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Angelica acutiloba Kitagawa
(Y<hh™ )
Angelicae Japan_ese P17
R Radix Angelica Angelica acutiloba Kitagawa
Root . iy
var. sugiyamae Hikino
GV ErED
Angelicae Angelica
FE[E Gigantis Gigas Angelica gigas Nakai KP10
Radix Root
Angelicae :
. . Chinese : : . CP
H [E] Sll_gaegiils Angelica Angelica sinensis Diels 2015
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R 2O EREZHRTE (F: Ginger)
e
5724 2R R 8k
(REFEA)
Ginger is the rhizome, with [6]—-(I;Ii_n(;erol HPLC
HAZE ZF;Eglbe”S (un[.;eeled). o Wlthout'(p'eeled) EtOAc / hexane=1:1 [6]-Gingerol
575 izoma the periderm, of Zingiber 4 not less than
& (Ginger) officinale Roscoe : )
.. dimethylaminobenzaldeh 0.3%
(Zingiberaceae). yde
Zingiber is the dried rhizome of TLC
Zingiber officinale Rosc. .
. . [6]-Gingerol HPLC
EF'EI;'I';; ZF;Eglberls §Fam. Zlnglb.erac.eae). The drug Petroleum ether / [6]-Gingerol
ﬁ izoma is collected in winter, removed chloroform / not less than
(Zingiber) from fibrous root and soil, and EtOAc=2-1:1 0.6%
. . —4£. 1. 0 0
Sliee) [ 200 SU O & & ey Vanillin in sulfuric acid
temperature.
Dried, whole or cut rhizome of TLC
Zingiberis Zingiber officinale Roscoe, with [6]-Gingerol Essential oil
EP Rhizoma the cork removed, either Hexane / ether=40:60 minimum
(Ginger) completely or from the wide, flat | Vanillin in sulfuric acid 15mL/kg
surfaces only.
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AS 40g S 1.5g A I
=il 4.0g =m0 1.9g OEEFEELE, QR QXFEFHR=
"E 4.0g E5-16Q) 5.0g DEEFER= QA
DEZEE : HA: Angelica acutiloba
=Dz 3.0g =1 1.5¢ fA[E : Angelica sinensis
QEFEFHR=
53574 2.0g 15574 1.5g AEFER=E
= 2.0g = 1.0g AEGEHE
DOEZEEE : BA: Bupleurum falcatum
) 2.0g LEH 1.5¢ A [E : Bupleurum chinense
QEEFER=E
HE 1.9g HE(R) 2.5g OEFEFER= ;DA
= 0.5g = 0.5g
H R 1.0g H R 1.5g AEFEAE
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Health Canada
WHO

A SKEUBS 3 & S SRR 3 (CH) )CUCH
(International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use)
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(REFEA)
Ginger is the rhizome, with [6]—-(I;Ii_n(;erol HPLC
HAZE ZF;Eglbe”S (un[.;eeled). o Wlthout'(p'eeled) EtOAc / hexane=1:1 [6]-Gingerol
575 izoma the periderm, of Zingiber 4 not less than
& (Ginger) officinale Roscoe : )
.. dimethylaminobenzaldeh 0.3%
(Zingiberaceae). yde
Zingiber is the dried rhizome of TLC
Zingiber officinale Rosc. .
. . [6]-Gingerol HPLC
EF'EI;'I';; ZF;Eglberls §Fam. Zlnglb.erac.eae). The drug Petroleum ether / [6]-Gingerol
ﬁ izoma is collected in winter, removed chloroform / not less than
(Zingiber) from fibrous root and soil, and EtOAc=2-1:1 0.6%
. . —4£. 1. 0 0
Sliee) [ 200 SU O & & ey Vanillin in sulfuric acid
temperature.
Dried, whole or cut rhizome of TLC
Zingiberis Zingiber officinale Roscoe, with [6]-Gingerol Essential oil
EP Rhizoma the cork removed, either Hexane / ether=40:60 minimum
(Ginger) completely or from the wide, flat | Vanillin in sulfuric acid 15mL/kg
surfaces only.
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Definition

01/2011:1828
GINKGO LEAF

Ginkgonis folium

Whole or fragmented, dried leaf of Ginkgo biloba L..

Content:

not less than 0.% of flavonoids, expressed as flavone glycosides (M, 757)(dried drug).

® SEICHEBIESNI-Em

Definition

04/2008:1827
GINKGO DRY EXTRACT, REFINED AND QUANTIFIED
Ginkgonis extractum siccum raffinatum et quantificatum

Refined and quantified dry extract produced from Ginkgo leaf (1828).

