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Abstract

The International Organization for Standardization (ISO) plays a role in the development of international
standards. The standardization in the field of traditional Chinese medicine is undertaken by a technical committee
known as ISO/TC 249. The committee focuses on quality and safety of raw materials, manufactured products and
medical devices, informatics and service standards excluding the clinical practice or application of those products.
According to the various working groups of the technical committee, the standards of herbal materials and herbal
products are developed by working groups (WG) 1 and2. The objective of this article is to present the published
ISO standards to promote the trade opportunities and support the international quality of herbal materials and herbal
products. The published ISO standards contain the standards of certain herbal materials which are commercially
available in Thailand, e.g. Ling Zhi and Japanese honey suckle, some of which are extensively used as the ingre-
dients of Thai herbal preparations, i.e. ginger and rhubarb. The standards of testing methods are also published
in order to assure quality and safety of herbal products. However, many standards of other herbal materials and
testing methods are still under development. In comparison to the International Pharmacopoeia, the similarity of
specifications is observed. The standards of ISO/TC 249 are approved by the committee from various countries
which differs from the process of development of the particular Pharmacopoeia. The standards of ISO/TC 249 are
consequently suitable for international trade. Therefore, the quality control of the raw materials and herbal products

by referencing the ISO standards should be considered.

Key words: 1SO, quality control, specification
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NTUNNEURBIN-10 Glehnia littoralis F. Weagdn - eali
Glehnia littoralis™ Schmidt ex Mig. (dk¥2)

NSWNNILHBIU-TINUAH Aconitum carmichaelii Wae® (-7) - TINUBE
Aconitum carmichaelii ﬁgﬂLLﬂij‘U[ee] Debeaux

msunndunudn-aduinydseie | TagAuamlnsiidisy - - -
apulwsindnyazsianimwndu

NmIg IR szInA

NSUNNELHWIU-LAG Zingiber officinale 1989 (%) a9 i

Zingiber officinale®®

Roscoe

LERETT ﬂﬁqqmﬂudammﬂaqﬁﬁﬁﬁ%a

dad

N nd @ | o
YapLUnaInIINuInIasNINite

RRIGER

o o

INEIAERT Angelica sinensis (Oliv.)

. [ v @ g |[ 8. [29]
Diels Loz Uudimsnnuaniuiaziseninlngides
SnenAans Aconitum carmichaelii Debeaux tagdifudmsinuiurisaziseninlvng
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AunAaenanasulws (91471 5-6)

seswinnausyulnsues 1ISO/TC 249
(WG1) axtlsznaullenevdasa o uazdiorvue
M@sgn Lo

0. Foreword: fayaiieniiu 150 Inedaian)

0. Introduction: ﬁ?%LLT\]GLﬁaW’]}uLﬁ‘H?ﬁU
aaulng ddild naldusslond wasvguazas
ﬂ?iﬁ?ﬂﬁg%iWiﬁﬁ@ﬂiN?W@N%ﬁLﬂ%&l’]@]iﬂﬂ%ﬁtéfﬂ
&na

1. Scope: 90U LAY AYDININTFIN
g Wusnesguessasulnssiiale daufild
PDIFHUINT UaTdar LA LA NILAEAN
Uaaany

2. Normative references: mmgmé‘u ) ﬁ
Aendasdmiul#bddusneaguatiuil Seou
slmajmmgmﬁmmé’nﬁwmﬂummgm 150 7
Igaamaingn

3. Termsanddefinitions: ALALHENNDIFN
¢hs o ARedag

4. Descriptions: ﬁﬂ&lamﬁ&m‘ﬂmﬁgu\IWi
lun Teinenenans daudlFduen dwssene
Snmaenemanwaadssn ins wiauginiw
Usznou wastranafiuiien

