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Recent Progress of International Harmonization of Crude Drugs and Medicinal Plants
—Activity of FHH (The Western Pacific Regional Forum for the
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The Western Pacific Regional Forum for the Harmonization of Herbal Medicines (FHH) was established in 2002.
The general proposed objective of the FHH is to promote public health by recognizing and developing standards and
technical guidelines that aim to improve the quality, safety and efficacy of herbal medicines. At a sub-committee meeting
of FHH nomenclature and standardization held in Tokyo, all the participants recognized the importance of comparing
the descriptions of herbal medicines contained in member countries’ pharmacopoeias or monograph standards as the
first step in the harmonization of nomenclature and standardization. It was agreed to set up five expert working groups
(EWG) to carry out the following specific tasks: 1) Nomenclature, 2) Testing Methods in Monographs, 3) List of
Chemical Reference Standards (CRS) and Reference of Medicinal Plant Materials (RMPM), 4) List of Analytically
Validated Methods, and 5) Information on General Tests. In this review, we report four topics of FHH activities from
20022009 as follows: 1) Comparative study on testing methods and specification values for crude drugs used in mono-
graphs among four Western Pacific regional countries (Japan, China, Korea and Vietnam), 2) Comparative study on
TLC conditions for identification, chemical assay conditions for component quantification used in monographs among
the four countries, 3) Comparative study on general testing methods for crude drugs among the four countries, 4) Com-
parative study on TLC identification for crude drugs used in monographs among the four countries considering har-
monization and clean analysis.

Key words——pharmacopoeia; crude drug; medicinal plant; FHH (The Western Pacific Regional Forum for the Har-
monization of Herbal Medicines)
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Table 2. Comparative Table on Testing Methods and Specification Values for Crude Drugs in CP, JP, KP and VP (partly)

. . : : Loss on Acid Assay
No. Latin name Identification Purification drying Total ash insoluble ash Extract content (Essential oil content)
(O : Established, X : Not established, | : Not more than, 1 : Not less than)
1 Achyranthes bidentata Blume
CP RADIX ACHYRANTHIS O(TLO) X O115.0%, O(19.0%) O(l1.0%) 16.5% (1-Butanol-solu- X
BIDENTATAE Water) ble extract)
JP ACHYRANTHIS RADIX O O(Stem, Foreign matter) O(417.0%) O(110.0%) O({1.5%) X X
KP ACHYRANTHIS RADIX O(TLC) (O (Stem, Foreign matter) O(}17.0%) O(110.0%) O(l1.5%) X X
VP RADIX ACHYRANTHIS O(TLC) (O(Stem, Foreign matter) (O({15.0%) O(19.0%) X X X
BIDENTATAE
2 Alisma orientale Juzepczuk
CP RHIZOMA ALISMATIS O X X OW5.0%) O(l0.5%) X X
JP ALISMATIS RHIZOMA X X X OW5.0%) Ol0.5%) X X
KP ALISMATIS RHIZOMA X X X OWs5.0%) O05%) X X
VP RHIZOMA ALISMATIS O (Powder) X O 120%) OUl5.0%) X X X
3 Alpinia oxyphylla Miquel
CP FRUCTUS ALPINIAE O(@TLO) X X X X X 1 1.0% (Essential oil con-
OXYPHYLLAE tent)
JP ALPINIAE FRUCTUS X X X O 10.0%) O(§2.5%) X 10.4mL/50 g (Essential
oil content)
