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MessagefromtheGhairman

E

Thanks for the invaluable contributions and unfailing support of Members, the Pharmacy and Poisons
Board performed its statutory functions smoothly in year 2003.

With an aim to maintaining the professional standard of the registered pharmacists to meet the aspirations
of the public, the Board has embarked on a review regarding the internship training arrangements and registration
examination policies leading to registration of pharmacists in Hong Kong. The review is now in full swing. The
results, once available, will be carefully considered by the Board, and relevant parties will be consulted.

Year 2003 was a most challenging year for the people of Hong Kong, in particular for the healthcare
professions. With the concerted efforts of all sectors of the community, we have overcome the attack of
Severe Acute Respiratory Syndrome. The Board and its committees will continue to work together with all
interested parties and healthcare professions to meet the challenge ahead and the ever-increasing demand of
the public for quality health care.

DrP.Y. LAM

Chairman

Pharmacy and Poisons Board
May 2004
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This annual report covers the calendar year 2003,
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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MembershipandFunctionsoftheBoard
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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);

ex officio

(b) the Government Chemist;
Members

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

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

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

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

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

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

The membership of the Board as at 31 December 2003 was
as follows: -
(a) DrP.Y. LAM, JP (Chairman)
(b) DrD.G. CLARKE, JP
(c) Mr CHAN Wing-kin, Anthony
(d) Dr LEUNG Ting-hung, JP
(e) Ms MAK Wai-yee, Corinna (Legal Adviser)
() Professor CHO Chi-hin
(g) Professor CHAN Yan-keung
(h) Dr LAU Sze-ngar, Grace
Mr CHUA Sek-chon, Peter, JP
Mr LEUNG Kai-lok, Peter
() Dr CHOI Kin

Secretary

Mr CHIU Hon-kwan, Raymond
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3 Pharmacy and Poisons Board

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

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

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

(c) licensing and regulatory control of 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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MembershipandFunctionsofthe ExecutiveCommitiees
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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: -

1 Examination Committee

(i) Membership as at 31 December 2003
Professor CHAN Yan-keung (Chairman)
Dr D.G. CLARKE, JP
Mr CHAN Wing-kin, Anthony
Dr LAl Kit-lim, Cindy
Mr CHUA Sek-chon, Peter, JP
Professor LEE Kwing-chin, Kenneth, JP
Mr CHENG Chung-kwong (Secretary)

(i) Functions

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

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

(b) 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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MembershipandFunctionsofthe Executive Committees
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2 Pharmacy and Poisons (Listed Sellers of
Poisons) Committee

() Membership as at 31 December 2003

2 BRIRESBE JHSHHER)

288

(i) BE=-FF=F+=-RA=+-HHM

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

REZE
BRkfiseE (£E)

Mr SIT Ka-keung, Perry BkEEE
Ms Linda WOO (Secretary) BREAL
(i) Functions RmEL (HE)

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
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() Membership as at 31 December 2003 BEZE
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Mr CHAU Wing-kit, Luke Bk e
Mr SIT Ka-keung, Perry e
Ms Linda WOO (Secretary) SRE Lt (E)
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" Pharmacy and Poisons Board

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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MembershinandFunctionsofthe Executive Committees

4 Pharmacy and Poisons (Manufacturers 4
Licensing) Committee

(i)

EERNTEEENRE R

Membership as at 31 December 2003

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)

(i)

Membership as at 31 December 2003

Mr CHAN Wing-kin, Anthony (Chairman)
Dr D.G. CLARKE, JP

Dr KO Tak-him

Professor C.R. KUMANA

Mr LING Ho-ming, Michael

Dr Lioyd KENDA

Mr MAK Yuk-lun (Secretary)

Functions

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

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

-
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10 Pharmacy and Poisons Board

(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

Membership as at 31 December 2003

Professor CHO Chi-hin (Chairman)
Dr CHOI Kin

Mr CHAN Wing-kin, Anthony

Dr D.G. CLARKE, JP

Dr LAU Sze-ngar, Grace

Mr CHUA Sek-chon, Peter, JP

Mr CHENG Chung-kwong (Secretary)

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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1 Registration of Pharmacists

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.

() Qualification

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

(@) 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 2003.
A total of 24 applicants cumulatively passed all the three
subjects in the year 2003.

The results of these two registration examinations are
shown in Table 1. Figures for the years 1999 to 2002
are also included for comparison purpose.

(ilj) 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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(iv)

)

(vi)

- Pharmacy and Poisons Board

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

Registration

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

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

Practising Certificates

All practising pharmacists must obtain a practising
certificate annually in accordance with section 10A of
the Pharmacy and Poisons Ordinance. A total of
1,457 registered pharmacists were issued with
practising certificates in the year 2003. Statistical data
regarding registration of pharmacists and breakdown
of fresh registration, removal from and restoration to
the register of pharmacists for the years 1999 to 2003
are shown in Tables 2 and 3.

Discipline of Pharmacists

Inquiries into the conduct of registered pharmacists are
made by Disciplinary Committees appointed under
section 15 of the Pharmacy and Poisons Ordinance. A
registered pharmacist found guilty of misconduct will
be subject to disciplinary sanctions, ranging from
censure to removal from the register of pharmacists
for a specified period of time. A more detailed account
of the set-up and work of Disciplinary Committees 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 1999 to 2003 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.

