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Message from the Chairman
- XERE

The year 2007 was another challenging but rewarding year for the Pharmacy and Poisons Board established
under the Pharmacy and Poisons Ordinance (Cap. 138). We firmly believe that public health and safety are our prime
concerns and it has been our on-going task to respond to the ever-increasing demand and aspirations from members
of the public for better health protection and quality healthcare.

In 2007, the Pharmacy Internship Training Committee has successfully launched the new pharmacy internship
training programmes in July. All local pharmacy graduates of 2007 started to undergo the new pharmacy internship
training at accredited training institutions under the supervision of accredited preceptors. Such a structured and
comprehensive training will certainly be of great benefit to these new pharmacy professionals as well as the sustained
development of the pharmacy profession in the long term.

I would also like to take this opportunity to thank all Members of the Board and its committees for their hard
work and dedication in the past year. Without their contributions, it would not have been possible for the Board to
discharge all its statutory functions effectively. We highly value the experiences gained in the past years through
engagement with the pharmacy profession and other healthcare professions, and will continue to do our utmost to
meet the challenges lying ahead.

Dr PY.LAM

Chairman

Pharmacy and Poisons Board
September 2008
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Introduction
5l =

This annual report covers the calendar year 2007.
Through this report, the Pharmacy and Poisons Board
(the Board) aims to keep all registered pharmacists and
interested parties in the pharmacy profession posted on
the functions and work of the Board during the year. A
brief summary of the work of the Pharmacy and Poisons
Appeal Tribunal established under section 30 of the
Pharmacy and Poisons Ordinance is also included.

In order to provide readers a quick reference, the
description of the functions of the Board, its committees
and the Appeal Tribunal has been simplified. Readers
interested in more specific details of the statutory
functions of these bodies should refer to the relevant
provisions under the Pharmacy and Poisons Ordinance
and its subsidiary legislation.

All inquiries with regard to this report or to the
Pharmacy and Poisons Board in general can be addressed
to: -

The Pharmacy and Poisons Board Secretariat
1/F, Shun Feng International Centre

182 Queen's Road East

Wanchai, Hong Kong

: (852) 2527 2277
1 (852) 2527 8418

Facsimile
Telephone
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JMem bel‘ Ship and Functions of the Board\

EERNNKE & EAE

Dr PY. LAM, JP (Chairman)
MERRSE (XE)

DrTING Tai-lun, JP Mr CHAN Wing-kin, Anthony Dr Gloria TAM, JP Ms MAK Wai-yee,

TAfmtEL FEk f2sE % EESBE Corinna (Legal Adviser)
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Dr KOO Wing-leung Professor CHAN Yan-keung Mr CHUA Sek-chon, Peter, JP
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Member Ship and Functions of the Board
=12 F MK B A B EE

(1) Membership

(1) ZB

Members of the Board are appointed by the Chief Executive.
Each term is for a period of not more than three years.
Members may be re-appointed. The current membership is as
follows: -

(a)
(b)
(c)

(d)
(e)
(f)

(g)

(i)

the Director of Health (Chairman);

the Government Chemist; ex officio

the Chief Pharmacist of the members

Department of Health;
a medical officer in the Department of Health;

a legal adviser;

a full-time teaching staff of pharmacology of the
University of Hong Kong;

a full-time teaching staff of pharmacology of the Chinese
University of Hong Kong;

three registered pharmacists (not being public officers)
nominated by the Pharmaceutical Society of Hong Kong;
and

a registered medical practitioner (not being a public
officer) nominated by the Hong Kong Medical Association.

The membership of the Board as at 31 December 2007 was as
follows: -

(a)

(9)
(h)

(i)

Dr RY. LAM, JP (Chairman)

Dr TING Tai-lun, JP

Mr CHAN Wing-kin, Anthony

Dr Gloria TAM, JP

Ms MAK Wai-yee, Corinna (Legal Adviser)
Dr KOO Wing-leung

Professor CHAN Yan-keung

Mr CHUA Sek-chon, Peter, JP

Mr SUEN Yiu-chan, Peter

Dr TSANG Yuen-wo

Dr WONG Shou-pang, Alexander

Secretary

Mr AU Hing-yuen
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Mem bel' Ship and Functions of the Board

EEFNMNE K AE

(2) Functions

(2) HERE

The Board is established under section 3 of the Pharmacy
and Poisons Ordinance to carry out the following functions in
accordance with the provisions of the same Ordinance and its
subsidiary legislation:-

(a) registration of pharmacists, including the prescription
of training required for registration, the organization of
registration examinations and the issue of certificates of
registration and annual practising certificates;

(b) discipline of pharmacists, through inquiry into their
conduct by Disciplinary Committees appointed for the
purpose;

(c) licensing and regulatory control of retail traders of
pharmaceutical products (authorized sellers of poisons
and listed sellers of poisons), conducting inspections
and test purchases and initiating prosecution of offences
and, for authorized sellers of poisons, inquiring into their
conduct by Disciplinary Committees appointed for the
purpose;

(d) licensing and regulatory control of wholesale
dealers, importers, exporters and manufacturers of
pharmaceutical products;

(e) regulatory control of the selling, purchasing,
compounding and dispensing of pharmaceutical
products; and

(f) registration and classification of pharmaceutical products.

The Board is assisted by seven committees. They meet regularly
to consider and decide policies and actions in relation to the
conduct of the above functions. The decisions of the Board
and committees are carried out jointly by the Secretariat of the
Board and the Pharmaceutical Service of the Department of
Health.
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Mem bel‘ Ship and Functions of Committees

EERZEGHMNE X EAE

To assist the Board in performing its functions, the following
seven committees are established under various provisions of
the Pharmacy and Poisons Ordinance: -

(1) Examination Committee

EEERE (EHERBREEG) AHER
AIEX AT TaERAEEE - HENEE
JRRATHARE -

(1) EHE=EE

(i) Membership as at 31 December 2007

Professor CHAN Yan-keung (Chairman)
Dr TING Tai-lun, JP
Mr CHAN Wing-kin, Anthony
Dr LAI Kit-lim, Cindy, JP
Mr CHUA Sek-chon, Peter, JP
Professor YOU Hoi-sze, Joyce
Ms Sarah TSUI (Secretary)
(ii) Functions
The Examination Committee is established under section
8(3) of the Pharmacy and Poisons Ordinance to: -

(a) advise the Board on matters regarding the
registration of pharmacists and the training
requirements and the examinations for registration;

(b) draw up and review the syllabuses of the registration
examinations;

(c) appoint panels to assist in setting question papers
and marking answer scripts for the registration
examinations;

(d) oversee the setting and marking of examination
papers;

(e) prepare and conduct the registration examinations;

(f) review the results of registration examinations
and make recommendations regarding applicants'
eligibility for registration to the Board for consideration;

(g) consider complaints and unusual circumstances
arising from applications for registration or
examinations, and make recommendations to the
Board for consideration; and

(h) keep under review the standard of the registration
examinations.