Content:

- flavonoids, expressed as flavone glycosides (M, 756.7): 22.0% to 27.0% (dried

extract);

- bilobalide:

2.6% to 3.2% (dried extract);

- ginkgolides A, B and C: 2.8% to 3.4% (dried extract);
- ginkgolic acids: maximum 5 ppm (dried extract).
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BARERA h[E R #H EP
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EUICERAYIDOEESHEF LR AEL TLDHH,
European Pharmacopoeia (EP) [ZI3BE & B F| D UR & ALY,
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Ephedra  Jujube Cinnamon
Root Herb (RE) Bark
(H1R) (FRET) (F£5)

\‘\\E—l

Pueraria

¢ A= ¥

Peony Glycyrrhiza Ginger
Root (HE) (=)
(%53E)

ARBAICEITOEALTIFADIREIL
(THISH B SHMERIFLIE

Z#&1k)
BRSIXR(EITHREBARERA)

1) 2) [3) |4)
Arvay 89 |49 |49 |49
XA 49 |49 |3g |39
RA)r) 49 |[3g |3g |39
TAE 39 |29 (29 |29
X IND 39 (29 |29 |29
VNI 29 |29 |29 |29
vayXxay |1g |19 |19 |29

D~HDMFFIHENEFEZELEY,
TXRFNDEEICKYFETFR
XIFEHRIFXRETS.




WA DERRZSHRE (B HP RSz

B R & hER R ESRS
(1BEEE() (1BEEE()
1) 2) 3) 4) 5) 6) Bu Zhong Yi Qi Tang

AS 4 4 4 4 4 4 RS 1.5
= 4 — 4 — 4 Bf() 1.5
=il — 4 — 4 — — — —
BE 4 4 4 4 ¢ 4 HE(R) 0
=l 3 3 3 3 3 3 =l 1.5
159573 2 2 2 2 2 2 59574 1.5
RE 2 2 2 2 2 2 RE 1.0
Se A 2 2 1 1 2 1 SE A 1.5
HE 1.5 1.5 1.5 1.5 1.5 1.5 HE(GR) 2.5
H=E 0.5 0.5 05 | 05 05 — FE 0.5
V= — — — — — 0.5 — —
T+ 1 1 05 | 05 1 0.5 F+ & 1.5
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iR 2 Bk 1E

_ =aN= O &

(Bl PR FZDMEEIEEERD)

HART#t T BR EEix th = T BR EEE
AS Ginsenoside Rb1 — Sk —~ =
Bt (Atractylodin) - =pMeD) - -

Astragaloside IV
2 : _ =& _
BE Astragaloside IV "TE(R) S 0.28me/g
s = : . e Angelicae
LG (2)-Ligustilide - =[] . . . -
Sinensis Radix
I35 Hesperidin NSl i34 Hesperidin —
16—-48mg
X - - *E - -
SE5H Saikosaponin b2 S CIEDED 5 ZEEH =S S
0.6-2.4mg
.. : Glycyrrhizae
HE Liquiritin SlyeyimirEe fele HE(R) Radix et —
12—-36mg .
Rhizoma
H= [6]-Gingerol - HE _ _
(E)-Isoferulic acid- _ _ _
I (E)—ferulic acid A
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1992F XYNIILFXF—ICTEBZFESFEMEYRSDERIZES
BRENSHMFELE

1992~19984F (C100(4 T B A ABIERLE

[R&: #5 E (Han Fang Ji) D{XHYIZ/LFFE (Guan Fang

J) BNERRASNT=1=8,

® MFHFE DEIEWNEYDIL Stephania tetrandra S. Moore TdH
L. 7R AOX7EE (aristolochic acid) Z & F£ 740N,

® LIFE DEIRWEYIIX Aristolochia fangchiY.C.Wu ex
L.D.Chou et SM.HwangT&HY . 7URALAFTT7EBERZ2 L,

® HATHERYI HMHEDEIRWEWYIX Sinomenium acutum
Rehder et WilsonTdhY . 7Y RAFAFZTT7HZEE XL,

=451

hinl

Simming pdl and cross-
section of a root of
anstolocha

Debelle F. D. et al.
Kidney International. 2008; 74: 158—69.
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Belgum: 128

UK:4 |_
— m— - ‘ "’l-'-[
| France:4 | P N\ V4
P_ —— ? - p % b Japan:6

Spain: 1 -~ s
“ e LN
F

USA: 2

Debelle F. D. et al. Kidney International. 2008; 74: 158—69.

HATOEEHEEH (1997)

FEIVEALE-RELRBUEMEEREAZZERICE T, KEMutong) DKH
U IZBE KB (Guan Mutong) M ERFSN TL V=,

® KBDERIEMIL Akebia trifoliata (Thunberg) Koidzumi THY . PURRAXT7EEEESFTLLY,
® B RKBDOEIRWEWYIX Aristolochia manshuriensis Komarov THY . PYAMAXTEZEE,
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I TC 249

S A | )L: Traditional Chinese Medicine
BX3L : 20099 A s f% Chairperson IS E

EFE Secretariat:

IEI%&%:’E‘HZ"‘E%

Yuandong SHEN David GRAHAM

(SAC) (SAC) ( Australia)
o . until end of 2015
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Scope

