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Quality Control of Chinese medicine
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» Safety &%

® Production process contaminated 4 E T F =5
® Environmental pollution 3ziE 5%
® Artificially added A 27/

» The reason of the Quality differences & B2 EZ£]R
® Species mf&E
® Place of origin E i
® Harvest season $RUTZH]
® Processing methods /A3 /5512
® storage management EETEIE




Heavy Metal analysis
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Pb, As, Hg, Cd
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Quality Control of Chinese medicine

S ET R
Chinese Herbal Medicines 244

® Hong Kong Chinese Materia
Medica Standards e

ESEpEE gl o

Proprietary Chinese Medicines Hip}%%

® Registration of proprietary Chinese
medicines
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Hong Kong Chinese Materia Medica Standards

ik EFHFE

» Namess4f#

» Source

» Description M4k

» Identification — Microscopic, Physicochemical
and Chromatography 251 — &af ~ BL K tEl

» Tests — Heavy Metals, Pesticide Residues,

aflatoxins, Foreign Matter, Ash and water content.
E - EHEE B aHEER - HE
KT RIKTT

» Extractives — Water, alcohol or other suitable
solvent. ;2 H¥ — 7K ~ BEe(HAM 8 & H AT

» Assay sEHIE
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Registration of proprietary Chinese medicine

§7§':Fﬁf.*n-: !

» Product safety documents ZZ£ &5

» Heavy metals and toxic elements test B E A5 T2 M5
> Pesticide residues test 75 & & 2 &E58 B &= OHIER

> Microbial limit test {H4E YR & HIE

» Acute toxicity test S 4554 HE

» Long-term toxicity test =HZE M HIES

> Local toxicity test 53054 HE

> Product quality documents /S M4-&5

» Product specification 1/& fE4E
» Test method ddevelopment and validation ( included assay and
identification)

AT AR A Ess (B iR 2 = A R ZE )
> Stability test 12 & M4 HIES

10



Registration of proprietary Chinese medicine
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» Product Quality Specification Test (Granule)

A AR (R

> Description 4k
> ldentification — TLC Egj]]
> Filling variation & &

> Particle size #fi1J&

> Determination of Water /K47

> Assay =&
> Microbial Limit Test f{4=4¥
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AU

SR EE (HPLC)

Ligustilide EAXNEG
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Hong Kong Accreditation Service  pypa
BARAE AS

» The services of the Hong Kong Accreditation Service

AT ] P HYRE AT Ak A%
® |aboratories are required to follow the international standard
ISO 17025.

EERPT/HEIEEPRFAE 1SO 17025
® Reduce the risk which is according to test.
Ja/ D HIERSE SR AT SENT 5 | 2 A\ b

® To accredit laboratories who can be provided the services of
Hong Kong Chinese Medicine standards and registration of
proprietary Chinese medicines.

BT TR o A B RS A AR

13



Development Stage — PCS Development Principle
B2 R ER ERE R R A

» Funded by ITC and recommended by HKCTC, Hong
Kong Productivity Council is commissioned to
establish a Chinese herbal product certification

scheme. : x :
= A& B IE I A

EEWARERRNE, AFNEBLE, BEEEE e

R T o B R

» Certification bodies / Testing Laboratories will need to
be accredited by HKCAS / HOKLAS
SURTHRS R BB = 7R 215 5] HKCAS/HOKLAS 327]

SVYE]

» A “certification mark” will be granted to products ” +
meeting the requirement

e G R T s A
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develop a platform for quality control standards of processed Chinese
herbal medicines (decoction pieces)

L FARAMNEIAER
lULJ THE HONG KONG UNIVERSITY OF
SCIENCE AND TECHNOLOGY

» Research funded by the Innovation and Technology Fund of Hong
Kong Innovation and Technology Commission

R & BRI XE R E S &

» Stage one — 16 kinds of commonly used in Hong Kong processed
Chinese herbal medicines (decoction pieces).

