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Message from the Chairman
| ER R
With the steadfast and unfailing support of its Board Members and Members of the Board's

committees, the Pharmacy and Poisons Board was able to discharge all its statutory functions under
the Pharmacy and Poisons Ordinance (Cap. 138) effectively despite the various challenges.

As foreshadowed in last year's Annual Report, in 2006, the new Pharmacy Internship Training
Committee has successfully accredited 15 hospitals under the Hospital Authority and its Chief
Pharmacist's Office, two private hospitals, 14 community pharmacy outlets, four pharmaceutical
manufacturers and wholesalers as training institutions as well as 130 registered pharmacists as
preceptors. Thanks for the tremendous support of all the institutions and preceptors, the new
pharmacy internship training programme commenced on schedule in July 2007.

It has been our on-going aim to endeavour to discharge our regulatory functions in the most
expedient manner. In line with this aim, in 2006, we have further streamlined the procedures and
shortened the time required for processing the registration of new drugs. To this end, | would like
to take the opportunity to pay tribute to all members of the Board and its Committees for their
commitment and invaluable professional advice.

In response to the ever-increasing demand and aspirations from members of the public for better
health protection and quality health care, the Board and its committees will continue to work closely
with the pharmacy profession and other healthcare professions to meet the challenges ahead.

Dr PY. LAM

Chairman

Pharmacy and Poisons Board
September 2007
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‘ Introduction

EE

This annual report covers the calendar year 2006.
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
: (852) 2527 8418

Facsimile
Telephone
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Membership and Functions of the Board
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Membership and Functions of the Board
BEERBNKE KB

1 Membership
®

1 8

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)

(h)

the Director of Health (Chairman);

ex officio
members

the Government Chemist;

the Chief Pharmacist of the
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 2006 was

as follows: -

(a)
(b)
(c)
(d)
(e)
(f)
()
(h)

(i)

Dr PY. LAM, JP (Chairman)

Dr TING Tai-lun, JP

Mr CHAN Wing-kin, Anthony

Dr LEUNG Ting-hung, JP

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

Professor CHAN Yan-keung

Mr CHUA Sek-chon, Peter, JP

Mr LEUNG Kai-lok, Peter

Dr TSANG Yuen-wo

Dr WONG Shou-pang, Alexander

Secretary

Mr AU Hing-yuen
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Membership and Functions of the Board
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_ 2 Functions

2 HHRE

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)

()

()

(f)

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;

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

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;

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

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

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.

é Pharmacy and Poisons Board of Hong Kong
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Membership and Functions of Committees

EEREEEMNE B

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 (BEEXERBEEG) AER
BIEX AT TEEEEEE - HENEE
FRATHERE :

1 ERREE

(i) Membership as at 31 December 2006

Professor CHAN Yan-keung (Chairman)
Dr TING Tai-lun, JP

Mr CHAN Wing-kin, Anthony

Dr LAl Kitlim, Cindy, JP

Mr CHUA Sek-chon, Peter, JP

Professor YOU Hoi-sze, Joyce

Mr CHENG Chung-kwong (Secretary)

(i) 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 sefting 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;

() 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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Membership and Functions of Committees
EEREERNKE KB

2

Pharmacy and Poisons (Listed Sellers of
Poisons) Committee

2 RRIERBR (JIHSRHE
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(i)

(if)

3

Membership as at 31 December 2006

Mr CHAN Wing-kin, Anthony (Chairman)
Mr CHAU Wing-kit, Luke

Mr CHUA Sek-chon, Peter, JP

Mr LEUNG Kai-lok, Peter

Mr Vincent CHOW (Secretary)

Functions

The Pharmacy and Poisons (Listed Sellers of
Poisons) Committee is established to consider and
approve applications for listed sellers of poisons
under regulation 24A of the Pharmacy and Poisons
Regulations.

Pharmacy and Poisons (Wholesale Licences
and Registration of Importers & Exporters)
Committee

(i)

(i)

BE_ZBEF+HA=1+—
HA9pk B2 E

BRKEEE (EF)

ik REE

237 ) E e

PESRGY

BEIEE (BE)

i gk
BRERBEQIHSEHERZE
ERAETHIRE (BEXREE

ALY SE24AMERHAYS R BEEH
EmRREE -

SERAREBE (HBEMRBR
EHOGER) =88

(i)

(ii)

Membership as at 31 December 2006

Mr CHAN Wing-kin, Anthony (Chairman)

Dr LEE Wing-yan, Vivian

Mr CHUA Sek-chon, Peter, JP

Mr LEUNG Kai-lok, Peter

Mr Vincent CHOW (Secretary)

Functions

In accordance with regulations 26 and 37A of the
Pharmacy and Poisons Regulations, the Pharmacy

and Poisons (Wholesale Licences and Registration of
Importers & Exporters) Committee is established to: -

(a) consider and approve applications for wholesale
poisons licences;

(b) revoke any wholesale poisons licence or suspend it
for a specified period; and

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

8 Pharmacy and Poisons Board of Hong Kong
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Membership and Functions of Committees

BEEHEREZEEMKE KB

4 Pharmacy and Poisons (Manufacturers AEBERSE (RiEEe
Licensing) Committee R) ZE8
(i) Membership as at 31 December 2006 (i) BE-FE"E+=A=1+—
Mr CHAN Wing-kin, Anthony (Chairman) HERREE
Mr SIN Lam-kwong FRKfEEE (£/F)
Mr CHUA Sek-chon, Peter, JP HEMIRE
Mr LEUNG Kai-lok, Peter RS
Mr Vincent CHOW (Secretary) SPE S
(ii) Functions BRI EE (WE)
The Pharmacy and Poisons (Manufacturers (i) W

)

Licensing) Committee issues licences to manufacture
pharmaceutical products; or revokes or suspends
any of them for a specified period as it thinks fit in
accordance with regulation 29 of the Pharmacy and
Poisons Regulations.

Pharmacy and Poisons (Registration of
Pharmaceutical Products and Substances:
Certification of Clinical Trial/Medicinal Test)

Committee
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(i)

(ii)

Membership as at 31 December 2006

Mr CHAN Wing-kin, Anthony (Chairman)

Dr TING Tai-lun, JP

Dr TAN Richard

Professor Brian TOMLINSON

Ms MA Yat-man, Vivian

Dr Lloyd KENDA

Mr MAK Yuk-lun (Secretary)

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 VIII of
the Pharmacy and Poisons Regulations:
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Membership and Functions of Committees
EEREESENAE NERE

(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.

