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Message from the Chairman

+ B RA &

Thanks to Members’ unfailing contribution and commitment, the
Pharmacy and Poisons Board (the Board) has undergone another
busy but fruitful year of 2012 in the discharge of its statutory
functions under the Pharmacy and Poisons Ordinance (Cap. 138).

In March 2012, the Board granted full accreditation to the
Bachelor of Pharmacy (BPharm) Programme of the University of
Hong Kong (HKU) for a period of five years. The first batch of
BPharm students of HKU who graduated in 2012 had already
completed the one-year pharmacy internship training with
satisfactory performance by June 2013, and become registered
pharmacists in Hong Kong. With the accreditation of HKU'’s
BPharm Programme, it nurtures more pharmacy professionals
each year and | believe that increased number of pharmacists can
provide better healthcare services to the community.

In response to the ever-increasing demand of the community
for drug safety and quality healthcare services, the Board had
reviewed and revised the code of practice for all authorized
sellers of poisons and finished the consultation exercise in 2012.
In addition, the Board has commenced the drafting of codes
of practice for listed sellers of poisons, holders of wholesale
poisons licence, importer/ exporter of pharmaceutical products
and registered pharmacists respectively in 2013. These codes of
practice aim to provide practice guidance and direction for people
working in the pharmaceutical industry to follow in accordance
with the legal requirements of the Pharmacy and Poisons
Ordinance.

As part of the upgrade in Hong Kong’s current Good
Manufacturing Practice (GMP) standard, the Pharmacy and
Poisons (Manufacturers Licensing) Committee has adopted
the Pharmaceutical Inspection Co-operation Scheme (PIC/S)
GMP Guide as the licensing standard for all new applications for
licence for manufacturers since September 2012. This is one of
the important milestones for the Board to upgrade the licensing
standards of drug manufacturers and to prepare the Board for the
application for accession to the PIC/S in near future.

The success of the Board in executing its functions counts
much on the support and assistance of all its Members and also
Members of its committees. | look forward to the continuous
collaboration amongst all of us in the coming year to achieve
continued enhancements of professionalism, drug safety and
quality pharmacy service.

Dr Constance CHAN
Chairman

Pharmacy and Poisons Board
December 2013
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Introduction

315

This annual report covers the calendar year 2012. Through this
report, the Pharmacy and Poisons Board (the Board) aims to keep
all registered pharmacists and interested parties in the pharmacy
profession posted on the functions and work of the Board during
the year. A brief summary of the work of the Pharmacy and
Poisons Appeal Tribunal established under section 30 of the
Pharmacy and Poisons Ordinance is also included.

In order to provide readers a quick reference, the description of
the functions of the Board, its committees and the Appeal Tribunal
has been simplified. Readers interested in more specific details of
the statutory functions of these bodies should refer to the relevant
provisions under the Pharmacy and Poisons Ordinance and its
subsidiary legislation.

All'inquiries with regard to this report or to the 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
E-mail address : ppb@dh.gov.hk
Website . www.ppbhk.org.hk
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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.

Each term is for a period of not more than three years. Members

may be re-appointed. The current membership is as follows:

(@  the Director of Health (Chairman);

(o) the Government Chemist; .
ex officio members

(c)  the Chief Pharmacist of

the Department of Health;

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

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

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

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

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

The membership of the Board as at 31 December 2012 was as
follows:

(@ Dr Constance CHAN, JP (Chairman)
(o) Dr LAU Chau-ming, JP
(c) Ms Linda WOO
(d) DrCindy LAI, JP
(e) Miss CHAN Qi-lai, Michelle (Legal Adviser)
()  Professor WONG Chi-kei, lan
(@ Professor CHAN Yan-keung, JP
(h)  Ms CHIANG Sau-chu
Mr KWONG Yiu-sum, Benjamin
Mr SUEN Yiu-chan, Peter
()  Dr CHEUNG Hon-ming
Secretary

Mr Tony LEUNG
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(2) Functions

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

(@)

(f)

registration of pharmacists, including the prescription of
training required for registration, the organization of
registration examinations and the issue of certificates of
registration and annual practising certificates;

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

licensing and regulatory control of retail traders of
pharmaceutical products (authorized sellers of poisons
and listed sellers of poisons), conducting inspections and
test purchases and initiating prosecution of offences and,
for authorized sellers of poisons, inquiring into their conduct
by Disciplinary Committees appointed for the purpose;

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

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

registration and classification of pharmaceutical products.

