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KL LE LTy Uo7 2 RGIET 272005 e LT, ity —27 = —I2 LD E#EfT 217 -
T-REE, RN, 0@ LT Aspergillus sp, Rhizopus sp. & W\ o mEEEMAM KT S0~
D, FEHIC X MAEDFEICKRESRBODRALN, ZNO D HEEERIEEICHEL TS Z LRI N7,
% Z T Aspergillus oryzae, Rhizopus oryzae Z FHWTI &7 28l L, REEICHET HMAEMOE NN
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The purpose of this research was to ensure the quality of approved drugs and promote the of new drugs
by conducting technical studies necessary to edit new general tests in the Japanese Pharmacopoeia. The
research was conducted in the fields of chemicals, physicochemical tests, crude drugs, additives,
pharmaceuticals, and biopharmaceuticals in collaboration with the draft review of the Pharmacopeia.
The Japanese Pharmacopoeia is scheduled to undergo a major revision every five years and two
supplementary issues during that period. Therefore, the results of this study was listed and will be listed
in the 18th revised Japanese Pharmacopoeia (June 2021) and the 1st supplement (scheduled for 2023)
as general tests, general information, and monographs.

Regarding methods to test uniformity of delivered dose of nasal sprays, drafts were prepared taking the
different approval conditions of medical and over-the-counter drug products. General test and
specifications of glass vials corresponding to class 1 vials in USP was prepared, to meet international
distribution of pharmaceuticals. Regarding biopharmaceuticals, draft reference information on flow
cytometry was prepared through studies mainly focusing on their application to evaluate quality of
antibody drugs (antigen binding activity, evaluation of cell response, etc.). Some test methods to identify
and assay chemical pharmaceuticals (APIs, products) were studied to ensure safety and to reduce
environmental load during the tests. Some Class 1 and Class 2 solvents used in TLC and other test
methods were successfully substituted to class 3 solvents.

Draft general information using atomic force microscopes (AFM) was prepared, focusing on the
equipment, measurement methods, and sample preparation. Methods for near-infrared spectroscopy was
also studied for possible future revisions. As a study to list Shinkiku as JP monograph, analysis of
bacterial flora was performed using a next-generation sequencer. The products showed different types of
bacteria and varied stability of enzyme activity. External and internal forms of crude drugs described in
the "Characteristics" section were studied for revision proposals. The usefulness of the alternative
sterility test method was confirmed by evaluating the dispersibility of viable bacteria using a
microchannel made of glass slides and cover glass and a fluorescence microscope. Function-related
characteristics (FRC) of pharmaceutical additives were studied for their addition in Japanese
Pharmacopeia. Physical characters of pregelatinized starch were studied to clarify technical issues to set
specifications. Application of quantitative NMR (QNMR) method in pharmacopeia was studied focusing
on control of water content during the test and multi-nuclear measurement. Analysis of auranofin and

sofosbuvir by 31P-qNMR and 'H-qNMR showed appropriateness and relevance of the methods.



