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Thanks for Members' invaluable contribution and unfailing support, the Pharmacy and Poisons
Board sailed through year 2002 smoothly.

To safeguard the health interests of the general public and to bring the quality of the local
pharmaceutical products on par with international standard, the Board has since 1995
introduced the Hong Kong Good Manufacturing Practices Guidelines for Pharmaceutical
Products. The Guidelines were implemented by three stages. With the support of the local
pharmaceutical industry and all interested parties, the final stage was completed at the end
2002.

In addition to its routine business, the Board also embarked on a review regarding the
internship training arrangements and registration examination policies leading to registration of
pharmacists in Hong Kong. The Examination Committee was tasked with the review which is in
active progress. The result, once available, will be carefully considered by the Board, and
relevant parties will be consulted.

The Board will continue to work closely with all interested parties and organizations for better
health protection and quality health care which contribute significantly to the well-being of the
society.

Dr. Margaret Chan

Chairman

Pharmacy and Poisons Board
May 2003
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This annual report covers the calendar year 2002.
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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(1) Membership

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 (Chairman); )

(b)the Government Chemist; ) ex-officio

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

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

(e) a legal adviser;

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

(g)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) 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 2002 was as follows: -

(a) Dr. Margaret Chan, JP (Chairman)
(b) Dr. D.G. Clarke, JP
(c) Mr. Chan Wing-kin, Anthony
(d) Dr. Lam Ping-yan, JP
(e) Ms. Mak Wai-yee, Corinna (Legal Adviser)
(f) Professor Cho Chi-hin
(g) Professor Chan Yan-keung
(h) Ms. Ma Yat-man, Vivian
Dr. Lau Sze-ngar, Grace
Mr. Chua Sek-chon, Peter, JP
() Dr. Choi Kin

Secretary
Mr. Chiu Hon-kwan, Raymond
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(2) Functions

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 retail 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 reclassification 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.
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To assist the Board in performing its functions, the EHERRE (BEERSFTERKI) K
following six executive committees are HENBEXRYLT THRABHITESR
established under various provisions of the T WHEBEERATHE

Pharmacy and Poisons Ordinance: -

(1) Examination Committee

(1) EREER

(i) Membership as at 31 December 2002 (i) BE-S®_-_+=-H=+-—8H

Professor Chan Yan-keung (Chairman)
Dr. D.G. Clarke, JP

Mr. Chan Wing-kin, Anthony

Dr. Lai Kit-lim, Cindy

Mr. Chua Sek-chon, Peter, JP
Professor Lee Kwing-chin, Kenneth
Ms. Elaine Chan (Secretary)

(ii) Functions

The Examination Committee is established
under section 8(3) of the Pharmacy and
Poisons QOrdinance to: -

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

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

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

(h) keep under review the standard of the
registration examinations.
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(2) Pharmacy and Poisons
(Listed Sellers of Poisons)
Committee

(i) Membership as at 31 December 2002
Mr. Chan Wing-kin, Anthony (Chairman)
Mr. Chau Wing-kit, Luke
Mr. Sit Ka-keung, Perry
Ms. Linda Woo (Secretary)

(ii) 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.

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

(i) Membership as at 31 December 2002

Mr. Chan Wing-kin, Anthony (Chairman)
Mr. Chau Wing-kit, Luke

Mr. Sit Ka-keung, Perry

Ms. Linda Woo (Secretary)

(ii) 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.
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(4) Pharmacy and Poisons
(Manufacturers Licensing)
Committee

(i) Membership as at 31 December 2002

Mr. Chan Wing-kin, Anthony (Chairman)
Mr. Chau Wing-kit, Luke

Mr. Sit Ka-keung, Perry

Ms. Linda Woo (Secretary)

(ii) Functions

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 regulation 29 of the Pharmacy and
Poisons Regulations.

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

(i) Membership as at 31 December 2002

Mr. Chan Wing-kin, Anthony (Chairman)
Dr. D.G. Clarke, JP

Dr. Ko Tak-him

Professor C.R. Kumana

Mr. Ling Ho-ming, Michael

Mr. Mak Yuk-lun (Secretary)
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(ii) Functions

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

(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

(i) Membership as at 31 December 2002

Professor Cho Chi-hin (Chairman)
Dr. Choi Kin

Mr. Chan Wing-kin, Anthony

Dr. D.G. Clarke, JP

Dr. Lau Sze-ngar, Grace

Ms. Ma Yat-man, Vivian

Ms. Elaine Chan (Secretary)

(ii) Functions

The Poisons Committee is set up under section
31 of the Pharmacy and Poisons Ordinance to
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.

(if)

B HE
REAXRSR(RARDRYEE
i ?%ﬁﬁﬁ&ﬁ%ﬁﬁﬁ%ﬂﬂ%)
ZESITTIRE (BHXR
SEBRGI) FVINED TR A

(a)ERHEH R AN YE MRS
=

(b)BHBEB RN EREM ;

C)ZREBENHEERMRYE
AMEENRE R

(DZRERHARETHERAR
HHBHYETEY AP
o URERERAAREHE
HEYAAZHE -

(i) BZE=FF=-F+=-A=+—8H

MREEE
BCBHR(ER)
ZERE
BRkf2EE
BREEL
BB L
SRzt
RMEBLZL(WE)