@

(i)
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Mem bel' Ship and Functions of Committees
EEBZESWKE MG

(2) Pharmacy and Poisons (Listed Sellers of (2) EEERSE (JIHGS5%E
Poisons) Committee HEQ) Z88
&
(i) Membership as at 31 December 2007 () #HE_TTLtE+-B=+—8H
Mr CHAN Wing-kin, Anthony (Chairman) HIRREE
Mr CHUA Sek-chon, Peter, JP BRoKRREE (EF)
Mr LEUNG Kai-lok, Peter FREE
Ms YAP Woan-tyng, Tina PSS
MrVincent CHOW (Secretary) iS4+
(1) Fenctons BiRCEE (WE)
The Pharmacy and Poisons (Listed Sellers of Poisons) i) Bhge
Committee is established to consider and approve =
applications for listed sellers of poisons under regulation ERXERSECIRSEHE®ES
24A of the Pharmacy and Poisons Regulations. BRAEMRE (BRXREEH
) E24AERHMNIIBMSEHE
fEIhR AR ERGS o
(3) Pharmacy and Poisons (Wholesale Licences (3) BEIXLSE (IBER
and Registration of Importers & Exporters) FEHOGER) 88
Committee
&
(i) Membership as at 31 December 2007 ) #HEE—TBTtF+-HB=+—H
Mr CHAN Wing-kin, Anthony (Chairman) ;027 R
Mr CHUA Sek-chon, Peter, JP BRkfEE (£R)
Dr LEE Wing-yan, Vivian FEIFIRESE
Mr LEUNG Kai-lok, Peter FAEL
Mr Vincent CHOW (Secretary) PR
(ii) Functions EMB{ZEE (FE)
In accordance with regulations 26 and 37A of the (i) Hhge
Pharmacy and Poisons Regulations, the Pharmacy :
and Poisons (Wholesale Licences and Registration of :ﬁﬁﬂ%)ﬁﬁ%(?ﬁtﬁéﬁﬂﬁﬁﬁﬁ&ﬂﬁ
Importers & Exporters) Committee is established to: - AMESSRE (BB ERSER
] e ) 2618 REITAIE » M1T T35
(a) consider and approve applications for wholesale BAE :
poisons licences; gl
== -
(b) revoke any wholesale poisons licence or suspend it (@) BBEHRAARAVRES |
for a specified period; and (b) HEEkEECHEAYRRHETMH

(c) grant or refuse any application for registration as an
importer or exporter of pharmaceutical products.

(c)

BEABEE R

#t BV BB A R R IR H O
PR ARERRE ©

Pharmacy and Poisons Board of HongKong &2 & B £ NS EEH



Mem bel‘ Ship and Functions of Committees
EERZEE N E K HHEE

(4) Pharmacy and Poisons (Manufacturers (4) EBIXLRSE (HNEFHE
5 Licensing) Committee B) ZE=E

(i) Membership as at 31 December 2007 () BE-—TTBtLtH+=-H=1+—H
Mr CHAN Wing-kin, Anthony (Chairman) MR EE
Mr CHUA Sek-chon, Peter, JP BRokREEE (ERF)
Mr LEUNG Kai-lok, Peter e300} S
Mr SIN Lam-kwong PlEum g
Mr Vincent CHOW (Secretary) by 77 2 WA e

(ii) Functions EE- s (FRE)
The Pharmacy and Poisons (Manufacturers Licensing) Gi) Bge
Committee issues licences to manufacture pharmaceutical
products; or revokes or suspends any of them for a ¥ R SRS R ZE TR
specified period as it thinks fit in accordance with 1B (EBXRBEMG) E291%F
regulation 29 of the Pharmacy and Poisons Regulations. i A e RE S8 SR EE T B R RS RR R

i  EZEERAEENH
il P RS 1 EH R AR R o

(5) Pharmacy and Poisons (Registration of (5) EBIXLSE (EBRm
Pharmaceutical Products and Substances: BADEEEf - ERpR B8 K
Certification of Clinical Trial/Medicinal Test) A EE ) =88
Committee

&

(i) Membership as at 31 December 2007 () BE-FTFTtF+-B=+—H
Mr CHAN Wing-kin, Anthony (Chairman) MAREE
Dr Lloyd KENDA BROKfiESEE (£%)
Ms MA Yat-man, Vivian Dr Lloyd KENDA
Dr TAN Richard Eiegi4t
DrTING Tai-lun, JP Fi v BB A
Professor Brian TOMLINSON TAfatE+
M MAKVUIERD: (Secretaryg Professor Brian TOMLINSON

(ii) Functions

The Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical Trial/
Medicinal Test) Committee carries out the following
functions in accordance with Part VIl of the Pharmacy
and Poisons Regulations: -

FlatatE (BE)

Hige
BEERSE(HEBRARYEF
fit : ERERABRREMAAEZART)E

BEHT FIRE (BEHERSE
#R50) EBVIIERRATRAEEHE *
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Mem bel’ Ship and Functions of Committees
EEBZTESHNKE N HEEE

(a) issue registration certificates for pharmaceutical
products or substances;

(b) deregister any pharmaceutical product or substance;

(c) consider applications for change of any registrable
particulars of pharmaceutical products or
substances; and

(d) consider applications for conducting clinical trials
on human beings or medicinal tests on animals,
and issue clinical trial certificates or medicinal test
certificates.

(a) HBWEERSYETMES
g,

(b) HsHEEISNRNYEWEM

(c) Z=EEMENEBNSEME
SEMEFEAERE &

(d) =RBEMRYABETHRKSER
B ETEYRIFH AR
7 LB RRASAGRIERE
SRS -

(6) Poisons Committee (6) SREZEE

(i) Membership as at 31 December 2007 () #HE—_FTEBEtE+-B=+—8
Dr KOO Wing-leung (Chairman) HIPL R % B
Dr WONG Shou-pang, Alexander aksEL (EE)
Mr CHAN Wing-kin, Anthony TEMEEE
Mr SUEN Yiu-chan, Peter PRIk s
Dr TING Tai-lun, JP BB
Dr TSANG Yuen-wo TAfatE+

" EZEZ::;SUI (Secretary) 0 E A+

®wEELZL (E)

The Poisons Committee is set up under section 31 of the ) Hise

Pharmacy and Poisons Ordinance to advise the Board
on the classification and distribution of poisons in Part
I and Part Il of the Poisons List and matters relating to
the control of poisons and pharmaceutical products,
including: -

(a) the classification of pharmaceutical products
pending registration; and

(b) the review of the classification of pharmaceutical
products regulated under the Poisons List
Regulations and the Pharmacy and Poisons
Regulations.

SREZESRE (RBXRBEE
Bil) FE3ERIL - BBESHEES
BRBIE R FIE PRI AR EC
DREMERISERER NS
"B AEEREHER - AREE
B

() HBFEMAEBERNRMNIER
h54
b) #EIRE (BHERSEMR

) B (BERAL) EHla0
RS MEIDA -
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Mem ber Ship and Functions of Committees
EEREZESHNMNE MEEE

(7) Pharmacy Internship Training Committee

(7) FEMETISNIREE

@
(i) Membership as at 31 December 2007 ) BE=—B®tE+=-B=+—H
Professor CHAN Yan-keung (Chairman) HIRkEEE
Mr CHAN Wing-kin, Anthony PREGEHIR (X% )
Mr CHUA Sek-chon, Peter, JP BRIk fR5EE
Dr LAI Kit-lim, Cindy, JP FaRE
Miss Margaret LAU RIRREE
Ms Sissy LAU TR/
Dr LAU Sze-ngar, Grace %ﬂ‘iﬁﬁﬁi
Professor LEE Kwing-chin, Kenneth, JP iﬂ'uﬁzé
Mr LEE Pak-wai *f:?‘l{%z
FiRs

Mr LEUNG Kai-lok, Peter

L > et E
Mr LEUNG Kin-kwong, Patrick igfii
Miss Polly TANG BRIREI &+
Dr TING Tai-lun, JP T fats+
Professor YOU Hoi-sze, Joyce Ik 25 505
Ms Sarah TSUI {Secretary] ?ﬁ%ﬁ%ﬁﬂ: ( mg )

(i) Functions

The Pharmacy Internship Training Committee is set up (i) HEERE

under the Pharmacy and Poisons Board to -

(a)

(b)

(c)

(f)

assist the Board in the registration of internship
training institutions and preceptors;

assist the Board in drawing up the criteria for
the approval of the content of the preceptor's
quarterly appraisal forms and the intern's annual
assessment forms proposed by the different training
institutions and in implementing the criteria, and to
establish sub-committees for these purposes where
necessary;

assist the Board in drawing up the criteria for the
evaluation of the preceptor's quarterly appraisals
and the intern's annual assessments and in
implementing the criteria, and to establish sub-
committees for these purposes where necessary;

advise the Board on matters pertaining to pharmacy
internship training;

liaise with internship training institutions and with
preceptors on matters pertaining to internship
training as necessary; and

carry out such other functions connected with
internship training as may be permitted or assigned
to the Committee by the Board.

