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Message from the Chairman
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The Pharmacy and Poisons Board went through a relatively uneventful year in 2001. With
the steadfast and unfailing support of its members, the Board was able to perform all its
statutory functions effectively.

With a view to assisting the local industry to achieve the internationally accepted Good
Manufacturing Practices (GMP) standard, the Board has since 1995 introduced the Hong
Kong GMP Guidelines for Pharmaceutical Products. GMP status constitutes one of the
elements of the World Health Organization Certification Scheme on the Quality of Products
Moving in International Commerce and serves as a basis for the inspection and licensing of
manufacturing facilities. We are now entering into the final stage of implementation and it is
expected that the programme will be completed on schedule by the end of the year.

With regard to the government's Consultation Document on Health Care Reform, the Board
strongly supports the proposals to put in place various support mechanisms to facilitate
continuous quality improvement and that all practising health care professionals should
undertake continuing professional education and development.

The Board will continue to work closely with all interested parties and organizations to uphold
the standard of the profession and the trade to meet the ever-increasing demand of the public
for quality health care.

Dr Margaret Chan

Chairman

Pharmacy and Poisons Board
June 2002
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Introduction

This annual report covers the calendar year 2001.
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

(852) 2527 2277
(852) 2527 8418

Facsimile :
Telephone :
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Membership and Functions
| of the Board
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(1) Membership

Members of the Board are appointed by the Chief
Executive and normally hold office for a period of three
years. 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) amedical officer in the Department of Health;
(e) alegaladviser;

(f) afull-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) aregistered medical practitioner (not being a public
officer) nominated by the Hong Kong Medical
Association.

The membership of the Board as at 31 December 2001
was as follows: -

_—

(a
b
c

Dr Margaret Chan, JP (Chairman)
DrD.G. Clarke, JP
Mr Chan Wing-kin, Anthony
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
Mr Leung Kwong-hei, Ken
Dr Lau Sze-ngar, Grace
()  DrChoiKin
Secretary

—
—_—

Mr Chiu Hon-kwan, Raymond
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ofthe Board

Pharmacy and Poisons Board
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(2) Functions

(2) Bk RE

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

BEERRE (RBXRSEKR) "8
BHBRXELT TREAEHTEE
2 HHEBERYITHE:

(1) Examination Committee (1)EAEEE

(i) Membership as at 31 December 2001 (i) RZE=TF—5+-A=+—-8
Professor Chan Yan-keung (Chairman) MREEE
Dr D.G. Clarke, JP RERHR (ER)
Mr Chan Wing-kin, Anthony BAEEL
Dr Lai Kit-lim, Cindy BRAREE
Mr Sit Ka-keung, Perry R2BEL
Professor Lee Kwing-chin, Kenneth BREEE
Mr Ho Wing-kai (Secretary) ZFHAIHE

(i) Functions fAkELEE (WE)
The Examination Committee is established under (ii) BRE
section 8(3) of the Pharmacy and Poisons EZHZESRE(EBERS
Ordinance to: - EIEPI) E8(3) BRI - &

=

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

(a) AERARAAM - M
MARERNEHANEE

registration; NEERRHER
(b) design and review the syllabuses of the (b) #I7E R &4 &
registration examinations; ;
(c) appoint panels to assist in setting question (c) ERPMEREZMABER
papers and marking answer scripts for the FHEEE
registration examinations; () EBRERERTET
(d) oversee the setting and marking of examination {3
R (e) BEREMEMEHR ;
d duct th istrati ;
(e) g)r(:;;raeﬁoa:; conduct the registration ) BREMERNRE
' BEER[HEAF AN
(f) review the results of registration examinations EREREE

and make recommendations regarding
applicants' eligibility for registration to the Board
for consideration;

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

(o) AEEMAZARENR
FREFER  LRRE
BHEERER K




Membership and Functions

Pharmacy and Poisons Board

| of the Executive Committees

registration examinations.

(h) keep under review the standard of the

(2) Pharmacy and Poisons (Listed Sellers of
Poisons) Committee

EERATSEENNEREEE

(h) Bt EMEHANKF o

(i) Membership as at 31 December 2001

Mr Chan Wing-kin, Anthony (Chairman)
Mr Chau Wing-kit, Luke
Mr Sit Ka-keung, Perry
Mr Mak Yuk-lun (Secretary)
(i) Functions
The Pharmacy and Poisons (Listed Sellers of
Poisons) Committee is established to consider and
approve applications for listed sellers of poisons

y, under regulation 24A of the Pharmacy and Poisons
Regulations.

()RFERBE (JNSEHFE
HEEE

Y
Ifé (3) Pharmacy and Poisons (Wholesale
Licences and Registration of Importers &
Exporters) Committee
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(i) Membership as at 31 December 2001

Mr Chan Wing-kin, Anthony (Chairman)
Mr Chau Wing-kit, Luke
Mr Sit Ka-keung, Perry
Mr Mak Yuk-lun (Secretary)
(i) 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
X wholesale poisons licences;

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

(c) grantor refuse any application for registration
as an importer or exporter of pharmaceutical
products.
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Membership and Functions

| of the Executive Committees
EERHITEEENNE R &
(4) Pharmacy and Poisons (Manufacturers (RBRXRSE (REFHKRR)
Licensing) Committee ZEE
(i) Membership as at 31 December 2001 (i) BE-¥F¥-F+-A=+-H
Mr Chan Wing-kin, Anthony (Chairman) HIREEE
Mr Chau Wing-kit, Luke RKBEE (£R)
Mr Sit Ka-keung, Perry xR E
Mr Mak Yuk-lun (Secretary) ERBEE

