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The Pharmacy and Poisons Board has gone through another busy year in the execution of its statutory
functions under the Pharmacy and Poisons Ordinance (Cap. 138). | wish to take this opportunity to thank all
members of the Board and the Board’s executive committees for their steadfast and unfailing support.

In addition to performing its regular duties, the Board successfully carried out a review regarding the internship
training arrangements and registration examination policies leading to registration of pharmacists in Hong
Kong. The review report has also been circulated to relevant pharmacists’ professional associations,
pharmaceutical trade and industry for consuttation. With an aim to maintaining the professional standard of
the registered pharmacists to meet the ever-increasing demand of the community, the Board also embarked
on developing a Continuing Professional Education programme for the registered pharmacists and a Code of
Ethics for Pharmacists.

In the coming year, the Board and its committees will continue to work closely with the pharmacy profession
and other health-care professions and interested parties and we expect to see the implementation of a number
of new initiatives in developing the pharmacy profession.

DrP.Y. LAM

Chairman

Pharmacy and Poisons Board
September 2005
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This annual report covers the calendar year 2004,
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 executive
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

Facsimile : (852) 2527 2277
Telephone: (852) 2527 8418
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Membership and Functions of

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.
They include; -

(a) the Director of Health {Chairmany}

(b) the Government Chemist: ex officio

(c) the Chief Pharmacist of Members
the Department of Health;

(d) a medical officer in the Department of Health;
(e) a legal adviser;

(f) afull-time teaching staff of pharmacology of the
University of Hong Kong;

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

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

(i} aregistered medical practitioner {(not being a
public officer) nominated by the Hong Kong
Medical Association.

The membership of the Board as at 31 December
2004 was as follows: -
{a) Dr P.Y. LAM, JP (Chairman)
{b) Dr TING Tai-tun, JP
{c) Mr CHAN Wing-kin, Anthony
(d) Dr LEUNG Ting-hung, JP
(e} Ms MAK Wai-yee, Corinna (Legal Adviser)
{f Professor CHO Chi-hin
(9) Professor CHAN Yan-keung
{h) Mr SIT Ka-keung, Perry
Mr CHUA Sek-chon, Peter, JP
Mr LEUNG Kai-lok, Peter
(i) Dr WONG Shou-pang, Alexander

Mr AU Hing-yuen
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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, etc.;

{b} discipline of pharmacists, after inquiry into their
conduct by Disciplinary Committees appointed
for the purpose;

{c) licensing and regulatory control of retait traders
(authorized sellers of poisons and listed sellers
of poisons), including prescribing the conditions
of sales, conducting inspections and test
purchases 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, classification and reciassification of
pharmaceutical products.

The Board is assisted by six executive 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 executive
committees are carried out jointly by the Secretariat
of the Board and the Pharmaceutical Service of the
Department of Health.

EHERE (EEERSEGRN) B
3R TT » FRAT A% 16 (5 Ko LB Jas A A0
MRERY T B EE -

(a) RIFEEIRMGIMEE » 1E5TH
SEMATZRRVEN M - M=
A BRIMEBEETRAEHE
EREE

(b) EH#EEEE » AEEFEY
TAERET UBRERTETAT
B RIZEBIRR ;

() RERBRTEHHERBIEN
ERLIBEBRHEDEE -§
B L ERIERTAAHEE M - #1T
HERABTEREHKEEZE
EREERESEHERIEE
FiEF

(RERFREFA LI BT &
HOE -~ SSEAEE

() MEBBNRNHE BE- &
AHBEHER ; LUK

(f) RIBEE XM RKMER - HENE
SEEE °

ERRETRAANERITEEE - B
HESETHEITEE  MRIT LA
e RN H IR TS - &
BEERITZERRENHEER
HEREFTEERESHRRT




Membership and Functions of
the Executive Committees

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

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

Mr CHAN Wing-kin, Anthony

Dr LAI Kit-lim, Cindy

Mr CHUA Sek-chon, Peter, JP
Professor LEE Kwing-chin, Kenneth, JP
Mr CHENG Chung-kwong (Secretary)

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 examinaticns for registration;

(b) design 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;

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

Mr CHUA Sek-chon, Peter, JP

Mr LEUNG Kai-lok, Peter

Ms Linda WOO (Secretary)

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.