BEHMRI1ETEERPEGANEERE,

» The research results will be published in 2013.
MR RAFHR2013FEF LR,

15
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International Standardization of Herbal

Medicine ZR¥k P EEZEE|PFIE2E(L

»ISO/TC249
® was established in 2009. 37 #*20094F

® Quality and safety of raw materials used in TCM

EMRNEENRS

® Quality and safety of manufactured TCM products
FEPEERHNEENRZS

Quality and safety of acupuncture needles $#t X $HHIEEML L

® Quality and safety of TCM medical devices other than acupuncture needles
BEESMHNEENZ S

® Informatics of TCM {§ 2 E&

16



ISO/TC249

» China Responsible unit * R § 7 ¥ i
° Y FPERY PIRAAMPEFS

» Acupuncture needles and ginseng seeds and seedlings to
the committee draft stage.

PRSI EP T LRI S B L o § -3
» 3" meeting in Korea 21-24 May 2012 s R E i7 ¥ = =< € 3%

® Moxibustion with ¥ & &
® Electro-acupuncture device Et1E

® Extracting machine RIZZ##

® Traditional medicinal heavy metal limits
BHREMESRIRERE

® Chinese herbal medicines basic terminology A&t K & 551755
® Herbal coding system FEZ4R1S R4

17



Standardization of Active ingredient

GAP BSheng Huangqi 10g
EEEEM

—

AR BREL

FEM AW

Herb extract 1.5g PIC/S GMP

Atragaloside IV 4mg
HECERH

et
» Doctors prescribe (TCM Practitioners and Western

doctors) be guaranteed &&-
» Test method need Accreditation ;Blss

sk 198 wmrps 10

E (FP B R 7Y B ) BRZE 1S Bl ARl

S EEERA]

» Product needs Certification ESmEERH 18



Summary #3%4&

» To ensure the quality of Chinese Medicine and the proprietary Chinese

medicines ZHERTEE K T EEHVE B

® Herbal medicines (according to GAP requirements)
22 (FrRIB R R EMELEXK)

® Production (according to PIC/S GMP requirements)
& E (R RFE ML E AR SR B EK)

® Safety testing (raw materials, intermediates, semi-finished and finished
products)

ZEAR (F. PRIE. EBmEES)
® Quality Specification (Description, identification, assay, Microbial Limit Test,
etc.)

BERE (4K, BRl. SBAE. HEDF)

® Label (clearly labeled active ingredient and content, usage, etc)

REFERTHAYBMLSE,. AEF)

» A scientific basis for safety and stability of the effectiveness of
traditional Chinese medicine and proprietary Chinese medicine to the

public HEAR—EERIEER. RE. BBERERPEER P HREE




Summary 4245

» Chinese medicine combined with scientific testing and
certification to promote the cause of international.

A% PR BE SERY B AR 45 A IR AR 22 R SRR HE R B PR

» Collaborate with Academic institutes in the Mainland and
Published in the international weighty journals

EL Nt BATEE IR, ERREOERNHTIPHER

» Since Hong Kong is a Chinese and Western cultures
iInternational city, Hong Kong plays a key role in the work
of translation

AN EERPRECHERNBEMEET, BT EEEEL

EPEERERE.




Summary 4245

» To build up manufacturing centre to provide both raw Chinese medicine
and active ingredients.

BN —ERIFP M KA BRI 0

» Publish HK periodicals and books in both Chinese and English to
promote the internationalization of Chinese medicine

> LREREC R R E R R IEEN P EERIPRL

» To build up local Proficiency Testing (PT) body to provide specific pCM
PT program 22 37 — B P 82 57 trrY ge SRR A8

» Testing and Certification #7852 %
® Accredited Testing methodology 3 A[EIE 5%
® Product certification program (Chinese medicine and pCM)

Emanaearal (Hhzs K7 dh gy )
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Thank you!