LN W B 386 2 8 FHREE X K
SEEERMI  RE

() HBNEIRREEER B HEAHEE
FEEREE

(b) HENEIEBHIFTEERN LU %
FR T R ES I HE 18 4R 32 A9 BET Al
BHNEETIZREEEEAS
AT B ST R A » LU
fTiE LRI IR T B a1 /i
FEE

(c) HENEBBFIETERFLIER
BRI ZEEFTIRRIERE
BABRTHFETERE
DUR $AATIE L RN IR T B A
WVEERE

(d) MEFEEHMNEEEINSE
AEERREHEER

(e) HEBETEEEIIMEREE
BREHE &

() BMTEEBRBTARFHE
P E B Al RO E AR EE -
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The Work of the Board :ndits committees

EERAEZEZNIIE

(1)

Registration of Pharmacists

(1) ZERIRTAYEER

Any person intending to practise as a pharmacist in Hong
Kong must first be registered with the Board. To be eligible
for registration, an applicant must be able to meet with the
qualification, examination and training requirements specified
by the Board.

(@)

(ii)

(iii)

Qualification

An applicant must satisfy either one of the following two
criteria: -

(a) holds a pharmacy degree awarded by a recognized
university in Hong Kong; or

(b) non-local applicants must have completed his/her
tertiary education of not less than three full-time
academic years, or equivalent, in pharmacy, and
be registered or be professionally qualified to be
registered as a pharmacist, normally in the country
in which he/she has completed his/her studies in
pharmacy.

Examination

An applicant who possesses the qualification (b) above
must also pass the Board's registration examination in
three subjects, namely Pharmacy Legislation in Hong
Kong, Pharmacy Practice and Pharmacology.

The Examination Committee conducted two registration
examinations in June and December 2007. A total of 52
applicants cumulatively passed all the three subjects in
the year 2007.

The results of these two registration examinations are
shown in Table 1. Figures for the years 2003 to 2006 are
also included for comparison purpose.

Training

Applicants holding a pharmacy degree awarded by the
Chinese University of Hong Kong, which is at present
the only local university offering a Bachelor of Pharmacy
programme, are required to undergo Board-approved
training for one year before they can be registered as
pharmacists.

BREBHNENEEEN LA EER/E

fitt - EREE

AR REE B ENEE

ERNEREEBREE - HAEESER -

(i)

(ii)

(iit)

=g
R ABARE FHER—EE
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(a) EfEEBrARBRENEEH
BB 5 B

(b) TEARBLIMBEBZETDNR=
{E5cEe 2 F el 4 FRIZEHE| 23R
Bl BEHTMBEERE
2 BEE 5 BRERAS S A LE
BIETRIBEEE o

Z:

& L (b)IRERAFFFA » IR
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= - BEEBEEIAM -« 25
HERREEER -
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REHBE2ARBREEH=NE
FRAIALAS ©
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BT o DUt -
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The Work of the Board :naits committees

EERBMHEHZEEGHWIE

(iv)

(v)

(vi)

Applicants holding a recognized pharmacy degree
awarded elsewhere should have had an aggregate of
relevant pre-registration training and post-registration
experience of not less than one year. An applicant with
less than one year's training and experience may be
permitted to take the registration examinations but, upon
passing all parts thereof, will be required to undergo an
appropriate period of make-up training specified by the
Board.

Registration

Upon registration the Secretary of the Board will issue to
a registered pharmacist a certificate of registration.

The Secretary is also responsible for keeping a register
of pharmacists in which particulars of all pharmacists
registered in Hong Kong are entered. The register is
open for inspection by the general public. A copy of the
register is also published in the Gazette once every 12
months.

Practising Certificates

All practising pharmacists must obtain a practising
certificate annually in accordance with section 10A of
the Pharmacy and Poisons Ordinance. A total of 1,722
registered pharmacists were issued with practising
certificates in the year 2007. Statistical data regarding
registration of pharmacists and breakdown of fresh
registration, removal from and restoration to the register
of pharmacists for the years 2003 to 2007 are shown in
Tables 2 and 3.

Discipline of Pharmacists

Inquiries into the conduct of registered pharmacists
are made by Disciplinary Committees appointed under
section 15 of the Pharmacy and Poisons Ordinance. A
registered pharmacist found guilty of misconduct will be
subject to disciplinary sanctions, ranging from censure to
removal from the register of pharmacists for a specified
period of time. A more detailed account of the set-up
and work of Disciplinary Committees is given in pages 21
to 23 of this report.

Statistical data regarding disciplinary actions taken by the
Board in respect of registered pharmacists in the years
2003 to 2007 are shown in Tables 4, 5 and 6.

(iv)

(v)

(vi)

FEHMB S RBAEBAER R L
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MEHGEMAN THEER 4
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AfEH  EEEHEHAE A
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B3l
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HEFHE
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REBER) 3510AEMNREISE
FRERERE - E-FFCLFH
B, 7224 53 1 25 i 3 38 30 3255 P
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The Work of the Board anaits committees

EERAEZEEGWNIF

(2) Licensing and Regulatory Control of Retail

Traders (Including Authorized Sellers of
Poisons and Listed Sellers of Poisons)

(2) PEF(OEERESEN

EERIIESRFEER)D
BERRETLE

(ii)

Authorized Sellers of Poisons: Licensing

An authorized seller of poisons (ASP), commonly known
as "pharmacy" or "dispensary', is a business authorized
to sell poisons included in Part | of the Poisons List, by or
under the supervision of a registered pharmacist. Any
person wishing to operate as an ASP shall apply to the
Board for registration of the premises where the retail
sale of poisons is to be conducted. If the Board is satisfied
that the requirements stipulated in section 13(4) of the
Pharmacy and Poisons Ordinance are complied with, the
application will be granted, subject to the payment of
prescribed fee.

The name, the certificate of registration and a notice
setting out the attending hours of the duty pharmacist
are required to be displayed in a conspicuous location in
the premises of the ASP. The ASP may also display a logo
prescribed under section 13A.

The ASP must apply for renewal of registration annually.
All records of an ASP will be taken into account when the
Board assesses the application for renewal of registration
of premises each year. If the ASP is not considered a
fit and proper person to continue the retail business of
poisons, the application will be rejected.

There were 484 ASPs registered in Hong Kong as at end
of year 2007. Statistical data regarding the total number
of ASPs, applications for registration and renewal of
registration of premises of an ASP in the years 2003 to
2007 are shown in Tables 7 and 8.

Authorized Sellers of Poisons: Discipline

The premises registered with the Board are subject to
inspection by pharmacist inspectors of the Department of
Health. Test purchases to check illegal activities involving
controlled drugs or unregistered pharmaceutical
products are conducted and prosecutions are instituted
against offenders.
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(iii)

Any act of alleged misconduct will be subject to inquiry
by Disciplinary Committees appointed by the Board. If
found guilty of misconduct, the ASP will be subject to
disciplinary sanctions, ranging from written warning to
disqualification from being an ASP for a specified period
of time.

12 inquiries were held and 12 ASPs were found guilty of
misconduct in the year 2007. Three of them were issued
with written warnings whilst nine ASPs were disqualified
from being an ASP for a period of time.

For minor infringement, the Board may decide not to
initiate any disciplinary inquiry but direct the Chief
Pharmacist of the Department of Health and the
Secretary of the Board to interview and verbally caution
the proprietor/director and duty pharmacist of the ASP
concerned. A total of 17 such interviews were held in the
year 2007.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in the years 2003
to 2007 is shown in Table 9.

Statistical data regarding disciplinary cases handled by
the Board in respect of ASPs in the years 2003 to 2007 are
given in Tables 10, 11, 12 and 12A.

