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PRREERE
Proprietary Chinese Medicine in Hong Kong
(—) FRERAEREE

Long history of use of Chinese medicines

(it B I AR FEE R T T B B T kg% H @ 8,000-10,000
Estimate no. of pCm on market before the implementation of pCm
registration : 8,000-10,000

() FkEERES RN

Most Chinese Medicine Traders are Small
and Medium Enterprises (SMEs)

LEOO%EE%}E%%%{? Year 2002 statistics* )
@ 2 S RERE BE (17 87 E No. of wholesale of Chinese medicines: 371

| EEHE T 15 522 8 H No. of import/export of Chinese medicines: 722 |

"EE2EE (FRYGTAT-HEE-_EE = R/E P EEEE)
Data take reference from “Hong Kong Monthly Digest of Statistics — Feature Article — The Chinese Medicine Sector in Hong Kong, 2003” 4



PREEEE
Proprietary Chinese Medicine in Hong Kong

(2) T E%EHEmES

Traditional Chinese Medicine theory and practice

MR 4% B Experience - based

—[%@éﬁéﬁ ¥ 75 {f Comprised multiple Chinese medicines ]

(D) = % —f8# Lack of uniform standard

—[ﬁf F#4E R % Mechanism unclear ]

Y8 FLfE R HH unknown active composition




PERATERKIR

Legal basis for control of Chinese Medicine

« EAREF138K
Article 138 of Basic Law

‘EEFRNTHREBGETHER R ABENEEREFERFIIER"
“The HKSAR Government shall, on its own, formulate policies to develop western
and Chinese medicine and to improve medical and health services.”



http://srd.yahoo.com/S=96062857/K=hong+kong+basic+law/v=2/l=II/R=2/*-http:/images.search.yahoo.com/search/images/view?back=http://images.search.yahoo.com/search/images?srch=1&p=hong+kong+basic+law&ei=UTF-8&vm=i&n=20&fl=0&h=162&w=194&imgurl=www.info.gov.hk/justice/new/laws/images/p-10.jpg&name=p-10.jpg&p=hong+kong+basic+law&rurl=http://www.info.gov.hk/justice/new/laws/right.htm&no=2&tt=14

PERRA (555498F)
Chinese Medicine Ordinance (Cap 549)

« R1999F7HEX
Enacted in July 1999

HY Objective

- BPERNHE  UIRPENRES - HERERIFLR
B IEMRELRIEE
To regulate the practice of Chinese Medicine Practitioners and
the manufacture, sale and use of Chinese medicines, so as to

protect public health




SEePEETIEZAE
Chinese Medicine Council of Hong Kong

HEPBEEE

RIE (PEZERHBI) (55549
S)RINBILAEHRS - R
19994 9H13HmII - BF
hil 5] & B It & 18 o B8 P 22
MERBH -

The Chinese Medicine Council of
Hong Kong (the Council) is a
statutory body established under the
Chinese Medicine Ordinance (Cap
549). Established on 13 September
1999, the Council is responsible for
implementing regulatory measures
for Chinese medicine practitioners
and Chinese medicines.

HEEE

Chinese Medicine Council of Hong Kong

Chinese Medicine
Practitioners Board

|
sEMmEE/E
Registration Committee
Z/\éH
Examination Committee
#CiE/VéH
Disciplinary Committee
of Chinese Medicine Practitioners
hEEAREE /A
Committee on Assessment of
Chinese Medicine Degree Courses
BESE/E
Ethics Committee

Chinese
Medicines Board

|

chazE18/)\4H
Chinese Medicines Committee

chaZ 2 = 38/)\4H

Chinese Medicines Traders
Committee

h#E 2RI =V
Regulatory Committee of
Chinese Medicine Traders



PERSHERE

Organization Chart of the Chinese Medicine Division

l B4 Z Department of Health \

Chinese Medicine
Secretariat

Bt R EIEA

Risk Analysis and
Management
Section

hEEE 54
Chinese
Medicines
Section

hEEMN KRR A
Chinese Medicines

Information & Research
Section

hEhzEiiE
EEEWERER
Chinese Medicine

Development Committee
Secretariat

J

thpk&25E i 4H pCms Registration Unit




- S EPREAGERTE
" Registration system of proprietary
Chinese medicine in Hong Kong

10



PRENER

Definition of proprietary Chinese medicine
RIE (IRGI) 5520% - "PEE" SEEOFTS MGHENEEER !

