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Chemically synthesized medicines

Crude drugs/Kampo medicines

Ingredients

Single ingredient

Hundreds of ingredients

LC chromatography pattern

Single peak

Hundreds of peaks

Identity of the active moiety

The single ingredient itself

Unknown in many cases

Number of active moieties

One

Probably more than one

What are regarded as
impurities

Other peaks than that of the
active ingredient

Case-by-case

Identification test method

Identification based on the properties
of the active moiety

Thin-layer chromatography
of the marker constituent

Target of assay

The active moiety itself

Marker constituent for the assay
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JP Committee on Crude Drugs

Deliberations on
the JP draft

Finalization of
the JP draft

Request for
reexamination
Formulae WG

Proposal Il

Deliberations on the _|Finalization of the Deliberations on Finalization of the
rough draft rough draft the draft draft
A A
Request for
Request for oo Request for
Proposal X labilit
Industrial P reexamination e::i'ln;alt\lo\rw Proposal reexamination
associations v v A 4
Preparation of Preparation of
the rough draft the draft
R t to take part 4
equest to take pa
in availability R:):m:'f
Manufacturers examination

Availability examination
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Outline of PMDA, Regulation of Traditional Herbal Medicine Products in Japan
Akiko Ogata (Deputy Director, Office of International Cooperation, PMDA)

Drugs Approved by the Toyama Prefectural Government

Daisuke Ueda (Pharmaceutical Policy Division, Health and Welfare Department,
Toyama Prefecture)

Japanese Pharmacopeia (JP), Japanese Standards for Non-Pharmacopoeial Crude
Drugs (Non-JP Crude Drug Standards)

Takashi Hakamatsuka (Division of Pharmacognosy, Phytochemistry and Narcotics,
National Institute of Health Sciences)

Standards and Guidelines for Crude Drug/Kampo Medicine Marketing Approval
Takashi Hakamatsuka (Division of Pharmacognosy, Phytochemistry and Narcotics,
National Institute of Health Sciences)

Quality Evaluation of Crude Drugs (Herbal Drugs)

Katsuko Komatsu (Division of Pharmacognosy, Department of Medicinal
Resources, Institute of Natural Medicine, University of Toyama)

Quality Management and Manufacturing Management of Herbal Medicine
Hiroyuki Tomitsuka (Quality Committee, The Federation of Pharmaceutical

Manufacturers’ Associations of Japan)
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PMDA-ATC Quality Control (Herbal Medicine) Seminar 2018

Period : October 22-24, 2018

Venue: Toyama Prefectural Civic Center, Toyama Prefectural Institute for Pharmaceutical Research, Manufacturer's site

Dayl 22 Oct (Mon.) Day2 23 Oct (Tue.) Day3 24 Oct (Wed.)
9:00-10:00
Travel (from Hotel to a Manufacturer)
AM-1 . :
9:30-10:30 10:00-11:30
10:00-10:30 Drugs Approved by the Toyama Prefectural .
. Storage of the Raw Materials Crude Drugs
Opening Ceremony, Government ) .
) . . Manufacturing Site Tour
Orientation of the Seminar
Break 10:30-10:45
10:30-12:00 10:45-12:00 11:30-12:15
AM-2  |Outline of PMDA, Regulation of Traditional Herbal |Japanese Pharmacopeia, Japanese Standards for Travel (from a Manufacturer to Toyama Prefectural
Medicinal Products in Japan Non-Pharmacopoeial Crude Drugs Institute for Pharmaceutical Research )
Lunch |12:00-13:00 12:00-13:00 12:15-13:15
13:00-14:15 y B 13:00-14:15 13:15-14:00
PM-1 Current State' ‘?f Japanese Traditional Medicine Standards and Guidelines for Crude Drug/ Kampo |Outline of Toyama Prefectural Institute for
(kampo Medicine) Medicine Marketing Approval Pharmaceutical Research
Break ([14:15-14:30 14:15-14:30 14:00-14:15
14:30-15:45
Forefront of Herbal Medicine in Modern Medical 14:30-15:45 14:15-16:15
PM-2 |[Care - Development of Memory Enhancer from Quality Evaluation of Crude Drugs (Herbal Drugs)  |Practice of Dissolution Test
Natural Medicine: from Basic Research to
Translational Research -
Break (15:45-16:00 15:45-16:00 16:15-16:30
16:00-17:15
16:00-18:15
lity M t and Manufacturi 16:30-17:00
PM-3 |Introduction of Situation of Herbal Medicine in Quality Management and Manufacturing

Participant's Country

Management of Herbal Medicine

Closing Ceremony

18:15-18:30
Closing

17:15-17:20
Closing

17:00-17:45

Travel (Toyama Prefectural Institute for
Pharmaceutical Research to Toyama Station or
Hotel)
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