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

Mr CHUA Sek-chon, Peter, JP

Mr LEUNG Kai-lok, Peter

Ms Linda WQO (Secretary)

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: -

consider and approve applications for wholesale
poisans licences;

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

grant or refuse any application for registration as
animporter or exporter of pharmaceutical products.
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Membership and Functions of

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

Mr CHUA Sek-chon, Peter, JP

Mr LEUNG Kai-lok, Peter

Ms Linda WQO (Secretary)

The Pharmacy and Poisons (Manufacturers
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
reguiation 29 of the Pharmacy and Poisons
Regulations.

Mr CHAN Wing-kin, Anthony (Chairman)
Dr TING Tai-lun, JP

Dr KO Tak-him

Professor Brian TOMLINSON

Ms MA Yat-man, Vivian

Dr Lioyd KENDA

Mr MAK Yuk-lun (Secretary)

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 VIil of the Pharmacy and
Poisons Regulations: -
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(a)
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issue registration certificates for pharmaceutical
products or substances,

deregister any pharmaceutical product or
substance;

consider appiications for change of any registrable
particulars of pharmaceutical products or
substances; and

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

Professor CHO Chi-hin (Chairman)
Dr WONG Shou-pang, Alexander

Mr CHAN Wing-kin, Anthony

Dr TING Tai-lun, JP

Mr LEUNG Kai-lok, Peter

Mr SIT Ka-keung, Perry

Mr CHENG Chung-kwong (Secretary)

The Poisons Committee is set up under section
31 of the Pharmacy and Poisons Ordinance to
advise the Board on the classification and
distributicn 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.
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The Work of the Board and

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.

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.

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
2004. A total of 40 applicants cumulatively
passed all the three subjects in the year 2004.

The results of these two registration
examinations are shown in . Figures for
the years 2000 to 2003 are also included for
comparison purpose.
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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.

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.

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.

All practising pharmacists must obtain a
practising certificate annually in accordance with
section 10A of the Pharmacy and Poisons
Ordinance. A total of 1,517 registered
pharmacists were issued with practising
certificates in the year 2004. Statistical data
regarding registration of pharmacists and
breakdown of fresh registration, removal from
and restoration to the register of pharmacists
for the years 2000 to 2004 are shown in
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The Work of the Board and

ERXRSEER

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 are given in pages
22 to 24 of this report.

Statistical data regarding disciplinary actions
taken by the Board in respect of registered
pharmacists in the years 2000 to 2004 are shown
in

An authorized seller of poisons (ASP), commonly
known as “pharmacy”, “dispensary” or “drug
store”, 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 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 reguired to be displayed in a
conspicuous location in the premises of the ASP,
The ASP may also display a fogo prescribed
under section 13A.
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its Executive Committees
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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 441 ASPs registered in Hong Kong
as at end of year 2004. Statistical data regarding
the total number of ASPs, applications for
registration and renewal of registration of
premises of an ASP in the years 2000 to 2004
are shown in

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 randomly and prosecutions are
instituted against offenders.

Any act of alleged misconduct will be subject 1o
ingquiry 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.

Twelve inquiries were held and twelve ASPs were
found guilty of misconduct in the year 2004, Five
of them were issued with written wamings whilst
seven of them were disqualified from being an
ASP for a period of time.
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The Work of the Board and

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
thirty-seven such interviews were held in the year
2004.

The number of inspections and test purchases
conducted by pharmacist inspectors against
ASPs in the years 2000 to 2004 is shown in

Statistical data regarding disciplinary cases
handled by the Board in respect of ASPs in the
years 2000 to 2004 are given in

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 shall 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 2,867 LSPs as at end of year 2004.
The number of licensed LSPs in the years 2000
to 2004 is shown in . Statistical data
regarding applications for LSP licences and
renewal of such licences in these five years are
shown in
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BEEEREHITSE

Like the ASPs, LSPs are also subject to
inspection by pharmacist inspectors but unlike
the ASPs, no disciplinary inguiries by Disciplinary
Committees will be held to inquire into the
conduct of an LSP. If an LSP is convicted of
any offence under the Pharmacy and Pcisons
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 I
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 2000 to 2004 is shown in .
Statistical data regarding disciplinary cases
handled by the Board in respect of LSPs in these
five years are given in

Subject to the provisions of the Pharmacy and
Paisons 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
poiscns licence.
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The Work of the Board and

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 832 holders of a wholesale poisons
licence as at end of year 2004. Statistical data
for the years 2000 to 2004 are shown in

Any person wishing to manufacture any
pharmaceutical product shall 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 controf that will enable the rapid and complete
recall of any product from sate 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.