(ii) BEgE

SEZESRE (BH %
WRE) E31ERYL - RE
EEERBIBRENTPM
ErE UREBEEHS
BESNET RNEER
R-EHEESE

(a)EFEMMNEERRM
)53
(b)RETIRE (BHER

Pl) R (EBERBH)
BREGNTE -

o

#

il R S e
HEXA S it
calt SRt 2 St A

—

s

tb

my
3 ﬁ
F %



The Work of the Board and
|ts Executive Committees
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(1) Registration of Pharmacists '_ (1) ZEHIEDRYERY

Any person intending to practise as a pharmacist BREASENEEMSERNEER
in Hong Kong must first be registered with the i REALRARERRAEN
Board. To be eligible for registration, an applicant a1 ZHANARBEEE  HHE
must be able to meet with the qualification, Bigarf e

examination and training requirements specified

by the Board. (i) &

(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)must be registered or professionally
qualified to be registered as a pharmacist,
normally in the country in which he/she has

REALBARE TRES —EHR
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BAENM (BEREN) &
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completed his/her studies in pharmacy. (ii) &

(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 2002. A total of 28 applicants
cumulatively passed all the three subjects in
the year 2002.

The results of these two registration
examinations are shown in Table 1. Figures for
the years 1998 to 2001 are also included for
comparison purpose.
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The Work of the Board and
| its Executive Committees

(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.

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.

(iv)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.

(v) 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 1,414 registered
pharmacists were issued with practising
certificates in the year 2002. Statistical data
regarding registration of pharmacists and
breakdown of fresh registration, removal from
and restoration to the register of pharmacists
for the years 1998 to 2002 are shown in Tables
2 and 3.
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(vi)Discipline of Pharmacists

Inquiries into the conduct of registered
pharmacists are made by Disciplinary
Committees appointed under section 15 of the
Pharmacy and Poisons Ordinance. A
registered pharmacist found guilty of
misconduct will be subject to disciplinary
sanctions, ranging from censure to removal
from the register of pharmacists for a specified
period of time. A more detailed account of the
set-up and work of Disciplinary Committees are
given in pages 25 to 26 of this report.

Statistical data regarding disciplinary actions
taken by the Board in respect of registered
pharmacists in the years 1998 to 2002 are
shown in Tables 4, 5 and 6.

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

(i) Authorized Sellers of Poisons: Licensing

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

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

There were 398 ASPs registered in Hong Kong
as at end of year 2002. Statistical data
regarding the total number of ASPs,
applications for registration and renewal of
registration of premises of an ASP in the years
1998 to 2002 are shown in Tables 7 and 8.

(ii) 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 randomly and prosecutions are
instituted against offenders.

The Board takes a serious view of any non-
compliance of the Pharmacy and Poisons
Ordinance and the related regulations.
Reminders were issued to all ASPs in August
2002 reiterating to them their obligation to
observe strictly the requirements of the law.

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

(iii) Listed Sellers of Poisons:

EEBRENGES8NTH

18 inquiries were held and 14 ASPs were found
guilty of misconduct in the year 2002. The
penalties imposed by the Committee ranged
from the issue of written warning to
disqualification from being an ASP for a period
of three months.

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 23 such interviews
were held in the year 2002.

The number of inspections and test purchases
conducted by pharmacist inspectors against
ASPs in the years 1998 to 2002 is shown in
Table 9.

Statistical data regarding disciplinary cases
handled by the Board in respect of ASPs in the

12 and 12A.

Licensing

A listed seller of poisons (LSP), commonly
known as a medicine company, is a person
approved to conduct the retail sale of poisons
included in Part |l 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 2,688 LSPs as at end of year 2002.
The number of licensed LSPs in the years 1998
to 2002 is shown in Table 13. Statistical data
regarding applications for LSP licences and
renewal of such licences in these five years are
shown in Table 14.
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its Executlve Committees

(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 will be held to inquire
into the conduct of an LSP. If an LSP is
convicted of any offence under the Pharmacy
and Poisons Ordinance, the Antibiotics
Ordinance or the Dangerous Drugs Ordinance,
his case will be submitted to the Board for
consideration. His name will be removed from
the list of LSPs if the Board considers him not
a fit and proper person to continue the retail
business of Part Il poisons. For minor
infringement, the Board may issue a written
warning to the LSP concerned.

As with the ASPs, letters were also issued to all
LSPs in August 2002 reminding them to comply
strictly with the provisions of the Pharmacy and
Poisons Ordinance and the related regulations.

The number of inspections and test purchases
conducted by pharmacist inspectors on LSPs
in the years 1998 to 2002 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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ERRRHEAITESSMN0THF

Exporters of Pharm:g eul

Products
(i) Wholesale Dealers of Pharmaceutical (i) EBREMES
Products BROEBEERSERMN) ZHR

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.
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(i) EENRRES

There were 862 holders of a wholesale poisons
licence as at end of year 2002. Statistical data
for the years 1998 to 2002 are shown in Table
18.

(ii) Manufacturers of Pharmaceutical Products

Any person wishing to manufacture any
pharmaceutical product shall apply to the
Pharmacy and Poisons (Manufacturers
Licensing) Committee for a licence annually.
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The Work of the Board and
its Executive Committees

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 42 holders of a manufacturer's
licence as at end of year 2002. Statistical data
for the years 1998 to 2002 are given in Table
19.
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(iiijGood Manufacturing Practices (GMP)

m Details of the Programme

1

With a view to improving the standard of local
pharmaceutical manufacturing in order to
achieve the internationally accepted Good
Manufacturing Practices (GMP) standard, the

Board issued a "Hong Kong Good
Manufacturing Practices Guidelines for
Pharmaceutical Products" and an
implementation programme for GMP

compliance in 1995. These guidelines are used
as a basis for the inspection and licensing of
manufacturing facilities by the Board.