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 417 ASPs registered in Hong Kong as at
end of year 2003. Statistical data regarding the total
number of ASPs, applications for registration and
renewal of registration of premises of an ASP in the
years 1999 to 2003 are shown in Tables 7 and 8.
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(i) 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.

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.

Four inquiries were held and four ASPs were found
guilty of misconduct in the year 2003. All of them were
issued with written warnings.

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 four such interviews were held in
the year 2003.

The number of inspections and test purchases
conducted by pharmacist inspectors against ASPs in
the years 1999 to 20083 is shown in Table 9.

Statistical data regarding disciplinary cases handled
by the Board in respect of ASPs in the years 1999 to
2003 are given in Tables 10, 11, 12 and 12A.

(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 Il of the
Poisons List subject to the provision of the Pharmacy
and Poisons Ordinance. Any person wishing to operate
as an LSP shall apply for his name to be entered onto
the list of LSPs kept by the Board. On behalf of the
Board, the Pharmacy and Poisons (Listed Sellers of
Poisons) Committee issues licences to LSPs.
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There were 2,731 LSPs as at end of year 2003. The
number of licensed LSPs in the years 1999 to 2003 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.

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.

The number of inspections and test purchases
conducted by pharmacist inspectors on LSPs in the
years 1999 to 2003 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.

BE_ST-OFR FEHE2731
RIS SEHER - R13FIH—A
MNEE_ZZ=FIHSEHES
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(iv) SIMBEENER : KEBE
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3 Licensing and Regulatory Control of
Wholesale Dealers, Manufacturers,

Importers and Exporters of
Pharmaceutical Products

() 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 848 holders of a wholesale poisons licence
as at end of year 2003. Statistical data for the years
1999 to 2003 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.

3 REAIRMMLEE - WER - #il
AERMEERRE T

() REINEEE

B (BB RBEAL) RHEMAE
o+ ER ARSI BT E TN HE
BHEEMSENSESEONEN
& HRAREE X KRB (IR
RREHOBEMEEERF—F
HAS BN MR -

HREOLEBRABEFIESRBER
£ HATFISHENRHECH  THE
HERMEREAL -

BE_SR=-FFR FEILHS48
BEENBRMBREEA - X185
—AMNEEZZE=FNRH

=

%o

(i) RRRmRIED

EMAMSRSEMERHRR  BF
BRARBHERSE(HEBER)E
EEHFMR -

NEBULRET (FHERSER
f5l) B E - PR ESHERRS
RYA S L EEERRE - SRS
MR EERHES « ZERIEED
MEEFE  REEHRBRLUS
BH - L RREUENTE -
RATBERSERENEREBRRAOA
ETEREEFHRANEZFULE
BB -
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(i)

EERREANITE
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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 39 holders of a manufacturer’s licence as
at end of year 2003. Statistical data for the years 1999
to 2003 are given in Table 19.

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: -

SRSV N e fa) S-S )
RENB—MEHREMAS » BER
HEOFERME » LREASNAE
K3 - REBTARL—BEEH
B+ LERERmiER RN 5 2 BT
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Phase ‘ Details of the Programme
1 (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.

e | T EL]

1 (a) EEEBEBRSNREFRE
REIE—HRIEROERAE » d0 AT
ERTERREREFERMY ;

(b) FEBLME » ATRARRERIR AR R AU
BYNER ;

(c) BEERIINIEERINEFN
2 R

(d) BreBHRERERE:T

2 (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.

3 (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

2 (a) ZEEMAEZFHI R R
MEX » WEITATE RN
HE S

(b) EERMMNASREMHEENS
£ R

(c) EEMMNESERFEMHENE
E o

manufacture of sterile pharmaceutical products.

3 (a) WIERAM AT ~ BE - HEE - ®
- 4E RERVRBERSHR
o

(b) BieARMEENREETEIMNE
2

(c) Bt EHREE AR
E ]

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

Phase Revised target

completion date

B 1MBHF 2 RBNBRER - EREHE
REESREANRERE  E—LANEZ
HARERL SR ER T 5t 8l A8 RAZET A0
Rl

HBEA

2 |Documentation requirements | 31 December 1999 2 | REXERRE —AANE
Handling of materials IR h=H= =0

2 |Execution and operation of 31 December 2000 2 | BONEREE “TRRF
quality control 1Rl +=H=+—H

3 |Allitems included under 31 December 2002 3 | B=REEBHFTE b L
Phase 3 5E = HE=H
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(iv)

ERRRENTEEENIKF

Phase 2 was completed on schedule. However, some
manufacturers had written to the Board in November
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. Phase 3 was subsequently completed on
schedule.

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 256 holders of a registration certificate for
importer and exporter of pharmaceutical products as
at end of year 2003. Statistical figures for the years
1999 to 2003 are shown in Table 20.