According to Section 2 of the Ordinance, "proprietary Chinese medlcme means any
proprietary product - ;

(a)

fed TP TS G oA s B —

composed solely of the following as active ingredients-

(i) =@ ; B
any )
(i) X R RI AR ~ B B PR e il | B
any materials of herbal, animal or mineral origin ; or

i)y % ()% ()& A WF{ itz R B4 2 Fo 4L

any medicines and materials referred to in subparagraphs (i) and (ii) respectively;

(©) bf["él%#]g_ f««/\az \;é;}% \;E};F‘ XA Y 4«,,%&:4*&#;;;]&% :
known or claimed to be used for the d|a$n05|s treatment, prevention or aIIeV|at|on of ‘
disease in human beings, or for the regulation of the functional states of the human body.



o |
o A B AR E

Proprietary Chinese medicines to be registered

> PR B REg R - HolEN - ERERENHE
All kinds of proprietary Chinese medicines (pCm) must first be registered by the

Chinese Medicines Board (CI\/IB) under the Council before they can be |mported
manufactured and distributed in Hong Kong

- BARS - RE - RR=HENER I F K%
Ensure safety, quality and efficacy of products _ »
w#Y i

» B2003F12H19H Elﬂ)ﬁ%'ﬁ—,—?ﬁiﬂ%%ﬁ‘l%ﬁ% ChzEze
H UL RI$222718,000 10 HP AR ZEE T ER R
Since the implementation of pCm registration system
on 19 Dec 2003, the CMB has received nearly 18,000
applications for pCm registration

- T ARBHE OB AT ARCEM DM . |
ZAEBES - BEIECR2010E 1283 A BSGEY

no person shall sell, import or possess any pCm unless the pCm is registered under
section 121. The relevant provision has become effective on 3™ Dec 2010

12



11) & E

¥

.‘z\‘

31) 7

| A1) ¥R

BE
12) 47| 22) # 5 32) 8L & I 42) 4 4 Bl
13) 4%l 23) 4 33) # Al 43) ke B G &)
14) ##l 24) B # 34) fi g A 44) & A F &l
15) # 5| 25) & B 35)AF B (Faz) 45) HiEF B
16) H:Hl 26) @4k 36) i LI 46) # 1% B
17y FECEHR)  27) 9ARR 37) i B ) A7) #4329
18) A 28) £ 44 7] 38) 3% &
19) ##| 29) A% A 39) & 7% #
20) B 30) % & Al 40) 13-4 A
1) Pill 11) Medicinal wine 21) Glue 31)Suspension  41) Sugar-coated
tablet
2) Dan 12)  Cone-shaped 22) Medicinal 32)Eye omtment 42) Syrup
drug pastry
3) Tablet 13)  Medicatedroll  23) Troch 33) Ointment 43) Granule
4) Mixture 14)  Powder 24) Medicinal  34) Microcapsules 44) Cataplasm
distillate (Babu Plaster)
5) Fermented 15)  Medicinal stick 25) Medicinal  35) Concentrated  45) Liquid extract
preparation thread decoction
6) Moxa- 16) Liniment 26) Lozenge  30)Dripping pill  46) Adhesive
preparation plaster
7) Emulsion 17)  Plaster 27) Oral liquid 37)Eye drops 47) Other (Please
specify)
8) Tincture 18) Hot medicated 28) Injection  38)Nasal drops
compress
9) Suppository 19) Paste 29) Aerosol 39) Spray
10) Medicinal tea 20)  Medicinal 30) Extract 40) Capsule
membrane 13




Z A DRBFELERTBRGT) (55132F)HY
¥H/& governed by the Public Health and
Municipal Services Ordinance (Cap. 132):

{18 A S EE A s bR B

Personal hygiene products or cosmetics

% CHEMZE2MRE) (B456F)FTHE
governed by the Consumer Goods Safety
Ordinance (Cap. 456):

[ERFfT & LU N YK

meet all the following :

a) DL—fBEYIE=NE7 = A i
Used in form or manner of normal
foods;

b) NEMAEEDEEEIREZR; &
The product does not contain any
claim on curative or health care
function; and

c) HRIZEM B—REEE T RFEm -
All the Chinese herbs used in the
product are generally being
considered as food.