The completion of GMP for local manufacturers
of pharmaceutical products is phased as
follows: -

(a) A general appreciation of the principles
of quality assurance of GMP and
validation of all processes and
procedures;

(b) documentation of procedures for
handling complaints and drug recalls;

(c) implementation of arrangements relating
to contract production and analysis; and

(d) implementation of self-inspection and
quality audits.

23 (@) Implementation of the principles and

practices relating to quality control, and
| all documentation requirements;
'~ (b) implementation of requirements as to
personnel and handling of materials; and
(c) implementation of requirements as to
the  manufacture of  active
pharmaceutical ingredients.

3 (@) Compliance with the requirements as to

design, construction, maintenance,
sanitation, production, quality control
and cleaning, etc.;

(b) implementation of the principles and
practices relating to production; and

(c) implementation of the requirements as
to the manufacture of sterile
pharmaceutical products.
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Taking into account the feedback from the local
manufacturing industry after satisfactory
completion of Phase 1 and part of Phase 2, the
Board decided in February 1999 to revise the
time table for the completion of the programme
as follows: -

@ Details of the programme cRgrvr]:?)?gtfg;\ gtate

20

Phase 2 was completed on schedule.
However, some manufacturers had written to
the Board in October 2002 requesting for

further extension of the Phase 3
implementation deadline by 12 months. On the
other hand, some manufacturers had also
written to express the view that the stipulated
target completion date should be upheld.
Having considered the views of different
sectors of the industry and based on the
interests of Hong Kong, the Board maintained
that all manufacturers should adhere to the
original deadline of 31 December 2002. All
interested parties and manufacturers were
apprised of the Board's decision accordingly.

(iv)importers and Exporters of Pharmaceutical

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 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 262 holders of a registration
certificate for importer and exporter of
pharmaceutical products as at end of year
2002. Statistical figures for the years 1998 to
2002 are shown in Table 20.
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(4) Registration and (4) EBBFNTMR

Classification of
Pharmaceutical Products

(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: -

(a) an undertaking to permit the Committee to
inspect the manufacturing premises; and
(b)a declaration that the subject product is
manufactured in accordance with the
requirements imposed by or under the law

of the country concerned.

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

There were 21,021 registered pharmaceutical
products in Hong Kong as at end of year 2002.
The number of registered pharmaceutical
products as at end of years 1998 to 2002 is
shown in Table 21.
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(ii) Classification of Pharmaceutical Products

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: -

Classification Restriction(s) on sale

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
after entry in the Poisons book

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.

stating the particulars of the
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They can be sold by authorized

sellers of poisons and listed

of sellers of poisons without the
List supervision of registered
_ist  pharmacists.

E mARBGEE B
 BEREENETS
Egﬁiﬁﬁﬁﬁﬁ

Classification and distribution in the Poisons ERREBEI (FERRAM)
List and imposition of control through the two MAEBERSERG) » 8F
schedules are made through amendments to BERESERANIEND &
the Poisons List Regulations and the Pharmacy 3 35 38 W MY 2% 20 22 A 5 5
and Poisons Regulations. Amendments RE - VUEABE—ZT_FHLE
proposed by the Board and approved by the E%%gﬁ ﬁﬂm ?ﬁ&ﬁ?\fgﬁgﬁ
S = : 5 7 =
I(_e)gitsj:jcwe;ounml in Lh? year 2?02Pm?:]d;d,;h B> LT BT -
a) adding 21 new substances to Par e =
Poisons List Regulations and 20 to the First (a)E CBERERA) = 'iﬂ A
and Third Schedules to the Pharmacy and {2%1)&5;[1%&1 éﬁi%ﬁfﬁg
Poisons Regulations. Lists of these S M E o HEE E22
substances are at Tables 22 and 23; 55 FRE22H

(b) relaxing (by deleting from the First and Third
Schedules) the control of clobetasone
butyrate when contained in preparations
intended for external application only at not
more than 0.05%;

(c) exempting Desloratadine from the labelling
requirement stated in item 8 of the Fifth
Schedule so that the container of any of
these substances is not required to be
labelled in both English and Chinese with

(bYHERBENBHREARTS
BERZR0.05%N T HEMSM
A BUE B ) (48 E M BR 7 Bt 3R 1
BHt&R3IN)

()BT EMESHNRM RS
EREMNERRE - BREE
EMENRBBEBH L O
B MhBEBYTFEASSRE
RENBHER  FHERR
BAKM) cPEXER .

the statement "Caution: This may cause (HERAREETEREZLE
drowsiness. |If affected, do not drive or EENDEER MBROEHE
operate machine"; WELATEERZR2ERW

(d) relaxing (by deleting from Part | and adding
to Part Il) the control of Nicotine where it is
intended to be used in nicotine replacement

EaTHREES (#&EMERR
BIBSENS EMABENE
5%) Kk

therapy and in the form of chewing gum (e)gsﬁgﬁzggﬁggim
containing not more than 2mg of Nicotine : HA e
o did ’ ASHHAENERIREN
(e) tightening the control of oral contraceptive HEEE \aﬁmJ:I‘E B ﬁ ﬁl‘ﬁ*ﬁ
products containing oestrogenic and Eﬁ%ﬁig%%g%iﬁ;
progestational substances by specifying the ﬁ : k& 7RA

maximum levels of each of such substances
below which such products are exempted
from control as poisons.
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Regulatory provisions in other related areas are (HBERSERG) WR2R M
contained in the Second and Fourth to Seventh RABTHIIE TR E A H EH R
Schedules to the Pharmacy and Poisons B