2P KBRS - R EEE
—EEHE+-AEEEER EX
TR RN RABREE =
@R - A—7E » B—EHHNEES
A A EEERRTRENRPEMS
T - EEREERERNTRANER
REENFIRERERE  REMENE
BUORET BB _F+_A=+—
HRSERY - EEBECKILERTE
BHEEREERIER - 535
ERRBEITA

(iv) BRIRSEHOE

RIR (EEIXRESEEM) F28A1E
HORRTE » BREEBIR S MBI » £
ARNER LU BRI 3 G HH I A0 B S
BER HABERNEERBE
R AMEFEDHEEERSE (H
RREREHOE:IM) Z888
I8 o

BLE_EE-F5K FHLH256
REFHRSELOFIREIEA -
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4 FRIRmOEMRREDE

(i) REHEOER

4 Registration and Classification of
Pharmaceutical Products

In accordance with regulation 36 of the Pharmacy and $BE  ERANAIEE « BIHE -
Poisons Regulations, any person wishing to sell, offer e EE A EE S MY 15
for sale, distribute or possess any pharmaceutical ANENA RSN EREREREE
product or substance, shall register the product or (WESSRYEDR  BRABR
substance with the Pharmacy and Poisons (Registration WYBISEEE) ZEESM -
of Pharmaceutical Products and Substances: ) o
Certification of Clinical Trial/ Medicinal Test) Committee. EAEREHAER —RRINRHFE
In considering an application for registration of a ks - RRETIMERINRZE
S Sk o ¥ 825
pharmaceutical product, the Committee will take into = ﬁ:y’&?% Eiﬂﬁ_uﬁh&
account the safety, efficacy and quality of the subject EiJEFEﬁ 5 ZREA i“;x?ﬁ%ﬂj
product. In dealing with an application by an importer, A FIRF— e
the Committee may require the applicant to produce (a) EAEZEETHEHAERENX
one or both of the following documents: - HE R
(a) anundertaking to permit the Committee to inspect (b) AEZESESREMBARME
the manufacturing premises; and AR R R
(b) a declaration that the subject product is LERBBE -
manufactured in accordance with the requirements T — —
imposed by or under the law of the country 3‘1&%& RRE R RSN
o B WEENERNASE -
A registration certificate will be issued on registration. HE-® 2:3 FER u% A1E
The applicant will also be advised of the classification 20,415 E M A REI SRS - & 21
of the product. SIHEE-NANNEE_SE=FF
ng. H B I = 9
There were 20,415 registered pharmaceutical products ReOERRANERT
in Hong Kong as at end of year 2003. The number of (i) BRNRNSE
registered pharmaceutical products as at end of years N _ = on F
1999 to 2003 is shown in Table 21. HERZATNEE  FERIAE
REMGHERXNRESERANS
(i) Classification of Pharmaceutical Products HBAR  UER (BB XRSESR

5 Pharmacy and Poisons Board

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: -

Bl) R 1AMRS  E—SHER
B GHHE - BEIRAESERA
B ETRSEREME 1 =3
ARHEREM LT
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ERIF

Classification ‘ Restriction(s) on sale i) ‘ HEMREH
() Part | Poisons: | They can be sold only by (@)% | BBHE : | EEMEEETEST -
Poisons_inc‘luded in | authorized sellers of poisons under (BERBMH) | AESIE ST ETE
Part | of the Poisons | the supervision of registered (%138 g B) .
List (Poisons List | pharmacists. BEEE | BT
Regulations, Cap. R
138B) 5l 5
(b) Part| First Schedule | They can be sold only by (b) B EBHIFR1 3 | R MRERETEET -
Poisons: Poisons | authorized sellers of poisons under % R | BERESENEEE
included in Part | of | the supervision of registered BERFIEE | & LBRHENS
the Poisons List and | pharmacists and after entry in the (EEEREE | (HEFETBTSER
'the'Fit_:tScheduleto Poisons book lstating the Y (2138 | th o EBEVELH
the Pharmacy and | particulars of the sale. They should = i
Poisons Regulations | also be stored in retail premises in EA) Fite 19 Et?ﬁﬁ’ﬂ@aﬁﬂ © ek
(Cap. 138A) alocked receptacle in a part of the BHE < RIBTF AL RRAT IR
premises to which customers do BETEEANMTT -
hothave access, (c) 5 EBBIR 3 8 | ZArnit M  XMF
(c) Part|Third Schedule | They can be sold only by AR BRamEERAR
Poisons: Poisons | authorized sellers of poisons under BEERB|RE | # - AirmEEemes
included in Part | of | the supervision of registered «ﬁﬁ'ﬁﬁﬁﬁﬁ BT pisEamsy
the Poisons List and | pharmacists with the authority of a con o
the Third Schedule | prescription from a registered ij-ﬁﬂ_}) (138 ER#HE
to the Pharmacy and | medical practitioner, registered HA) IR
Poisons Regulations | dentist or registered veterinary S5
(Cap. 138A) surgeon. (d)F || PHE : | MABEETEE b
(d) Part Il Poisons: | They can be sold by authorized (SERAG) | RESEHEFNNE
Poisons included in | sellers of poisons and listed sellers (138 B B) | SEIHEDNE -
Part |l of the Paisons | of poisons without the supervision E@E (|5
List {POisons_ List | of registered pharmacists. FrolEE
Regulations, Cap.
138B)

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

EEREBEIT(FRERMAM) M (%

BIZRBEAL) » BEBANIES

ERANENAE » LB BB
HEBRGENRE - EEE_F

ToFHEEERMERN NS EY
(BERAL) M (HEEXRSER
fBl) fEHLUT8ET ¢

(a) = (FEERMHGI) F155MA 26
BHNE (BRZRBERG) M
=1 RKER 3 MA 25 BEEIY
B ELMEARTNEMNE 22
23 &

Regulations. Amendments proposed by the Board and
approved by the Legislative Council in the year 2003
included: -

(a) adding 26 new substances to Part | of the Poisons
List Regulations and 25 to the First and Third
Schedules to the Pharmacy and Poisons
Regulations. Two lists of these substances are at
Tables 22 and 23 respectively; and

ZRHXREBEEEER
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EERRERNTEZEEENIR

(b) tightening the control of 39 pharmaceutical
products by re-classifying them from non-poisons
to Part I, First and Third Schedules poisons. List
of these pharmaceutical products is at Table 24.