(i) Functions FEMALE (WE)
The Pharmacy and Poisons (Manufacturers (ii) RiRe
Licensing) Committee issues licences to BREDSE (REFHER) £
manufacture pharmaceutical products; or revokes EEREB(EEERSERM)
or suspends any of them for a specified period as it 5B 2014 P 4 Y BBk BE o 2 BE | Y
thinks fit in accordance with regulation 29 of the MBERE  NEHE REE
Pharmacy and Poisons Regulations. EERABENBEATKR

HEERR -

(5) Pharmacy and Poisons (Registration of ()RR XREE (REARZED
Pharmaceutical Products and Substances: EHaE i BR R B R ZE R
Certification of Clinical Trial/Medicinal HHE) ZEE
Test) C itt

SRSl (i) BE=BE—F+=A=+—B

(i) Membership as at 31 December 2001 HREEE
Mr Chan Wing-kin, Anthony (Chairman) BRARELE (XE)
Dr D.G. Clarke, JP HAEEL
Dr Ko Tak-him EERELE
Professor C.R. Kumana BERCHE
Mr Ling Ho-ming, Michael EERHEE
Dr Leslie Sims Dr Leslie Sims
Ms Linda Woo (Secretary) REERZL (WE)

(i) Functions (ii) BEgE
The Pharmacy and Poisons (Registration of BEEXLRSE (BEZRED
Pharmaceutical Products and Substances: BHaft: RARERREDAR
Certification of Clinical Trial/Medicinal Test) HEE) ZESUTTIRE
Committee carries out the following functions in (BEXRSERL) EVINE
accordance with Part VIII of the Pharmacy and ik FOBRE BE

Poisons Regulations: -
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Pharmacy and Poisons Board

| of the Executive Committees
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(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

(o) EREEBFAYETM
HHEE
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fit s

(c) ZBERER AT
NEEMFBENRE R
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(6) BEZERE

(i) Membership as at 31 December 2001

Professor Cho Chi-hin (Chairman)
Dr Choi Kin
Mr Chan Wing-kin, Anthony
DrD.G. Clarke, JP
Dr Lau Sze-ngar, Grace
Ms Ma Yat-man, Vivian
Mr Ho Wing-kai (Secretary)
(i) 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.
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The Work of the Board and

| its Executive Committees

EERRRHOSEENIIE

(1) Registration of Pharmacists

(1) 25 6 &9 =%

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

(i) Qualification

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

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

(b) must be registered or professionally qualified to
be registered as a pharmacist, normally in the
country in which he/she has completed his/her
studies in pharmacy.

(i) 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
2001. A total of 29 applicants cumulatively passed
all the three subjects in the year 2001.

The results of these two registration examinations
are shown in Table 1. Figures for the years 1997 to
2000 are also included for comparison purpose.

(i) 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.
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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.

Practising Certificates

Al practising pharmacists must obtain a practising
certificate annually in accordance with section 10A
of the Pharmacy and Poisons Ordinance. A total of
1,362 registered pharmacists were issued with
practising certificates in the year 2001. Statistical
data regarding registration of pharmacists and
breakdown of fresh registration, removal from and
restoration to the register of pharmacists for the
years 1997 to 2001 are shown in Tables 2 and 3.

(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 23 to 24
of this report.
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Statistical data regarding disciplinary actions taken
by the Board in respect of registered pharmacists
in the years 1997 to 2001 are shown in Tables 4, 5
and 6.

#R4  SREHIIEERE-N
NLtEE-RR-FHEME
BORDERTHNGRITR
= o

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

() 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.

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 375 ASPs registered in Hong Kong as
at end of year 2001. Statistical data regarding the
total number of ASPs, applications for registration
and renewal of registration of premises of an ASP
inthe years 1997 to 2001 are shown in Tables 7 and
8.
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(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. 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.

Seven inquiries were held and six ASPs were found
guilty of misconduct in the year 2001. The penalties
imposed by the Committee ranged from the issue
of written warning to disqualification from being an
ASP for a period of two weeks.

For minor infringement, the Board may decide not
toinitiate 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 ten such interviews
were held in the year 2001.

The number of inspections and test purchases
conducted by pharmacist inspectors against ASPs
in the years 1997 to 2001 is shown in Table 9.

Statistical data regarding disciplinary cases handled
by the Board in respect of ASPs in the years 1997
to 2001 are given in Tables 10, 11, 12 and 12A.
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(iii) Listed Sellers of Poisons: Licensing

A listed seller of poisons (LSP), commonly known
as a medicine company, is a person approved to
conduct the retail sale of poisons included in Part I
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 2,582 LSPs as at end of year 2001. The
number of licensed LSPs in the years 1997 to 2001
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.

(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 fitand proper person to continue
the retail business of Part Il poisons. For minor
infringement, the Board may issue a written warning
to the LSP concerned.