Regulations: -
— SBREE (REERER

providing for articles exempted B R (REXEERR
from the provisions of the Bl) IRTBREER °

Pharmacy and Poisons o T
Ordinance and the Pharmacy ﬁgggég;??ﬁﬁ%ﬁ

and Poisons Regulations. _
HRHALSRORES

setting out the statement of
particulars as to proportion of j=
poisons in certain cases. Bl E SLEAE R T 44 e o it
| BERIEAM LR EEE o

Bl R E R TES B
WHSE -

. prescribing the labelling
requirements for certain
poisons.

listing out poisons exempted
from labelling provisions when
sold or supplied in certain
circumstances.

listing out poisons required to
be specially labelled for
| transport.
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(1) Membership

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)a legal adviser appointed by the Chief
Executive.

Disciplinary Committees held during the year were
chaired by Dr. Lam Ping-yan, JP, Deputy Director
of the Department of Health. Registered
pharmacists who have served as members
included: -

Ms. Chik Shun-hoo, Sophia
Ms. Chung Suet-man, Sheila
Mr. Chung Wing-ming, Billy
Ms. Ho Yuk-fong, Cindy

Ms. Kwok Hing-fun

Mr. Kwong Yiu-sum, Benjamin
Mr. Lai Chi-hung

Ms. Lai Wing-han, Wingkie
Mr. Lau Ho-kuen, Kenneth
Mr. Leung Kai-lok, Peter

Ms. Mok Lai-fong

Mr. Sin Ping-fai, Matthew

Mr. Wong Chi-ming

Ms. Wong Ching-man, Ruby
Mr. Wong Kwong-cheung, Aaron
Ms. Wong Yuen-yin, Clara

Mr. Yau Fuk-loi, Rico

Mr. Yip Wai-keung
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Membership and Functions of the
Disciplinary Committee

(2) Functions

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) a complaint received by the Board regarding the
conduct of a registered pharmacist or his
employee, or an authorized seller of poison (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.

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

Statistical figures on the results of disciplinary
inquiries into the conduct of registered pharmacists
and ASPs are given in Tables 5 and 11 respectively.
No appeal was made in 2002. Figures for the years
1998 to 2001 are shown in Table 24 for comparison
purpose.

o T 8 B 1Unk | K lithe

S
=
RS

o A
I 3R

o =
_}|W
i
h o
S
o -

3D A
TR 2 vy gt
g
A
el
¥

-+ ) jot i

3 3
2 1

3]
T e
0 ik S

®
S RBD I

3 it =

> 0 %
S 2 =8
= o 1

Ci
ol 3475 4L ) M
ggl.,

S
Stk

AR JFTR

el
W TR W
Sl 2

s

° - WE A B
il
o
A~
I 7

Ho> o g

i T -
M Shx

A SR -

il
==

iy

B
=7 Bl HY
S R R S S 3 -

o
I

= g
e
ol ¥

B iy ¢

g

=

i

T3

o

&l

-

YK

il

B
e

B

WL

s
g

e
R B8
I
R

3
45

B

A
4

= it
ﬂlm
B
I
g
i
W
im

|
23
dit
art &
F e
B
. ok
IR s >

S

g |

—_—
o

B B B P P R o e P
D S 8 it = B - - 5

o fil Tl 2k TR
- Y

marE B
EE nE B

&
ZH
EFE

ﬂi

H gy

g I P S
SNES
&,

i 5 28 b B
wEWH
2 g e

AR e Y

At
i
IR
g
st
E
I
EH

e
+ER  oat
S TR
H S

g WA H

@ -y

B SitH

W TQHEE

W Ept

m o ° e

1 S

& |

BE W

W

o

|

5

i il
3]
N

| | i 2ot
g‘}(
i S

i
|Pﬁ
i
Sl

EE

o E-E
I s
Fdp

m
=3
S
L
rae)
Tt
Hib

7 || 30
s 48 O
o |1 B
S B
S R
R
Y 5 220 3
||l 2

44 R )
PIZH

| 2%
5 2 R
F o W

© | A9 o

B
l;l‘_}'
e
ali
T
SHE
&
o

g



\

Membership and Functions of the
_Pharmacy and Poisons Appeal Tribunal

 RESREE L RES RS R

(1) Membership

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;

(b) a registered medical practitioner;

(c) a registered pharmacist;

(d) a person qualified in pharmacology;

(e) a person nominated by the Director of Health

from a panel consisting of persons nominated

by pharmacists' associations;

(f) a person nominated by the Director of Health
from a panel consisting of persons nominated
by pharmaceutical industry associations; and

(g)a person 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 2002 was as follows: -

Name

Mr. Chan King-sang, Edward, SC
Dr. Richard Tan

Dr. Lee Shing-cheung, Benjamin
Dr. Cheung Man-yung, Bernard
Ms. Wong Ching-man, Ruby

Mr. Chung Wing-ming, Billy

Ms. Chung Suet-man, Sheila

Mr. Chong Wing-kit, Donald

Mr. Leung Kai-lok, Peter

Mr. Aw Yu-chun

Dr. Chan Sung-kwong, Anthony
Mr. Leung Kwok-keung, Stephen
Ms. Susan Oh

Ms. Poon Oi-chu

Dr. Cheng Heung-kwan

Ms. Tang Yin-yi

Mr. Lau Wing-keung

Mr. Ng Wing-yan

Mr. Lau Oi-kwok

Membership

Chairman
Member
Member
Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
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(c) — BT MEEE .
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Membership and Functions of the
Pharmacy and Poisons Appeal Tribunal

(2) Functions _fa

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

(c) any appeal against a decision of a committee
of the Board, excluding the Disciplinary
Committee.