EHERBREER

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

There were 41 holders of a manufacturer’s
licence as at end of year 2004. Statistical data
for the years 2000 to 2004 are given in

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 shall 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 257 holders of a registration
certificate for importer and exporter of
pharmaceutical products as at end of year 2004.
Statistical figures for the years 2000 to 2004 are
shown in

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.
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The Work of the Board and

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

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 20,084 registered pharmaceutical
products in Hong Kong as at end of year 2004.
The number of registered pharmaceutical
products as at end of years 2000 to 2004 is
shown in

On the advice of the Poisons Committee, the
Board determines and regularly 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: -

REHERBEEHER

(a)

(b)

its Executive Committees
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(a) Part | Poisons:

~—

==

Poisons included in
Part | of the Peiscns
List (Poisons List
Regulations, Cap.
1388B)

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

Part | Third
Schedule Poisons:
Poisans included in
Part | of the Poisons
List and the Third
Schedule to the
Pharmacy and
Poiscns Regulations
(Cap. 1384)

Part II Poisons:
Poisons included in
Part It of the Poisons
List {Poisons List
Regulations, Cap.
138B)

EEERAMTSRENTIE

They can be seld 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 after 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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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
2004 included: -
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The Work of the Board and
its Executive Committees

{a) adding 10 new substances to Part | of the Poisons (a) 1 (F|ZERIEMH) FI1ZMA 10
List Regulations and 10 to the First and Third BT (BEERBEMAMD M
Schedules to the Pharmacy and Poisons R1EMEIMAI0EHNY
Regulations. Twao lists of these substances are at H o BLEMETRIFIER

respectively; and » &

(b} relaxing the control of ‘Tromantadine; its salts; when (b) MEY “di2MIfz ; HEE ; 2
contained in pharmaceutical products labelled for FEEARERZ 2 HEE R
the treatment of cold sores only’ by re-classifying mATEEENES  SEB(SE
them from Part |, First and Third Schedules poisons BERIAM) B HBM(EBERSE
to Part | poisons. BERHDMITR1RHERS %Z@;ﬁﬁ

¥E 4 = =

Regulatory provisions in other related areas are %*ﬁg (BEERM) 2185

contained in the Second and Fourth to Seventh

Schedules to the Pharmacy and Poisons (ERERBERG) HR2EMF4

Regulations: - BTN TAREMBSENRE

Second Schedule  providing for articles exempted iz FRRES (BBEERSE
from the provisions of the ﬂ%‘f?‘])}tﬁ (BEEREEE
Pharmacy and Poisons & Al B
Ordinance and the Pharmacy Bl TR RURRIE,
and Poisons Regulations. R4 RIERLEATHESR
Fourth Scheduie  setting out the statement of FefB R ERLA

particulars as to proportion of
peoisons in certain cases.

fitx5 HMEBELEZSENERE
% o
Fifth Schedule prescribing the labelling
requirements for certain poisons. fife6 FHEREIERTHESRM
FERISRZAN LAZRRIBEE -

Sixth Schedule listing out poiscns exempted
from labelling provisions when fik7 FIHBEHTEENMNLE
sold or supplied in certain HHSE -
circumstances.

Seventh Schedule listing out poisons required to be
specially labelled for transport.

- BHRRSETER
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A Disciplinary Committee consists of the
following persons: -

(@) a Chairman, who is the medical officer in the
Department of Health appointed by the Chief
Executive under section 3(2)(e) of the Ordinance
as a member of the Board;

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

{c) alegal adviser appointed by the Chief Executive,

As at 31 December 2004, the Chairman of the
Disciplinary Committee was Dr LEUNG Ting-hung,
JP, Deputy Director of the Department of Health,
Registered pharmacists who had served as
members in year 2004 included: -