Regulatory provisions in other related areas are
contained in the Second and Fourth to Seventh

Schedule
Second Schedule

Schedules to the Pharmacy and Poisons Regulations:-

Provisions

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.

a5 Pharmacy and Poisons Board

(b)

M 30 BEARSMSH -
BREFSEEFHES (B8
RIE0) 21 BA (BELRER
$00) Wi 1 RHFIBE - B
B BEFIBHNE 24 -

(BEZERBERG) MHR2RM=R4
ET7HIHTREMGERE

ME | RE
iz | FIBHRRT (EEZREEE
i) B (Em% REEHE) &
SRBREI G ©
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Bl EEIEERA o
fizs | RAHELSHEOERER o
fiR6 | FIHERLAER T e atE
BUSE/AN IR S -
M7 | SItHAESTAE RN L

ROBLE -




MembershipandFunctionsoftheDisciplinaryCommittee

CEXEEHMKE R BB

1_Membership

A Disciplinary Committee consists of the following persons:- HERZEelpEsE T AL

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

(b) two registered pharmacists (not being public officers) (b) —RHESES SR M HEE
nominated by the Pharmaceutical Society of Hong Kong; (EABAR) : B
and

(c) —BHRTTHREZREMNARER -

FEERZRAMHEEERKARREE
“RE=F+"RA=+-—HWER -8
EZERR=FHAEREMIMERME

(c) alegal adviser appointed by the Chief Executive.

‘13

As at 31 December 2003, the Chairman of the Disciplinary
Committee was Dr LEUNG Ting-hung, JP, Deputy Director
of the Department of Health. Registered pharmacists who

had served as members in year 2003 included: - 1

Ms KWOK Hing-fun FHEF %+

Mr LAU Ho-kuen, Kenneth s E

Mr SIT Ka-keung, Perry BRMELE

Mr TANG Wing-ming kB E

Mr WONG Kwong-cheung, Aaron EEREE

Mr YAU Fuk-loi, Rico Efi@zR £

2 Functions |

In accordance with section 15 of the Pharmacy and Poisons Rk (EBEERSEEH) F15& B

Ordinance, a Disciplinary Committee is appointed by the EBREEHLRARE S TSR ZELE

Board for the purpose of disciplinary inquiry of: - BN

(a) acomplaintreceived by the Board regarding the conduct (a) BEIB IR E M MEE
of a registered pharmacist or his employee, or an HEE EEEEEiEEg oY
authorized seller of poison (ASP) or its partner or ABEBMTABTHES &
employee; or " T

(b) & Lifi(a)IBATHAY A LEkERE
RAEBEL (BHERSEEH) -
(rERmEEmiEsl) 5 (REREH) ;

G

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 2

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

EHXRBEEER e
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TEZXZE TR E R B &

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: -

(@) 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
2003. Figures for the years 1999 to 2002 are shown in Table
25 for comparison purpose.
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MembershipandFunctionsofthe PharmacyandPoisons

AppealTribunal

RRRRBELREFAERIL S R ERE

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) a person qualified in pharmacology;

(e) a person nominated by the Director of Health from a

panel consisting of persons nominated by pharmacists’
associations;

() 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 2003
was as follows: -

BHROE T IIRBIECIZE 30(2)&H1T
HEEZEMAL:

(a) —REMZEBEERHA » HHE
HIEBHRTRE ;

(b) —REMEE ;

(c) —RiHMEEHEAR ;

(d) —REREERERNOAL

(e) —&AZEHIEMIEMIZ B/ FERY
B TAREEERERMAL

(f) —REBEEE AR BAMRA/E
BB AREEERERMHAL
B

(9) —RHEHTERAMEREMA/N
HIRE  UAREZEZRIERMOA
=+ o

E_EE=F+"RA=+—H  BHRN

REMNT :

Name Membership

Mr CHAN King-sang, Edward, SC
Dr YAM Yin-chun, Loretta

Ms PONG QOi-lan, Scarlett

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

Mr TANG Wing-ming

Ms CHAN Siu-yee, Sylvia

Mr CHONG Wing-kit, Donald

Ms MA Yat-man, Vivian

Mr AW Yu-chun

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

Miss KAN Yu-yuk, Linda

Dr CHENG Heung-kwan

Ms MO Sau-ping

Mr LAU Wing-keung

Mr NG Wing-yan

Mr LAU Oi-kwok

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

e B8

BRREXE ES

ERZEE %8

REMZL %8

RXEEE %8

EmiEat MMEEE
k%L WHEE
BRiglaz L RS
FEKREE MEEE
BEFA T WEEE
RFEEESE MRS
RENRTE MMEEE
RESREE MMEEE
Bi=R&+ WHEEE
MELR L MEZE
HEBEL MEEE
BEFRL MEEE
oK%k E MEERE
REBEE NMEZE
AEEEE WERE

ERHEXREEETER
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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.

One appeal was heard in 2003. Breakdowns of the cases
by nature and by result from 1999 to 2003 are shown in
Tables 26 and 27 respectively.