The Board is assisted by seven committees. They meet regularly
to consider and decide policies and actions in relation to the
conduct of the above functions. The decisions of the Board and
its committees are carried out jointly by the Secretariat of the
Board and the Drug Office of the Department of Health.
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Membership and Functions of the Committees

ERZTEZHIMNE Kisre

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

(1) Examination Committee

() Membership as at 31 December 2012

Professor CHAN Yan-keung, JP (Chairman)
Dr LAU Chau-ming, JP

Ms Linda WOO

Dr Heston KWONG, JP

Dr LEE Chui-ping

Dr KOO Wing-leung

Ms Sarah TSUI (Secretary)

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

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

(b) draw up and review the syllabuses of the registration
examinations;

(c) appoint panels to assist in setting question papers and
marking answer scripts for the registration examinations;

(d) oversee the setting and marking of examination papers;
(e) prepare and conduct the registration examinations;

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

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

() keep under review the standard of the registration
examinations.
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(2)

(i)

(i)

(3)

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

Membership as at 31 December 2012

Ms Linda WOOQO (Chairman)

Mr CHAN Wing-kai

Mr HUI Siu-chor, Samuel

Mr KWAN Yuk-kwan, Michael
Professor LEE Wing-yan, Vivian
Mr NG Yick-hung, Eddie

Mr TAM Hung-pun

Mr Dominic YUEN (Secretary)

Functions

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

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

Membership as at 31 December 2012

Ms Linda WOO (Chairman)
Ms CHAN Yuen-king, Bertilla
Mr CHIU Kwok-leung, Philip
Mr LAU Kwok-fai, Andy

Mr LAU Oi-kwok

Mr Vincent CHOW (Secretary)

Functions

In accordance with regulations 26 and 37A of the Pharmacy
and Poisons Regulations, the Pharmacy and Poisons
(Wholesale Licences and Registration of Importers &
Exporters) Committee is established to:

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

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

PHARMACY AND POISONS BOARD OF HONG KONG
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(4)

(i

(5)

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

Pharmacy and Poisons (Manufacturers
Licensing) Committee

Membership as at 31 December 2012
Ms Linda WOO (Chairman)

Ms Sabrina CHAN

Mrs Mary CHENG

Dr KAM Kai-man, Joseph
Dr LAU Ying-kei, Henry
Dr SIN Wai-mei, Della

Mr TSUI Kai-hung, William
Mr Edwin LAM (Secretary)

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.

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

Membership as at 31 December 2012

Ms Linda WOO (Chairman)

Dr CHANG Chee-siu

Professor CHEUNG Man-yung, Bernard
Dr KWAN Wing-hong

Dr LAU Chau-ming, JP

Dr LIM Wei-ling, Wilina, JP

Dr NG Lip-tet

Ms Teresa NGAN

Dr SO Shuk-kuen, Joanna

Mr Clive CHAN (Secretary)
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(i

(6)

(i
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Functions

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

(@) 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.

Poisons Committee

Membership as at 31 December 2012

Dr LAU Chau-ming, JP (Chairman)
Dr CHEUNG Hon-ming

Mr KWONG Yiu-sum, Benjamin
Mr SUEN Yiu-chan, Peter
Professor WONG Chi-kei, lan

Ms Linda WOO

Ms Sarah TSUI (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:

(@) the classification of pharmaceutical products pending
registration; and

(o) the review of the classification of pharmaceutical
products regulated under the Poisons List Regulations
and the Pharmacy and Poisons Regulations.
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(7) Pharmacy Internship Training Committee

(i)

(i)

Membership as at 31 December 2012

Professor CHAN Yan-keung, JP (Chairman)
Ms Victoria CHAN

Dr Celine CHENG

Mr CHIU Kwok-leung, Philip
Dr HO Suk-san, Susan

Mr Antonio KWONG

Dr LAU Chau-ming, JP

Ms Anna LEE

Dr NG Chor-shan, Sian

Ms Linda WOO

Ms Sarah TSUI (Secretary)

Functions

The Pharmacy Internship Training Committee is set up under
the Pharmacy and Poisons Board to:

(@)

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

(b) assist the Board in drawing up the criteria for the
approval of the content of the preceptor’s quarterly
appraisal forms and the intern’s annual assessment
forms proposed by the different training institutions and
in implementing the criteria, and to establish sub-

committees for these purposes where necessary;

assist the Board in drawing up the criteria for the
evaluation of the preceptor’s quarterly appraisals and the
intern’s annual assessments and in implementing the
criteria, and to establish sub-committees for these
purposes where necessary;

advise the Board on matters pertaining to pharmacy
internship training;

liaise with internship training institutions and with
preceptors on matters pertaining to internship training
as necessary; and

carry out such other functions connected with internship
training as may be permitted or assigned to the
Committee by the Board.
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The Work of the Board and its Committees
EIERNEETESENTE

(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.

(i)

(i)

12

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

(o) non-local applicants must have completed his/her
tertiary education of not less than three full-time
academic years, or equivalent, in pharmacy, and be
registered or be professionally qualified to be registered
as a pharmacist, normally in the country in which he/she
has completed his/her studies in pharmacy.

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 2012. A total of 62
applicants cumulatively passed all the three subjects in the
year 2012.

The results of these two registration examinations are shown
in Table 1. Figures for the years 2008 to 2012 are also
included for comparison purpose.