Miss KWOK Hing-fun

Miss WONG Yuen-yin, Clara
Miss LAl Wing-han, Wingkie
Ms YAP Woan-tyng

Ms HO Yuk-fong, Cindy

Mr CHUNG Wing-ming, Billy
Mr LEUNG Kwong-hei

Mr WONG Kwong-cheung, Aaron
Mr SIN Ping-fai, Matthew
Mr TSANG Yuen-wo

Mr YAU Fuk-loi, Rico

Mr CHAN Chi-kit

Mr CHAN Cho-hung

Mr LAU Ho-kuen, Kenneth

HEZEEMMBERETIIAL:
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Membership and Functions of

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: -

(@) acomplaint received by the Board regarding the
conduct of a registered pharmagist 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 inguiry: -

(@} 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: -

(@ 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.

BURRBEEHER

the Disciplinary Committee
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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 respectively.
No appeal was made in 2004. Figures for the years
2000 to 2004 are shown in
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Membership and Functions of the Pharmacy and

The Tribunal consists of the following members who
are appointed by the Chief Executive in accordance

with section 30 (2) of the Ordinance: -

(@) alegally qualified person who shall be the chairman

of the Tribunal;

(b) aregistered medical practitioner;

(c) aregistered pharmacist;

(d) aperson qualified in pharmacology;

(e} aperson nominated by the Director of Health from
a panel consisting of persons nominated by

pharmacists’ associations;

() aperson nominated by the Director of Health from
a panel consisting of persons nominated by

pharmaceutical industry associations; and

{g) aperson nominated by the Director of Health from
a panel consisting of persons nominated by the

retail pharmaceutical trade associations.

The membership of the Tribunal as at 31 December

2004 was as foliows: -

Mr Alan HOO, S.C., JP

Dr YAM Yin-chun, Loretta

Ms PONG Oi-lan, Scarlett

Dr CHEUNG Man-yung, Bernard
Ms YAP Woan-tyng

Mr TANG Wing-ming

Ms CHAN Siu-yee, Sylvia

Mr CHONG Wing-kit, Donald
Ms MA Yat-man, Vivian

Mr AW Yu-chun

Dr CHAN Sung-kwong, Anthony
Mr LEUNG Kwok-keung, Stephen
Mrs CHIN Hang-yin, Alice

Miss KAN Yu-yuk, Linda

Dr CHENG Heung-kwan

Ms MO Sau-ping

Mr LAU Wing-keung

Mr NG Wing-yan

Mr LAU Oi-kwok

ERERSEEER

Chairman
Member
Member
Member

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panei Member
Panel Member
Panel Member
Panel Member
Panel Member
Panet Member
Panel Member
Panel Member
Panel Member
Panel Member

Poisons Appeal Tribunal
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HEXRSE FSREMENNSREEE

The Pharmacy and Poisons Appeal Tribunal,
established under section 30 of the Pharmacy and
Poisons Ordinance, hears and determines the
following matters: -

(a) any appeal against a decision of the Board in
respect of application for registration of premises
or application for renewal of registration of premises
of an ASP;

(b} any appeal against a direction of the Board in
respect of removal of the name of a listed seller of
poisons (LSP) from the list of LSPs; and

(¢} any appeal against a decision of a committee of
the Board, excluding the Disciplinary Committee.

No appeal was heard in 2004. Breakdowns of the
cases by nature and by result from 2000 to 2004 are
shown in respectively.
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Year
Fi5
2000 75
2001 65
2002 63
2003 47
2004 70
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75

50 E 1
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BRE
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in Hong Kong
EERMEM
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20022003 2004 54}
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50 N

ERAER LY

ERRRBEEER

0 ! f |
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o004 Ef
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Statistical Tables and Charts
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et

No. of registered pharmacists as at
end of year 1,315 1,362 1,414 1,457 1,517
2 R0 HEEEE A B

1600,

No. of registered
phammacists as at

end of year
HEERNEE W
ZEREMA S
. 3 E % Year
10007 2003 2004 Ry

Fresh registration (Overseas graduates)

iaEm ClhiiER) 24 43 25 21 34
;t;;%}re[g;r;g; (!_ocal graduates) - o ” . ’
H?fﬁ;g}v%*from the register* 17 o 0 0 .
;e;;%%ion to the register 5 A ; . 5
Net increase

FE
* excluding orders by the Disciplinary Committee

* T ERAREERES
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Statistical Tables and Charts