6 Poisons Committee
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(i)

(ii)

Membership as at 31 December 2006

Dr KOO Wing-leung (Chairman)

Dr WONG Shou-pang, Alexander

Mr CHAN Wing-kin, Anthony

Dr TING Tai-lun, JP

Mr LEUNG Kai-lok, Peter

Dr TSANG Yuen-wo

Mr CHENG Chung-kwong (Secretary)

Functions

The Poisons Committee is set up under section 31 of
the Pharmacy and Poisons Ordinance fo advise the
Board on the classification and distribution of poisons
in Part | 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.

10  Pharmacy and Poisons Board of Hong Kong
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Membership and Functions of Committees

EEREZESRINE KBIAE

7 Pharmacy Internship Training Committee

7 REMEEISNIESE

(i) Membership as at 31 December 2006

(i)

BE_BTRE+-RA=1—

(ii)

Professor CHAN Yan-keung (Chairman)
Dr TING Tai-lun, JP

Dr LAI Kitlim, Cindy, JP

Mr CHAN Wing-kin, Anthony

Mr CHUA Sek-chon, Peter, JP

Dr LAU Sze-ngar, Grace

Miss Margaret LAU

Ms Sissy LAU

Professor LEE Kwing-chin, Kenneth, JP
Mr LEE Pak-wai

Mr LEUNG Kai-lok, Peter

Mr LEUNG Kin-kwong, Patrick

Miss Polly TANG

Professor YOU Hoi-sze, Joyce

Mr CHENG Chung-kwong (Secretary)

Functions (i)
The Pharmacy Internship Training Committee is set up
under the Pharmacy and Poisons Board to -

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

(b) 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;

(c) 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;

(d) advise the Board on matters pertaining to
pharmacy. infernship training;

e) liaise with internship training institutions and with
P g
preceptors on matters pertaining fo internship
fraining as necessary; and

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

HEIRERE

PREGEEIR (£5F)

TKRf&EL

RAREE

BRIk 25t %

SR E

BRI

FIHrk/\iE

Bl o

FRRTEIR

FRELE

RERESE

REHTE

ghkebd st

PkElFFEIR

it (7E)

R RE

HHETR BRI R B SRR X

REEEERMAL BE

() ENERFBRIER BB

BREMEMEE

12 BH E IR B FT £ B A LUt

BT RS EIEZAE

ENFTH B EETIRERBRE

BAEBRMAMNFEETER

1% 0 DURETTE LA Rl I iR

BER/IEEEE

() HEVERFHETERIALE

BRI FEEFRERE

RBEBANB R FETZ

A& LUREATIELE AR I

BRERSIIMEREE |

FERERENE B EIE

EREEREHER |

() REERHREEERIIKERSE
EMER A, &

(f) BITEERR/MAAT LMY
BRAR B3 a0 A AhEREE -

BERERNERSETER

(b)

(d)

11



The Work of the Board and its Committees
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1 Registration of Pharmacists

1 ZERIEDRYSEM

s

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.

(i) 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-ocal 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.

(ii) 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 2006. A total of
56 applicants cumulatively passed all the three subjects
in the year 2006.

The results of these two registration examinations are
shown in Table 1. Figures for the years 2002 to
2005 are also included for comparison purpose.

(iii) 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.

12 Pharmacy and Poisons Board of Hong Kong
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The Work of the Board and its Committees
EERMEEZEEENITE

(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 1,649 registered pharmacists were issued with
practising certificates in the year 2006. Statistical data
regarding registration of pharmacists and breakdown
of fresh registration, removal from and restoration to
the register of pharmacists for the years 2002 to 2006
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 fo 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 2002 to 2006 are shown in Tables 4, 5 and 6.
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The Work of the Board and its Committees
EERBLAEEZTEESNIE

2

Licensing and Regulatory Control of Retail
Traders (Including Authorized Sellers of Poisons
and Listed Sellers of Poisons)

2 TPER(BRERESENE
ARSI E SN EE) R
EHRETLE

o
(i

(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 fo 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 o 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 refail business of poisons, the application
will be rejected.

There were 474 ASPs registered in Hong Kong as
at end of year 2006. Statistical data regarding the
total number of ASPs, applications for registration and
renewal of registration of premises of an ASP in the
years 2002 to 2006 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.

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
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(iii)

disciplinary sanctions, ranging from written warning
to disqualification from being an ASP for a specified
period of time.

25 inquiries were held and 24 ASPs were found guilty
of misconduct in the year 2006. Eight of them were
issued with written warnings whilst 16 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 twelve such interviews
were held in the year 2006.

The number of inspections and test purchases
conducted by pharmacist inspectors against ASPs in
the years 2002 to 2006 is shown in Table 9.

Statistical data regarding disciplinary cases handled
by the Board in respect of ASPs in the years 2002 to
2006 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 fo 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 3,161 LSPs as at end of year 2006. The
number of licensed LSPs in the years 2002 to 2006
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

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 fo 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 2002 to 2006 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.
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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 834 holders of a wholesale poisons licence
as at end of year 2006. Statistical data for the years
2002 to 2006 are shown in Table 18.
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(i) 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 41 holders of a manufacturer's licence
as at end of year 2006. Statistical data for the years
2002 to 2006 are given in Table 19.
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(iii) Importers and Exporters of Pharmaceutical

(4)

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 256 holders of a registration certificate for
importer and exporter of pharmaceutical products as
at end of year 2006. Statistical figures for the years
2002 to 2006 are shown in Table 20.

Registration and Classification of
Pharmaceutical Products

(i)
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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.
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(ii)

Classification

There were 19,940 registered pharmaceutical products
in Hong Kong as at end of year 2006. The number of
registered pharmaceutical products as at end of years
2002 to 2006 is shown in Table 21.