Standardization in the field of medical systems derived from ancient

Chinese medicine which shall be able to share one common set of

standards. Both traditional and modern aspects of these systems are

covered. The committee focuses on quality and safety of raw materials,

manufactured products and medical devices and of informatics,

including service standards limited to involving the safe use and delivery

of devices & medicine, but not into the clinical practice or application of

those products.
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ISO 18664:2015
Traditional Chinese Medicine — Determination of heavy metals in
herbal medicines used in Traditional Chinese Medicine

ISO 19610:2017
Traditional Chinese medicine — General requirements for industrial

manufacturing process of red ginseng (Panax ginseng C.A. Meyer)

ISO 19617:2018
Traditional Chinese medicine — General requirements for the
manufacturing process of natural products

ISO 21371:2018
Traditional Chinese medicine — Labelling requirements of products

intended for oral or topical use
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LT

ISO/DIS 19609-1

Traditional Chinese medicine — Quality and safety of raw materials and
manufacturing products made with raw materials — Part 1: General
requirements

ISO/DIS 19609-2

Traditional Chinese medicine — Quality and safety of raw materials and
manufacturing products made with raw materials — Part 2: Identity testing of
constituents of herbal origin

ISO/AWI 19609-3

Traditional Chinese medicine — Quality and safety of natural materials and
manufacturing products made with natural materials — Part 3: Testing of the
absence of contaminants

ISO/AWI 19609-4

Traditional Chinese medicine — Quality and safety of natural materials and
manufacturing products made with natural materials — Part 4: Testing of
Preservatives and non wanted compounds
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B ERR 15 (2)

LT

ISO/DTS 21310
Traditional Chinese medicine — Microscopic examination on medicinal herbs

ISO/DIS 22217
Traditional Chinese medicine —Storage requirements for raw materials and
decoction pieces

ISO/DIS 22256
Traditional Chinese medicine — Detection of irradiated natural products by
photostimulated luminescence

ISO/DIS 22258
Traditional Chinese medicine — Determination of pesticide residues in natural
products by GC

ISO/DIS 22283
Traditional Chinese medicine — Determination of Aflatoxins in natural products
by LC-FLD

ISO/CD 22467
Traditional Chinese medicine — Determination of microorganism in natural
products
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LT

ISO/DIS 22590
Traditional Chinese medicine — Determination of Sulfur Dioxide in natural
products by titration

ISO/CD 23190
Traditional Chinese medicine — Determination of aristolochic acids in natural
products by HPLC

ISO/DIS 23191
Traditional Chinese medicine — Determination of selected Aconitum alkaloids
by HPLC

ISO/AWI 23419
Traditional Chinese medicine — General requirement of manufacturing
procedure and its quality control for granules

ISO/AWI 23956
Traditional Chinese medicine — Determination of benzopyrene in processed
natural products
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5.4 Acid-insoluble ash

The total ash content in percentage mass shall not be more than 2.0%.
5.5Ethanol-soluble extractives

The ethanol-soluble extracts content in percentage mass shall not be less than
35.0%.

5.6 Content of maker compound

The contents of lobetyolin shall be determined.
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5.4 Acid-insoluble ash

The total ash content in percentage mass should not be more than 2.0%.
5.5Ethanol-soluble extractives

The ethanol-soluble extracts content in percentage mass should not be less
than 35.0%.

5.6 Content of maker compound

The contents of marker compound, such as lobetyolin shall be determined.
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WHOIZ XA RAVEEMDMEEEIZEAT S
HARSA - XEDFHFH (1)

Supplementary guidelines on good manufacturing practices for the
manufacture of herbal medicines (WHO Technical Report Series No937,
Annex3, 2006)

WHO qguidelines on good manufacturing practices (GMP) for herbal
medicines (2007)

WHO good manufacturing practices for pharmaceutical products: main
principles1 (WHO Expert Committee on Specifications for Pharmaceutical
Preparations Forty-eighth report, 2014)

Guidelines on good manufacturing practices for the manufacture of herbal
medicines (WHO Expert Committee on Specifications for Pharmaceutical
Preparations Fifty-second report,Annex2, 2018)

WHO quidelines on good herbal processing practices for herbal medicines
(WHO Expert Committee on Specifcations for Pharmaceutical Preparations
Fifty-second report, Annex1, 2018)
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1S4 -XEDFHE (2)

WHO qguidelines for assessing quality of herbal medicines with reference to
contaminants and residues (2007)

WHO quidelines for selecting marker substances of herbal origin for quality
control of herbal medicines (WHO Expert Committee on Specifications for
Pharmaceutical Preparations Fifty-first report, Annex1, 2017)

General guidelines for the establishment, maintenance and distribution of
chemical reference substances (WHQO Technical Report Series No943, Annex3,

20006)

WHO quidelines on good agricultural and collection practices (GACP) for
medicinal plants (2003)

General Guidelines for Methodologies on Research and Evaluation of
Traditional Medicine (2000)

Quality control methods for herbal materials (2011)

WHO Traditional Medicine Strateqy 2014-2025 (2013)
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