[EIRF T LN HY R

meet all the following :

a) DPAZERE ~ MR s AR (DU AR
NAGFEH;

To be spread, sprayed or applied on
the surface of the human body;

b) NEMAEFAEREEIRERR; K
The product does not contain any
claim on curative or health care
function; and

o) PUEE BB RAIR - 585 - =R
LR REREAY -

Can only be used for cleansing,
beautifying, maintaining the skin in
good condition or altering the odours
of the body.

14



PR EERVRE M ER R
Applicant for registration of pCms

RIE (&A1) 5£5120K12815F - P ZERIEMEREE

According to Section 120 & 128 of the Ordinance, an application for the registration
and transitional registration of a pCm shall be made -

- AHFSHYP AR

for pCm being manufactured in Hong Kong

> BREAMHISHDPEEHER D

by the local manufacturer
. MBI AP A
for pCm being manufactured outside Hong Kong

> EENSER AT /R

by the local representative or agent of the manufacturer

> HARENE RO P EEAERE S

by the importer

15



P Rk 2RV RE i 22

Registration Arrangement of Proprietary Chinese Medicines

PRRENEMERZH DR

Registration Arrangement of Proprietary Chinese Medicines can be classified into:

By (iEb]) ¥128% » E@301999#37% 1p
Friaflddddgamd 38

According to s.128 of the CMO, an applicant may apply to the

CMB for transitional registration of a pCm that was,
on 1 March 1999, manufactured, sold
or supplied for sale in
1}'{'% ((f'%. f""J>> ¥ 121 f'}t ¢ %?-%i*l Hong Kong
Apply for registration of pCm in accordance with
section 121 of the CMO




—
8% i s A B

Validity of transitional registration of pCm
iR (1561) $1281%  PREMBEHMEEAN  EE -

According to section 128 of the CMO, the transitional registration of pCm shall
continue in effect until -

1. 5ZP Ak EiES IETURET ;
the pCm is formally registered ;

2. ZPRERIE TR ERE BB AR (B

the refusal of its application for registration ; or

3. B RBERBERREBERAMAEE ;

a date to be promulgated by the Secretary for Food and Health;

MERBHIRESZE

whichever is the earliest

17
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Registration particulars of the pCm

- EmfREMFBENREEENNGE  iEMSEATURE (PBEERS) F124FUSE R P EERF

According to section 124 of the CMO, the holder of a certificate of registration may apply in writing to the
CMB for approval to vary the registration particulars of the pCm to which the certificate relates

1. E:Tanl:l El’] |:|:| 3‘(%1‘: 1. !ts Chinese arld English name;*
2. HBIEP e
. : the name and quantity of each of its active
3. BEENESMEBRHE ingredient* |
4 l%ﬁ Eﬁtﬂ/ mm g\u E) E/J ;g %ﬂi &173 = 4. tehxec ir;?er?]te(%n;jng;antlty of each of its
5. }_ 2= AA EI/J %E Hﬁ o its specification;
6. S ;L‘—E(Q[] ﬁ) 6.  its indication (if any);
= 3 7 its dosage and method of usage;
/. @%&1§}Eﬁ H/i 8. each of its labels to be attached or printed
8. e on its package;
H ol £ =5 HZE2 9. the package insert to be supplied for its
2 TEBHEHE ﬁﬁ'fgl’:ﬁ/} nARE saleg insic?e Hong Kong; e
10. Eé %iﬁ,ﬂ\fﬁl (QD E)ﬁlﬁ J:\E/J 10.  each of the package inserts to be supplied
THRZE for its sales outside Hong Kong (if any);
11 }_Dul ,ﬁi,—‘:ﬁ[}ﬁﬁﬁ/]:g %ﬁ&ﬂﬂﬂ]ﬁ 11. the ne:cm(.?E and adgress of each of its
; manufacturer; an
12. EmmBINscoZIB{/ER 12.  its function or pharmacological action.

