" —

RS
. . .
Accreditation Service for Testing
and Certification of
Chinese Medicines
o I R SRR A AR
|-I|lll("As
v EEE
= WONG Wang-wah

BT O R
Hong Kong Accreditation Service

HUKILAS



HIE - |
Hong Kong Accreditation Service (HKAS)

ARk
¢ HKAS is part of Innovation and Technology Commission

of the Hong Kong Special Administration Region
(HKSAR) Government.
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¢ |t was set up in 1998 (previously known as HOKLAS
since 1985)
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=o=  + |tisthe official accreditation body in Hong Kong
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¢ |t provides independent and impartial accreditation
services
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S & HKAS provides accreditation services to testing
laboratories, certification bodies and inspection
bodies through the following 3 schemes:
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RS schematic Diagram of Accreditation
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¢ Participation in the 3 schemes Is

voluntary
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The schemes are operated in accordance

()

with the requirements of the international

standard ISO/IEC 17011 and criteria set by
relevant international and regional
cooperations of accreditation bodies, e.g.
ILAC, IAF, APLAC & PAC
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=|"s! Chinese Medicine Testing Services
e RS
- o Chlnese medicines are tested for safety and quallty
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° Safety tests include:

ZeHEETE:

— Heavy metals and toxic elements, e JF, Lad,
of cadmium, lead, mercury, arsenic, etc.

. ESBRATITE W5 8 B WEAE
SETAS — Pesticide residues, e.g. contents of

- organochlorine pesticide residues

R pamme s OAREBRERYE

y | — Microbiological examination, e.g. aerobic bacterial
count, yeast and mould count, Salmonella, etc.
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* Quality tests for Chinese Materia
Medica (CMM) include:
&R Y o B R A
RO —Quality testing of CMM to
N TAS standards such as the Hong Kong
a Chinese Materia Medica Standard
n or the Pharmacopoeia of the PRC
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* Quality tests for Chinese Materia
Medica (CMM) include (con’t):
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RO —Identification of CMM e.g. by
N TAS chemical means or microscopic
- examination
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* Quality tests for proprietary
Chinese medicines (pCm):
B R B R RS

i —Quality testing of pCm to

standards e.g. Pharmacopoeia of
HKias the PRC
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* Other tests:
LA
— Stability test for pCm registration
. Ry BRI 21T RIS 2 4 HIER
A —Testing to product specifications
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Use of Test Results
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Needs to know
a parameter
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Test results
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Decision

R TE

To support decisions on health, safety,
regulations, research, trade,
manufacturing, etc.

AU FAE - BIERIRE - 2% -
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Are the results accurate and
reliable?

HEGRE &M 1 5E?

Inaccurate or unreliable results
may result in wrong decisions
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Value of Accreditation
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Assess the competence of
a laboratory to perform

specific tests

BT E HIB\RYEE /]
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Grant accreditation to

the competent laboratory for

the specified tests
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Basis ELiE:

International Standards

e.g. ISO/IEC 17025,
ISO 15189

Effect Xq5-:

Declare to the public that
the laboratory is competent
in performing the specified
tests. The quality and
reliability of the test results
produced can be assured.
A REHZE BT AR
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Accreditation Process
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Monitoring B5%Z

> Reassessment #5f5E

> Surveillance Visit B52Z551

Yes &

Remedial Actions {l%IEﬁ%bI
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Regular Interval EHf
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HKAS is signatory to the International Laboratory
Accreditation Cooperation (ILAC) Mutual Recognition
Arrangement (MRA) and International Accreditation
Forum (IAF) Multilateral Recognition Arrangement (MLA)
B/ A (HKAS) zBIFREERATEE Al e {FHEk (ILAC)
KB (IAF) FEHZE L iR &E A

SR G

Endorsed test reports and accredited certificates issued
by HKAS accredited organisations are recognised by
HKAS’s MRA / MLA partners (involving 91 accreditation
bodies in 73 economies in the world)

EAR % E O RS (B 91%@%“&%
73@1:@7#&’%) yjﬁmugéé %wu\j"&%muj‘f%’%ﬁ ﬁ %uuj tvu
el E et s e (as of 14 3uly 2015)
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APLAC MRA and PAC MLA
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2004
Testing and e 2007 2012 2014

Calibration Inspection Medical testing RMP PTP
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2003 2011
QMS Certification EMS & Product Certification
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2004 2011