Four appeals were heard in 2002. Breakdowns of
the cases by nature and by result from 1998 to
2002 are shown in Tables 25 and 26 respectively.

FEHI SR e B % Lol SR 10 pk S I Kt E

»

BAXRSELHREAERE (FEH
ERSEMKEN) FI0MEAL 0 BEER
AMMBETIEER :

(2) B &

(a) IEERYERESEHERN
EFREMEeEFRERTMESS
EHREMRBEHN LR

() REERYHRIBSHEHEDT A
BRI SESEEETELN
AREMBHOLF K

(c) REERETHNZEENREIR
HEWESHF HEERZEENRE
& oh o

—EE_FHENRER o £25726

2RNEE-—NANFE-_BZ2_F
FHERNMENERN S BHTE -



_Statistical Tables and Charts
HistBl7E

Table®* : 1
Results of the Registration Examinations ==& 4R

Pharmacy Legislation Pharmacy Practice Pharmacology

in Hong Kong ERHE ERg

EEERZEH

No. sat ' No. passed pass % No. sat No. passed pass % No.sat No.passed pass %
SHAB ARAE  ARE SNAR GRAB  GEE SHAM SRAM  GRE

1998 75 35 46.7 92 44 47.8 102 51 50
1999 63 33 52.4 70 26 37.1 65 45 69.2
2000 75 33 44 77 39 50.6 62 45 72.6
2001 65 30 46.2 67 35 52.2 49 32 65.3
2002 63 33 52.4 70 33 47 1 56 33 58.9

Number of Candidates Sitting Each Examination Subject SREHNEZEAH

No. of candidates ' Pharmacy Legislation in Hong Kong
ZE4EAY HEEEEH
150 — 4 Pharmacy Practice
Ny RAEuRx
Pharmacology
100 | 1998 § RE%
1999 ?090 2001 2002

T

Passing Percentage in Each Examination Subject SRIZHNSEE

= Pharmacy Legislation in Hong Kong

Baccing © EBEE LA
assing %
aigE i Pharmacy Practice
' Pharmacology
o= = B2

50 - / e —
\f

Year
—1998 1999 2000 2001 2002- 544
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Statistical Tables and Charts

fiatE e

Table® : 2
Number of Registered Pharmacists in Hong Kong & 78 & il 22 2 i A 2

Year £ 1998 1999 2000 2001 2002

No. of registered pharmacists as

at end of year 152502 N3 1,315 1,362 1,414
BEFRNGMBEMAZ
2002
1400 = 2001
2000
No. of registered 1999
pharmacists as at
end of year 1998
HEFANEMER 1200
A
Year
14
Table® : 3

Breakdown of Fresh Registration, Removal from and Restoration to the

Register of Pharmacists #iztfft - MERMR EREEMNTEHF

Year #1{3 1998 1999 2000 2001 2002

Fresh registration

%Jverseas graduates) 44 46 24 43 25
it (BIEE)

Fresh registration (Local graduates)

FEM(ApEE) 32 30 29 24 32

Removal from the register® :

M Tm 14 i) 71 17 24 10

Restoration to the register

Net increase ¥ T

excludlng orders b the Dlsclplmary Commlttee -

?E%?Efiﬁﬁﬁ&ﬂ‘é



Statistical Tables and Charts
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Table® : 4
Disciplinary Actions against Registered Pharmacists Taken by the Pharmacyalm
Poisons Board #EI¥RSRERRUZMANMRDNLRTE |

Disciplinary actions Number of cases X#H

taken

BB RITH

Formal disciplinary actions

(i.e.Inquiry by Disciplinary Committee)
EREEFE 1 4 1 0 4
(MHLERZERETLERM)

Informal disciplinary actions

(i.e. Verbal caution by representatives _
of the Board) 0 0 0 0 0
FERLRETH
(MHERRRRGTORES )

Table®& : 5
Results of Disciplinary Inquiries into Registered Pharmacists

S MERMETARTMAER

Findings of the
Disciplinary Committee

LREEEFNHRR 1998

Number of cases HENE

1999 2000

2001 2002

Charge dismissed

: 0
R T ! e IS :
Guilty of the charge . ' ' - 4
Y A St s e ey

Sentence of the
Disciplinary Committee

LKREESENAR

gﬂ‘fﬁ"s”’e 1 2 0 e
Removed from the register for

a period of time 0 2 0 ‘ 0 1
HEMERE —RIEH

31
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Table® : 6

Disciplinary Cases regarding Registered Pharmacists Handled by the Pharmacy and

\ Statistical Tables and Charts

Poisons Board iﬁﬁd%&%ﬁ%‘ﬂ%ﬁﬂﬁ ﬁﬁﬁﬂﬁﬁﬁﬁﬂ’ﬂ#ﬂ@@iﬁ

Nature of offences

(EES:3 |

(1) Sale of Third Schedule
p0|son without the authority
‘Erescrlptmn

EEHEEW%RT

(2) Possessuon of Part | poison

EERINEE

(3) Possession of dangerous drug

BEERREN

(4) Failing to keep a proper
record of dangerous drug

REREREFEREYTE

(5) Misconduct in professional respect

EXLHNEXETA

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

RERHRINSRERE LHNRER

Table® : 7

Number of cases EX&E

Number of Authorized Sellers of Poisons in Hong Kong

BENERESHEHEHHE

Year £ | 1998 | 1999 | 2000 | 2001

No. of authorized sellers of
poisons as at end of year

BEFRANBRESEHEBYE

400 —

300 | 1998

[

No. of authorized ;
sellers of poisons as
at end of year 200
BEEFRNEREES
EHEHHE
100