* EMLAE=TRRTER o ZE DARTHY SRR T At R B

Any variation in any of these three particulars will require a new application for registration of the pCm 18
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PR RS R

Proprietary Chinese medicines exempted from registration

- BUMERB PR #E o] S % T i

the following pCms may be exempted from registration

- REEAEEMARE

For the purposes of providing samples and seeking registration
- HEGREIFRAR

For the purposes of education or scientific research
- PR EEHEEE R EE L [

For the purpose of re-exporting by the same wholesale dealer
- EBITERIREREEL AR

For the purposes of clinical trial or medicinal test

- BREPERLAIETS SRR

Prepared or compounded according to a prescription given by a Chinese
medicine practitioner

19
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Assessment of pCm



PR RERE 2 1R

Classification Category of pCms

- PR EEGE R R
Classification category
. EEELER
Established medicines
- FFEIBZLR
Non-established medicines

o FhEEia R = 1E R
It Other medicines RiEmEERl
New medicines

( EEMRPREZEREN ) Health-preserving
(Single Chinese medicine medicines

21



N
S| /%A

Established medicines category
- FELMEO—IAHEA PR E(PESEHTBIRIN - EELS -

Except for Chinese medicine injections, pCm that is formulated accordmg to any of the
following prescription shall be regarded as “Established medicines”:

T T A

-
v_ﬁ.“);
E 3
=

PR ARCIERI
5 R

WAL Zr 2

E
1
§
R
8
3
N

r N
EJ\:’- RRBERE LRI P B R FRRCEHES
» prescription has been documented in Chinese medicines bibliography
an ancient prescription g in, or before, the Qing dynasty
/ > ot
=N  RESER FEESNERITNEY - TEPEAREE SR
e the prescription of which is based on an ancient prescription with
a modified ancient prescription reasonable and rational modifications
9 ‘
/
Z‘:Eﬂfi c PEARHAMBZHEAMGTHNES
e prescription has been documented in the Pharmacopoeia of the
a pharmacopoeia prescription People’s Republic of China)
=1 =2 Cl 35 E
BIX#EmIRE i
— . AR
oth.er prescriptions originatecisEREEES e prescription also being accepted by the Chinese Medicines Board
National Drug Standards of the People’s
Republic of China
- BAAENEEFERAMEIR(XENEZEEHIETENHHIRIN) - GRISHEERIEE

The original dose form of the prescription should not be changed, otherwise the pCm will be regarded as “New medicines
category”

22



IFEFRERA

Non-established medicines category

i (R RER EL 48 R
Health-preserving medicines Other medicines

- BEFHEEIARREEEIARRINGEE o ESIROP Y 2L RR
HEm e Single Chinese medicine

e used for the purpose of granules

regulating the functional
states of the human body

23
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New medicines category
- FEUMEO—IEHE A o AR &

pCms that meet any of the following descriptions shall be regarded as “New medicines”:

FhESIRAVEERS
a newly discovered
Chinese herb

”~ NG
I 597 A BE R BT

g a new medicinal part of a
pCm with altered dose form Chinese herb

I 1
YEES Lo R

" . an active group extracted from
pCm with new indication %ﬁ‘%ﬁﬂﬂ Chinese herb
| New medicines |
B R BR P R category 175 IR A BB
pCm with altered route of a set of active groups extracted
administration from a compound prescription
B9 o 22 5E 75 A S

preparation of a new Chinese

i - Chinese medicine injection
medicine prescription




PR RN EESR

Regulatory Framework for pCm registration

_EripiEE it Pre-market
TR N e

Full dossier submission according to

EHRER

Post-market
1§ monitoring
I myes 52 JNER AR g
2L alad S| @2)& i e
safety quality efficacy
Media
monitoring