The number of inspections and test purchases
conducted by pharmacist inspectors on LSPs in the
years 1997 to 2001 is shown in Table 15. Statistical
data regarding disciplinary cases handled by the
Board in respect of LSPs in these five years are
givenin Tables 16, 17 and 17A.
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i (3) Licensing and Regulatory Control of
= Wholesale Dealers, Manufacturers,
IR Importers and Exporters of

""’ - ﬁ" Pharmaceutical Products

(3)EHI T m A 30w WM &
HOmBEMRRELE

(i) Wholesale Dealers of Pharmaceutical Products

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

A licensed wholesale dealer must keep a record of

all transactions involving poisons included in Part |

of the Poisons List. Sales are restricted to authorized
\ persons only.

There were 866 holders of a wholesale poisons
licence as at end of year 2001. Statistical data for
the years 1997 to 2001 are shown in Table 18.

(i) 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.

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.
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Itis 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 43 holders of a manufacturer's licence
as at end of year 2001. Statistical data for the years
1997 to 2001 are given in Table 19.

(iii) Good Manufacturing Practices (GMP)

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: -

BEREBLRARBEARA
EEAERNE-HENRER
i BREBNAERMA
B URRAGNAERN
he REBTARL-EEE
BIE  UERE R H SRR
2EREMEERHENEM

REBRRARREREUAR
HEBERBEFARE B
B BRREENERE UK
R ERRLERRRRN
RO 8% ©

SIS E ARG AT MR
MR AEEERITERBA
TEETET -

BE-ZZ-FFK FEH
B3RAUBEHERERA -
F1GIH-NNEFZ-EF
—EHNGRTRTF -

(il EREEEEEERN

REFAHERNRRREBNE
REBKTRAZERITH
[EmEEEREERE | K
T BEERR-ANEEHE
T EEERRREEH
BEEREES I REBANH
fTat@l - ELESINERER
BRFKERRRTRIERN
2R -

HHABER R REFME
THEEEREERENE
DT BB




The Work of the Board and

Phase Details of the Programme

1

Phase

Pharmacy and Poisons Board

| its Executive Committees

EERREHNTSESEENIIE

(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.

(a) 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.

(a) 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.

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 Revised target
programme completion date

Documentation requirements 31 Dec. 1999
Handling of materials

Execution and operation of 31 Dec. 2000
quality control

All items included under 31 Dec. 2002
Phase 3
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Phase 2 has been completed on schedule.
Implementation of Phase 3 will continue to be
closely monitored by the Board.

(iv) Importers & 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 302 holders of a registration certificate
for importer and exporter of pharmaceutical
products as at end of year 2001. Statistical figures
for the years 1997 to 2001 are shown in Table 20.
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(4) Registration and Classification of
Pharmaceutical Products

() FEBRZREMRRDE

(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
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(b) a declaration that the subject product is (b) ARZER=BERERE
manufactured in accordance with the REERRARBEZEME N
requirements imposed by or under the law of B 1T 35 7 T 3 9 28 R
the country concerned. £o

A registration certificate will be issued on —iEEM - REESRMEM

registration. The applicant will also be advised of the wHE TESHNERND

classification of the product. 8o

There were 20,337 registered pharmaceutical EE-ZZ-SF4K BB

products in Hong Kong as at end of year 2001. The B20337BEEMMERR

number of registered pharmaceutical products as at me RAJNHEBEZE-ANLE
end of years 1997 to 2001 is shown in Table 21. ERR-FHERAMNZMER
HREF -

(i) Classification of Pharmaceutical Products

On the advice of the Poisons Committee, the Board (ii) RARRETE

determines and regularly reviews the classification NEEEESENES  BER
and distribution of pharmaceutical products in the EAERESBRIEREGRE
Poisons List and regulates their control by posing SERANIERSE » WE
further restrictions on their sales through the B(HEBEXRSERN) MR
provision of the First and Third Schedules of the MifR3 E—THREEBE
Pharmacy and Poisons Regulations. The MHE - BERRESER
classification of pharmaceutical products in the ANBETR D EREM X1
Poisons List and restrictions on sales under the two M RIAMNHERE 2l 20
schedules are: - T

) Part | Poisons: They can be sold only by () BINSE : HAMEHMEE

Poisons included in authorized sellers of poisons (BEXRRO) T HEEESE

Part | of the Poisons under the supervision of (£138%B) HEBHE -

List (Poisons List registered pharmacists. SEREIHH

Regulations, Cap. FIS#E

138B)

(b) Partl First Schedule They can be sold only by (b) BIFMfizR1E EEMERFEE
Poisons: Poisons authorized sellers of poisons ZRRIR T HERESE
included in Part | of under the supervision of SERE PR HETHE U
the Poisons Listand registered pharmacists and (BEXRS EREEAKHE
the First Schedule to  after entry in the Poisons book BHH) (F FEIRESEM

_ the Pharmacy and stating the particulars of the 138EA) ik &+ - ZESENE
e '- Poisons Regulations sale. They should also be stored 1INSE BRE LHEK S
(Cap. 138A) in retail premises in a locked W MERRER
receptacle in a part of the BEERFABRER
premises to which customers do BEANT o

not have access.
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nE

§H B B9 PR

(c) PartlThirdSchedule They can be sold only by (c) EIBMERIZT AMFMEBLE T
Poisons: Poisons authorized sellers of poisons Z BN MrBREmeER
included in Part | of under the supervision of SERZIBR BEHFRE UEF
the Poisons Listand  registered pharmacists with the (BEXRSE MEBMEET
the Third Scheduleto  authority of a prescription from BAI) (8138 MERBSEHE
the Pharmacy and a registered medical BA) KR3IN BEHE -

Poisons Regulations practitioner, registered dentist 58
(Cap. 138A) or registered veterinary
surgeon.

