction (275 samples) and 34
powdered crude drug products (106 samples). The results of the first measurement, TAMC
(3.3%) and TYMC (13.5%), and of the second one, TAMC (23.6%) and TYMC (28.3%), showed
values exceeding the permissible microbial acceptance criteria for crude drugs presented as
general information in the Japanese Pharmacopoeia. Overall, these values were higher than the
results of a previously reported survey on the total viable aerobic count in crude drugs.

Keywords: Microbial limit test for crude drugs; Crude drug; Kampo formulation; Conventional
crude drug product; Aerobic bacteria; Moulds and Yeasts; Total viable aerobic count; Total
Aerobic Microbial Count; Total Combined Yeasts/Moulds Count; Japan Kampo Medicines
Manufacturers Association
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Fig. 1. Total aerobic microbial count in cut crude drugs
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Fig. 2. Total combined yeasts/moulds count in cut crude drugs
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Fig. 3. Total aerobic microbial count in powdered crude drugs
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Table 1 Acceptance criteria for crude drugs and crude drug preparations
I . Category 1 Category 2
Micro-organisms (CFU / g or CFU / ml) (CFU/ g or CFU / ml)

Aerobic bacteria 10’ 10°
Moulds and yeasts 10* 10
Enterobacteria

and other . % 10°

gram-negative

bacteria
Escherichia coli 10 Not detected
Salmonella Not detected Not detected
Staphylococcus % %

aureus

2 : The limits are not specified.
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