5. Requirements: N T0mMNua2a
ﬁsguiwﬁwgﬁimamﬁmmaﬁaﬁmucﬂmmﬁm

AONGINITI 1L

5.1 General characteristics: Hormued
Wuanwugmanmanw
6.2 Identifications: MyAgationdnuailag
agldmanmadnunemanmme, Snwouegame,
msnsradaelasannn A uus$auns (Thin-
Layer Chromatography) #3amsas3aniawai
5.3 Marker compound (s): 987N%10 Aen
FuLSsnosensddny Tnermmindindosasdue
°zJaaﬂ’%mmmiﬁwﬁzﬂumgﬂm&u
5.4 Extractives: mwmamﬁ‘amﬁ%mm
SeafndmsuimmahZasaiushmas Bannids
afenauiielsvnacanashetu Taesi liuisns
wfiadvhacae leun water-soluble extractive,
ethanol-soluble extractive, chloroform-soluble
extractive, hexane-soluble extractive
5.5 Contamination: 4af1Muan15U%
dewdosadouu Seiimarvuaiangege
fovnalressawule
- Foreign matter: BsnaudansJantlaas
i Tusnan o sesssmlned lallzenen wieds
LﬁaﬁuéuﬁiﬂﬁwmmmmﬁwLﬁ@ﬂ;gﬂmﬁu 9
- Loss on drying or water content:
mﬁmwmﬂ%mmmm%maaasguVLWi
~ Ash: MIemiBnaudnfisnan
svefurBsnilussuling lnsomananasulng
Taenss wazanansulantassdud laildanan
Synlng 1 G e Toehaluusmsnasd
13anainifln 4 Useinm @a total ash, sulfated
ash, acid-insoluble ash L% water-soluble ash
- Microbial limit: MFOTILAMTUY
Lﬁyawga%w

a 6
- Pesticide residues: N33LAILNH
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Haunaaw HoInenang Hadu dolne (&) | dowdild
ATSUNNIUE TN~ AR Sinomenium acutum FaLilaidie . A161%
Sinomenium acutum™" (Thunb.) Rehder & (FH )
E.H.Wilson

NSNS LHWIN-510 Scutellaria baicalensis N0 (X)) - 30
Scutellaria baicalensis™ Georgi
NN LHUIN-5INLAZIAIN Rheum palmatum L., AN (K#%) Ingmfmﬁw FINkaLAIN
Rheum palmatum, R. tanguticum Maxim.
Rheum tanguticum ex Balf.,
Wae Rheum officinale”” Uaz R. officinale Baill.
MSWANELHUIN-1191 Coptis Coptis chinensis Franch. AILAAEY - Wwidn
chinensis and Coptis japonica™" Wae C. japonica (#3%)

(Thunb.) Makino
NTUNNEWLEBI- LR Pinellia ternata thwde CEg) | Tnsrdnalua WaldRn
Pinellia ternata’* (Thunb.) Makino
NSUNNEUNHT%-L#IN Ligusticum chuanxiong | dwzes (JI|%) Tng¥nia w0
Ligusticum chuanxiong™® S.H.Qiu, Y.Q.Zeng,

K.Y.Pan, Y.C.Tang & J.M.Xu

ASUNNEUHUT-31N Codonopsis pilosula 0% (35) - 30
Codonopsis pilosula™” (Franch.) Nannf.
NSWANEUHWIR-510 Paeonia lactifiora Pall. e (F4) - 510
Paeonia lactifiord®
ASUNNIUEHIB-SNUAZLAIN Saposhnikovia divaricata | dafla (5K, - SnuazLri
Saposhnikovia divaricate’ (Turcz.) Schischk.
NSWANEWEUIN- 310 Bupleurum chinense DC., | a8y (4&#7) - eal