PRAEEMERZEXK

Basic requirements for pCm registration

v EEEBIBEBITRAREER

Not exceeding limits of heavy metals and toxic elements

v REEREE S AEEBIR
Not exceeding limits of pesticide residues

M M EYRE ABEER

Not exceeding limits of microbes

V1 ARES R TR %

No adulteration with western medicines

v Fa BEAARIZEK

Compliance with other legal requirements

26



At i E SR ER K

Documents required for registration of pCm

/—ﬂﬁgjﬁﬂ General documents
SRR T

Master formula
o BLE S B R S ES A S

proof of manufacturing or sales history
o RRE - RS

label & package insert

o AR B BTN

Y=

ZE MM E R Product Safety documents
« HEBMAEBLESENRERS

heavy metals & toxic elements test report
AR B

pesticide residues test report

PR IPR R A e

microbial limit test report

et/ R/ R s

acute / long term /local toxicity test report

o

o

o

Kproduct sample & prototypes of sales pack /

/EE?&'EEM Product Efficacy documents \

o SHOTIRATR T A%

Interpretation & principle of formulating a
prescription

° S EER
reference materials on product efficacy

o BERER AR ERER PRI ST S

k trials

reports on product efficacy evaluation & clinical

Test reports on mutagenicity , carcinogenicity &
reproductive toxicity

gl s - BoEsiRid - AHES RS

/

G:E'fiﬁ*ﬂ Product Quality documents

BT A
Manufacturing method
o FREYCHEER
physicochemical properties of crude drug
o inBEAREE - ALEETTA R AbERE S
product specification, certificate of analysis

o FREMEASREE

%

\ stability reports

<

27




R
3R EE]

Technical Guidelines
- RIEZEM - mEBEMY - MR ENNITEK - o2 BB F s

Refer to the Technical Guidelines for Registration of pCm for the requirements on
the tests of product Safety, Quality and Efficacy

[ o pieEEaE i [ =h Rl it ]

22 R SRR
FAirfEs| FrtEs|
Product Safety Product Quality
Documents Documents
Technical Guidelines Technical Guidelines

28



Requnrements for test laboratories

- EITRIEZEMY - M EmMEURESFrEEER—E/KE - Bl :

Laboratories conducting the product safety, quality and efficacy tests for pCms
must have met the requirements, such as :

o (ERIFEAmEEHIRER)
Good Laboratory Practice (GLP)

o (ZEREARmMESHIRZ)
Good Clinical Practice (GCP)

> 1SO/IEC 17025
- NBIREmEmEE SRR R PEAR O RZE miRsa P

Other municipal Institutes for Drug Control in China that are recognized both
by the China Food & Drug Administration (CFDA) and the CMB

29
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Package inserts for proprietary Chinese medicines

RIE (1RB) 55143 K 1441& R E
According to the Section 143 & 144 of the CMO,

- EUAABHESRBEEMES @ RBM LS55 HRERNR
H ok an A S P B -
No person sell or have in his possession for the purpose of selling
any proprietary Chinese medicine without label and package insert

- ER2011F12H1HBRABEX

has become effective on 15t Dec 2011

30



EEESHENPRBNIER

Labelling of proprietary Chinese medicines to be sold in Hong Kong

L *F&,; << EF' 592%% 15“» 1 Ezlgi'lﬂﬁﬁ B  According to Chinese Medicines Regulation, person

% E"J EF' &'@2 E"J*ﬂ_'% , 25%/}\1/\1 who sells in Hong Kong a pCm shall ensure that a
sfeioitiis : o 1 label on a package of the medicine includes,at

EF' Y*W_T 7RL/(-F W “a- least in Chinese, the following particulars-

a) %ﬁ :g i@ : a) the name of the medicine;

b) TEAWURAHZHE - b) the active ingredient(s);

I
C) HEEH c) the name of the country the medicine
!

is produced;

d) FEMARSE ;
e) FEMIBIRSHAEANEME ;

d) the registration no.;

e) the name of the certificate holder;

f) BIEARABER AR : f) its packing specification;

g) RERERLA : g) its dosage and method of usage;
h) KUWHE ; & h) its expiry date; and

) HERARITE - i) its batch number.