295

1999

328 358 375

2001 2002
2000

| | l Year




& Statistical Tables and Charts

fiat Bl

Table¥* : 8

Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEGERNEMEMRR

No. of applications for registration
of premises approved 56 50 60 44 48
BEREEMmEENHE

No. of applications for registration
of premises rejected 1 0 5 0 0

EREEMEMRFNHE

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

EERMEMNARRERNE

Table® : 9

Regulatory Control of Authorized Sellers of Poisons

BRRSHEEEHANRE

1998 1999 2000 2001 2002

Year £

No. of inspections conducted
KEHE

No. of test purchases conducted

AEHE

1,014

3,212

4000 —
3000 — \\‘/\.
No. of test
purchases
conducted 2000 —
1500 — HEBE
1000 —

No.of 1000 — Vaap
inspections 1998 — 1999— 2000—2001— 2002 44
conducted

WEHE
500 —
Year

L1998 — 1999 —2000— 2001—2002 =45
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Statistical Tables and Charts
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Table® : 10
Disciplinary Actions against Authorized Sellers of Poisons Taken by the Pharmacy and

Poisons Board % %ﬁ%ﬁﬁﬂ% ﬁﬁﬂﬁ%ﬁﬁ%ﬁﬂjﬂﬂgﬁﬁﬁﬁi o

Number of cases EE&EH

Disciplinary actions taken

LRTH

Formal disciplinary actions
(i.e. Inquiry by Disciplinary
Committee) 23 17 7 7 18
EXALRTH
(MREREESETLEEMA)
Informal disciplinary actions
(i. e. Verbal caution by
representatives of the Board) 12 1.2 15 10 23
FERERTH
(HAEERARGTFORES )
The authorized seller
of poisons ceased
operation before action taken 3 0 0 1 2
ZHEBEEER
RRERTHACEEXE
TableZ® : 11
Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERRSEHEEDETLEMANER

Findings of the Number of cases EEHH

Disciplinary Committee

KAZTRENRR

1998 1999 2000 2001

Charge dismissed

AR R AL ST 1 3 1 1 4
Guilty of the charge

R Y 22 14 6 6 14

Sentence of the

Disciplinary Committee

LREEENAR

Issue of written warning

SHBERS 4 ° . g g
Disqualified from being an authorized

seller of poisons for a period of time 15 9 < 4 6

REEEHER—REH



~ Statistical Tables and Charts
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Table® : 12
Disciplinary Inquiries into Authorized Sellers of Poisons Handled by the Pharmacy and

Poisons Board BEYRSHEERREERSEEEHNEEMAER

Nature of offences

ERtE

(1) Sale of Part | / Part Il poison
without label / proper label
HERBZERRMN
EIPRENBSE

(2) Sale of Part | poison without
the supervision of a registered
pharmacist
2588 o B R B B RO T
HERINSHE

(3) Sale of Third Schedule poison
without the authority of a prescription
ERERHBEOBERT
HEMRIFHE

(4) Sale of antibiotic without the
authority of a prescription
ERBRLBRBABRT
HENEER

(5) Sale of unregistered
pharmaceutical product

HEREEMABHER

(6) Possession of Part | poison

ERFINER

(7) Possession of antibiotic

BANEER

(8) Possession of unregistered
harmaceutical product

BEAEEMERRR

(9) Failing to keep proper record
in the Poisons Book
BREBRECHREERT
EEEEMRA

(10)Delivery of a Part | poison
without making an entry in the
Poisons Book
REBXERIFERNTRET
EEREMA

(11)Failing to store First Schedule
poison.in a locked receptacle

REBHRINSEER
£ LSRR

(12)Failing to keep a proper record
of dangerous dru%}r
REZEREFRBREYTE

Number of cases (percentage) EX#E (H{3tt)

1(2%)

18(34%)

11(20%)

0(0%)

0(0%)

3(6%)

2(4%)

7(13%)

2(4%)

1(2%)

8(15%)

0(0%)

0(0%)

10(32%)

6(20%)

1(3%)

1(3%)

1(3%)

0(0%)

2(7%)

0(0%)

0(0%)

9(29%)

1(3%)

0(0%)

7(50%)

5(36%)

1(7%)

0(0%)

0(0%)

0(0%)

0(0%)

0(0%)

0(0%)

1(7%)

0(0%)

0(0%)

5(41%)

2(17%)

2(17%)

0(0%)

0(0%)

0(0%)

2(17%)

0(0%)

0(0%)

1(8%)

0(0%)

1(2%)

20(42%)

11(23%)

1(2%)

2(4%)

1(2%)

1(2%)

6(13%)

2(4%)

0(0%)

3(6%)

0(0%)
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Statistical Tables and Charts
4o | 5 Eaa

Tablei : 12A
Disciplinary Inquiries into Authorized Sellers of Poisons in 2002

200275 BI85 8 44 5 T O A2 R A IS8 -

()

proper reozargi?r? ttr:)eklggil:\:ons Book Fai_ling t'O St?rekFicert SCh?dui]e
oison i recepta
RERXBLEBEE ’ ﬁ%ﬂaﬁﬂﬁ;ﬁi E’-J#ﬁp -~
ﬁﬁ&ffﬂlﬂﬁﬁ TR LHAVERRE R
o 6%