IAF QMS IAF EMS & Product 2012
Certification Certification ILAC Inspection

2000
ILAC Testing and

Calibration IAF 5/ s g 2 =0 IAE fa iﬂ% 2 ILAC 165
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ns Reports and Certificates Bearing HKAS Accreditation
Symbol under HKAS Accreditation Schemes
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+# Unless otherwise approved and specified, only
results of accredited activities can be shown in
reports or certificates bearing the HKAS

accreditation symbol

PRIFGEHLAL SOFREERH - BRIER A A _J
Tjﬁéﬁ{ﬁ‘muj‘%ﬁ% B’J /%@Jé'%l‘flﬁﬁ é%wujr@ ST
RISV S EGE B

+# Since the competence of the accredited activities
has been assessed, the reliability of the related
results can be assured

FHRAERR Rl e e e vl SRRy G2 _EHAE
JIE &R B NRTRE  HRGER T R 3R
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IAF and ILAC Marks
IAF k7 ILAC fEzE

® Accredited laboratories and certification bodies can
use Laboratory Combined ILAC MRA Mark and
Certification Body Combined IAF MLA Mark
el BERAT K ?&Eéﬁﬁ%f%_lﬁ% ILAC MRAE%@@?
HEERE K |AF MLA Rl 4E oS
A= . o ”I”/’I
HXAS S\,
SN
i L) T 3 Y
- T o SSSS\\[ 2
R ITENNN Cn
a = 4’4r/m\n\‘\\ 345 ZipNiAmRE
TEST
Laboratory Combined ILAC MRA Mark  Certification Body Combined IAF MLA Mark
| LAC MRA EEgFT4H &1E:E IAF MLA 228188 4H o iEss
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* Microbiological examination and quality
testing of pCm to the Pharmacopoeia of
S the PRC, e.g. microbial limit test, general
g requirements for preparations, etc.
U R (hESEs) B RRESEITHIMAEY)
=5 BRERAEMHE - FIOMEYIIRERE
© %~ BUREATE -
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* Testing of pCm and CMM for heavy
metals, toxic elements and pesticide
residues.
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e Safety, chemical and physicochemical
testing of CMM to the HKCMMS, e.g.
aflatoxins, assay, ash, water content,
extractives, etc.

RIZ (BB EEM AR ) B THY
M 1 2 REEAE > pl=HhEE
iéﬁn - 22HE ~ Ko 7J<ﬁ /§t..




HiE
RS

AUKLAS

* Physicochemical and chromatographic
Identification of CMM to the HKCMMS.

o TR CEARTEEMARRE) B P EEp A THY
A= Ei'ﬂ:‘& _mEl %ﬁu

RKIAS

% * Microscopic identification of CMM to the
-l HKCMMS.
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* Accreditation service may be provided to
laboratories performing individual tests
given that the relevant accreditation
criteria are fulfilled, e.g. assay of specific
chemical markers in pCm

o) s N WL E A HIERTE B 1 B Espre it
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HIE
AS Chinese Medicine Testing Laboratories Accredited by
HKAS (as of July 2015)

Eéﬁ%w%’%mjm hER A EERPT (BiZ 201557 H)

The following organisations provide one or more accredited Chinese
medicine testing services to the public. Please contact the organisations

for details.
TR Ry AR At — TR TR RE mT Y TR 8 A 5
A BRI E AR -
C R
A=y ALS Technichem (HK) Pty Ltd.*
HKIAS
s Bureau Veritas Hong Kong Ltd
o IRBIEASEEARAE
b Castco Testing Centre Ltd .

FEEEEET OARAE
CMA Industrial Development Foundation Ltd. *
MKLAS BAETEMEHEGT LEEEASHRAH
27



HiE
RS

wEew
Europharm Laboratories Company Limited — Q. C. Laboratory *
BULEERAIRATE - BRI ERE
Hong Kong Productivity Council - Environment and Product Innovation
Laboratory
BERLERER - BIR EREF LS
Intertek Testing Services Hong Kong Ltd.
S RN ETARAE
~ _ Pharmtech (Hong Kong) Limited — Quality Control Laboratory
WRAS phmsrAIRAE - BERHERE
A SGS Hong Kong Limited *
S BABRAAETARAE
= The Hong Kong Standards and Testing Centre Ltd.*
T BIEAE K E P OARAE]
Wellab Limited*
EIEREARAE
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Proprietary Chinese Medicine Testing
Laboratories

I B B

In the registration of proprietary Chinese
medicines (pCm), the Chinese Medicine
Board (CMO) of the Chinese Medicine

Council of Hong Kong accepts endorsed test
reports issued by accredited pCm testing

laboratories.
EPREEET - HATREEER R
b B4R A ST T o R B IS B BR T T
«%\’(&I[: El,jn/u\;él:/ﬂun C*ﬁi
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If a laboratory has been collectively accredited
for testing of pCm for toxic elements &
pesticide residues; and microbiological
examination of pCm according to the
Pharmacopoeia of the PRC, the CMO will also
accept reports of other tests required for pCm
registration (e.g. stability test) issued by the
same laboratory.