A5t Bl &=

Table % : 4

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

RARLBREIRNEARNAERNLEETE

' Number of cases
Disciplinary actions taken ARNKE

EmnicETh
- L2000 ] 2001 ] 2002 ] 2003 ] 2004

Formal disciplinary actions
{i.e. Inquiry by Disciplinary Committes)

ERIER1T8 1 0 4 1 2
(BIRic SR | ETRO M)

Informal disciplinary actions

{i.e. Verbal caution by representatives of

the Board) t 0 0 0 0

FFIERACBITE
(HREBRARETFORES)

Total
n-

Table 3% : 5

Results of Disciplinary Inquiries

into Registered Pharmacists

HERRm@ETLRmmoER

Charge dismissed

e 1 0 0
SRR ° °
Guilty of the charge
. 0 0 4 1 2
FEFERL
Sﬁegr;sure 0 0 3 1 1
HET=]

Removed from the register for
a period of time 0 0 1 0 1
MR — R E

ERERZSEEER

29



Statistical Tables and Charts

Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board
0 S 0 20 0 O T T O R W 6 0 02 2 4L R

{1} Sale of Third Schedule poisen without
the authority of prescription C 0 2 1 0
TaBRAHREINEL PHENRIFE

{2) Possession of Part | poison
B 0 0 0 0 7

(3) Possession of dangerous drug

HELBEY 0 0 0 0 1
{4 Misconduct in professional respect

B¥ AR 1 0 1 0 ’
(5) Failing to store First Schedule poison in a

receptacle locked with an adequate lock 0 0 1 0 0

ABENFR NSETHT RSN
(6) Sale of Antibiotics without the authority of
prescription 0 0 0 C 1

TRERARENEITEERLE

Table & : 7

Number of Authorized Sellers of Poisons in Hong Kong

FAHARNBRNEERANE l
at end of year 358 375 398 417 441
HETHRNERESEHEDHE
450 i R Al

| 350\
No. of authorized 300"

sellers of poisons as 25().
at end of year 200
HEFMSNEEE 150
SEHEEHE 100
50.

T2002 2003 2004

The Pharmacy & Poisons Board of Hong Kong
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Statistical Tables and Charts

GEHEE

Applications for Registration of Premises

as Authorized Sellers of Poisons

EREBRNERNEFREMBE

No. of applications for registration of
premises approved 60 44 48 55 58

BWEATEI T AR SRR

No. of applications for registration of
premises rejected 5 0 0 0

HE TSR =

No. of applications for renewal of registration
of premises rejected 0 1 1 0

R ATE A TR A

Table % : 9

Regulatory Control of Authorized Sellers of Poisons
AREBREEENAE

I S T I T T T

No. of inspections conducted
Res = 943 1205 1014 1020 1010

No. of test purchases conducted

AEHE

2016 3609 3212 2020 2368

31
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Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)

FRAETE ! ! 18 4 12
(ElEEfcRE B EEITACRMED

Informal disciplinary actions

(i. e. Verbal caution by representatives of

the Board) 15 10 23 4 37

FFIERACRITE
(B EREREREFLEES)

The authorized seller of poisons ceased

operation before action taken 0 1 2 0 1

FHERTRIER R RTINS

Table #& : 11

Resulits of Disciplinary Inquiries into Authorized Sellers of Poisons

HARRERHERNETEEMAMER

_ Number of cases
Findings of the Disciplinary Committee EREE

ZABRAnER 2000 | 2001 | 2002 ] 2003 [ 2004 |

Charge dismissed

ST 1 1 4 0 0
Guilty of the charge
HEin g 6 6 14 4 12

Sentence of the Disciplinary Committee

ERsARnHn

32

tssue of written warning
BHEEES 2 2 8 4 °

Disqualified from being an authorized
seller of poisans for a period of time

HUHEHE R B —




Statistical Tables and Charts
HEtE &

Disciplinary inquiries into Authorized Sellers of Poisons
~ Handied by the Pharmacy and Poisons Board .
ﬁ!i&!ﬁ!EH!&EI!&HS!H!EW&#E%ﬂﬁ

Number of cases (percentage) '
Nature of offences HERNE (HHL)
EEER 2000 | 2001 | 2002 { 2003 | 2004