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: -

Restriction(s) on sale

()

(b)

(c)

(d)
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19,940 EEaMAER RS °
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Part | Poisons:
Poisons included in
Part | of the Poisons
List (Poisons List
Regulations, Cap.
138B)

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

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

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

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

They can be sold only by
authorized sellers of poisons
under the supervision of registered
pharmacists and affer entry in the
Poisons book stating the particulars
of the sale. They should also
be stored in retail premises in a
locked receptacle in a part of the
premises to which customers do
not have access.

They can be sold only by
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 veterinary
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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Fourth Schedule

Fifth Schedule

Sixth Schedule

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
2006 included: -

(a) adding 21 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 "lozenges intended
to be used in nicotine replacement therapy
which contains not more than 2mg of Nicotine
per piece" and "Benzocaine when contained
in condoms" by re-classifying them as Part ||
poisons.

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.

setting out the statement of
particulars as to proportion of
poisons in cerfain cases.

prescribing the labelling
requirements for certain poisons.

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 fransport.
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Membership and Functions of the Disciplinary Committee
CEEEENNE MBI

1 Membership 1 8

HEEEENRERETIAL:

A Disciplinary Committee consists of the following

PRI (a) —RIBBIEFIZE3(2)(e)EH

(a) a Chairman, who is the medical officer in the THREZETABERES
Department of Health appointed by the Chief B RIEZEE - WhEHE
Executive under section 3(2)(e) of the Ordinance IE

as a member of the Board;

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

(c) a legal adviser appointed by the Chief Executive.

As at 31 December 2006, the Chairman of the
Disciplinary Committee was Dr LEUNG Ting-hung,

(b) —RHEFAEREIERAIEM
TEpD (FFABAR) R

() —BHTHRERERER
AR °

WMEZRERFHEREEKE
ZEE_EERGF+ZRA=1+—
BRER - BE_FTRFHE

JP, Deputy Director of the Department of Health. i B RS e SR T
!iegistered pht.:trmc:cists who had served as members R
in year 2006 included: - -

Mr CHAN Chi-kit FRABASCE
Mr CHAN Cho-hung, Philip PREIRmZ L
Mrs CHAN LAU Charm-ming #KFASEE
Mr CHUNG Wing-ming, Billy RfEEEE
Mr HAU Kin-man, Ken Al ENEEE
Mr HO Hon-fai Sz 4t
Ms KWOK Ching-chi SRERE 4+
Ms KWOK Hing-fun BT
Mr LAl Chi-hung BSEI A+
Ms LA Wingi-hcn, ‘v;/ingkie Lc::ren B
Mr LAU Ho- Kennet .

Ms LEUNG A:(:::: g ?Eﬁzﬁﬂﬂﬁi
Mr LEUNG Kwong-hei, Kenneth D%%EE%EE
Mr LUK Wai-man R ciee
Mr NG Wing-yan REBFE
Ms MOK Lai-fong L R
Mr SIN Ping-fai, Matthew ARERE
Ms TAI Yee-man, Candy BEERL
Mr WONG Chi-ming BHSREE
Mr WONG Kwong-cheung, Aaron BEELHE
Ms WONG Yuen-yin, Clara L+
Mr YAU Fuk-loi, Rico ERTE A S 4
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2 Functions 2 HiRE

In accordance with section 15 of the Pharmacy
and Poisons Ordinance, a Disciplinary Committee
is appointed by the Board for the purpose of
disciplinary inquiry of: -

(@) a complaint received by the Board regarding
the conduct of a registered pharmacist or his
employee, or an authorized seller of poisons
(ASP) or its partner or employee; or

(b) any person or body, mentioned in (a) above,
convicted of an offence under the Pharmacy
and Poisons Ordinance, the Dangerous Drugs
Ordinance or the Antibiotics Ordinance; or

(c) the conduct of any such person or body, which
appears necessary or desirable to the Board, that
should be inquired into.

In respect of a registered pharmacist, the Disciplinary
Committee may, at the conclusion of an inquiry: -

(a) censure the registered pharmacist; or

(b) remove his name from the register of pharmacists
for such period as the Disciplinary Committee
directs.

As for an ASP, the Disciplinary Committee may at the
conclusion of an inquiry direct that: -

(a) the ASP be disqualified, for such period as may
be specified in the direction, from being an ASP;
or

(b) any or all of the premises of that ASP be removed
from the register of premises and be disqualified
for a specified period; or

(c) a written warning be served on that ASP.

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.
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Membership and Functions of the Disciplinary Committee
MEEBEEMKE LBEE

An appeal against any direction of the Disciplinary MBRAALTTRE LR @ i£ES
Committee shall be made, within 28 days after EEER RS HIESERET
receipt of notice of direction, to the Court of First F WA HERREFEAEH -
Ingianse; EMATRARREEBEL
Statistical figures on the results of disciplinary ES1RH F5R - ARNBIERE
inquiries info the conduct of registered pharmacists HEBHN-+N\BA  ARREE
and ASPs are given in Tables 5 and 11 BH o

respectively. Figures of appeals to the Court of First =58 114803 5 i
Elr:lustslr:t;&)r the years 2002 to 2006 are shown in ﬁ&%ﬁ%ggggggjgﬁ%
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Membership and Functions of the Pharmacy and Poisons

Appeal Tribunal
ERHENBELCHFEHNENKE KB AE

1 Membership 1 B8

The Tribunal consists of the following members who
are appointed by the Chief Executive in accordance
with section 30 (2) of the Ordinance: -

(a) a legally qualified person who shall be the
chairman of the Tribunal;

BRI EHE T IRBEHE30(2)
RERITHRERENAL

(a)

—REMEZREEEERBIA
T ETHHEHFEIRE
&

(b) a registered medical practitioner; (b) —RIEMEELE |

(c) a registered pharmacist; (c) —HRTMEEERT

(d) a person qualified in pharmacology; (d) —RAREEBERIAL

(e) a person nominated by the Director of Health (e) —RHBZEHIRHAAMIRBMEMN
from a panel consisting of persons nominated by BRI/ S - ABEE
pharmacists' associations; ERERMNAL S

(f) a person nominated by the Director of Health () —RHEEEZEMEMIRERMER
from a panel consisting of persons nominated by R/NERIRE » L AREE
pharmaceutical industry associations; and EREZMAL B