MR EERFTEREEECHER T K E T B E TR
- BEERY Mty (PEIEEH ) EITHIME Y
B E B, - PEEHT TN BRI
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Certification of Chinese Materia Medica

HEER RS

* Through its Hong Kong Certification Body
Accreditation Scheme (HKCAS), HKAS is providing
accreditation service to local certification bodies,
Including those providing public certification service
for products. The products involved are mainly
construction materials, consumer products and food
(not including Chinese medicine at present). The
applicable accreditation standard is ISO/IEC 17065.

ﬁi@é/ﬁ?&?ﬁ%’ wuj‘_\‘—f‘iﬂ (HKCAS) ?%wuj"}%
EIR TS Yy i o R A R oy = /N e ey o
JEE et A A Y e tacey * T A IR 2 oo T Z R FE IS

P~ AR R (N ERETEE) » ATERARYEE A
=% B 1ISO/IEC170865 -
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* The Hong Kong Productivity Council (HKPC) has

recently issued a new certification scheme viz. ‘Product
Certification Scheme for Chinese Materia Medica’
specifying criteria for certification of Chinese Materia
Medica.

getE/ et (HKPC) Tt 1 —(E#rs8aEs
g ' FRPEMPIEETE ) AP EN Bt it
Al -

HKAS is ready to provide accreditation service to those
certification bodies who are interested in providing
certification service according to the scheme.

T Bon 1] B N EH A BiR e T Bl e et ey
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Conclusion
RgE

Hong Kong Accreditation Service provides
accreditation service to local laboratories and
certification bodies for testing and certification
of Chinese medicines. The process involves
vigorous  assessments to ensure their
competence and operation to international
standards; their service and associated results
are more reliable and have global recogintion.

= AR O] B (1) A 3 B B P S el es e fe ket v
Hﬁ?“ K B R R0 nl Y R 28 1 K R s i A T
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or more information, please visit our
website at www.hkas.gov.hk
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www.hkas.gov.hk

(& HKAS > Accredited Organis... %

File Edit View Favorites Tools Help % @jConvent - [ Select

Tu B ESnEs - Google [] ITC Departmental Portal 4§ CCGO Portal & HKAS Accredited Organis... 2] Telephone Directory of th.. £ Email ] TreasuryIntranet 5] ERE£ES

It and Technology C ool
The Goverment of the Hong Kong Spacial Administrative Region

Home
About Us =

Estimate of
Expenditure

Accredited Organisations

Funding Schemes >

el This page contains the most up-to-date scopes of accreditation of HOKLAS, HKCAS,
Development HKIAS accredited organisations. User are able to quickly identify those organisations
Caltias accredited for the required types of test, certification and inspection, and view and

- download their detailed scopes where necessary.
Technological

Infrastructure “ '!. " lE' “ .E'

Steering >

Eole e AS RS RS

Innovation &
HOaAS HKIAS

Technology
Human Capital
Click the link to download the required information

Technology Areas >

Sort by Test Categories /
Hong Kong Certification Services /
Accreditation Inspection Fields

Service (HKAS)

Product Standards > 5ot by yame of Organisation

Information

Bureau (PSIB)

Standards & =

Calibration Sort by Registration Number 1 pownlo:

Laboratory (SCL)

Facts & Figures >
Directory of Accredited

Press Releases, > Organisations

LegCo Business,

Speeches &

Publications

Directory on Hong
Kong Archived ion /
Science & Termination List | pawnioad | pownlosd

Technology
Resources

Current Suspension /

Tor Termination List

As the accreditation status of an organisation may change, to ensure that the
an: organisation is accredited for the test, certification or inspection concerned, users are
Technology advised to request the organisation to issue results in a HOKLAS, HKCAS or HKIAS

Information endorsed report or certificate.
v
Commerce and

Mainland Science >
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Thank you
ZHEHL
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