(1} Sale of Part I/Part Hl poison without

label/proper label 9 ? 1 0 1
wEpsREEEne e mes () (0%) (2%) (0%) (3%)
{2) Sale of Part | poison without the
supervision of a registered pharmacist 7 5 20 3 2
ERAEMBERMEENEL T HE (50%) (41%) (42%) (30%) (7%)
EIBHEE
le of Third Schedule poi ithout
{3} Sale of Third Schedule poison withou 5 ) » 5 5

the authority of a prescription

ERERSEENEA T HENRsg G0 (7% (23%)  (0%)  (18%)
{4} Sale of antibiotic without the authority of

L 1 2 1 0 2

a prescription

ERERS RS THERLE (7%) a7%) (2%) (0%) (7%)
{5} Sale of unregistered pharmaceutical

product 8 ? E ? 8

SHE R (0%) (0%) (%) (0%) (0%)
{6) Possession of Part | poison 0 0 1 1 0

SHE IHEE (0%) (0%) {2%) {10%) {0%)
{7} Possession of antibiotic 0 0 1 0 0

TENER {0%) {0%) {2%) (0%) (0%)
{8) Possession of unregistered 0 2 6 1 4

pharmaceutical product o o o o o

W AT B ESE, {0%) (17%) (13%) {10%) (13%)
(9) Failing to keep proper record in the 0 0 9 ’ 0

Poisons Book . o o o o

ARG ERTEEESRM (0%) (%) (4%) (10%) (0%)
{(10) Failing to store First Schedule poison in 1 1 3 2 4

a locked receptacle 0 0 o ) 0

AEIE sEE N Lamsey (70 (%) (6%) (20%) - {13%)

BERSEERR
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(14)

(16)

(17)

Aiding & abetting in unlawful sale of
Part | Poisen

REIRHIE IR EE TR 1S

Aiding & abetting in selling a Third
Schedule poison without authority of

a prescription

BRI AR IR 5 PR T 25 EE 22340
BE

Possession for sale or for any purpose of
trade or manufacture goods to which a
false trade description was applied
AEENEAEmENNEAENEEE
RERESRBNER

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

Trafficking in a dangerous drug
BB EEEIERE

Unlawful sale of Part | poisons
IEAHES 1555

Possession of a dangerous drug

BEEREY

0
(0%)

(0%)

(0%)

(0%)

(0%)

{0%)

(0%)

0
(0%)

(0%)

(0%)

(0%)

(0%)

(0%)

(0%)

0
{0%)

(0%)

(0%)

(0%)

(0%)

{0%)

{0%)

(0%)

(0%)

(0%)

(0%)

{0%)

(0%)

(0%)

(7%)

{7%)

(3%)

(13%)

(3%)




Passession of a dangerous drug

Statistical Tables and Charts

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

EREREY HERBE EEHAHIE

Unlawful sale of Part | poisons
FH#ER 58

\

Trafficking in a dangerous drug

RREDNEE

Possession for sale or for any \
purpose of trade or \
manufacture gocds to which
a forged trademark was
applied
BERNIHENEES
mEaEAEEEENE D

Possession for sale or for any
purpose of trade or manufacture
goods o which a false trade
description was applied
BERSIEENEEHEM
BEEAERESNRENER

Aiding & abetting in selling a Third
Schedule poison without authority
of a prescription
ENBIE R EE D R RS
fiFe3e) S

Aiding & abetting in unlawful sale

of Part | poison
BN EEEE HBE

ENFERSEEER

I oA IR
\

\ | Sale of Part I poiscr: without the supervision of
\ ‘| aregisterad pharmacist
!

.\ ‘| AR RERMEENEE FEER 1HIFE

Sale of Third Schedule poison without the
authority of a prescription

TEABRLREMEL T HEMEISE

\ W ‘
t Sale of antibiotic without the authority
! of a prescription

VESERARENRT FEERS %

\ Possession of unregistered
pharmaceutical product
CRER I

Failing to store First Schedule poison in
a locked receptacle

e loeak s S e Ty

35



36

#istE =

No. of listed sellers of peisons as at end of year

T S S E Y B 2568 2582
3000
.y el (2688 )
0500 . 2568 S
No. of listed
sellers of poiscns 2000
as at end of year
HEZHENTIE 1500
SEWHERHH
1000 4
'
500 -
R L
2000 | 2001 2002
No. of applications approved 21 339
NS B R E TS e R R R
No. of applications rejected 5 1
BRI HSEHEMMEERANE
No. of renewal application rejected 0 0