(d) Part Il Poisons: They can be sold by authorized (d ZNH=%: BREERHHEE
Poisons included in  sellers of poisons and listed (BEXRAN) HERESEHE
Part |l of the Poisons  sellers of poisons without the (138%B) & BHIIHSEHE

List (Poisons List supervision of registered EREIPET BHEE -
Regulations, Cap. pharmacists. SIS %
138B)

BEREBRRE (SERRH)
M(RERXRBERD) - KE
BRmESERAIEND
B 355 48 R R S R
REMRE - LEAEE-ZZ
—EHEEERRBERNRRTD

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

2001 included: - BY (FERAH) M (FEH%
= I LT B3] :

(a) the addition of 23 new substances to Part | of RERRH) FUMTE
the Poisons List Regulations and 22 to the First (a) FE(SERBH) E15m
and Third Schedules to the Pharmacy and A3BANE (EEXRS
Poisons Regulations. Lists of these substances BRI MR1RMR3IM
are at Tables 22 and 23; and A2BHHYE - FER

(b) the upgrading in the control of Bse &
phenylpropanolamine and its salts by (b) BB EXRERREHES

NEH  BEBE1HS
BERRF 1M RATE -

reclassifying it from a Part | poison to a Part |
First Schedule poison.
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Regulatory provisions in other related areas are
contained in the Second and Fourth to Seventh
Schedules to the Pharmacy and Poisons Regulations: -

Schedule Provisions

Second Schedule providing for articles exempted from the
provisions of the Pharmacy and Poisons
Ordinance and the Pharmacy and Poisons
Regulations.

Fourth Schedule  setting out the statement of particulars as
to proportion of poisons in certain cases.

Fifth Schedule  prescribing the labelling requirements for
certain poisons.

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

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

(1)E

A Disciplinary Committee consists of the following
persons: -

(a) 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.

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: -

MrHo Hon-fai

Mr Kwong Yiu-sum, Benjamin
Mr Lam Yuk-lung, Thomas

Mr Lau Ho-kuen, Kenneth

Mr Sin Ping-fai, Matthew
MrWong Chi-ming

Ms Wong Ching-man, Ruby
MrWong Kwong-cheung, Aaron
MrYau Fuk-loi, Rico

(2) Functions
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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) acomplaint received by the Board regarding the
conduct of a registered pharmacist or his employee,
oran authorized seller of poison (ASP) or its partner
or employee; or
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(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) awritten 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 2001. Figures for the years 1997 to 2000 are
shown in Table 24 for comparison purpose.
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(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) 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;

(f) 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
apanel consisting of persons nominated by the retail
pharmaceutical trade associations.

The membership of the Tribunal as at 31 December 2001
was as follows: -

Name Membership
Mr Chan King-sang, Edward, SC ~ Chairman
Dr Richard Tan Member

Dr Lee Shing-cheung, Benjamin Member
Professor Robert Leslie Jones Member

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member

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

(1)KE

EHRBETIRERHIZE 30 (2)

FRETBRREZRENHAL:

(a) —BEAREZREXEBHA
YHEHEESEER

(b) —REMEE |

(c) —REEMEEIED |

(d) —REARERSERNAL S

(e) —BHEFMAMERARD
MMANEE  YTARLEEER
REMAL,

(f) —RHOEEEEERBARN
NEAWRE  TABLEEER
BEMAL R

() —RAEHSEXAHRRE
B NENRE  TAGLEE
EREBAMAL -

E-BE-F+-H=t+—-H ' &

BENWHKENT :

Mr Aw Yu-chun
Mrs Alice Chin

Mr Renato Dell' orto

Ms Susan Oh
Ms Poon Oi-chu

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member

Dr Cheng Heung-kwan Panel Member
Ms Tang Yin-yi Panel Member
Mr Lau Wing-keung Panel Member
Mr Ng Wing-yan Panel Member

Mr Lau Oi-kwok

Panel Member
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(2) Functions (2)§ A
I The Pharmacy and Poisons Appeal Tribunal, established BEERSEIFFERERE (B
‘ - under section 30 of the Pharmacy and Poisons BIXRSEKH) E0MKERL &
|| r Ordinance, hears and determines the following matters: - BERAMBETIEE
(a) anyappeal againsta decision of the Board in respect (a) REERHERESEHEERD
of application for registration of premises or A9 B P 5 0 ER FE 3 st B
application for renewal of registration of premises of HERBENREMREN LK
AA0 (b) REEBHAIIRS RN ES
(b) any appeal against a direction of the Board in ZETHRRIIBSHHEERE
respect of removal of the name of a listed seller of AR EM =8 £5F 0 R

poisons (LSP) from the list of LSPs; and () HEERBTHNESR N RS

(c) anyappeal against a decision of a committee of the REMLNR BEEZEEN
Board, excluding the Disciplinary Committee. REFRI o
Two appeals were heard in 2001. Breakdowns of the “ER-FHAERER o R25
cases by nature and by result from 1997 to 2001 are M6 BINEE—AALEEZ
_ shown in Tables 25 and 26 respectively. ET-FHRARNEENERN
s ;{ SENF -
_K';