Listed Sellers of Poisons: Licensing

A listed seller of poisons (LSP), commonly known as a
medicine company, is a person approved to conduct the
retail sale of poisons included in Part Il of the Poisons List
subject to the provision of the Pharmacy and Poisons
Ordinance. Any person wishing to operate as an LSP
should apply for his name to be entered onto the list
of LSPs kept by the Board. On behalf of the Board,
the Pharmacy and Poisons (Listed Sellers of Poisons)
Committee issues licences to LSPs.

There were 3,175 LSPs as at end of year 2007. The number
of licensed LSPs in the years 2003 to 2007 is shown in
Table 13. Statistical data regarding applications for LSP
licences in these five years are shown in Table 14.
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(iv) Listed Sellers of Poisons: Discipline

3)

Like the ASPs, LSPs are also subject to inspection by
pharmacist inspectors but unlike the ASPs, no disciplinary
inquiries by Disciplinary Committees are held to inquire
into the conduct of an LSP. If an LSP is convicted of any
offence under the Pharmacy and Poisons Ordinance, the
Antibiotics Ordinance or the Dangerous Drugs Ordinance,
his case will be submitted to the Board for consideration.
His name will be removed from the list of LSPs if the
Board considers him not a fit and proper person to
continue the retail business of Part Il poisons. For minor
infringement, the Board may issue a written warning to
the LSP concerned.

The number of inspections and test purchases conducted
by pharmacist inspectors on LSPs in the years 2003 to
2007 is shown in Table 15. Statistical data regarding
disciplinary cases handled by the Board in respect of LSPs
in these five years are given in Tables 16, 17 and 17A.

Licensing and Regulatory Control of
Wholesale Dealers, Manufacturers, Importers
and Exporters of Pharmaceutical Products

(iv)

(3)
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Wholesale Dealers of Pharmaceutical Products

Subject to the provisions of the Pharmacy and Poisons
Regulations, any person other than an authorized seller
of poisons or a licensed manufacturer wishing to sell or
supply any poison or any substance/article containing
poisons by way of wholesale dealing should apply to
the Pharmacy and Poisons (Wholesale Licences and
Registration of Importers & Exporters) Committee for an
annual wholesale poisons licence.

A licensed wholesale dealer must keep a record of all
transactions involving poisons included in Part | of the
Poisons List. Sales are restricted to authorized persons
only.

There were 836 holders of a wholesale poisons licence as
at end of year 2007. Statistical data for the years 2003 to
2007 are shown in Table 18.
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(ii) Manufacturers of Pharmaceutical Products (ii)

Any person wishing to manufacture any pharmaceutical
product should apply to the Pharmacy and Poisons
(Manufacturers Licensing) Committee for a licence
annually.

Manufacturers are subject to the provisions of the
Pharmacy and Poisons Regulations. They are required to
label the container of each pharmaceutical product with
the appropriate particulars, such as the active constituents
or ingredients of the product, the quantitative particulars
of these constituents or ingredients, and the name and
address of the manufacturer. They are also required to
take adequate steps to ensure that all personnel involved
in the manufacturing or packing of pharmaceutical
products do not contaminate or infect the products.

It is the duty of every manufacturer to test each batch
of raw material intended to be used in the manufacture
of pharmaceutical products as well as its finished form
to ensure identity and purity, and identity and potency
respectively. A system of control that will enable the
rapid and complete recall of any product from sale to the
public should be put in place.

A manufacturer should also ensure that the premises
and the fittings and machinery in such premises meet an
appropriate standard in respect of temperature, humidity,
cleanliness and hygiene, and that a set of records
regarding the manufacture of pharmaceutical products
are properly kept.

The manufacture of pharmaceutical products must be
supervised by a registered pharmacist or persons with
such other qualifications as approved by the Board.

There were 40 holders of a manufacturer's licence as at
end of year 2007. Statistical data for the years 2003 to
2007 are given in Table 19.
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(iii) Importers and Exporters of Pharmaceutical

C))

Products

Under section 28A of the Pharmacy and Poisons
Ordinance, any person other than a wholesale dealer
wishing to carry out business as an importer and/or
exporter of pharmaceutical products should apply for
registration with the Board annually. Applications will
be considered by the Pharmacy and Poisons (Wholesale
Licences and Registration of Importers & Exporters)
Committee.

There were 262 holders of a registration certificate for
importer and exporter of pharmaceutical products as at
end of year 2007. Statistical figures for the years 2003 to
2007 are shown in Table 20.

Registration and Classification of
Pharmaceutical Products

(iii)

(4)
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(i)

Registration of Pharmaceutical Products

In accordance with regulation 36 of the Pharmacy and
Poisons Regulations, any person wishing to sell, offer for
sale, distribute or possess any pharmaceutical product or
substance, shall register the product or substance with
the Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical Trial/
Medicinal Test) Committee.

In considering an application for registration of a
pharmaceutical product, the Committee will take into
account the safety, efficacy and quality of the subject
product. In dealing with an application by an importer,
the Committee may require the applicant to produce one
or both of the following documents: -

(@) an undertaking to permit the Committee to inspect
the manufacturing premises; and

(b) a declaration that the subject product is
manufactured in accordance with the requirements
imposed by or under the law of the country
concerned.

A registration certificate will be issued on registration.
The applicant will also be advised of the classification of
the product.

There were 19,410 registered pharmaceutical products
in Hong Kong as at end of year 2007. The number of
registered pharmaceutical products as at end of years
2003 to 2007 is shown in Table 21.
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(i) Classification of Pharmaceutical Products

On the advice of the Poisons Committee, the Board
determines and reviews the classification and
distribution of pharmaceutical products in the
Poisons List and regulates their control by posing
further restrictions on their sales through the
provision of the First and Third Schedules of the
Pharmacy and Poisons Regulations. The classification
of pharmaceutical products in the Poisons List and

restrictions on sales under the two schedules are: -

Classification

(a) Part | Poisons:

Poisons included in
Part | of the Poisons
List (Poisons List
Regulations, Cap.
138B)

Restriction(s) on sale

They can be sold only by
authorized sellers of poisons
under the supervision of
registered pharmacists.

(b) First Schedule They can be sold only by
Poisons: Poisons authorized sellers of poisons
included in Part | of under the supervision of
the Poisons List and registered pharmacists and affer
the First Schedule to entry in the Poisons book stating
the Pharmacy and the particulars of the sale. They
Poisons Regulations should also be stored in retail
(Cap. 138A) premises in a locked receptacle

in a part of the premises to which
customers do not have access.

(c) Third Schedule They can be sold only by

Poisons: Poisons
included in Part | of
the Poisons List and
the Third Schedule
to the Pharmacy and
Poisons Regulations
(Cap. 138A)

(d) Part Il Poisons:

Poisons included in
Part Il of the Poisons
List (Poisons List
Regulations, Cap.
138B)

authorized sellers of poisons
under the supervision of
registered pharmacists with the
authority of a prescription from
a registered medical practitioner,
registered dentist or registered
veferinary surgeon.

They can be sold by authorized
sellers of poisons and listed
sellers of poisons without
the supervision of registered
pharmacists.
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Seventh Schedule

Classification and distribution in the Poisons List and
imposition of control through the two schedules
are made through amendments to the Poisons
List Regulations and the Pharmacy and Poisons
Regulations. Amendments proposed by the Board
and approved by the Legislative Council in the year
2007 included: -

(a) adding 25 new substances to Part | of the
Poisons List Regulations and to the First and
Third Schedules to the Pharmacy and Poisons
Regulations. Two lists of these substances are at
Table 22 and 23 respectively; and

(b) relaxing the control of "tranexamic acid when
contained in toothpaste at 0.05% by weight"
and "loratadine; its salts; when contained in
pharmaceutical products labelled for the relief
of the symptoms of allergic rhinitis only" by re-
classifying them as Part | and Part |l poisons
respectively.

Regulatory provisions in other related areas are
contained in the Second and Fourth to Seventh
Schedules to the Pharmacy and Poisons Regulations: -

Schedule Provisions
Second Schedule

providing for certain articles
to be exempted from some of
the provisions of the Pharmacy
and Poisons Ordinance and the
Pharmacy and Poisons Regulations.