31



BN RAAZS IR E

Requirements for package inserts

e Al » According to Chinese Medicines Regulation,
- RIE (PEFRBI) - EAUMEERT person who sells in Hong Kong a pCm shall

b pk 2z gy AR E 8 &/ L P 3751 BR ensure that a package insert shall include,at
HUTAS least in Chinese, the following particulars in
= respect of the medicine-
a) ERZH a) the name of the medicine;
b) I%ﬁﬂ)ﬁﬁﬁ@%% : b) the active ingredient(s) and its quantity
= L7 B =2 4 : T A == A c) the name of the certificate;
<) ”Ji‘%”?ﬁﬁ SRR SR EERR d) its dosage and method of usage;
= T N e) its functions or pharmacological action;
g)) E??}%gﬁ% : f) its indications (if any);
H Ab}/;ﬁ”; ﬁﬂﬁﬁ@éﬁ 4 g) its contra-indications (if any);
et QD;%(EI’]EE i ) h) its side-effects (if any);
ﬁ) ;'E/TI;IE\(% QD%E/J)%, : i) its toxic effects (if any);
, ) 4 ( Ja Z ' ) the precautions to be taken regarding its use
) EUEREENE) ; (if any);
J) FERRERINATERGIEIE(INBNEE) ; k) its storage instructions; and
k) ITfiElE~ ; & 1) its packing specification.

) BEIF SRR -

32
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tH O A9°P AR BRAGIRR

Labelling of proprietary Chinese medicines to be exported

, |:| » According to Chinese Medicines Regulation,
! *E}rg << T fﬂa mﬁu >> ;:I‘: proprietary Chinese medicine manufactured

||:|:|| I:I E’] m ﬁ‘x_, 4% E’]E‘9H§ al in Hong Kong for exports only shall ensure

AE o) 3 that a label on the outermost package of the
=< /E *T _RL’(-F W = . medicine includes the following particulars-

R

x=~ e PP 7
a) EmaME ; a) the name of the medicine;

b) %Hﬁwﬁﬁi%ﬁ/\m%*ﬁ b) the name of the certificate
¢) EEREE - pelle

c) the registration number.

33



PRAEEmRE

Number of pCm registration applications

\
o MHERR PR MR B AIE | (HKP)
~8480 “Notice of confirmation of transitional

(HKP-XXXXX) registration of pCm”

~530 o TpREEEEEAEE | (HKC)
(HKC-XXXXX) “Certificate of registration of a pCm”

@ HKC mHKP = HKNT

"R THEEMOEREN)EE )
~430 BAZE 5 (HKNT)
“Notice of confirmation of (non-
(HKNT-XXXXX) 'gr]?;éirﬂsnal) registration application ) ?D.Zglgﬁifgﬂjg

34




P R BEEE R FR IRt

Future challenges in pCm registration

35



AR IRk

Future challenges

& TR B R o B R A R |
Strengthening the quality & safety control of pCm

RS IR S SRl

New discoveries and advance in technology

LR
Registration assessment
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fEEA AR

Related Websites

BR 257 &5 EH
- PEEESIHEZEET Aosrvarrnsns
. . . . Chinese Medicine Cosacil of Heng Koag
Chinese Medicine Council of Hong Kong
www.cmchk.org.hk . FEARANREESHTRERR

The Governerent of the Hong Kong Special Administrative Region
"> of the People's Republic of Ching

TEXTONY SEATT MKRTT evousH | BB | Mk | 5
N ~ T [ L -

- BEEPBEEIET
Chinese Medicine Division Website
www.cmd.gov.hk

- BEZER
. &7 Department of Justice Bilingual Laws Information System
Department of Justice ¢ #EKE SEANRERS |
www.legislation.gov.hk A S

37
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