KP ALPINIAE FRUCTUS x X X Ol 10.0%) O(l25%) X 10.4mL/50 g (Essential
oil content)
VP FRUCTUS ALPINIAE O(TLC) (O (Foreign matter) Ol 11.0%, X X X 1 1.0% (Essential oil con-
OXYPHYLLAE Water) tent)
4 Anemarrhena asphodeloides Bunge
CP RHIZOMA ANEMARRHENAE Q(TLC) X O(112.0%, O(185%) O(l4.0%) X Diosgenin 1 1.0% (TLC)
Water)
JP  ANEMARRHENAE RHIZOMA O O(Foreign matter) X O7.0%) Ol2.5%) X X
KP ANEMARRHENAE RHIZOMA O(TLC) O(Foreign matter) X O 7.0%) O2.5%) X X
VP RHIZOMA ANEMARRHENAE Q(TLC) (O (Foreign matter) Ol 120%) O(l85%) X X X
5 Angelica dahurica Bentham et Hooker fil
CP RADIX ANGELICA O(TLC) X O(114.0%, O(16.0%) O(l1.5%) 115.0% (Dilute ethanol- Imperatorin 1 0.080%
DAHURICAE Water) soluble extract) (HPLC)
JP ANGELICAE DAHURICAE O (O (Leaf sheath, Foreign X O17.0%) O(12.0%) 125.0% (Dilute ethanol- X
RADIX matter) soluble extract)
KP ANGELICAE DAHURICAE O O (Leaf sheath, Foreign X O17.0%) O(12.0%) 125.0% (Dilute ethanol- X
RADIX matter) soluble extract)
VP RADIX ANGELICA O(TLO) QO (Foreign matter) O 13.0%, O(16.0%) O(12.0%) X X
DAHURICAE .  Water)
6 Astragalus membranaceus Bunge
CP RADIX ASTRAGALI O(TLC) (O (Heavy metals, Arsenic, X O(15.0%) OC(11.0%) 117.0% (Water-soluble  Astrogaroside 1 0.04%
Total BHC, DDT, PCNB) extract) (TLO)
JP ASTRAGALI RADIX X O(Root of Hedysarum  O(113.0%) O(15.0%) O(11.0%) X X
species and others)
KP ASTRAGALI RADIX X O (Root of Hedysarum OCL13.0%) O(15.0%) OW1.0%) X X
species and others)
VP RADIX ASTRAGALI O(TLO) X O(l12.0%) O(l5.0%) X X X
MEMBRANACI
7 Atractylodes lancea De Candolle, A. chinensis Koidzumi
CP RHIZOMA ATRACTILODIS O(TLO) X X O1.0%) X X x
JP ATRACTYLODIS LANCEAE "X (O (Atractylodis rhizome) X O(l7.0%) O(l1.5%) X 10.7mL/50 g (Essential
RHIZOMA oil content)
KP ATRACTYLODIS RHIZOMA X O({Atractylodis rhizome) X O(17.0%) O(l1.5%) X 10.7mL/50 g (Essential
oil content)
VP RHIZOMA ATRACTILODIS  O(TLC) X X O(l1.0%) X X X
8 Atractylodes ovata De Candolie
CP RHIZOMA ATRACTYLODIS O(TLC) O (Degree of colouration) X Os5.0%) O 1% X X
MACROCEPHALAE
JP ATRACTYLODIS RHIZOMA O O (Atractylodis lancea rhi- X OWl70%) O(L1.0%) X 10.5mL/50 g (Essential
zome) oil content)
KP ATRACTYLODIS RHIZOMA QO Of{Atractylodis lancea rhi- X O7.0%) O(11.0%) X +0.7mL/50 g (Essential
ALBA zome) oil content)
VP RHIZOMA ATRACTYLODIS  O(TLC) O (Foreign matter) O 14.0%) O(15.0%) X X X
MACROCEPHALAE
9 Bupleurum falcatum Linne
CP RADIX BUPLEURI O(TLC) X X O(18.0%) X 1 11.0% (Dilute ethanol- X
soluble extract)
JP BUPLEURI RADIX O(TLC) (O (Stem and leaf, Foreign X O(l6.5%) O(12.0%) 111.0% (Dilute ethanol- X
matter) soluble extract)
KP BUPLEURI RADIX O(TLC) (O(Stem and leaf, Foreign X Ol6.5%) O(l2.0%) X Saikosaponin a 1 0.3%
matter) (HPLC)
VP RADIX BUPLEURI O(TLO) (O (Stem and leaf, Foreign O (! 12.0%) O(}8.0%) X 1 11.0% (Dilute ethanol- X
matter) soluble extract)
10 Carthamus tinctorius Linne
CP FLOS CARTHAMI O(TLO) O (Foreign matter) Ol13.0%, O(115.0%) O(150%) 130.0% (Water-soluble Hydroxysafflor A 1 1.0%
Water) extract) (HPLC), Kaempferide
0.05% (HPLC)
JP CARTHAMI FLOS O O (Foreign matter) X Ol 18.0%) X X X
KP CARTHAMI FLOS O O (Foreign matter) X O(118.0%) X X X
VP FLOS CARTHAMI TINCTORII O(TLC) (O (Change of colouration, O(! 13.0%,
Foreign matter) Water) O(115.0%) X X X
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