Fourth Schedule setting out the statement of

particulars as to proportion of
poisons in certain cases.

Fifth Schedule prescribing the labelling

requirements for cerfain poisons.

Sixth Schedule listing out certain poisons which

are exempted from labelling
provisions when sold or supplied
in certain circumstances.

listing out certain poisons which
are required to be specially

labelled for transport.

The Work of the Board anaits committees

EERAEZEEWIME

BEREBIE] (BERMRM) M
(BEERSERG) - BEER
mESERADBNE » BB
I Bf 2= ¥Y BE M S R B INARE » 3L
AEECERCEMETERNE
B EORAE (BERMM) A
(EEERBEHRO) (FHLITE

ﬂ

(@ 7 (BEXRAM) EIFM
(BBERBERML) MER
1R ZR3IMA25FEHAIY
"o ELEWE DR G E R
}227M23 ' K

b)) MEH'GSEFEPHNUE
B EE0.05%E HIBE" R
"B EEIEE AR AEE A
RAEAR 2 FA RO EE I 8 SR &
BthEREEE"NEH - #8
HAREHAEA (BERR
f5l) SEIERREIEREEE -

(ZERIE RS MR2EM=
AETEFSIH T B A EAARE

RFS

=2 SISRERE (FHIER

BIEEM) B (FEHZE
BB —LEX
FRRAVE LG o

bfize4 HIERLEA T ER

BHELLHIROFHERA -

Fiz=5 MAHELESENER

WK -

fiiz<6 P fE LB T 88

B A EAME
RHAVFE LS

BT Bl A Em /RS AN

FIR@MAELSE -

Pharmacy and Poisons Board of HongKong EE E B X LS EEE



Mem ber Ship and Functions of the Disciplinary Committee
AEREEGHIRKE M EE

(1) Membership (1) BB
A Disciplinary Committee consists of the following MEREESENREEETFIAL
g (@) —BRIEEGIEI(2)()EMTT
(@) a Chairman, who is the medical officer in the HEEZTABIBEEMRENE
Department of Health appointed by the Chief SEEEL . WAREHTEE

Executive under section 3(2)(e) of the Ordinance as a
member of the Board;

(b) ZRHEAEZEFRERAVER

: ’ . _ EEETGEABALR) - &
(b) two registered pharmacists (not being public . e e
officers) nominated by the Pharmaceutical Society () —RBHITHRERENARR

of Hong Kong; and A °

WEZRZRIBSELEERKESR
BEEE_EETtHF+-A=+—H

(c) alegal adviser appointed by the Chief Executive.

As at 31 December 2007, the Chairman of the Disciplinary HNEF SE_SSLFHERS
Committee was Dr Gloria TAM, JB, Deputy Director of the AU 2 Em g
Departm Ith. i i

e e ™ M

Mr CHAN Chi-kit i e

Ms CHAN Yin-yin, lvy SRR L

Ms CHEUNG Oi-ling BES T

Ms KWOK Hing-fun R E

Mr KWONG Yiu-sum, Benjamin RIS

Mr LAl Chi-hung FLEREE

Mr LAU Ho-kuen, Alex Kenneth EFEL+

Ms LEE Sau-wai, Annie PRME T

Ms LEUNG Anna BT L+

Ms TAI Yee-man, Candy EEELL

Mr WONG Kwong-cheung, Aaron St

Ms YAP Woan-tyng
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Member Ship and Functions of the Disciplinary Committee
WEETESH N E N EE

(2) Functions (2) HEge
@
In accordance with section 15 of the Pharmacy and Rig (EEXESEEH) £15
Poisons Ordinance, a Disciplinary Committee is appointed i BEREREHAEREZEEM T
by the Board for the purpose of disciplinary inquiry of: - 185:n BB AcEEN ¢
(@) acomplaint received by the Board regarding the (a) BEEREIERTMEmEE
conduct of a registered pharmacist or his employee, EED « HES  EBiISESEE
or an authorized seller of poisons (ASP) or its partner EEsESBASEENTE
or employee; or 1BSFAYISER  BY
(b) any person or body, mentioned in (a) above, (b) & Fit)EFREEMALE
convicted of an offence under the Pharmacy and EEE Tl (EEERE
Poisons Ordinance, the Dangerous Drugs Ordinance WG « (FEIREEMIES])
or the Antibiotics Ordinance; or o (AESEE) ;5
(c) ;l;;::r:dnl.::c;osf;ny Stétch_pirlson or body, which O EEEERASESHEH
y or desirable to the Board, that = di =
should be inquired into. ﬁﬁf‘f%_}\:tﬁﬁﬁﬁ%ﬁkﬁ
. : T SPETTHIE ©
In respect of a registered pharmacist, the Disciplinary _ : )
Committee may, at the conclusion of an inquiry: - SR B EEMAEWED « ALBR
: . B {EMEeAERT
(a) censure the registered pharmacist; or e el
(b) remove his name from the register of pharmacists for (o)  RETTRAFEEEMEREIED © 2
such period as the Disciplinary Committee directs. (b) FHEAEEZEEHETRABEA
As for an ASP, the Disciplinary Committee may at the % L4 4 it 52 5 6 2 1 - Al
conclusion of an inquiry direct that: - B
(@) the ASP be disqualified, for such period as may be Eﬁé%}%#ﬁ?%ﬁﬁ%ﬁ ' ﬂ:%;'a
specified in the direction, from being an ASP; or BRI fE AR SeAsRT (E L T 28T -
(b) any or all of the premises of that ASP be removed (a) TEE—EEVHIRA  BUH
from the register of premises and be disqualified for HEEFAERESEIFEETN
a specified period; or B S B
(c) awritten warning be served on that ASP. (b) HEREBFTEEME IR MIrS s mae
B9 £ {a] 2% 2 & 52 FT 89 3 il &
iC ' WAEIETERRA - BUHRZ
FRATEE MR A
B B
() MBERESHFEHRHE
HESE -
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Member Ship and Functions of the Disciplinary Committee

CREREE TN E KB EE

The Disciplinary Committee may, subject to any appeal,
cause its decision in any inquiry to be published in the
Gazette, with or without an account of the proceedings.

An appeal against any direction of the Disciplinary
Committee shall be made, within 28 days after receipt of
notice of direction, to the Court of First Instance.

Statistical figures on the results of disciplinary inquiries
into the conduct of registered pharmacists and ASPs are
given in Tables 5 and 11 respectively. Figures of appeals
to the Court of First Instance for the years 2003 to 2007
are shown in Table 24.
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Member Ship and Functions of the Pharmacy and Poisons Appeal Tribunal
ZBXNSELFERENRE NEEE