(g) a person nominated by the Director of Health (0) —BHBEFTEXHEFRER

om a panel consisting of persons nominated by HREE/NERIREE B BE

the retail pharmaceutical trade associations. HEBEEELM AL o

The membership of the Tribunal as at 31 December

E_BEARE+"HA=+—H"

2006 was as follows: - BEEMEEMT ¢

= A
Mr Alan HOO, S.C., S.B.S., JP Chairman BHEE A EH
Dr YAM Yin-chun, Loretta Member R EA x£8
Ms PONG Oi-lan, Scarlett Member EEMEL &8
Dr CHEUNG Man-yung, Bernard Member RNBRE =5
Ms CHANG Iris Jacqueline Panel Member Lok IMEEE
Ms YEUNG Pui-wa Panel Member BmER L IHES
Ms CHIN Kim-main, Dorothy Panel Member fRimEZ L INEES
Mr CHONG Wing-kit, Donald Panel Member HEKERSEE HES
Ms MA Yat-man, Vivian Panel Member Bzt NEEE
Miss TAI Yee-man, Candy Panel Member MEExL HEE
Dr CHAN Sung-kwong, Anthony Panel Member BRECE B WHEE
Mr LEUNG Kwok-keung, Stephen Panel Member REATE HES
Ms CHAN Pui-si, Penny Panel Member PRfmzE 2t IERER
Ms LAl Wing-han, Wingkie Lauren Panel Member I El o NEEE
Mr PANG Chi-wai Panel Member TiSEEE NEEE
Ms YAN Ying-tan, Rachel Panel Member BEAxL IEEE
Mr FONG Chai-yin Panel Member RBEREE NEEE
Mr HUI Siu-chor, Samuel Panel Member FrEER RS IFEEE
Mr LAU Oi-kwok Panel Member 2B ESE NHHEZE
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Membership and Functions of the Pharmacy and Poisons
Appeal Tribunal

ERXENRBELIFREIRNXNE KRG

2 Functions 2 HiRE
| The Pharmacy and Poisons Appeal Tribunal, BEERERSELHFENRRE
established under section 30 of the Pharmacy and (EEERBEEEG) FE30ER
Poisons Ordinance, hears and determines the i BERANEETIIEE -
Iolowing meteis; - () HEERNEREBBYE
(a) any appeal against a decision of the Board in 7 1) B P 5% 1B ER AE Bl BE FT X
respect of application for registration of premises or MG BRI R EMIR A
application for renewal of registration of premises of LR
b - _ (b) BB IINBEYE
(b) any appeal against a direction of the Board in 75 42 BE ch B3 B B S A Gl
respect of removal of the name of a listed seller of 5 R A R T AR Y |
poisons (LSP) from the list of LSPs; and %R

(c) any appeal against a decision of a committee of the

Board, excluding the Disciplinary Committee. () FEREE FHEAHAIR

EIRHAY ESR 0 HACRER

One appeal was heard in 2006. Breakdowns of the SHIRERRS) o
cases by nature and by result from 2002 to 2006 are R ) L
shown in Tables 25 and 26 respectively. —RRAEHMA T R EHE

o /25262 FIIHE—ST
—EFERERAFHRMAERAME
EHFERNDIREF -

EREEBENRSEEER 25
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ik

Table & 1

Results of the Registration Examinations

AEE SRS

Phalr acytegiiaten Pharmacy Practice Pharmacology
in Hong Kong
2 No. sat | No. passed | pass % | No.sat | No. passed | pass % | No.sat | No. passed | pass %
BMAY | BIEAY |SRER|2MAZ| ABAY | 518X |2NAH| 4BAH | 48X
2002 63 33 52.4 70 33 471 56 33 58.9
2003 47 24 Sl 52 24 46.2 48 20 4.7
| 2004 70 39 55.7 66 42 63.6 64 44 68.8
2005 86 50 58.1 86 54 62.8 76 54 71.1
2006 89 49 55.1 93 67 72 80 48 60

No.of candidates No.of candidates
ZEAN EEFN
150 ™= 150 =
100 p— 100 =
50 — 50 p—
Year 0 Year

2002 2003 2004 2005 2006 SFfR

Pharmacy Legislation in Hong Kong
EHENEMN

2002 2003 2004 2005 2006 =8

Pharmacy Practice
mmaE

Number of Candidates Sitting Each Examination Subject &%}

s HYE A B

No.of candidates

E: TN |
150 —
100 |-

50 |-

ol Year

2002 2003 2004 2005 2006 iR

Pharmacology

100

50

Passing %
BRE

Passing %
aHE
— 100 —
il )
h
. ;---}—-—'g
[ — —
50 }__/
Year Year
2002 2003 2004 2005 2006 iR 2002 2003 2004 2005 2006 R

Pharmacy Legislation in Hong Kong
TEREREH

Pharmacy Practice
L3 o

Passing Percentage in Each Examination Subject &F15

AV SRR
Passing %
HRE

100

Pharmacy and Poisons Board of Hong Kong

>
50 - \
%

0 Year

2002 2003 2004 2005 2006 S |

Pharmacology
f$:1 ]

=
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| BB R

Table & 2
_Numbér of_Re_g_is_

Year £ {3

rmacists in Hong Kong

| No. of registered pharmacists as at
end of year
| BEELNEHMERMNAR

1,457 | 1,517 | 1,583 | 1,649

No of registered 1,700 —
pharmacists as
at end of year 1,600
BEFENEM

ESEUN 1,500 -
1,400 -
1,300
1,200 —
1,100 |
1,000 (- | ‘
0 | !