BEZERBE L HFBARRB(EHER
BEGA) 230 &ML BREANE
ETIEE:

(a) MEERBHERESEHEBRRM
SEEREA S R ATE MR AR EEAY R E
miRHE L& ;

(b) FEERHAIIHSEHEFTRER
B 51 65 B 2E S E R E AR AVRE MR
HEERR R

(c) MEERBTHEEEAATIRHEM
LR R BEEEHRERSI -

“ER-FF—RME%E - 2652725

JHE—NANEE_EE=FEHAX

MHEENERNDIBETE -
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Statistical Tables and Charts

in Hong Kong Pharmacy Practice Pharmacology

FRER L0 i nEs
Vasr No. sat No. pass % | No. sat No. pass % | No. sat No. pass %
P passed passed passed

ZMAR | SHRAE | ARE | SNAY | SRAY | AR | BMAH | ABAY| AHX
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 33 471 56 33 58.9 N
GOOS 47 24 51.1 52 24 46.2 48 20 4.7 )

50 F 50 F

50
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Statistical Tables and Gharts

:ULE-I.ﬁ

Table & : 2

Year {5}

No. of registered pharmacists
as at end of year

HEFRAOZMEREDAR

1,273

1,315

1,362

1,414

1,457

1,500 7

No. of registered pharmacists |

as at end of year
HEFEA AR AR

1,000 =
Table 3% : 3

Year 15 1999 2000 2001 2002 2003

Fresh registration (Overseas graduates)

SR OBMEE) 46 24 43 25 27

Fresh registration (Local graduates)

WM (AhEE) 30 29 24 32 21

Removal from the register*

BB 17 17 24 10 10

Restoration to the register

BEEH 2 6 4 5 5

E;figngease 61 42 47 52 4
-

*excluding orders by the Disciplinary Committee

THEREEEENES

Pharmacy and Poisons Board
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Table 3% : 4
- Disciplinary Actions against Registered Pharmacists N\
Taken by the Pharmacy and Poisons Board

REARLSEEERHAMBRMENNLRTEH

Number of cases
Disciplinary actions taken [GES =

REETICEATE 1999 | 2000 | 2001 | 2002

Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 4 1 0 4 !
IEsUACR1TED

(BB EES BEITLEM)

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

2003

the Board) 0 0 0 0 0
FFEX#CRTH
(B ERRARGTOEES)
Total
ey 4 1 0 4 1 /

Table 2% : 5

a Results of Disciplinary Inquiries
into Registered Pharmacists
HEMERMETLCEMMANER
Number of cases
Findings of the Disciplinary Committee E=HE
i 1999 2000 2001 2002 2003

Charge dismissed

ST 0 : . . :

Guilty of the charge

JEImEE T 4 0 0 4 1

Sentence of the Disciplinary Committee

CERETRFIR

Censure N o i

2 2 0 0 3 1

Removed from the register for

a period of time 2 0 0 1 0
\Hﬂ%ﬂﬂﬁ%%—%ﬂ%?ﬁ‘i
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Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board

REARASHEEREERHAMARNGHLEER

Number of cases
Nature of offences [EES i
EEL:3=1
1999 2000 2001 2002 2003

(1) Sale of Third Schedule poison without
the authority of prescription 3 0 0 2 1
ERBRGIFENERL T HENRISE

(2) Possession of Part | poison

EEEHEE ] ; ; 0 ;
(3) Possession of dangerous drug 1 0 0 0 0
EREMEY
(4) Misconduct in professional respect 0 1 0 1 0
EELMNXETH
(5) Failing to store First Schedule poison
in a receptacle locked with an 0 0 0 1 0

adequate lock

RESHR OBEFME LHARREA

Number of Authorized Sellers of Poisons in Hong Kong
BENERESHHERNE
Year E{ 1999 2000 2001 2002 2003

No. of authorized sellers of poisons as
at end of year 328 358 375 398 47
HEFRERESEHEDYHE

2003 447
2002 398
2001 375
2000 358
Year {3 1999 328
0 100 200 300 400 500
No. of authorized sellers of poisons as at end of year
BEFRVERESEHESHE

- Pharmacy and Poisons Board



Applications for Registration of Premises
of Authorized Sellers of Poisons

ERESEEERNEMEMmEE

Year &4 1999 2000 2001 2002 2003
No. of applications for registration of
premises approved 50 60 44 48 55
BRI E E
No. of applications for registration of
premises rejected 0 & 0 0 0
et AT MR B B
No. of applications for renewal of
registration of premises rejected 0 0 1 1 0
BB ATE AR R AR B

Regulatory Control of Authorized Sellers of Poisons

ERUSRHERNRAE
Year Z{3 1999 2000
No. of inspections conducted
WEHE 1,024 943
No. of test purchases conducted
SENE 3,065 2916

2001 2002 2003

1,205 1,014 1,020

3,609 3,212 2,020

EERAXESEEER
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Statistical Tables and Charts