_
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Statistical Tables & Charts

fistE =

Table & : 1

Results of the Registration Examinations &5 &

Pharmacy Legislati
fmacyegis'ation Pharmacy Practice Pharmacology =
in Hong Kong _.i. |
BEBERED RER REE .
I |
T No. No. pass No. No. pass No. No. pass
Vear sat passed % sat passed % sat passed %
FR | BMAR SHEAM | SHE [SNAH SHAR | SHE |SNAR SHAH | SHE
-4
1997 113 62 54.9 103 41 39.8 13 55 42
1998 75 35 46.7 92 44 47.8 102 51 50
1999 63 33 52.4 70 26 371 65 45 69.2
2000 75 33 44 77 39 50.6 62 45 72.6
2001 65 30 46.2 67 35 522 49 32 65.3

150 ‘+ _,/TT
100/~
50
0
Passing Percentage in Each Examination Subject SR EZHXMNSKRE
100 100 - 100 —
passing % passing % Passing %
g Btz Bt
|
: I
500 50} 50/ _ '
‘—,\/I\' II )
L
0~ 1997 ~ 199 ~ 199 |
1998 14 71398 14 71998 - ‘J
9 199 A
Pharrnacy Cogig® 99 2009 2001 Ye%r P"aﬂnacyp 9 200q 2001 Year Phamany 9 200g 2001 Year [
nin ractj 0
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Statistical Tables & Charts

Table & : 2
Number of Registered PharmacistsinHongKong HHMERMAR
Year 1997 | 1998 | 1999 | 2000 | 2001
L)
No. of registered pharmacists
as atend of year 1,144 1,212 1,273 1,315 | 1,362
HEFROZMEERENAR
1 ’400 —
5 L 1
. ofregier 200 193 1993 999 2000 2001
B a;ﬂ‘tacists asq 2000
d of Year
§§$3ﬂ"lﬂﬁﬂ 800
QJEEEA& 600
400
200
Year

Table &% : 3
: Breakdown of Fresh Registration, Removal from and
Restoration to the Register of Pharmacists

FiM - MRERRESEMNSERT : Q
Year fE{f 1997 | 1998 1999 = 2000 | 2001

Fresh registration ,

(Overseas graduates) 58 | 4 46 24 43

et (BSHEXR)
N

Fresh registration (Local graduates)

S (AR ) 31 32 30 29 24
N

Removal from the register*

MRS | 18 14 17 17 24
NS

Restoration to the register

EHLM 1 6 2 6 4

Netincrease '
FHE 77 68 61 42 47

*excluding orders by the Disciplinary Committee

I EECEEEENIES

2]
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Statistical Tables & Charts

Disciplinary actions taken

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

RAFREREIRHIMRABENNLERTD

MEtE=

Table % : 4

Number of cases (EREH

FHMEETEH ) 1997 | 1998 | 1999 | 2000 | 2001
Formal disciplinary actions T
(i.e. Inquiry by Disciplinary Committee) 11 1 | 4 1 0
ERCETH (MRCERERETLEMN) 1
Informal disciplinary actions T
(i.e. Verbal caution by representatives of the Board) 0 0 0 0 0
FEXCETH (REERAREFORES)
Total T |

1 1 4 1 0
By 4 !
No disciplinary action required after investigation T 9 0 0 | . | 0
RERETEARDLRTE

Table & : 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEMEAAETREEAMRNER

Findings of the Disciplinary Committee

LEREEMER

Number ofcases EEHH

1997 | 1998 | 1999 | 2000 | 2001

Charge dismissed

¥ o

NS
Guilty of the charge
O
Sentence of the Disciplinary Committee
LEEEEMAR i
S
Censure
1 12 ‘ ’ ‘ ? ‘ ’ ‘ °
O
Removed from the register for a period of time 6 ‘ 0 ’ 9 ’ 0 ‘ 0

&R ERE—RERE

y i
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Table 5% : 6
Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board

REXLSRCEREEAREMBRAMNLRER

Nature of offences Number of cases {ERBE
fExiEE | 1997 | 1998 | 1999 | 2000 | 2001
(1) Sale of a Part Il poison without proper labelling il 1 0 0 0 0
HERHRERBNE | DBR A
(2) Sale of Third Schedule poison without the i
authority of prescription 0 0 3 0 0
ELERSEENER T HEMKISE A1
(3) Possession of Part| poison i 0 0 1 0 0
BEE | HEE |
(4) Possession of dangerous drug i 0 0 1 0 0
BABREN )
(5) Failing to keep a proper record of i
dangerous drug 2 1 0 0 0
BEZERGERENRES |
(6) Dispensing of expired dangerous drug i 7 0 0 ‘ 0 0
RRBRRREY ) | |
S
(7) Dispensing of wrong medicine ‘
R EREY 1! o |0 I
N
(8) Misconduct in professional respect
BE FHAETH o | o | o | ;
Table & : 7
Number of Authorized Sellers of Poisons in Hong Kong
BENERESRAEERE
Year {3 1997 | 1998 | 1999 | 2000 | 2001
No. of authorized sellers of poisons
as at end of year 264 } 295 \ 328 ‘ 358 ‘ 375
BEFRNERESEEERYE
400~
350~
No. of 2000 2001
sellere horizey 3001 1905 2% mu
S of pojg 250~ 1%
as gt end Ons
ﬁ§$ﬁﬂ’§%§ar 200~
T # 150~
bl
501~
>
Y
= ' R-7d