2002

2003

2004 2005 2006

Year & {3

ERERNXLEBEEER
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| Bt Ex

Table & 3

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

of Pharmacists

FraEf ~ MUBREEM KR EHEEM AV IEEF

_ Year &5 2002 2003 2004 2005 2006
! - -

.I‘ ;;;;t{;q}re(g;:’;::;g g?n-local graduates) 5 o1 34 46 49

: ;g;%rig;El;o; (]Local graduates) 32 27 o8 31 29
i ;{Jeﬂ;:;;}l *from the register* 10 10 8 13 14

. ;e;;ft;zr;;ion to the register 5 5 6 5 °

| jrgt;nﬁcrease 52 43 60 66 66

*exbluding orde;s by the Disciplfnan}?)or_r_imittee_

TEECEREEES

Table & 4

Disciplinary Actions against Registered Pharmacists

Taken by the Pharmacy and Poisons Board
EyEYSE—2 A SES R 0|k N Op R E S L)

Number of cases

Pharmacy and Poisons Board of Hong Kong

E. Discipf_l;inary acticirls taken IGES 4=

| AT 2002 | 2003 | 2004 | 2005 | 2006
:I Formal disciplinary actions

| (i.e. Inquiry by Disciplinary Committee) 4 1 5 5 1

| EsVAeE{T8

| (BlHfcRE S EETEM)

| Informal disciplinary actions

| (i.e. Verbal caution by representatives of

|| the Board) 0 0 0 0 0

| FEIEENACR1TED

| (HeEERREATOEES)

| ;;g‘ 4 1 2 2 1§
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#Et B &

Results of Disciplinary Inquiries

into Registered Pharmacists
HEE M EEEIEHETRE R RRER

' s T ; Number of cases ,
| Findings of the Disciplinary Committee IEES =
'. FREEERIFR
. 2002 2003 2004 2005 2006
] Charge dismissed
! o5 0 0 0 0 0
$EIEA AL
Guilty of the charge
ST 4 1 2 2 1
il A F
| Sentence of the Disciplinary Committee Num{%%g %ases
RERRIHR 2002 2003 2004 2005 2006
Censure [
E 3 1 1 1 1 '-
EE ;
Removed from the register for a period of
| time 1 0 1 il 0
| B M ER R —ERRsE
/ “
{ - }_1 i % :
>\ v *' ’:.
-l ’ sk
,‘},_ \.
BERERNXLASEETER




'Statistical Tables and Charts

| A B

Table & 6

Disciplinary Cases regarding Registered Pharmacists

Handled by the Pharmacy and Poisons Board
EE X RSEEIERRIEAMMEREALREER

Nature of offences

FES R

Number of cases

EEHF

2002

2003

2004

2005

2006

(1)

Sale of Third Schedule poison
without the authority of prescription
ERERGFRENERL T HEM RS
B

Possession of Part | poison

ERFEIREEE

Possession of dangerous drug

EREBEY

Misconduct in professional respect
BE FHXETA

Failing to store First Schedule
poison in a receptacle locked with an
adequate lock

RERSK R ST LHAR
&2 A

| )

Sale of antibiotics without the
authority of prescription

ERARGRENERL THERLES

(7)

Failing to make entry in poison book
when selling Part | poisons
RERERMRINSELRZERT
EEEEMRA

Pharmacy and Poisons Board of Hong Kong

|
|
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| E =

Table & 7

Year £ {7

Number of Authorized Sellers of Poisons in Hong Kong

& BRI E E RN

No. of
authorized
sellers of
poisons as at
end of year
BEERNE
RESHEHE
ik 4=

| No. of authorized sellers of poisons as
| at end of year _
. BHEFRNERESEHEBRE

398

417 | 441 470

500
400 |-
300 |
200 |-

100 [~

e

2002

2003

2004 2005 2006
Year & {7

ERERENRSESER
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ELd -k

Table & 8

Applications for Registration of Premises

of Authorized Sellers of Poisons

ERESEEHERR TR

Year £ {7 2002 2003 | 2004 2005 | 2006
No. of applications for registration of
| premises approved 48 55 58 58 41
| BERERMEMEFNEAE
| No. of applications for registration of
| premises rejected 0 0 0 0 0

EREATEMEAEFNEAE
| No. of applications for renewal of
| registration of premises rejected 1 0 1 0 0
| BRI EMNERHEBFHE

Table = 9

Regulatory Control of Authorized Sellers of Poisons

RIS TEHE R RE

A EHE

Year {3 2002 2003 2004 2005 2006
No. of inspections conducted 1014 1020 1010 976 1079

| wEHE
| No. of test purchases conducted 3912 2020 368 2146 9912

Pharmacy and Poisons Board of Hong Kong
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| I E

Table & 10

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board
ZET| 3 R BB B E AR S A H B R BRERV SR 1T

e

: Number of cases
| Disciplinary actions taken EEgs A
S 2002 | 2003 | 2004 | 2005 | 2006 |
Formal disciplinary actions ‘
| (i.e. Inquiry by Disciplinary Committee) :
| Estterzsran 18 4 12 12 25 r
| (BNenfciER A e ThcaEmaN) :
Informal disciplinary actions |
(i. e. Verbal caution by representatives of L
the Board) 23 4 37 17 12§
| FEEENACETTED |
| (EmERERREATOEES)
| The authorized seller of poisons ceased
. operation before action taken 2 0 1 5 2 |l
| BAHEBEEEREIVCRTER SRR _
| Total 5
i 43 8 50 34 39 I
£
¥ ERAERNZASEEER
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| Bt E =

Table & 11

Results of Disciplinary Inquiries

into Authorized Sellers of Poisons
HHER S EHE R EIT ORISR

Number of cases
Findings of the Disciplinary Committee EER e
WEREEFIAR
2002 2003 2004 2005 2006
Charge dismissed
5 4
FERE T AT ¢ g : !
Guilty of the charge
s 14 4 12 2

e s - i
| Sentence of the Disciplinary Committee

LR EEEAVHIE

Issue of written warning

4

PHEEES : ? d 2
| Disqualified from being an authorized

seller of poisons for a period of time 6 0 7 7 16

BUHSHE m A 18 —EXAS R

TR

Pharmacy and Poisons Board of Hong Kong

W
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| BEtEx

Table % 12

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board

EE| ¥ RS EETE R RIE BRI S R BRI fC R EEE

Number of cases (percentage)

T

Nature of offences EELE (Bt
LR 2002 2003 2004 2005 2006
T (1) Sale of Part I/Part Il poison without 1 5 : 5 -
label/proper label % % o 0% %
HEREZESIEMAVE IS0 E IS HEE =) s e S e
(2) Sale of Part | poison without the
zt:gs::l::);et:i:i :ralglstered pharmacist/ (42226) (33%) (736) (216%) (333’6) |
R e MEFMEEE #EEEENE l
ST HEE IS SR
(8) Sale of Third Schedule poison without ':
: the authority of a prescription 1 2 5 7 21 |
ERERFBENEITHERRS| (@3%) | (20%) | (18%) | (24%) | (24%)
BLE
| (4) Sale of antibiotic without the authority - b 5 5 ] j
: of a prescription 20, 0% 29 0% 1%) |
B At T s N e A R
| (5) Sale of unregistered pharmaceutical
L e R o) | 0 | e 1%
SHEERAT R B 2
| (6) lllegal possession of Part | poison 1 1 0 0 0
i IEEEERIRHE (2%) (10%) (0%) (0%) (0%)