5T B =

Table & : 10
( Dlsclplmary Actions against Authorized Sellers of Poisons Taken by )
the Pharmacy and Poisons Board
SR EREEES SN ER RN R ET
Number of cases
Disciplinary actions taken Bk i
e 1999 2000 2001 2002 2003
Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 17 7 18 4
ERACRTE (AHiLEERaET
EELE
Informal disciplinary actions
(i. e. Verbal caution by representatives of
the Board) 12 10 23 4
FFERACETE) (AIHEERARET
HERES)
The authorized seller of poisons ceased
operation before action taken 0 1 2 0
ZHEE T BRI E TR DGR
|
\tota ot | 29 18 43 8 )
Table = : 11
/ Results of Disciplinary Inquiries into Authorized Sellers of Poisons )
HERESEHERETLERANEGER
Number of cases
Findings of the Disciplinary Committee BEHE
ISR AR e 1999 | 2000 | 2001 2002 | 2003
Charge dismissed 3 1 4 0
FRIEANRRAL
Guilty of the charge 14 6 14 4
it AV
Sentence of the Disciplinary Committee
CEZRTHET
Issue of written warning 5 2 8 4
BHERES
Disqualified from being an authorized
seller of poisons for a period of time 9 4 6 0
\ EUHHERER R )

Pharmacy and Poisons Board




Statistical Tables and Charts

i 5T B =

. Table = : 12
a Disciplinary Inquiries into Authorized Sellers of Poisons Handled by B
REXRBREERREHERUSEHEENCERAER
Number of cases (percentage)
Nature of offences EERE (/L)
BRtEN 1999 2000 2001 2002 2003
(1) Sale of Part|/Part |l poison
without label/proper label 0 0 0 1 0
HERBZERIGAIEIE (0%) (0%) (0%) (2%) (0%)
FIPHE
(2) Sale of Part| poison without the
supervision of a registered pharmacist 10 7 5 20 3
R B MERMEERNEL T (32%) (50%) (41%) (42%) (30%)
HEFI NS
(3) Sale of Third Schedule poison without
the authority of a prescription 6 5 2 11 2
ERBRARENIER T H SRS (20%) (36%) (17%) (23%) (20%)
=30
(4) Sale of antibiotic without the authority 1 1 2 1 0
ofgipreseipon 3% 7% 17% 2% 0%
maaRpERnERTaEneR | 0 | TP | (70 @ 0%
(5) Sale of unregistered pharmaceutical 1 0 0 2 0
posuct (3%) 0%) | (0% | 4% | (0%
HERCEMERRNS
(6) Possession of Part| poison 1 0 0 1 1
BEFIHHE (3%) (0%) (0%) (2%) (10%)
(7) Possession of antibiotic 0 0 0 1 0
BEENER (0%) (0%) (0%) (2%) (0%)
(8) Possession of unregistered 2 0 2 6 1
pharmaceutical product 7% 0% 17% 13% 10%
) (7%) (0%) (17%) (13%) (10%)
(9) Failing to keep proper record in 0 0 0 2 1
the Poisons Book
0% 0% 0% 4% 10%
RERZ SRR EREFESEEMA %) ) H%) ) e
(10) Failing to store First Schedule poison
in a locked receptacle 9 1 1 3 2
AERMFR BB L (29%) (7%) (8%) (6%) (20%)
BN
(11) Failing to keep a proper record of 1 0 0 0 0
dangerous drug 3% 0% 0% 0% 0%
\_ REEREWEERENLS W |

EHERSEEER

1

. 8

Y
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Statistical Tables and Charts

o &t B =

Failing to store First Schedule poison in Sale of Part | poison without the
a locked receptacle supervision of a registered
BEBHFR WBEFMTE L EEEA pharmacist
EREEMERRAEENERT
HEF BEE
Failing to keep proper record
in the Poisons Book
RERRHRREERTE Sale of Third Schedule poison
SEEMA without the authority of a
prescription
Possession of unregistered E;ﬂﬁﬁﬁ&ﬁﬂﬂ%}gggi
pharmaceutical product
ERRGEMERRS Possession of Part | poison
\ EHE BEE )

Table 3% : 13
C Numberofist

e

Year F{3

No. of listed sellers of poisons as at
end of year
Qﬁiﬁﬁ%ﬁﬂ?ﬂi‘iﬁ%ﬁ%ﬁﬁ =]

2,568

No. of listed sellers of
poisons as at end of year
BEFRANIBSEEHES
g8

- Pharmacy and Poisons Board



Statistical Tables and Charts

o &t B =

Year &5 1999 2000 2001 2002 2003
No. of applications approved
BB E BN E £ 4 =39 <3 2
No. of applications rejected .
RN E R EBNEB RN 2 ! 1 i
No. of renewal application rejected 0
TR A e 0 0 & 0 r

Table & : 15

Year F{3 1999 2000 2001 2002 2003
No. of inspections conducted
WEHE 5,894 5,587 5,431 5,466 5,465
No. of test purchases conducted
@Efﬁ g 6,045 7,125 6,178 6,140 1,260 /

Tablei’»’z16

Number of cases
Disciplinary actions taken EES S{=]
Rl 1999 2000 2001 2002 2003
Removal from the list of listed
sellers of poisons 2 5 2 7 6
RIHSEHEHBMzE
Issue of written warning
BHEEES . : 2 ¢ :
The listed seller of poisons ceased
operation before action taken 0 0 0 2 3
FZHERTEERFINGRTHRCSHE
¥ Total 11 12 10 13 14
\& J