Bupleurum chinense,

Bupleurum scorzonerifolium

uae Bupleurum falcatum™®

B. scorzonerifolium Willd.
Wae B. falcatum L.

USsnauwansTanefegne

- Heavy metals: M33aeiUsana

Tanensin

6. Sampling:

dorhmue lumsgudacha

7. Test methods: 35NSNAFDUNIBAD

a fa A 3
AONCHVIENEIVDN

- AU ) 1w TafMuBeUIT NI

! . . £ o = % '3
JueNY (volatile oil) 2amuweLmiganes

6 L o a a
VL@aaﬂvLsm LAz MPUALRIN LN A NDNTL

8. Testreport: Tarmue mI@euTeA

as o ea a 2
’]ﬁLLagiglqlNaaWﬁVWl@ﬁa‘]_l LLBS’DL@T]?JW@LGW

9. Marking or labeling: 40 vnuan133¢1)
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q
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nsunnduanin-gadruanisiivinuingdusazinsoenayulng

'
o o

ASWNNSLEUI-N19R59973 AT 2RI EN s RARsRENRnAelAed s lasan Inns Hwuunia®®

NIWNNELRUIU-N138599TATIsAUSIaEsngauenamenBulundadmrisyulnslaeds Tasuilnnafluuy
209 MAINTATOINTIATULUULTB I
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n1suNnILEnIn-n13nI9dtAszRaIsngaLeaniaaesualainausialaelslasalnnafuuuzsanas
FusTanege™

nsunnduanin-dafinuanilldmsunszuamwnisninuazUszinanninaaswnsya®’

A159N 6 FI9E19TBHANIATTIVATWAMATNLAZANHUABAAB2DINITHARNTAAUTINNNITUNNEULEUAY Tag)
1ui:ﬁ'j1\1ﬁwmmwammmmgm ISO/TC 249 (WG2)

PaUNAIN

'
o

ANTUNNELHWBIW-EINIA1I1NNTTNZL R

o

NISUANEURUIR-UTIRANIT AUl U LATDIE AR NS

9

53]

nsunndunnin-gafmuaniluzesneayulnnfiawinayninazidensin®

nsunndunuin-gunsalsainsasensyulng (aduudlalndnassznmduannsgin so asu 5 )

nsuNNduruIn-AmAMLazANUaaadeaasingRuaywinsuaznindnriayulng (damd 3 n1smageunis
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#ada 15077%%" | THP®*®' | chP®® | JP'*” | KP®" | BP'®" | Ph.Eur.®®
ToInenmans J v J J v J Vv
gy v J J J J J v
AN9INARAITH J J v J v v v
AMUTIENEANYUZNTINRAA J v J v v v v
- AWUSZNUAN WS NIINAAIA J J - - - - -
ﬁwusamaﬁnwm:maqamﬂ J v v J v v J
- MWUsENaUANYIUEN1IANIA J v - - - v v
msiigasionanuallasnismagaunioai J J J J J J v
msfigasiienanwailagislasanlnns J J J J v J J
LUt
msfigasiienanwailagizlasanlnns J J J J J v J
WUUZBILARIENTIOUSEY
msfigasiienanwailagidlasanlnns J J J J J J J
WUULAE
MsIATIERENIRNIGAN-RENS 1w Ui J J J J J J J
A, udanuaew, Ussnand
wazUSinmieara
MIIATzAUSHINE1TaRLY J J J J J J v
ﬂ”liﬁ]i’.]ﬁ]ﬂﬂ‘i.lﬂ’liﬂ%l,ﬁﬂ%ﬁ;aﬁw J v v v v v v
nmsasadeuUSinulanzvisin J J J J v v v
N9ATIRADUUININEITNIRARHY J J J J J J v
QR LERN v v v v v v v
FoinwAZEIUTIIIMT J J J v v v v
MIFLUIILITHANATN J - - - - - -
F0ANRANITAHES J - - - - - -
DA BANTSL I8N J - - - - - -
FOYAUTIUIYNTH J - - - - - -

ANELTAB ISO-International Organization for Standard; THP-Thai Herbal Pharmacopoeia; ChP-Pharmacopoeia of the
People’s Republic of China; JP-Japanese Pharmacopoeia; KP-Korean Pharmacopoeia; BP-British Pharmaco-
poeia; Ph.Eur.-European Pharmacopoeia
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