EREDNXRESEETER
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A E R
Number of cases (percentage)
Nature of offences EZEE (HHL)
fEZ=E
2002 2003 2004 2005 2006
| (7) lllegal possession of antibiotic 1 0 0 0 0
IEEEENER (2%) (0%) (0%) (0%) (0%)
(8) Possession of unregistered
pharmaceutical product (1 ;:;, ) (1 39, ) (1 :3, ) (1 13 %) (23/ )
BEAREREENS i i i i
|1 (9) Failing to keep proper record in the
Poisons Book 2 1 0 0 4
REBZTZERXEREESEM | (4%) (10%) (0%) (0%) (5%)
A
| (10) Failing to store First Schedule poison
J- in a locked receptacle 3 2 4 1 3
: REBMRIMBETRE LHE | (6%) (20%) | (13%) (3%) (3%)
| =
| (11) Aiding & abetting in unlawful sale of
s 1 itocen (00°/o) (02/0) (31/0) (02,3) (o?,»:,)
L BEIFBRIE A E TR IS EE
| (12) Aiding & abetting in selling a Third
Schedule poison without authority of
b a prescription (02/ ) {02/) (31/) (02/6) (0?,/ )
| BEAHMRERSREMSENRS | i ’ :
: RIS EE
1 (13) Possession for sale or for any
purpose of trade or manufacture
| goods to which a false trade 0 0 /s) 1 0
description was applied (0%) (0%) (7%) (3%) (0%)
AEBNFMEHERNEREMER
FER R BB SHRBENES

Pharmacy and Poisons Board of Hong Kong
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Ed E

Number of cases (percentage)

Nature of offences E=gE (FHL)
Lo 2002 2003 2004 2005 2006
(14) Possession for sale or for any
purpose of trade or manufacture
goods to which a forged trademark 0 0 2 0 2
was applied (0%) (0%) (7%) (0%) (2%)
AERNEMEENREAEMER
FERRERIENER
(15) Trafficking in a dangerous drug 0 0 1 1 0
fE B EEYRIRE (0%) (0%) (3%) (3%) (0%)
(16) Unlawful sale of Part | poison 0 0 4 3 4
IEEIHE R IR EEE (0%) (0%) (13%) | (11%) (5%)
(17) Possession of a dangerous drug 0 0 1 0 0
EREREY (0%) (0%) (3%) (0%) (0%)
(18) Selling substance to which the 0 0 9 4 8
Antibiotics Ordinance applies 0% % o 39 9%
T EGERE Lo B B T e R R
(19) Failing to store poison properly 0 0 0 2 2
REERETFEE (0%) (0%) (0%) (7%) (2%)
(20) Selling a drug with a label which is
calculated to mislead as to its quality 0 0 0 0 2
HER Rt EEHSEAEREM | (0%) (0%) (0%) (0%) (2%)
AZBEOED e
- 9
P
L 4
S *
y 1 B

ERERNXLSEEER
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| E =

Table = 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2006

2006 F R ERIESEIHER A EMEIEZE

Selling substance to which the Selling a drug with label which is calculated to mislead as to
Antibiotics Ordinance applies its quality
ERNEERAERANYE HEMLILBEMEEHREFEREMACERNEY

Unlawful sale of Part | poison
FEHEBR IR

Failing to store poison properly
REZEBEHSE

Possession for sale or for

any purpose of trade or
manufacture goods to which a
forged trademark was applied
HENMGENEENMNERE
MEFRAREEENER

Sale of Part I/Part Il poison without
label/proper label
HESEZEFENE NAL IXNSE

Failing to store First
Schedule poison in a locke

e &
i Bl 5% 1 B0 B | TF I Sale of Part | poison
LH#EmEER 38% without the supervision of

a registered pharmacist/

Failing to keep proper record / ) proper supervision

in the Poisons Book EEEMERMEE/ 8
BEERES SRS EEEMIERTHES M
HEEsSEImA a8

Possession of
unregistered
pharmaceutical product

EERAEEMBERRR

Sale of unregistered

phai maceutical pmduct Sale of ”Illd Schedule i i i
* E n.m !! poison without tlle autor it)" of a

ESAELRENERTHENRISR

Sale of antibiotic
without the authority
of a prescription
EEAEREEAN
NTFHERER

Pharmacy and Poisons Board of Hong Kong
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A E =

Table = 13

B ARSI,

=1

N-urnber“c;f List_ed Sellers of Poisons in Hong K_ong
HERSHE

Year 4 43 2002 2003 2004 2005 2006
No. of listed sellers of poisons as at
end of year 2,688 | 2,731 | 2,867 | 3,068 | 3,161
BEFRNIIBSEHEERTHE
No. of listed 3,500
sellers of
poisons as at
end of year 3,000
BEFRLMNT
RSEHED
BE 2,500
2,000
1,500
1,000
jlll \\\. -
‘_ P
e E C‘.'._%b-_-.
v ’ — 1 i
T
2002 2003 2004 2005 2006
- ‘ I\'c‘-.
. N Year &4

ERERNERETE

BER
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| B R

Table & 14

Applications for Licensing as Listed Sellers of Poisons

FHES | E S 2L H EE r R AR

Year 15 2002 2003 2004 2005 2006
No. of applications approved
SRR E R R AR o ey s el e
No. of applications rejected 1 0 1 " 0
EARY | B SR E A R R AR E
Table & 15

Regulatory Control of Listed Sellers of Poisons

Y& SR E A E

AEHE

Year {3 2002 2003 2004 2005 2006
No. of inspections conducted
: 4 A i
MENE 5,466 5,465 5,443 5,710 5,901
No. of test purchases conducted 6,140 1.260 1,459 1252 1,483

Pharmacy and Poisons Board of Hong Kong
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| E =