Sale of Part I/Part Il poison

Possession of unregistered
without label/proper label

pharmaceutical product

EERETMBERNS HECEIEERMN
13% BB NER
2%

Possession of antibiotic
BEBREE
2%

Sale of Part | poison without
the supervision of
a registered pharmacist
ED-LeE e Y [ S
fER TR R

Possession of Part | poison

EERNSE 42%
2%
Sale of Third Schedule poison without the
Sale of unregistered ) Sale of antibiotic authority of a prescription
harmaceutical product mt?"leut the authority of a prescription ERERSEEN
EErsnmERNE  ERRASERNERTRERLE TR T R R 3k
4% 2% 23%
TableZ : 13

Number of Listed Sellers of Poisons in Hong Kong

BRIINSHHEETNYE

Year | 1998 | 1999 | 2000 | 2001 | 2002
No. of listed sellers of . . i I i
poisons as at end of year 2,467 | 2,510 | 2,568 | 2,582 :

HEFANIINSEHEBYE

3000 — 2002
1998 1999 2000 2001 &

qr
- ? 4 ;r"
No. of listed sellers of 2000 [~
poisons as at end of year
BEFENIEHSE
HEEYE

1000 —
Year
F4p

[
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Table®* : 14
Applications for Licensing as Listed Sellers of Poisons

RIEJISSEEEHER

Year £ 1998 1999 \ 2000 mm

No. of applications approved
EayHEEEEFN 287 764 321 339 357
JE R AR B

No. of applications rejected
EEIBSEHETN 6 4 5 1 1
RERPHEHA

No. of renewal application rejected
ERIBSEHEBW 0 0 0 0 0
MR FEHE

Tapleﬁ : 45
Regulatory Control of Listed Sellers of Poisons R

@Jﬁaﬁﬁé%ﬁﬂ@iﬁ

Year £

No. of inspections conducted

1998

1999

2000 2001 2002

KEHA 200
%qﬁa?fgtest purchases conducted 6,140
8000 —
NO‘ of test 6000 — —_A‘
purchases
conducted
HEHE 4000 —
8000 — 2000 —
Year

6000 — e —1998—1999—2000—2001—2002 4 45
No. of inspections

conducted 4000 —
KEHE

2000 —

y
L1998—1999—2000—2001—2002 ;,g
37
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Statistical Tables and Charts

fistE

Table® : 16
Disciplinary Actions against Listed Sellers of Poisons Taken by the Pharmacy

and Poisons Board #HEIXK SHEERHIASRHEHFNNEETEH

Disciplinary actions taken Number of cases ¥ HE

L£RTH

Removal from the list of listed

sellers of poisons & 2 5 2 7
HIBSHEBEFTEMBES

Issue of written warning 18 9 7 8 4
BHEERS

The listed seller of poisons
ceased operation before
action taken 5 0 0 0 2

Table® : 17

Disciplinary Cases regarding Listed Sellers of Poisons Handled by the Pharmacy and
Poisons Board BEXRSEEEREEFRIINSEEERNERAR

Nature of offences Number of cases (percentage) ERME (HH L)
BEME

1998 1999 2000 2001 2002

1) Sale of t | poison 12(25%) 3(10% 2(6%) 9(28%) 4(12%
( )%E%I%ﬁgﬁ[ p ( ) 3( ) ( ) | 4( )
2) Sale of Third Schedule poison 1(2% 0(0%) 0(0% 1(3%) 0(0%)
: HEMRITHE e ( ) (
(3) %a%leﬁoéiantibiotic 0(0%) 0(0%) 0(0%) @ 0(0%) 1(3%)
(4) Sale of unregistered
harmaceutical product 0(0%) | 0(0%) 0(0%) 1(3%) 2(6%)
I EREEMERRR
5) Possession of Part | poison 20(42%) 11(38%) 14(45%) 11(35%) 13(40%)
(5) BOSSesion p ( ( ) 14( ( ) 13(
(6) %%v.%eﬁissijon of antibiotic 15(31%) 12(41%) 11(36%) 7(22%) 6(18%)

7) Possession of dangerous dru 0(0% 1(4% 0(0% 0(0%) 1(3%
( )Eﬁﬁﬁﬁﬁm g g (0%) ) (0%) )

(8) Possession of unregistered 0(0%) 2(7%) 4(13%) 3(9%) 5(15%)
harmaceutical product

ERAEEMERER

(9) Aiding and abetting a person in
selling substance to which the
Antibiotics Ordinance applies 0(0%) @ 0(0%) 0(0%) 0(0%) 1(3%)
FELECTN
(MERKSG) BENYE
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Table® : 17A
Disciplinary Cases regarding Listed Sellers of Poisons m” "

20025 ARSI RS HEERHNLEEER

Aiding and abetting
a person in selling
substance to which

Sale of Part | poison
HERINSE
12%

the Antibiotics
Ordinance applies
18 Bh AN b A SHEE Sale of antibiotic
CREZES) BANYE SHERER
3% 3%

Possession of unregistered -
pharmaceutical product pf;ﬁ:;’&?ﬁ;'?g:ﬂd
BEEAETMERRS G e S KT BB

165 6%
(+]

Possession of
dangerous drug

BERERED Possession of Part | poison
3% EEFRISE
40%
Possession of antibiotic
EANEE
18%
Table® : 18