|
A
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fistE =

Table 3% : 8
Applications for Registration of Premises of Authorized Sellers of Poisons
ERNSEHERTNEMEMBE
Year 1} | 1997 | 1908 ' 1999 | 2000 | 2001
No. of applications for registration T
of premises approved 23 56 50 60 44
T G L = I\
No. of applications for registration
of premises rejected 0 1 0 5 0
BRI RS AINE 1
No. of applications for renewal of
registration of premises rejected 2 0 0 0 1
EREFEMNARREYE
Table % : 9 "
Regulatory Control of Authorized Sellers of Poisons _ _
. EEESEYERAONE _ N
Year &6 | 1997 | 1908 | 1999 | 2000 | 2001 “
NS
No. ofinspections conducted ' '
=1 0= 675 | 671 | 1,024 | 943 | 1,205
No. of test purchases conducted T | | |
SENE 1,587 _ 3,352 .' 3,065 | 2916 | 3,609
1,500 — 4,000
3,500 |
3,000
i ND.nf 1,000-—- No_u”est 2’500
nspecﬁons 1 Nrﬂlases 2
Conductey P e O C;quc,eﬁ 000
UEny gl Wy HBE 1,500
1,000
500
ol
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Statistical Tables & Charts

fist B &
Table 3 : 10

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

REE SRR NS AR ERERNERTE

Disciplinary actions taken Number of cases {ERBF
LETE | 1997 | 1998 | 1999 | 2000 | 2001
Formal disciplinary actions i i ‘

(i.e. Inquiry by Disciplinary Committee) 23 23 17 7 7

EXEETE (ABELRZESETLRTN) . | f !

Informal disciplinary actions .
(i e. Verbal caution by representatives of the Board) 12 12 12 | 15 10

FERALCETH (MHEERRREFORES ) |

The authorized seller of poisons ceased

F
NS

F
p—

operation before action taken 2 3 o | o 1
ZHEBEEERRNLETHINERESR | |
Total T ‘
By 37 | 38 29 22 18
Table 3 : 11
Results of Disciplinary Inquiries into Authorized Sellers of Poisons
HERESEHEGETECEMANGER

Findings of the Disciplinary Committee Number of cases {ER#F
LEZRAMAR 1997 | 1998 | 1999 | 2000 | 2001
Charge dismissed T 1 1
EEARRI '

L 5
Guilty of the charge
Ay ] } ‘ B ‘ : ’ :
Sentence of the Disciplinary Committee T
LEZEENAS
Issue of written warning ¥
BHEEES ’ ! ) 2 :
Disqualified from being an authorized seller of T
poisons for a period of time 10 15 9 4 4
NHHEHER—RE™
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Table 3% : 12

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board

FEE SRR SR CATAER -

Nature of offences Number of cases (percentage)

ExREE BEx8F (B{HL)

1 1997 | 1998 | 1999 | 2000 | 2001

(1) SaleofPartl /Partll poison withoutlabel / il
proper label :: 1 E E E
HECHZEBHNE | PAE | PEE o) | 12%) | 108 | W00 | (0%)

oo
(2) Sale of Partl poison without the supervision |
: 2 24 18 10 7 9
f tered ph t

(3) Sale of Third Schedule poison without the [ 10 » 6 5 9
P el S —— ) | (@) | @) | @6%) | (7%)

(4) Sale of antibiotic without the authority of i ,4 =
aprescription 1“ 2 1 1 20 ”/ﬂ
ERAESERNER TRER S (5%) | (@4) | (&%) | (T | (T%) e

(5) Sale of unregistered pharmaceutical product hi 1 0 1 0 0
HERSEMEN RS 1 (1.5%) | (0%) (3%) (0%) (0%)

(6) Possession of Part| poison T 1 3 1 0 0
EERINSE ) (1.5%) | (6%) (3%) (0%) (0%)

(7) Possession of antibiotic T o 2 0 0 0
EBNEER i (0%) (4%) (0%) (0%) (0%)

(8) Possession of unregistered pharmaceutical T
product E 70 f 2 20
BEREMERYS (8%) (13%) | (7%) (0%) (17%)

(9) Failing to keep proper record in the Poisons Book i 4 2 0 0 0
RERRGCHEERFESESMRA L (5%) (4%) (0%) (0%) (0%)

(10) Delivery of a Part| poison without making an i i
entryin the Poisons Book E 1 00 ? UD
RERES SERceawsessany | O0 | @0 | O0 100 100

(11) Failing to store First Schedule poison in a i 7 8 9 ’ 1
locked tacl
SRR NEREHE LROESR (B1%) | (%) | %) | (%) | (&%)

(12) Failing to keep a proper record of dangerous drug il 1 0 1 0 0
REREREERENRTE (1.5%) | (0%) (3%) (0%) (0%)




Statistical Tables & Charts

Table 3% : 12A
Disciplinary Inquiries into Authorized Sellers of Poisons in 2001

001 FFHERESRHETNEEMAESR

Sale of Part| poison without the supervision of
aregistered pharmacist
EEARMENGMEENERTHEES | BHE

Sale of Third Schedule poison without the
authority of a prescription

ESHEFRENERTHENR I BR
Sale of antibiotic without the authority of a

prescription

EREEAFRENBRTHERER
Possession of unregistered pharmaceutical 179
product o\
ERREEMENRRD
Failing to store First Schedule poison in alocked 8,
receptacle .
RERHR 1 WERFHE LRVESEN
Table & : 13
Number of Listed Sellers of Poisons in Hong Kong
BRI EERHEBNNE
Year {3 1997 | 1998 | 1999 | 2000 | 2001
No. oflisted sellers of poisons as at end of year
R EENE T 2,438 ‘ 2,467 ‘ 2,510 ‘ 2,568 ’ 2,582
3,000 —
2,500 |- 1997