Table = 16

Disciplinary Actions against Listed Sellers of Poisons

Taken by the Pharmacy and Poisons Board
B S 5 S EE s E R REN A2 TED

Number of cases
Disciplinary actions taken BE=gz
Rl 2002 2003 2004 2005 2006
| Removal from the list of listed sellers of
| poisons 7 6 11 5 8
| I SEHEB RS
Issue of written warning
£l 5 5 5 3
BHEERES
The listed seller of poisons ceased
f operation before action taken 2 3 0 1 1
FHERE B RIREC R TEIR CASRE
l Total -
13 14 16 11 12
| g
.-;"; "al.
AN
EREBEXRSEEER
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#EEER

Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons

Handled by the Pharmacy and Poisons Board
ERX R SECSERRIEERMIIESEHEDNLRER

Number of cases (percentage)
Nature of offences EXEHE (Bt
BEEME
2002 2003 2004 2005 2006
(1) Sale of Part | poison 4 6 7 1 1
SHEF | EE (12%) (19%) (18%) (6.7%) | (12.5%)
(2) Sale of Third Schedule poison 0 ) 0 1 1
SHEMIZRIBEE (0%) (6%) (0%) (6.7%) | (12.5%)
| (3) Sale of antibiotic 1 0 0 0 0
HENER (3%) (0%) (0%) (0%) (0%)
(4) Sale of unregistered pharmaceutical
Plozlel (sg/o) (OEA) (02/0) (oga) (02/0)
HERICEMERN R
| (5) Possession of Part | poison 13 10 12 6 3
' BEPIEEE (40%) (31%) (30%) (40%) | (37.5%)
| (6) Possession of antibiotic 6 9 5 3 0
' BEENEE (18%) | (28%) | (13%) | (20%) (0%)
(7) Possession of dangerous drug i 0 0 1 0
EREREY (3%) (0%) (0%) (6.7%) (0%)
(8) Possession of unregistered c 4 . 3 5
! pharmaceutical product 15% % % 0% %
| merennmmme P b S

Pharmacy and Poisons Board of Hong Kong 1.
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Eid E

Number of cases (percentage)

1 Nature of offences B=EHE (HHL)
: FESe3=1
2002 2003 2004 2005 2006
1(9) Aiding and abetting a person in
' selling substance to which the ’ o 5 3 5
Antibiotics Ordinance applies ~ 5 3 o o
BEe AR (Genmay | O0 | O | @0 0 00
j BROME
| (10) Practising Chinese medicine without
e regis"""“g“ (og/) (3]%:) (02/0) (OEA:) (oexo)
FACEEM R -
(11) F;lossessio_n ofosubstances t:) :hich a 0 = 6 1
the Antibiotics Ordinance applie : = 5 o o i
s 45 e PR O B (0%) (0%) (8%) (0%) (12.5%)
(12) Trafficking in dangerous drugs 0 0 1 0 0
: fEIBEEMRIARE (0%) (0%) (3%) (0%) (0%)
1 (13) Possession for sale or for any
: purpose of trade or manufacture
goods to which a false trade 0 0 1 0 0
description was applied (0%) (0%) (3%) (0%) (0%)
BEENIABENNERAENER
e R B SR AR BB RV E &
| (14) Possession for sale or for any
I purpose of trade or manufacture
: goods to which a forged trademark 0 0 4 3 0
" was applied (0%) (0%) (10%) (20%) (0%)
1 AEENENEENNEREMER
i ERBEBENES
(15) Selling a Part | poison on premises
not duly registered under the
Pharmacy and Poisons Ordinance as
premises of an authorized seller of 0 0 0 0 2
poisons (0%) (0%) (0%) (0%) (25%)
RAKARE (BEIEREBEGRM) &
BiMeEEESEHEESRMANE
EHIHER .
—
EREBNXENRSEEER
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ELLE

Table & 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2006

2006 FHRAY| & SR HE R AVAC AR

Selling a Part | poison on
premises not duly registered

| under the Pharmacy and

i Poisons Ordinance as premises
of an authorized seller of
poisons

RYXBER (BREXLEER
Bl) EndMrBEESEY
EERFMAHESIEEE

Sale of Part | poison
HEZIRSE

Sale of Third Schedule
poison
HEHRRITE

Possession of Part |
poison
EESIHEE

Possession of substances
to which the Antibiotics
Ordinance applied
EENMEZEGOEENDE

|

Pharmacy and Poisons Board of Hong Kong
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| BB

Table & 18

Issue of Wholesale Poisons Licences

AL REhR R AR

Year 15 2002 2003 2004

2005

2006

No. of holders of wholesale poisons
licences as at end of year 862 848 832
B2 S EM BRRRSE ANEE

827

834

No. of wholesale poisons licences revoked/
suspended 0 0 0
fHiSHEY S B EEHL R AR AR E

Table & 19

Issue of Manufacturer's Licences for Pharmaceutical Products

B R B T R R 5

Year &5 2002 2003 2004 2005 2006
No. of holders of manufacturer's licences
as at end of year 42 39 4 40 41
HEFRNELEBTREBRFEANEE
No. of manufacturer's licences revoked/
suspended 0 1 0 0 0
HigHE MR SRR IR E
: ".il‘-f_,f,
- |
EEE

by EREBELSE
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EXy E

Table & 20

Registration of Importers & Exporters of Pharmaceutical Products

ZEE S St 1R AV

Year 153 2002 2003 2004 2005 2006

No. of holders of registration certificates for
| importer and exporter of pharmaceutical
products as at end of year
HEFRAGEHOBEAEFEANEE
No. of applications for registration
| certificates for importer and exporter of
| pharmaceutical products rejected

R ——

262 256 257 256 256

b

B

Pharmacy and Poisons Board of Hong Kong ‘l
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Eid E

Table %= 21

Registration of Pharmaceutical Products

BT 2 A Y EE T

Year {3 2002 2003 2004 2005 2006
: No. of registered pharmaceutical products
| as at end of year 21,021 20,415 | 20,084 | 20,037 | 19,940
HEFROMERNLYE
25,000 r—

