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This research project aims to improve and standardize protocols for evaluation of the quality of
the materials to be designated as the national standards of antimicrobials of Japanese
Phamacopoeia (JP). The aim also includes drawing up a new scheme for stable procurement of
materials and sustainable distribution of the standards established.

Improvement of the protocols needs incorporation of the latest technologies and also other
reasonable methods employed by Pharmacopoeia of other countries. Accordingly, several protocols
were taken up for consideration. Protocol of determination of potency was revised more properly
by taking theoretical value of the material into account. Protocol of bioassay is being revised by
validating a new zone analyzer. Protocol of purity test of JP was compared with that of European
Pharmacopoeia (EP) and US Pharmacopoeia (USP). Mass balance of the standard of azithromycin
was evaluated. There was a discrepancy, possibly because the JP standard was calibrated by
comparison with the previous lot. It was also proved that HPLC can be replaced by high speed
UHPLC. The results suggest that mass balance should be applied to standards of antimicrobials
of JP. Quantitative NMR (QNMR) was also applied to evaluate purity of the standards. QNMR
showed the possibility of being applicable to the purity test of oxytetracycline and streptomycin.

In Japan, National Institute of Infectious Diseases (NIID) is in charge of the national standards
of antimicrobials of JP. NIID procures materials, evaluates the quality, establishes the national
standards and distributes them to manufacturers. NIID is a national institute in which
accounting system is under rigid national regulations, which significantly interfere with stable
and sustainable procurement and distribution of the standards. One of the solutions is to transfer
the standards of antimicrobials to Pharmaceutical and Medical Device Regulatory Science Society
of Japan (PMRJ), which is a non-profit foundation authorized by Ministry of Health, Labour and
Welfare that is in charge of the standards of all pharmaceutical drugs except antimicrobials. We
have clarified the points which need to be overcome if the standards of antimicrobials are

transferred to PMRJ. We will go into practical management next fiscal year.
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