Issue of Wholesale Poisons Licences =&t 3% 8 iR Ay #E5

1999 yA ) 2001 | 2002

No. of holders of wholesale poisons

licences as at end of year . 996 | 944 | 897 | 866 862
EEFANSERBEREBEANEE i | - '
No. of wholesale poisons licences |
revoked/suspended 0 0 : 1 | 0 0
EERE T £ LT | | | |

Table3 : 19

Issue of Manufacturer’s Licences for Pharmaceutical Products

S| S m BUE T R R BRE

Year £ 1998 1999 | 2000 2001 | 2002

No. of holders of manufacturer’s

licences as at end of year 54 48 45 43 42
HEFRNEEEEREEANEKE

No. of manufacturer’s

licences revoked / suspended 0 0 0 1 0
BERPHEUETERNEE
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Table® : 20

Registration of Importers & Exporters of Pharmaceutical Products
SRR Fe i i ) A Y ERR o A
Year F# 1998 1999 2000 2001 2002

No. of holders of registration
certificates for importer and

exporter of pharmaceutical 347 355 332 302 262
products as at end of year

HESRAMELNEEHEREANYE

No. of applications for registration
certificates for importer and

exporter of pharmaceutical 0 0 0 0 0
products rejected

EREHNBEHAERFOHE

Table® : 21
Registration of Pharmaceutical Products 2228 & &9

1998 1999

2000 2001 2002

No. of registered pharmaceutical
products as at end of year

BEFRNAMBERRNR YA

20,313 | 20,521 | 20,172 | 20,337 | 21,021

25000 —
1998 1999 2000 2001 2002

No. of registered 20000 —
pharmaceutical
products as at
end of year 19000 =
BEFRAVER
ZHZmBE 10000
5000 —
L8 Year

£
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Table® : 22

New Substances Added to Part | of the Poisons List Regulations in 2002
—EE_FAESERRAF 1T MANFYE

1. Eletriptan; its salts

2. Galantamine

. Gatifloxacin; its salts; its esters
. Imatinib; its salts

. Tenecteplase; its salts

o o B~

. Tiagabine; its salts; its esters;
their salts

7. Caspofungin; its salts

8. Deferiprone; its salts

9. Ganirelix; its salts
10.Dexmedetomidine; its salts
11.Rasburicase; its salts
12.Fondaparinux; its salts
13.Levosimendan; its salts

14 .Parecoxib; its salts

15.Travoprost; its derivatives; its salts;
its esters

16.Unoprostone; its derivatives; its salts;
its esters

17 .Valdecoxib; its salts
18.Infliximab
19.Sertaconazole; its salts
20.Tiotropium; its salts

21.Trastuzumab

Eletriptan ; HE%§

on 78 4t &K

MEVE  HEE  HEERE
Imatinib ; HE¥E

Tenecteplase ; HEH

ENE . HEE HER eMNESR

FREF  HER
LEW; HESR
MEwR : HER
EERWE HES
Rasburicase ; HE %
Fondaparinux ; H5E3§
Levosimendan ;: HE
WEmER ) HER

Travoprost : Ef74Y  HEE  HEHE

Unoprostone ; E£T4¥  HEE  HESE

RiEm HER
RERE

S HER
B HES
% BRE
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Statistical Tables and Charts
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Table® : 23

New Substances Added to First and Third Schedules
Regulations in 2002 —ZEZ-FHEBX K] ,

2. Galantamine oA

BNE HEE; HEE; vAMNES

12.Fondaparinux; its salts

42
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Table®® : 24

Results of Appeals to the Court of First Instance [EIREAEE LFINER

Findings of the Number of cases HEHEB
Court of First Instance
2001

MAEEM AR 1998 1999 2000
Dismissed 1 0 0 0 0

2002

54c

Allowed 0 0 0 0 0

BE

Appeal withdrawn by the appellant 1 1 0 0 0

ERABE LR |

Total 4% 2 1 0 0 0
Table3 : 25

Appeal Cases Handled by the Pharmacy and Poisons
Appeal Tribunal BEIX Kk S LFEDEEERN LFF{ES

Nature of appeals Number of cases RN B
LEFEH
1998 1999 2000 2001 2002

Application for renewal of

registration of premlses of an 2 0 2 0 0
authorized seller OﬁpOISOHS

HEENAREES

Removal of name from the list of

listed sellers of poisons 3 0 3 1 0

I mESRHEEBHEMEA

Application for a listed seller of
oisons licence 1 0 0 0 1

FHRNSEHEBRR

Revocation of
wholesale ﬁoisons licence 0 0 1 0 0
BER

RESEL

Suspension of manufacturer’s licence
foras ecifiedéerlod of time 0 0 0 1 0
EECHEARHREBRR

Appllcatlon for reglstratlon of
%harmaceutlca roduct 0] 0 0 0 1

De-registration of
a pharmaceutlcal roduct 0 0 0 0 1

b ECE Sk O

Application for a manufacturer’s
Iacence for harmaceutlcal products

HEREERHEEE 0 0 0 0 1
Total ﬁ& 6 0 6 2 4

43
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Table®& : 26
Results of Appeals to the Pharmacy and Poisons Appeal Tribunal

IEMRESE LAER LFOER

Findings of the
Pharmacy and Poisons Number of cases EEHH

Appeal Tribunal
REXRSELF
A E DS

Dismissed
& @ 4 0 5 1 2

Partly allowed
HHBE 0 0 0 0 {
%”0‘”9“ 0 0 0 0 1

Appeal withdrawn by the appellant > 0 1 1 0
LR AME L
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