No. of registered
pharmaceutical
products as at

end of year 20,000
BEFROEM
EZmMEREE
15,000
10,000
5|000 T ] |
0

2002 2003 2004 2005 2006
/. .I_[\‘ sgad Year &4

EREBRXESEEER
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A ER
Table 5 22
e Added 1o Pa O e P0oIso Regulatio 006
] =2 |5 [] H =
1. Alefacept PAI B IEEE i
2. Alemtuzumab PRl EkE |
3. Deferasirox; its salts; its esters; their salts ~ t¥uFE7) ; HEE4E | HAESE © ©MA0ELE
4. Dexrazoxane; its salts L8EHE  HEE 'l
|5.  Entecauvir; its salts; its esters; their salts RE+E ) HEM 5 HEH 0 ©fivEs
6. Erlotinib; its salts [BiRERE ' HEM
7.  Everolimus; its salts; its esters; their salts ~ {K##EF] ; HLEE | HEEX  ©MAVEELE
|8.  Gadoxetic acid; its salts ELERE | HESE
5 9.  Human papillomavirus vaccines ANBLERREEE
10. Ibritumomab tiuxetan BREEH |
11.  Micafungin; its salts; its esters KF5F ) KM HEER
12. Nesiritide RPEILAK
13. Omalizumab BERTREH
14. Paricalcitol; its salts; its esters; their salts A B{LEs ; HEEE » HENE  ©MESE
15. Pegaptanib; its salts EmE » HEE {
16. Pedfilgrastim BIER=
17. Pegvisomant; its salts BREL  HEE
18. Poractant alfa
|19. Rotavirus vaccines WikmEEE _
: 20. Solifenacin; its salts; its esters; their salts ~ ZRFIAPHT  FHEEXE . HEs¥E  ©MAYEEEE 1
[21. Thyrotropin alfa {EFARRERSE O :
. —m—— . — - ———r——
-

Pharmacy and Poisons Board of Hong Kong
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Mar B &

Table & 23

New Substances Added to First and Third Schedules
to the Pharmacy and Poisons Regulations in 2006

—RRNGEERE RSEESGIMZRAFISINARFIIE

[1.  Alefacept FrIZRIEZE
2. Alemtuzumab B mERE |
3. Deferasirox; its salts; its esters; their salts ~ HtFZE =] : HE¥E  HEsHE  ©MR0EELE f.
|4.  Dexrazoxane; its salts BEEE  HEE
5. Entecauvir; its salts; its esters; their salts BE£Z . HEa%E . HEEL  ©Ma0EEss
6. Erlotinib; its salts [C&ER  HEME |
17. Everolimus; its salts; its esters; their salts ~ {&K#EF) | HEE | HE¥  ©fAVEE .,
|8.  Gadoxetic acid; its salts $LEERE  HEAR I
{9.  Human papillomavirus vaccines NEFL SRR SRR ..
10. Ibritumomab tiuxetan BEREEHR |
11. Micafungin; its salts; its esters K¥EHF ) HEF . HEER
12. Nesiritide REALAK
|13. Omalizumab L 923523- 67}
| 14. Paricalcitol; its salts; its esters; their salts PRI E{LRT | HEHE ; HEER  EM@EAR |
|15. Pegaptanib; its salts EMe » HExE |
. Pegfilgrastim EIFE=
. Pegvisomant; its salts BHRE ; HER
. Poractant alfa
. Rotavirus vaccines WAkREEE

20.

Solifenacin; its salts; its esters; their salts

SRFIARHT - FER  HEEME s

g

. Thyrotropin alfa

{EFIRERE O

pr— e

EHREBERSEEER 49
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| A EE

Table 3& 24

Results of Appeals to the Court of First Instance

[FIREAERE EERAVAE R

Findings of the Court of First Instance Num{%%g %a ReS
[FRERERERTFIR
2002 2003 2004 2005 2006
| Dismissed
| 2@ 0 0 0 0 0
Allowed
e 0 0 0 0 0
J
| Appeal withdrawn by the appellant 0 0 0 4 0
| SR AR EER
{
| Total
e 0
-,
e

Pharmacy and Poisons Board of Hong Kong ‘.
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gEtEx

Appeal Cases Handled by

the Pharmacy and Poisons Appeal Tribunal
G| R B 5E FIRE AR RIEAY_ERR{ESE

Nature of appeals Num?g;fﬁaépeals
_ EAHRIER 2002 2003 2004 2005 2006
| Application for renewal of registration of I
premises of an authorized seller of poisons 0 0 0 0 0
| FEERARIESEHER
| Removal of name from the list of listed
| sellers of poisons 0 1 0 3 0
| Y H BRI ER RS
| Application for a listed seller of poisons 1
| licence 1 0 0 0 o |
| EREATI S E R :
|
| Revocation of wholesale poisons licence 0 0 0 0 0 [
HSHSEEHL RSP RR AR | i
Suspension of manufacturer's licence for a
| specified period of time 0 0 0 0 0
| TEIEEHBE A mEHSGER AR
| Application for registration of a |
| pharmaceutical product 0 0 0 fi* ke
| EREEAS AR S S |
|
| De-registration of a pharmaceutical product 1 0 0 0 0 ;
HEHEEE S S AV ;
| Application for a manufacturer's licence for 1
pharmaceutical products il 0 0 0 0 3
FRABEEEI S R BLE TR AR
Total
1 3 1 0 A 1
| BE
ngg[[ng still in progress (as at 31 December 2006)
R BE-OOAF+=A=+—H)
N
EHERNELSEETER
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Table & 26

Results of Appeals to the

Pharmacy and Poisons Appeal Tribunal
[FIEER| R R E5E LR B ARG LEFRIFER

Pharmacy and Poisons Board of Hong Kong

Findings of the Pharmacy and Poisons Number of cases
Appeal Tribunal E=#HE
HEERSE FIRBRBAVEIR 2002 2003 2004 2005 2006
Dismissed
2 0 0 1 0
L)
Partly allowed
. 1 0 0 0 0
BRN15E
| Allowed
4. 1 1 0 2 0
BE
Ap:peal WIthdr‘_':an by the appellant 0 o 0 0 0
| ESFAME L
| Hearing still in progress (as at 31
| December 2006) 0 0 0 1 1
| R BEETH (BE_OOARE+_H
| =1—8)
| Total
4 1 0 4 1
B |
._B'
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