1998 1999

T A

Yea
& r
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Table &% : 14
Applications for Licensing as Listed Sellers of Poisons
HEJESREER/MR
Year @ | 1997 | 1998 | 1999 | 2000 | 2001
No. of applications approved T
ESIE SRS EEN RN | *R ) B e ) R
No. of applications rejected T 3 6 4 5 1
ERIESEHEENRREENE A
No. of renewal application rejected 1 0 0 0 0 0
BRI HSEHEENARPREHE
Table 3% : 15

Regulatory Control of Listed Sellers of Poisons

FESREERNRE

Year ) 1997 1998 | 1999 = 2000 = 2001 M

L

S
[ I

No. ofi ti ducted '
o. ofinspections conduc 5,449 ‘ 5737 | 5894 | 5587 ! 5,431

KEHE
O , '
No. of test purchases conducted '
0 7125 = 6,178

SENE 4,696 ‘ 6,047 = 6,045 |

8,000 8,000

6,000/ 6,000{- :
[nsgo. of - ;{l?r'c?]f test M
mnzzif:f 4,000~ eanduisgj 4,000~

LU RNy
2,000~ 2,000~
0

~ 19974
998 1999 2000 500, v
1Year




Pharmacy and Poisons Board

Statistical Tables & Charts
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Table 5% : 16
Disciplinary Actions against Listed Sellers of Poisons

Taken by the Pharmacy and Poisons Board

RARLBREERHEERHETREINLRTH

Disciplinary actions taken Number of cases {ER¥H

RETE 11997 | 1998 | 1999 | 2000 | 2001

Removal from the list of listed sellers of poisons -1 0 3 2 5 2

HBERHETEMEE 1

Issue of written warning h i

Sy B 14 18 9 7 8

The listed seller of poisons ceased operation

before action taken 0 5 0 0 0

ZHEBEEERENLCETHNEEESE 1

g;l 14 26 11 12 10
g Table & : 17

Disciplinary Cases regarding Listed Sellers of Poisons

Handled by the Pharmacy and Poisons Board
RARLBREEREERAMYESRHASHENLCRAR

Nature of offences Number of cases (percentage)
ExM4E BRBF (BHL)
11§ 1997 | 1998 | 1999 | 2000 | 2001
(1) Sale of Part| Poison T 0 12 3 2 9
HES | BSE 1 (%) | (25%) | (10%) | (6%) | (28%)
(2) Sale of Third Schedule poison 1 0 1 0 0 1
HEMRIBE 1 (0%) (2%) (0%) (0%) (3%)
(3) Sale of antibiotic T 0 0 0 0
HERER 1 (3% | (0% | (0%) (0%) | (0%)
(4) Sale of unregistered pharmaceutical product T o 0 0 0 1
HERCHMERNR R 1. (0%) (0%) | (0%) (0%) (3%)
(5) Possession of Part | poison T 15 20 11 14 11
ERXE | HIS%E 1 41%) | (42%) | (38%) | (45%) | (35%)
(6) Possession of antibiotic T 14 15 12 1 7
BEBRER L (39%) | (31%) | (41%) | (36%) | (22%)
= (7) Possession of dangerous drug T 0 1 0 0
ERGREY 1 (3%) (0%) (4%) (0%) (0%)
(8) Possession of unregistered pharmaceutical i
product g 0 2 4 3
EEXEHMERRS (14%) | (0%) (%) | (13%) | (9%)
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fistB &

Table X : 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2001
001 FHANESEHEFHLEZER

Sale of Third Schedule poison kA
SHEMIRIEE

Sale of Part| poison

HES | BHR

Sale of unregistered
pharmaceutical product

HEREIMERNRR
A Possession of Part| poison
ERE | BEH
Possession of unregistered J o
pharmaceutical product STHih.
ERRERMENNR ¢
A Possession of antibiotic
ERRER
Table 3% : 18
Issue of Wholesale Poisons Licences
5 AR L2 R R AY 85 8
Year | 1997 | 1998 | 1999 | 2000 | 2001
No. of holders of wholesale poisons i
licences as at end of year 1,069 996 944 897 866
EEFENSERZRREEANEE |
N
No. of wholesale poisons licences '
revoked/suspended 0 0 0 1 0
B RESERERBOEE
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MEtE &
Table & : 19 _ -
- Issue of Manu.fﬁcmrerf_s_ I'.f.'icar_lcgsl'fo_r _Phamacetitlcal Products
RRNRRNEERROES

1997 1998 1999 | 2000 2001

Year F{
No. of holders of manufacturer's s
licences as at end of year 61 54 48 45 43
BEERNNERREEEANKE 1
No. of manufacturer's licences ¥
revoked/suspended 0 0 0 0 1
Bt RHERESERNEE

Table 3 : 20
Registration of Importers & Exporters of Pharmaceutical Products
HERmES O ENEM
Year {3 1997 | 1998 | 1999 | 2000 | 2001
N

No. of holders of registration certificates for importer j
and exporter of pharmaceutical products as at end of
year 397 347 355 332 302
BEFRMNELDBEREFEANYE

No. of applications for registration certificates for
importer and exporter of pharmaceutical products

F "
N

rejected 0 0 0 0 0
gL OEERERFNHE
Table 3% : 21
Registration of Pharmaceutical Products
SE P o Y B

Year &) 1997 | 1998 | 1999 | 2000 | 2001
No. of registered pharmaceutical
products as at end of year 23,018 | 20,313 @ 20,521 | 20,172 | 20,337
HEFRNAMERRREE
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New Substances Added to Part| of the Poisons List Regulations in 2001
—EE-FEBRERAOE | SMANFIE

1.
2]

3

10.
i1
12
13.
14.
15:
16.
{57 3
18.
19.
20.
25
22.

