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AARSED L, B EOEIES O E 2168 EICHER T 5 72 OIS B 72 JikS « LV ) OB HERY R
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LY.
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FEH SN T DA ERBENZ LT ARG 21TV, LA-U AT 2 L7 11 £5KICO0 T,
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TIZHONWT, TLC ZHWHERBRIEOL R 21TV, BRER L £ L 0Tz, EBIT, Glycyrrhiza
inflata FOHZ 7 >yua 7 VFA)FUrBOGERZMEL, [Hry XX, [y =
XA | OBIEZE EORFRIRIL A 15 7.
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LHEERE L, TR R 215,

AMZEEE  BARIEF T OEEMEFAHITOWNT, EFom4 ik (IUPAC2013) DR R Ak
WH L7=. ZORBESICOWTE O B (EP, USP) OILIR 2484 L=,  EIRMBIA I HE A
AMEOEATHY, B RELNSVLETHDH. KEIHKLMBIA O HFERE, i - BEWE
RO ZLBEEIZ L > THELT.

The Japanese Pharmacopoeia (JP) is an official document that defines the specifications,
criteria and standard test methods necessary to properly assure the quality of medicines in Japan
and each monograph in JP indicates the specification for its quality. This research project is
performed corresponding to the JP’s important policies: 1) Making qualitative improvement by
introducing the latest science and technology, and 2) Promoting international harmonization and

progress of internationalization .
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This research project is mainly carried out by the chairs of the five monograph
committees, namely committees on Chemicals, Biologics, Crude Drugs, Excipients and
Nomenclature for Pharmaceuticals with their members. The research results of this year by each
committee are described below.

Committee on Chemicals: In order to introduce quantitative NMR,which is a primary
ratio quantitative method having SI traceability, into specification of chemicals in JP, the research
is now running. In this year, we are performing comparative study of gNMR and mass balance
methods by using ipriflavone and nabumetone. In addition, we made a draft showing how to
write gNMR data in the quality specification for JP standard. Furthermore, according to the
discussion in the committee of chemicals, we tried to modify harmful solvents using in optical
rotation measurements and presented the substituents in the monographs using 1,4-dioxane.

Committee on Biologics: Number of approved therapeutic monoclonal antibodies
products (mAbs) is increasing to reach one third of biopharmaceuticals in Japan, however
monographs of mAbs have not been adopted in Japanese Pharmacopoeia as well as in European
Pharmacopoeia and US Pharmacopoeia. For the purpose of promoting the establishment of mAb
monographs via appropriate review process, we established the list of specifications of mAb
monograph. Typical analytical data of peptide mapping as identification and size exclusion
chromatography as purity test were obtained. Typical procedures of these methods were also
established.

Committee on Crude Drugs: Botanical origins of Shinkiku, newly listing candidate crude
drug on JP, were investigated by nucleotide sequence analysis and species specific PCR. As the
results, the presence of wheat, apricot, adzuki bean, Artemisia plant and Xanthium plant was
confirmed in the drug. On the other hand, the purity test condition of Saposhnikovia Root based
on TLC analysis targeted for Peucedanum ledebourielloides was improved and the revised test is
planed to be added to JP17 supplement 2. Furthermore, we indicated the scientific adequacy for
the revision of glycyrrhizic acid content in Glycyrrhiza Extract and Crude Glycyrrhiza Extract
based on the quantitative determination of galacturoglycyrrhizic acid in Glycyrrhiza inflata.

Committee on Excipients: Study on test methods and specifications of pharmaceutical
excipient monographs in the Japanese Pharmacopoeia.Determination method of Congealing
Point of Stearic acid; in order to certify obtaining same results by using apparatus of Congealing
Point Determination described in JP and European Pharmacopoeia (EP), cross-test protocol was
proposed and test sample was exchanged between JP and EP. Discrimination method of
pregelatinized starch and partially pregelatinized starch; discrimination method by differences
in viscosity of solution was proposed and some preliminary results were obtained by the method.

Committee on Nomenclature for Pharmaceuticals: IUPAC2013 means IUPAC
(International Union of Pure and Applied Chemistry) Nomenclature of Organic Chemistry
Recommendations 2013. We pointed out modification of ITUPAC2013 and investigated
correspondences to [UPAC2013 in USP and EP. In addition, we categorized “Japanese commonly
used names”, of which the system JP uniquely have, in accordance with the extent of academic

and educational needs to review in future.
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