(1) Membership

(1) mB

®
The Tribunal consists of the following members who BRHREEIE FIRBEGIE30(2D %
are appointed by the Chief Executive in accordance HITHEBZRMEMNAL :
with section 30 (2) of the Ordinance: - (a) —LEREREEEBHA
(a) alegally qualified person who shall be the +  WAREHHEBERRERETE
chairman of the Tribunal; (b) —RBITMEEL ;
(b) aregistered medical practitioner; (c) —ZRIrimEEsET ;
(c) aregistered pharmacist; (d —RE(GEEEBEERHAL
(d) a person qualified in pharmacology; (e) —RMEEH T HABIRRMERN
(e) a person nominated by the Director of Health IERRRE  TARBEEER
from a panel consisting of persons nominated by ERIAL
pharmacists' associations; (f) —ZiEEagefEme
(f) a person nominated by the Director of Health MERIRLE C WABEEER
from a panel consisting of persons nominated by B2 ALT B
pharmaceutical industry associations; and (q) —phzEmBELAmiEes
(g) a person nominated by the Director of Health RRBV/NERIRL B WA EEE
from a panel consisting of persons nominated by EEIELM A+ -
the retail pharmaceutical trade associations. E_EBELFE+—_B=4+—H =B
The membership of the Tribunal as at 31 December BEROREMT :
2007 was as follows: -
Name Membership g £ 571
Mr Alan HOO, S.C., S.B.S., JP Chairman tHEEEE £
Dr YAM Yin-chun, Loretta Member eIz B4t x5
Ms PONG Oi-lan, Scarlett Member FEEMZ L 3=
Dr CHEUNG Man-yung, Bernard Member RNEBELE %8
Mr CHAN Chi-kit Panel Member PREREE HEE
Miss CHANG Iris Jacqueline Panel Member WiaZEx L NEEE
Miss CHEUNG Oi-ling Panel Member iRERI/\iH NEEE
Mr CHONG Wing-kit, Donald Panel Member KRS NEER
Mr HO Yin-chung, James Panel Member BREELE NEES
Miss TAl Yee-man, Candy Panel Member W&kEL L IEES
Dr CHAN Sung-kwong, Anthony Panel Member PR E] IEES
Mr Steven Ellis HARDACRE Panel Member Mr Steven Elis HARDACRE /(=8B
Ms LAl Wing-han, Wingkie Lauren Panel Member gERAz L IIMEEEB
Mr LEUNG Kwok-keung, Stephen Panel Member SREHER A INEEE
Mr PANG Chi-wai Panel Member Rkt NHEEB
Ms YAN Ying-tan, Rachel Panel Member BEHARL IEERE
Mr CHAN King-hung, Tony Panel Member [53=97:55ea NEEE
Mr HUI Siu-chor, Samuel Panel Member STEERRSEE U B =]
Mr LAU Oi-kwok Panel Member FBEEE IEEE
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Mem ber Ship and Functions of the Pharmacy and Poisons Appeal Tribunal
 BRRXNSELREHENNE NEGE

(2) Functions (2) HEgE
@

The Pharmacy and Poisons Appeal Tribunal, established EBEHEREE FFRENRER (B

under section 30 of the Pharmacy and Poisons Ordinance, B KB EEH) FE30EMiL ' B

hears and determines the following matters: - BRAMBETIER

(a) any appeal against a decision of the Board in (a) FEIERHERESEHER
respect of application for registration of premises or BB ErEE M R 5 el R PR e 48
application for renewal of registration of premises of HREREERY R EMIEEAY L3R ¢

an Authorized Seller of Poisons (ASP); b) HEIEE S R

(b) any appeal against a direction of the Board in Z B MIRe TR S R
respect of removal of the name of a listed seller of BRERATETIEHM LR : &

poisons (LSP) from the list of LSPs; and A o
(c) any appeal against a decision of a committee of the © %ﬁzﬁﬁg—FE?ﬂ;g ijg;
Board, excluding the Disciplinary Committee. e gt ! =
One appeal was heard in 2007. Breakdowns of the cases ’ ‘
by nature and by result from 2003 to 2007 are shown in

Tables 25 and 26 respectively.

—EEEFHMAT —RLEFE
- R26M26 3 AIFIHEZZRE=
FE_RELERRMARAEERN
FERAVDIAHF -
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J Statistical rbies and Charts\

=S

Table %= 1 ]

Pharmacy Legislation

| Year in\Hong K.o g

= & 3 5 Bl % ol

| SMAR  AEAH
2003 47 24

2004 70 39

| 2005 86 50

| 2006 89 49

12007 104 55

ot fiit & &t Ak 48

Pharmacy Practice
HE B

Results of the Reglstratlon Examlnatlons

Pharmacology
55 18 2B

No. sat No. passed pass % No.sat No. passed pass % No.sat No.passed pass %

BRE ZIAE SHRAH ARE ZNAH AR8AE SHEX
Sl 52 24 46.2 48 20 41.7
55:7 66 42 63.6 64 44 68.8
58.1 86 54 62.8 76 54 71.1
o541 93 67 72 80 48 60
=Y 88 61 69.3 93 66 71

No.of candidates
z

£AN
150 —

100 —

50 —

2003 2004 2005 2006 2007

Pharmacy Legislation in Hong Kong
ERBENEH

Year

&

No.of candidates

EEAN EEAR
150 = 150 —
100 p— 100 =

50 - e

: : - = Year
2003 2004 2005 2006 2007 Ef

Pharmacy Practice
B

No.of candidates

S0 =

i 5 Year
2003 2004 2005 2006 2007 iR

Pharmacology

mER

J Passing %
o=

100

50— @

2003 2004 2005 2006 2007

Pharmacy Legislation in Hong Kong
wAEWRER

Year

F

Passing %
=18

Passing %
aHEE

100

50

0

Year

|— 100

50

0

Year

2003 2004 2005 2006 2007 fEfR

Pharmacy Practice

WA

2003 2004 2005 2006 2007 =3 |

Pharmacology
mEg
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SRS

Table =% 2 '

Number of Reglstered Pharmacists in Hong Kong

& & X M2 E DA B
| Year &3 2003 2004 2005 2006 2007
" No. of registered pharmacists as at end of
 year 1,457 157 1,583 1,649 1,722

i’i%ﬁ*ﬁ’]”&ﬂﬁﬁﬁﬁfﬁkﬁ

No. of registered 1,800 —
pharmacists as

at end of year 1,700
HEFROEM

B BT & 1,600

1,500
1,400
1,300
1,200
1,100

1,000

0

2003

2004

2005 2006 2007

Year 4
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JStatlstlcal Tables and Chart\q

#ETE R

Breakdown of Fresh Registration, Removal from and
Restoration to the Register of Pharmacists

et - MPREEMEEHRZMA D EHF

Year & 2003 2004 2005 2006 2007
;g;ﬂﬁ r?ggf;g% (;ﬂon—iocal graduates) 21 34 46 49 52
;;?;tﬂ]ﬂr?ggggg} (Local graduates) 27 28 31 29 26
;{ngi\g ::rom the register* 10 8 13 14 8
tggs;%%tion to the register 5 6 2 2 3
%eié igicrease 43 60 66 66 73

* excluding orders by the Disciplinary Committee
FTERLEEERNES

Table % 4 3

Disciplinary Actions against Registered Pharmacists
Taken by the Pharmacy and Poisons Board
ERXASECEEBHAMEBMENMNLCEITE

- ) Number of cases
Disciplinary actions taken EEHE

AR TS 2003 2004 2005 2006 2007

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee) 1 2 5 1 1
EVACE1TE)

(i REa e ETHERR)

Informal disciplinary actions
(i.e. Verbal caution by representatives of the

Board) 0 0 0 0 0
FEIESCAC A TED

(AEEERERGEFORES)

1o 1 2 2 1 1
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SRS

Table % 5 _

Results of Disciplinary Inquiries
into Registered Pharmacists
HAMEBMETLEZAMNER

Findings of the Disciplinary Committee Num{%eégif é:ases

RERRBARAR 2003 2004 2005 2006 2007

Charge dismissed
RIS Y 2 0 % £

Guilty of the charge
o s 1 2 2 1 1

Sentence of the Disciplinary Committee
HREE AR

Censure

Removed from the register for a period of

time
&M ERR—EerEE
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METER

Table % 5 3

Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board
ZEAXRLASEEEREZEEBEEMERR N L EER

Number of cases
Nature of offences FZ=g=

] 2003 2004 2005 2006 2007

(1) Sale of Third Schedule poison without the
authority of prescription 1 0 1 1 0
{28 RABIEAIEN T H EfiR3SE

(2) Possession of Part I poison
BEE | 5L

(3) Possession of dangerous drug
EEBREN 2 ‘ 0 D 4

(4) Sale of antibiotics without the authority
of prescription 0 1 0 0 0
ERERAFENEA THERESR

(5) Failing to make entry in poison book
when selling Part I poisons 0 0 1 0 0
égﬂééﬁ% | BB B REERGESE