FERET S S R E AR ERE

2688 2731 2 867
e {2887
(2731 R
| Year
2003 2004 | F
357 282 409
1 0 1
0 0 0




Statistical Tables and Charts

No. of inspections conducted
UEHE 5,587 5,431 5,466 5,465 5,443

No. of test purchases conducted
Sy 7125 6,178 6,140 1,260 1,459

Removal from the list of listed sellers of
poisons 5 2 7 6 11
HHEEEHEDRMES

Issue of written warning

BHEEEL ! 8 4 5 5
The listed seller of poisons ceased operation

before action taken 0 0 2 3 0
B3]
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fistE =

{1} Sale of Part | poison 2 9 4 6 7
HEX 1= (6%) (28%) (12%) (19%) (18%)
{2)  Sale of Third Schedule poison 0 1 0 2 0
HEMFRIFE (0%) {3%) {0%) (6%) {0%)
{3) Sale of ant:biotic 0 0 1 G 0
HEMES (0%) {0%) (3%) (0%} (0%)
4y Sale of istered ph tical
(4 pi)zsctunregls ered pharmaceutical 0 ’ 9 0 0
Sl S gy I3 5, {0%) (3%) (6%) {0%) (0%)
(5) Possession of Part | poison 14 11 13 10 12
EEEINSE (45%) {35%) (40%) {31%) {30%)
(6) Possession of antibiotic 11 7 6 9 5
EEEE (36%} (22%) (18%) (28%) (13%)
(7) Possession of dangerous drug 0 ¢ 1 0 0
ERERLEY (0%) {0%) (3%) (0%) {0%)
g P i f istered
O e e s

(9) Aiding and abetting a person in selling
substance to which the Antibiotics 0

, , 0 1 0 0
Crdinance apploef i ‘ (0%) (0%) (3%) (0%) (0%)
MBS A HE (REEEG) E@E
e

{10) Practising Chinese medicine without
registration ? ? g 1 E
Sedzs e GRb @R @ R )
{11) Possession of substances to which the 0 0 0 0 3

Antibiotics Ordinance applied
SRR AERNE ) @O ) (8%)




Statistical Tables and Charts

J : EESNE TR S N it ‘Number of cases {(percentage)

MRNE (531

(12} Trafficking in dangerous drugs 0 0 0 0 1
el S EEE {0%) {0%) (0%) (0%) (3%)

{13) Possession for sale or for any purpose
of trade or manufacture goods to which

o . 0 0 0 0 1

a false trade description was applied

BERSL AL SR TS (0%) (0%) (0%) (%) (3%)

FEF R SRR &

(14) Possession for sale or for any purpose

of trade or manufacture goods to which 0 0 0 0 4

a forged trademark was applied o . . o o
| BEEN LN ERRTHEE (0%) (0%) (0%) %) (10%)
; ERBEHENER
i

Trafficking in dangAerous drugs Passession for sals or for any purpose of trade or manufaciure
EBREEIRE goods to which a false trade description was applied

AEERCNHENMNEREMETEARREARENEL

Possession of substances to which the
Antibiotics Ordinance applied
BEENEREHNERNE

(3%) / o Possession for sale or for any purpose
3%) of trade or manufacture goods to which

a forged trademark was appiied
AEBH IR ERNEREMEHE
FibEmEnEs

Possession of unregistered
pharmaceutical product

ERATGE RIS

Sale of Part | poison

— HEE Bl

—_—

Possession of antibiotic

BENES

Possession of Part | peison
EEEINEE

EREXRBEEHER
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Statistical Tables and Charts

Issue of Wholesale Poisons Licences

BRLFINVOHER

No. of holders of wholesale poisons licences
as at end of year 897 866 862 848 832
BREFENSEMBHEHEANEE

No. of wholesale poisons licences revoked/
suspended 1 0 ¢ 0 0
REHE M B B BRI E

Table ¥ : 19
. Issue of Manufacturer's Licences for Pharmaceutical Products

RENGaNERMALOER

No. of holders of manufacturer's ticences as
at end of year 45 43 42 39 41
BEFHRMNNSHREREANRE