23.

Brinzolamide; its salts
Cilostazol; its salts
Lercanidipine; its salts
Atosiban; its salts
Levetiracetam; its salts

Lopinavir; its salts

Nateglinide; its salts; its esters

Risedronic acid; its salts
Sirolimus; its salts
Becaplermin; its salts
Esomeprazole; its salts
Gadobenic acid; its salts
Linezolid; its salts
Pioglitazone; its salts
Verteporfin; its salts
Artemether; its salts
Desloratadine; its salts
Etanercept
Lumefantrine; its salts
Moxonidine; its salts
Rilmenidine; its salts
Ziprasidone; its salts

Zoledronic acid; its salts

= Bk - S = [ = i o Bl » A = I © S = B = B o [ & S = A5 o [N = S o Q> (i 2 Sl < Sl (@ (e & B

fiEtE =

Brinzolamide ; HE3§
mEfhM  EEE
SR HEE
PfEmEYE ; HES
ECHmE ; HEH
BILRE  HEE

Mig5IZE  HEE ; HEEE

FIEpR  HER
&SRS HESE
BREH; HEE
BRMAM  HEE
HLER, HES
FIZRMES . HER
&5  HEE
Verteporfin ; HE#H
SR HER
MEEMhE  HER
Etanercept

A8 HEE
REEE  HEE
FIxER  HEE
Ziprasidone ; HE
MREHEE . HEE

Table & : 22
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Table 3% : 23

New Substances Added to First and Third Schedules
to the Pharmacy and Poisons Regulations in 2001

CEE-FEERERSEHARKRI1AMIMANFTYE
Brinzolamide ; EE %5

Brinzolamide; its salts

O
2. Cilostazol; its salts : R ; HEE
3. Lercanidipine; its salts : LRT; HEE
4. Atosiban; its salts : PIEFEIE ; HEE
5. Levetiracetam; its salts : ZZHEE  HEE
6. Lopinavir; its salts : BILHE  HEE
7. Nateglinide; its salts; its esters : MIRHIE ; HEE4E ; HEEE
8. Risedronic acid; its salts : FISEHE HEE
9. Sirolimus; its salts : @RS ; HER
10. Becaplermin; its salts : BHREHH; HBEE
11. Esomeprazole; its salts : BRI HEE
12. Gadobenic acid; its salts : ILEE. HES

13, Linezolid; s salts " AEMR: AEE
14. Pioglitazone; its salts : & 58 ; HEE
15. Verteporfin; its salts : Verteporfin ; E B 4§
16. Artemether; its salts : EPHR . HES

17. Etanercept : Etanercept

18. Lumefantrine; its salts : AYE . HEE

19. Moxonidine; its salts : REEE HEE
20. Rilmenidine; its salts : FXERE : HEE
21. Ziprasidone; its salts : Ziprasidone ; HE g
22. Zoledronic acid; its salts - WRHEE  HESE
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Results of Appeals to the Court of First Instance
_ ARREELHENEE i

Findings of the Court of First Instance
REREEMHR

iEtE =

Table & : 24

Number of cases ERBF

Dismissed

y

S

1997 | 1998 | 1999 | 2000 & 2001

|

B8E 0 1 00 0
Allowed it o " . " 0
BE &

Appeal withdrawn by the appellant 0 ' 1 0 5
ERABE LR g

\lr |
‘;:;I 0 2 1 0 0
Table & : 25

Appeal Cases Handled by the Pharmacy and Poisons Appeal Tribunal

. RARRSRIGESRREMNLRER

Nature of appeals Number of cases {ER#HE
LHEH | 1997 | 1998 | 1999 | 2000 | 2001
Application for renewal of registration of premises i
of an authorized seller of poisons 0 2 0 2 0
HEARARRESEHED
Removal of name from the list of listed sellers of T
poisons 1 ‘ 3 0 ‘ 3 1
ey HSEHEFAMBRE A
Application for a listed seller of poisons licence 1 | ‘ 0 ‘ 0 0
BEEHSEHETRR I !
Revocation of wholesale poisons licence 1 0 5 § : 1
RESEHEBRR |

5\
Suspension of licence for manufacturer for a
specified period of time 0 0 0 0
ERETHRARHEREERER
Total 9 6 0 6

/Y

'n..‘—:. I|.||Ir|
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Table 5% : 26
Results of Appeals to the Pharmacy and Poisons Appeal Tribunal
ARBARRSRLFERELFNER
Findings of the Pharmacy & Poisons Appeal Number of cases EEHE
Tribunal
RARRBRLABRENHAR 11997 | 1998 | 1999 | 2000 | 2001
Dismissed 1
BE 1 1 4 0 5 1
Allowed T
mn 1 0 0 0 0 0
Appeal withdrawn by the appellant T 1 5 0 1 4
LSRARE LR
Total T
By 2 6 0 6 2