(6) Selling poison without proper labelling 0 0 0 0 1
HEREEZESBRNEE

(7) Selling medicines without labelling 0 0 0 0 1
HENBRERHEY

30 | Pharmacy and Poisons Boardof HongKong &2 EBI X L SEEH



f Statistical tavies ana Charts\

RS

Table % 7

Number of Authorized Sellers of Poisons in Hong Kong

EENERESEHEZSHE
Year &{5 2003 2004 2005 2006 2007
No. of authorized sellers of poisons as at |
end of year 417 441 470 474 484 |
ﬁiﬁ#mﬁﬁﬁﬁﬁﬁhﬁﬁﬁﬁ

No. of authorized 500 —
sellers of poisons
as at end of year
BEFRNE 400
RESEHED
#E

300

200

100

0 __3 - _ v
2003 2004 2005 2006 2007
Year 4 {3
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et B &

|

Applications for Registration of Premises
of Authorized Sellers of Poisons

ERESEHEFNERZMBAE

Year &1p 2003 2004 2005 2006 2007

No. of applications for registration of
premises approved 55 58 58 41 39
BB AT AR AV R E

No. of applications for registration of
premises rejected 0 0 0 0 0
ik e B (E

No. of applications for renewal of registration
of premises rejected 0 1 0 0 0
BB AT A MER AR B

Table % o 3

Regulatory Control of Authorized Sellers of Poisons
ERESRHEBNRE

Year &5 2003 2004 2005 2006 2007
No. of inspections conducted
EHE 1,020 1,010 976 1,079 991
No. of test purchases conducted 2,020 2368 2146 2212 1.762

S EHHE
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SRS

Table %= 10

Disciplinary Actions against Authorized Sellers of Poisons
Taken by the Pharmacy and Poisons Board

REXLSEEERHERESEHERRDNNLETH

ExVAcRTE

| Board)

Total
By

Disciplinary actions taken A=Y
AcE1TED

Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 4 12 12 25 12

(BlpftREE EETRMR)

Informal disciplinary actions
(i.e. Verbal caution by representatives of the

JEEACETE)
(Bl ER ARG FORES)

l The authorized seller of poisons ceased
| operation before action taken 0 1 5 2 1
! I EBEEERFINCRTHI SRR

Number of cases

2003 2004 2005 2006 2007
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SRS

| Table % 11 N

Results of Disciplinary Inquiries
into Authorized Sellers of Poisons

HERESEHEFETKRAMNER

o Sl : Number of cases
| Findings of the Disciplinary Committee BE=EsE
{ HEEEEHA

2003 2004 2005 2006 2007 |
|
Charge dismissed '
BB 0 ¢ 1 1 0 |
Guilty of the charge ‘
JEImEG 4 12 11 24 12 1}
Sentence of the Disciplinary Committee i
Y ESE B !
f r
Issue of written warning [
| BHEEEL g 2 & . 2|
|
|

Disqualified from being an authorized seller
| of poisons for a period of time 0 7 7 16 9 \
- ;ﬁﬁﬁ%iﬁﬁ*ﬁ E’“E%FBEJ

34 | Pharmacy and Poisons Board of HongKong EEE B £ LB EEH



f Statistical nvies ana Charts\

wEtE xR

Table =% 12 :

Disciplinary Inquiries into Authorized Sellers of Poisons
Handled by the Pharmacy and Poisons Board
REXNSEEESEEEHERESEHETNLREAMARBR

Number of cases (percentage)

Nature of offences
EEiE ExgE (53t
2003 2004 2005 2006 2007
(1) Sale of Part I/Part II poison without

0 1 0 5 2

(2) Sale of Part I poison without the
supervision of a registered pharmacist/

T e M (% @ G8W G
HEF | 55
(3) Sale of Thifd Schedule pgisqn without 2 5 2 21 9
festonolepech ox 000 (80 o) G @
(4) Sale of antibi(_)tic without the authority 0 2 0 1 0
BRI TR Gy | WEmE S SR (§0%)
(5) Sale of unregistered pharmaceutical 0 0 4 1 5
s O%) (0% (14%) (1%  (12%)
(6) lllegal possession of Part [ poison 1 0 0 0 0

FAERSE | HHE (10%) (0%) (0%) (0%) (0%)

Pharmacy and Poisons Board of HongKong EE BRI X RSEERERE i 35
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EEEES
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SN EES

Disciplinary Inquiries into Authorized Sellers of Poisons in 2007

2007 FFHER ESEHETNLEHAARBE

Possession for sale or for any
purpose of trade or
manufacture goods to which a
forged trademark was applied
REWSEAERARERR
METEAREGHENHER

Failing to store poison properly !
REZEFHER '

Sale of Part I/ Part Il poison without label/
proper label

HESHZEAENFE BABIMSE
Possession for sale or for
any purpose of trade or

manufacture goods to which a

false trade description was

applied
hruERmEaBLEINERE 2%

MiEHMAERE®HRAN o
H&

Sale of Part | poison
without the supervision of
a registered pharmacist/
proper supervision
HEEREMBERMEE/ I\
ggﬁa‘]ﬂiﬂ'ﬂﬁﬁﬁlﬂﬂ

Failing to keep proper

record in the Poisons Book
BEERECREEREE
BEEMA

Possession of unregistered
pharmaceutical product
EAREEMERNNS

Sale of unregistered
pharmaceutical product
HEREZMENRSD

Sale of Third Schedule poison without the authority
of a prescription
EEFREABRENBERTHEMRIER
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SIS

Table % 13 1

Number of Llsted Sellers of P0|sons in Hong Kong

EENIESEHEBTHE
| Year &3 2003 2004 2005 2006 2007
' No. of listed sellers of poisons as at end of
| year 2,731 2,867 3,068 3,161 3,175
ﬁﬁﬁﬁﬂ??ﬂﬁﬁﬁﬁﬁ%ﬁﬁﬁ
No. of listed 3,500 —

sellers of poisons
as at end of year 3,000

HEELROTE
SHEHED
#E 2,500
2,000
1,500
1,000
500
0 _
2003 2004 2005 2006 2007
Year 4 {2
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METE R

Table % 14 ;

Appllcatlons for Llcensmg as L:sted Sellers of Ponsons

| 6 I B R

| Year (3 2003 2004 2005 2006 2007 L

i No. of applicati |

| No. pplications approved

| BRI TR R Sl <o s Sl
No. of applications rejected 0 1 ' 0 0

EAE7 | W S E s E R IR R A E

Table % 15 1

Regulatory Control of Listed Sellers of Poisons

SIS SHEHETHANRE |
[
Year 43 2003 2004 2005 2006 2007 ‘
- l
| No. of inspections conducted
WEHE 5,465 5,443 8,700 | 155901 6,296 |
| No. of test purchases conducted I}
SEHE 1,260 1,459 12520 | 17483 1,467
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HETE &R

Disciplinary Actions ag_ainst Listed Sellers of Poisons
Taken by the Pharmacy and Poisons Board

REELASEEERHIESEHEGRENNLETE

N Number of cases
Disciplinary actions taken EENE

o 2003 2004 2005

| Removal from the list of listed sellers of

poisons 6 11 5
| I RESEHERRERR

Issue of written warning 5 5 5

BHEEES

The listed seller of poisons ceased operation
1 before action taken 3 0 1
CHEBEEE BRI RTHICERE

Total 14 16 1

2006

2007
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#ET B =

Table %= 17 3

Disciplinary Cases regarding Listed Sellers of Poisons
Handled by the Pharmacy and Poisons Board
ZEARASECEEREEAR) SSRHEHEBNLCEEAR

Number of cases (percentage)

Nature of offences
EEME EXEHE (53t

2003 2004 2005 2006 2007

(1) Sale of Part I poison 6 7 1 1 0
HESE | Xi5E (19%) (18%) (6.7%) (12.5%) (0%)

(2) Sale of Third Schedule poison 2 0 1 1 0
SHERMIZR3IBE (6%) (0%) (6.7%) (12.5%) (0%)