No. of manufacturer's licences revoked/
suspended 0 1 0 1 0
HEHS RHAE TR BB E

Table 35 © 20
Registration of Importers & Exporters of Pharmaceutical Products

BRI 3o i O & B2 1R

No. of holders of registration certificates for

importer and exporter of pharmaceutical

products as at end of year 332 302 262 256 257
BEFHEOVEHOEEASHEANHE

No. of applications for registration certificates

for importer and exporter of pharmaceutical

products rejected 0 0 0 0 0
R OmEREREN#E

The Pharmacy & Poisons Board of Hong Kong
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TS A S VU

No. of registered pharmaceutical products

Registration of Pharmaceutical Products
RME RO

Statistical Tables and Charts

et E &=

as at end of year 20,172 20,337 21,021 20,415 20,084
HEFRMIMESRSHA
25000 -
- hedlie A _ N A hEH VBT
No. of registered
pharmaceutical 3
nroducts as at 15000 -
end of year
ﬁ;fiﬁﬁgﬂﬁéiﬂﬂ 10000
RN RHE
5000 -
: ; Year
2000 2001 2002 2003 2004 | FR

New Substances Added to Part! of the Poisons List Regulations in

—SOnEARNRANE BNARNFIN

—

Teriparatide; its salts
Aprepitant; its salts
Marbofloxacin; its salts
Articaine; its salts
Atazanavir; its saits
Efalizumab

Pemirolast; its salts

Eplerenone

© Wy G e W N

Olmesartan; its salts; its esters; their salts

10. Pregabaiin: its salts

FRRXREEEER

YSIIARE ; HEKE
ftmPLil ; EEEsE
EELVE  BHBA
fE+H ; H&zE
FHLERE  HERSE
HELEBR

Mz E)ts  HE
=l

BEE  BRn Nieps e ManEs
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Statistical Tables and Charts

New Substances Added to First and Third Schedules to
the Pharmacy and Poisons Regulations in 2004

—SRNFERMREERAAN R BINAHFAR

1. Teriparatide; its salts HACPAAL - HERER

2. Aprepitant; its salts [HHILE ; HEa%e

3. Marbofloxacin; its salts B e g

4. Articaine: its salts MR EEE

5. Atazanavir; its salts RILAE ; 2B

6. Efalizumab A ER

7. Pemirolast: its salts i Elsy o HEE SR

8. Eplerenone TR # A

Olmesartan: its salts; its esters; their salts BEIE  HEAE ) HERE ) ofnEs

10. Pregabalin; its salts Eints ; HeEid

Table 5% * 24

Results of Appeals to the Court of Firstinstance |
mRREELRGER

Dismissed

0 ¢ 0 0 )
2l
Allowed 0 0 0 0 0
=
Appeal withdrawn by the appallant 0 0 0 0 0

LEF A EER

The Pharmacy & Poisons Board of Hong Kong
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%mx

Statistical Tables and Charts
R E

Table & : 25

Appeal Cases Handled by
the Pharmacy and Poisons Appeal Tribunal

REFEBRLIFESEEEN LRER

Application for renewal of registration of
premises of an authorized seller of poisons

RERAERESEHED

Removal of name from the list of listed sellers
of poisons

P S EHE RS

Application for a listed seller of poisons
licence

AT R EEE

Revocation of wholesale poisons licence

LR e Tl

Suspension of manufacturer's licence for a
specified period of time

IR R A IR RS RRRR

Application for registration of a
pharmaceutical product

CER RS SR

De-registration of a pharmaceutical product

SR EE R R AV

Application for a manufacturer's licence for
pharmaceutical products

AEHRRIEERR

BERERE

Wil N

SRt T T

0 0 0
1 0 1
0 1 0
0 0 0
1 0 0
0 1 0
0 1 ]
0 1 0
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44

Dismissed 5 1
A
Partly all

al E/a owed 0 0
g
i\llowed 0 0
15
Appeal withdrawn by the appellant 1 1

LR AHE LR
\\\\\\%§\ i \ S \‘E\\‘\\_\\‘\-\ﬁ.\ : \\“‘_\\‘:\'\ . i \‘Q:\\\;\\\\v: ¥
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