Statistical Tables and Charts

i &t B =

Table 5 :17

uer ercen tage)
Nature of offences EEHE (5HLt)
ExHR 1999 2000 2001 2002 2003

(1) Sale of Partl poison 3 2 9 4 6

HERIHSE (10%) (6%) (28%) (12%) (19%)
(2) Sale of Third Schedule poison 0 0 1 0 2

HEMRISE (0%) (0%) (3%) (0%) (6%)
(3) Sale of antibiotic 0 0 0 1 0

SHENER (0%) (0%) (0%) (3%) (0%)
(4) sizuocft unregistered pharmaceutical 0 0 1 2 0

HEF T REHND (@%) (0%) (3%) (6%) (0%)
(5) Possession of Part| poison 11 14 11 13 10

BERIEHEE (38%) (45%) (35%) (40%) (31%)
(6) Possession of antibiotic 12 11 7 6 9

EBNER (41%) (36%) (22%) (18%) (28%)
(7) Possession of dangerous drug 1 0 0 1 0

EERREY (4%) (0%) (0%) (3%) (0%)
o R TR

BE RS RIS, (7%) (13%) (9%) (15%) (13%)
(9) Aiding and abetting a person in

selling substance to which the 0 0 0 1 0

Antibiotics Ordinance applies 0% 0% 0% 3% 0%

B ARE (Regey | 0 | @0 | O @ 0%

BERNME
(10) Er:::ics;ii:(gm()hinese medicine without 0 0 0 0 1

o oI e e e

- Pharmacy and Poisons Board




Statistical Tables and Charts

o &t B =

KRICEMEPEIE

Practising Chinese medicine without registration

Possession of unregistered
pharmaceutical product

EEREEMER RS

Possession of anfibiotic

BEHER

3%

Sale of Part| poison

HEFI IS

Table & : 1A

Sale of Third Schedule poison
SHEMRISE

Possession of Part | poison

EHH EE

P

Table 3% : 18

Year &3 1999 2000 2001 2002 2003
No. of holders of wholesale poisons
licences as at end of year 944 897 866 862 848
BEFRMNSENBFEBISEANEE
No. of wholesale poisons licences
revoked/suspended 0 1 0 0 0
@ﬁﬁﬁﬁ%ﬁﬁﬁﬁi&-ﬁﬂﬂﬁ&ﬂwﬁ )

Year {3

1999

2000

2001

2002

Table % : 19

2003

No. of holders of manufacturer's licences
as atend of year

HEFROEBRBHEANYE

45

42

39

No. of manufacturer's licences
revoked/suspended

e R e B

* pending the result of the appeal lodged with the Pharmacy and Poisons Appeal Tribunal
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Table 3= : 20

Year &3 1999 2000 2001 2002 2003

No. of holders of registration certificates for

importer and exporter of pharmaceutical - : _ . -

products as at end of year 899 332 302 262 256

iﬁiﬁﬁ*ﬂﬁzﬁtﬂﬂﬁ?ﬂﬁgﬁﬁkaﬁ&ﬁ

_ < 0 0 0 0 0

&Eﬁsﬁﬂiﬂﬁﬁﬂﬂﬁ’?iﬁéﬁﬁ = Y,
Table & : 21

No. of registered

pharmaceutical products 20,00
as at end of year
aEsrmahEmng 1900
8B

5,000 [

Year &5 1999 2000 2001 2002 2003
No. of registered pharmaceutical products
as at end of year 20,521 20,172 20,337 21,021 20,415
#HE FA A MERN R E
25,000

5 Pharmacy and Poisons Board



Statistical Tables and Charts
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Table 3= :

. 26.

10.

1.
12.
13.
14.
15.
16.
E‘!?’.
18.
19.
20.
21.

22.
23.
24.
25.

New Substances Added to Part | of the Poisons List Regulations in 2003 \

—EFCFESERAAFIBMANFTYE

Drotrecogin alfa
}egaserod; its salts
Thymosin alpha 1
Bin;atoprost

Adefovir; its salts
Etoricoxib; its salts
Ezetimibe
Pimecrolimus
Sevelamer; its salts
Tadalafil; its salts
Tianeptine; its salts; its esters; their salts
Valganciclovir; its salts
Voriconazole; its salts
Adalimumab
Anagrelide; its salts
Bosentan; its salts
Darbepoetin alfa
Dutasteride
Ferucarbotran; its salts
Gadobutrol; its salts
Gefitinib; its salts
Levodropropizine; its salts
Memantine; its salts
Rosuvastatin; its salts
Vardenafil; its salts

Sulphur Hexafluoride

Drotrecogin alfa
BNEE ; REE
BaBgBtat
Bimatoprost

PufSiaE ; HEEs
KIEEE ; HEE
i EH
Pimecr-olimus
Sevelamer ; HEI4E
Tadalafil ; H8%a
BESET ; HEE  HElE ; ©hseEs
Valganciclovir ; E &5
Voriconazole ; HEIE
Pl EARE I
Anagrelide ; EHEI%E
AR HERSE
Darbepoetin alfa
B

R  HEE
$L7hRS ; HEE
HIFERE ; HER

A BTN ; R
&8 HEE
e T ; RS
fRitbARIE 5 HEEE
AL
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10.
1t
12
13.
| 14.
15.
16.
| 17.
18.
19.
| 20.
21.
22.
23.
24.
25.