" (3) Sale of unregistered pharmaceutical 0 0 0 0 2

product

R RS | el Sl U ok

(4) Possession of Part I poison 10 12 6 <) 5
BHE | HEE (31%) (30%) (40%) (37.5%) (50%)

(5) Possession of antibiotic 9 5 3 0 0
EEINESE (28%) (13%) (20%) (0%) (0%)

(6) Possession of dangerous drug 0 0 1 0 0
EREHREY (0%) (0%) (6.7%) (0%) (0%)

(7) Possession of unregistered 4 6 0 0 0

pharmaceutical product

R4 S 4T BB, (13%) (15%) (0%) (0%) (0%)

(8) Praptising Chinese medicine without 1 0 0 0 0
[9dl et (3%)  (0%)  (0%) (0%)  (0%)

ARACREM FREHE
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et E xR

Table % 17A 1

Disciplinary Cases regarding Listed Sellers of Poisons in 2007
2007 F RIS EHEFTNLRER

Possession of substances to

which the Antibiotics Ordinance ) ;
applied Sale of unregistered pharmaceutical product

EFRERGAERANNE HEREEMAERNES

Possession of Part [ poison
EREImER
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HETER

Table % 18

Issue of Whoiesale Pmsons Llcences

| SEHERRBHNE
. Year {3 2003 2004 2005 2006
| No. of holders of wholesale poisons licences
| as at end of year 848 832 827 834
HEFRNSERBRRESE ANEE
No. of wholesale poisons licences revoked/
suspended 0 0 0 1

HsH M SR BRI EE

Table & 19 )

Issue of Manufacturers Llcences for Pharmaceutlcal Products

2007

836

ZEH AR EGRBHNESR
Year {3 2003 2004 2005 2006
| No. of holders of manufacturer's licences as
| at end of year 39 41 40 41
HEFROEERBEEANEE
No. of manufacturer's licences revoked/
\ suspended 1 0 0 0

!mmj%%amﬁ&FMﬁa

2007

40

Pharmacy and Poisons Board of HongKong EE E B2 LEESEF | 45



J Statistical 1abies and Charts\

mETE R

Table % 20 '

Reglstration of Importers & Exporters of Pharmaceutlcal Products

ZEREME L OB

Year 13 2003 2004 2005 2006 2007

' No. of holders of registration certificates
for importer and exporter of pharmaceutical
products as at end of year 256 257 256 256 262

| HEFROEHOEEAEREANNE i

|
' No. of applications for registration

. certificates for importer and exporter of 0 0 0 0 0
' pharmaceutical products rejected
Efﬁﬁﬂjﬂﬁnaﬁﬁﬁﬁi AH#E
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wETE xR

Table % 21 '

Reglstratlon of Pharmaceutlcal Products

Z Bl R an BY X i
' Year F{3 2003 2004 2005 2006 2007

1 No. of registered
pharmaceutlcal products

‘as at end of year 20,415 20,084 20,037 19,940 19,410

éﬁﬁﬁ%ﬂﬂ?ﬂﬂﬁﬁﬂ%m&ﬁ
No. of 25,000 —
registered

pharmaceutical 20,000
products as at
end of year

BEERN 15,000
SmEsNS
#E 10,000
5,000
0 -
2003 2004 2005 2006 2007
Year & 13
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Table % 22 3

- 14,

10.
18
12
13;

15
16.
17.
18.
19.
20.
24
22
23.
24.
25.

New Substances Added to Part | of the P0|sons List Regu[atlons in 2007

TETEFASERRAF1TMANFHTYVE

Agalsidase beta
Azacitidine; its salts
Darifenacin; its salts
Darunavir; its salts
Dasatinib; its salts
Diacerein; its salts; its esters
Emtricitabine; its salts
Exenatide
Fosphenytoin; its salts
Herpes Zoster vaccines
Ivabradine; its salts
Lanthanum carbonate
Lapatinib; its salts
Paliperidone; its salts
Propiverine, its salts
Ranibizumab
Rimonabant; its salts
Rotigotine; its salts
Sertindole; its salts
Sitagliptin; its salts
Sorafenib; its salts
Sunitinib; its salts; their salts

Telbivudine; its salts

Tenofovir; its salts; its esters; their salts

Varenicline; its salts

P AnsEsE B

FI%RRE | HEOR
EFFARHT ¢ HEE
EmAE  HER
EDERE  HEE

HERETHEA © ELENAE

Rehfh®  FE
EABRK
PRERER | HER
BB EE
REEE  HEW
bk

FaERE | HER
PeFRER | ELEE
PN © FLERAR
BHREN
FIEHE - KB
wEE]  HER
SB[ B
Fat&3T | HER
RHFER | B8

SRERE | HEE

BHXE  HEE

BiLiEs  HEH

e HEM

HEsM

A plok b

HEE  efasEs

— L

48 |
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Table % 23

New Substances Added to First and Third Schedules to the Pharmacy and
Poisons Regulations in 2007

—ESLHFERBEASERMMKR1MIMANTYE

1. Agalsidase beta Rl n¥EnE B
| 2. Azacitidine; its salts frl%khEsr © EEE
| 3. Darifenacin; its salts AEFEARHT  FEE
4. Darunavir; its salts ERABE  HE
i 5. Dasatinib; its salts ENERE  HESE
6. Diacerein; its salts; its esters ERETREA  FLEA  HEER
7. Emtricitabine; its salts Rphfg ; KR
8. Exenatide FEALRK
9. Fosphenytoin; its salts fERRE ) HEE
10. Herpes Zoster vaccines AR
11. Ivabradine; its salts fRIFETE + HEE
12. Lanthanum carbonate dsE ]
13. Lapatinib; its salts ueEE | HEE
14. Paliperidone; its salts PEF ORER « HEEZH
15. Propiverine, its salts FaNIHERS © ELESE
16. Ranibizumab BRER
17. Rimonabant; its salts FEHHE 0 HEE
18. Rotigotine; its salts #BEE)] . HEEE
19. Sertindole; its salts ' 0B | HER
20. Sitagliptin; its salts PEIRGIT | HENE
21. Sorafenib; its salts FhFERE ¢ HER
| 22. Sunitinib; its salts; their salts SRBER ) HEYE  ©MeIsEE
23. Telbivudine; its salts BixE  HEE l
24. Tenofovir; its salts; its esters; their salts EHHEiaE ) HHE | HEH W BfgEE r
25. Varenicline; its salts RERE  HEB b
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et E xR

Table % 24 ]

Results of Appeals to the Court of First Instance
[ REAERE LSRG R

Number of
Findings of the Court of First Instance um@%&éases

BREAERZATHIR 2003 2004 2005 2006 2007
gésllgr]nissed 0 0 0 0 0
%!I%wed 0 0 0 0 0
At%ETlﬁwécidgwn by the appellant 0 0 1 0 0
;gg! 0 0 1 0 0
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wEtE X

Table % 25

Appeal Cases Handled by the Pharmacy and Poisons Appeal Tribunal
ZRELRSELIFEAEEENLFESR
Number of appeals
EES =
2004 2005 2006

', Nature of appeals

| FEHRME 2003

| Removal of name from the list of listed

| sellers of poisons 1

| TR EEHERR MRS
Application for registration of a
pharmaceutical product 0
ARG R R R

| Total .
By

0 3 0

2007

0
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et B R

Table % 26

R;:sul_ts of Abpea[s-td.til_e_Pharméq_f a_nd _Poi_s_(;ﬁé A'bpéél Tribunal
AERNRLASELFEAELFAGR

Findings of the Pharmacy and Number of cases
Poisons Appeal Tribunal BEE#E .

RAIX RBE LFERRATHIR 2003 2004 2005 2006 2007
Dismissed
B 0 0 1 0 0
Allowed
2E 1 0 2 0 0
Appeal withdrawn by the appellant 0 0 0 0 1
ERR B £

1 Total

mey 1 0 3 0 1 |

Pharmacy and Poisons Board of HongKong S E B Z RS EHET
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