Pharmacy and Poisons Board

New Substances Added to First and Third Schedules to the Pharmacy and

Poisons Regulations in 2003

CERCHERARERSERAMRIAIMANFNE

Drotrecogin alfa
Tegaserod; its salts
Thymosin alpha 1
Bimatoprost

Adefovir; its salts
Etoricoxib; its salts
Ezetimibe
Pimecrolimus
Sevelamer; its salts
Tadalafil; its salts
Tianeptine; its salts; its esters; their salts
Valganciclovir; its salts
Voriconazole; its salts
Adalimumab
Anagrelide; its salts
Bosentan; its salts
Darbepoetin alfa
Dutasteride
Ferucarbotran; its salts
Gadobutrol; its salts
Gefitinib; its salts
Memantine; its salts
Rosuvastatin; its salts
Vardenafil; its salts

Sulphur Hexafluoride

Drotrecogin alfa
&g  HEE
RiiRftat

Bimatoprost
fEias ; HEm
fkitEE | HEME
e il
Pimecrolimus
Sevelamer ; HEIE
Tadalafil ; HEE
WHFELT ) HEA ) HER  efnEs
Valganciclovir ; EE$E
Voriconazole ; EHEE
FEREHR
Anagrelide ; EEiE
RS HEE
Darbepoetin alfa
Rtk

sl  HER

§L A7 | HES
HIFER | HES
&8 HES
ImeFfiftT o KB
it ARIE ; HEE
A Lhi




Statistical Tables and Charts

i &t B =

@ Pharmaceubcal Pr = ed as Part| TN
—!!-Elﬁﬁﬁ&% 1 8RB =1 lﬂﬁ:!ﬁﬁﬂ@ﬁ!!&nn
1. Acetazolamide; its salts ZBtRs ; HERNE
2. Antilymphocyte Immunoglobulins Antilymphocyte Immunoglobulins
3. Chorionic Gonadotrophin IRt
4. Clofazimine; its salts SUETERR ; HE%E
5. Desferrioxamine; its salts Eilh% ; HEsg
6. Dimefiine; its salts M HEE
7. Etamivan; its salts FEE_ZRg  HE%E
8. Ethosuximide; its salts ks ; HE¥E
9. Etilefrine; its salts REISH ; HEE
10. Flavoxate; its salts EREES ; HEE
11. Folinic acid; its salts GEMN ; HEE
12. Glucagon; its salts BMES ; HEE
13. Gonadorelin; its salts KABERAK ; HESE
14. Inosine pranobex Inosine pranobex
15. Metyrapone; its salts EEUBR ; HER
16. Midodrine; its salts XZE | HER
17. Moroxydine; its salts UEMEAN ; ELEEXE
18. Ribavirin; its salts FIEEM ; HEE
19. Vidarabine; its salts F¥ERRE 5 HEE%E
20. Benzbromarone FR5E
21. Mesalazine; its salts E0hiE  HER
22. Nadroparin; its salts ABIERTER ; HLESE
23. Naftidrofuryl; its salts SRz ; HEA
24. Nalidixic acid B
25. Nicergoline EZA#k
26. Pantethine; its salts A vival =t £l
27. Pipemidic acid A e
28. Pralidoxime; its salts FRNTE ; HE%
29. Pridinol; its salts B ; HEE
30. Protirelin; its salts LRI HESE
31. Pyricarbate (Pyridinolcarbamate) M-FEE
32. Sermorelin; its salts SEIntk ; HEH
33. Somatostatin ERIE
34. Streptokinase HEREE
35. Tranexamic acid SRR
36. Trifluridine; its salts HhE R ; HEE
37. Trimethoprim FRETIE
38. Tromantadine; its salts H2MIfz ; HEE
\39. Urokinase FREE -/
EBEXRSEETER

vf | &
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Table = : 25
AR Results of Appeals to ti FirstInstance R\
) E g2
‘Number of cases
Findings of the Court of First Instance EES =]
IR 1999 2000 2001 2002 | 2003
Dismissed &i[El 0 0 0 0 0
Allowed 158 0 0 0 0 0
Appeal withdrawn by the appellant 1 0 0 0 0
EERARIE LR
Qotal B 1 0 0 0 0 g
Table 3= : 26
(" Appeal Cases Handled by the Pharmacy and Poi D
Number of cases
Nature of appeals NEES A=)
LR 1999 2000 2001 2002 2003
Application for renewal of registration of
premises of an authorized seller of poisons 0 2 0 0 0
HER AR ESEHER
Removal of name from the list of
listed sellers of poisons 0 3 1 0 1
Wy H SN ER MR
Application for a listed seller of
poisons licence 0 0 0 1 0
FREADI B SR E TR R
Revocation of wholesale poisons licence :
s E R 0 ! 0 g 0
Suspension of manufacturer's licence for
a specified period of time 0 0 1 0 0
THIEE R A mIHRLETERAR
Application for registration of
a pharmaceutical product 0 0 0 1 0
FRAAHS R 2 et i
De-registration of a pharmaceutical product
B ERIB RN . g : 1 0
Application for a manufacturer's licence for
pharmaceutical products 0 0 0 1 0
AL R 5L E e R
\Jotal 8% [ ETT8 2 e

o Pharmacy and Poisons Board




Statistical Tables and Charts

&t B +®

Findings of the Pharmacy and Number of cases
Poisons Appeal Tribunal ExHE

FRRRSELRENRAHR 1999 2000 2001 2002 2003
Dismissed
B 0 5 1 2 0 -lu
Partly allowed _ A
miEE 0 0 0 1 0
Allowed
Ey 0 0 0 1 1
Appeal withdrawn by the appellant _ : =
Total #8284 0 6 2 4 1
. 7,