Training

Applicants holding a pharmacy degree awarded by a
recognized university in Hong Kong are required to undergo
Board-approved training for one year before they can be
registered as pharmacists.
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(v)

(vi)

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

Registration

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

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

Practising Certificates

All practising pharmacists must obtain a practising certificate
annually in accordance with section 10A of the Pharmacy
and Poisons Ordinance. A total of 2,127 registered
pharmacists were issued with practising certificates in
the year 2012. Statistical data regarding registration of
pharmacists and breakdown of fresh registration, removal
from and restoration to the register of pharmacists for the
years 2008 to 2012 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 is given in pages 22 to 23 of this report.

Statistical data regarding disciplinary actions taken by the
Board in respect of registered pharmacists in the years 2008
to 2012 are shown in Tables 4, 5 and 6.

(iv)

(v)

(vi)
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(2) Licensing and Regulatory Control

(i)

14

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” or “dispensary”, is a business authorized
to sell poisons included in Part | of the Poisons List, by
or under the supervision of a registered pharmacist. Any
person wishing to operate as an ASP shall apply 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 570 ASPs registered in Hong Kong as at end
of year 2012. Statistical data regarding the total number of
ASPs, applications for registration and renewal of registration
of premises of an ASP in the years 2008 to 2012 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 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.

20 inquiries were held in the year of 2012 and 20 ASPs
were found guilty of misconduct. Eight ASPs were issued
with written warnings whilst the remaining 12 ASPs were
disqualified from being an ASP for a period of time.

For minor infringement, the Board may decide not to initiate
any disciplinary inquiry but direct the Assistant Director (Drug)
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 25 such
interviews were held in the year 2012.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in the years 2008 to
2012 is shown in Table 9.

Statistical data regarding disciplinary cases handled by the
Board in respect of ASPs in the years 2008 to 2012 are
given in Tables 10, 11,12 and 12A.
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(i)

(iv)

16

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 a LSP should
apply for his name to be entered onto the list of LSPs kept
by the Board. On behalf of the Board, the Pharmacy and
Poisons (Listed Sellers of Poisons) Committee issues licences
to LSPs.

There were 3,827 LSPs as at end of year 2012. The number
of licensed LSPs in the years 2008 to 2012 is shown in
Table 13. Statistical data regarding applications for LSP
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 are held to inquire into
the conduct of a LSP. If a 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 2008 to 2012
is shown in Table 15. Statistical data regarding disciplinary
cases handled by the Board in respect of LSPs in these five
years are given in Tables 16, 17 and 17A.
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(3) Licensing and Regulatory Control

(i)

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 737 holders of a wholesale poisons licence as at
end of year 2012. Statistical data for the years 2008 to 2012
are shown in Table 18.

Manufacturers of Pharmaceutical Products

Any person wishing to manufacture any pharmaceutical
product should apply to the Pharmacy and Poisons
(Manufacturers Licensing) Committee for a licence annually.

Manufacturers are subject to the provisions of the Pharmacy
and Poisons Regulations. They are required to label
the container of each pharmaceutical product with the
appropriate particulars, such as the active constituents
or ingredients of the product, the quantitative particulars
of these constituents or ingredients, and the name and
address of the manufacturer. They are also required to take
adequate steps to ensure that all personnel involved in the
manufacturing or packing of pharmaceutical products do
not contaminate or infect the products.
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(i)

18

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 37 holders of a manufacturer’s licence as at
end of year 2012. Among the 37 holders, 25 of them were
in compliance with the Hong Kong Good Manufacturing
Practices Guidelines for Pharmaceutical Products. Statistical
data for the years 2008 to 2012 are given in Table 19.

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 should apply for registration
with the Board annually. Applications will be considered
by the Pharmacy and Poisons (Wholesale Licences and
Registration of Importers & Exporters) Committee.

There were 96 holders of a registration certificate for
importer and exporter of pharmaceutical products as at end
of year 2012. Statistical figures for the years 2008 to 2012
are shown in Table 20.
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(4) Registration and Classification of

Pharmaceutical Products

Registration of Pharmaceutical Products

In accordance with regulation 36 of the Pharmacy and
Poisons Regulations, any person wishing to sell, offer for
sale, distribute or possess any pharmaceutical product or
substance, shall register the product or substance with the
Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical Trial/
Medicinal Test) Committee.

In considering an application for registration of a
pharmaceutical product, the Committee will take into
account the safety, efficacy and quality of the subject
product. In dealing with an application by an importer, the
Committee may require the applicant to produce one or
both of the following documents:

(@ an undertaking to permit the Committee to inspect the
manufacturing premises; and

(b) a declaration that the subject product is manufactured
in accordance with the requirements imposed by or
under the law of the country concerned.

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

There were 19,093 registered pharmaceutical products
in Hong Kong as at end of year 2012. The number of
registered pharmaceutical products as at end of years 2008
to 2012 is shown in Table 21.

(4) ERERAEMER SR

(i)

+

\

et
3
M
Pl
™ it
st
_y It
no TR

BT S m R

RE (BREXRFERD) E36KH
BE  EAANREE BYLE 2
HREREMHEBRRINE - 198
ERRRBNEREBEXN SHE(EL
HmR VAR - RASE K2R
HHE)RESHEM -

FERERGH AR — BRI R M R
i ZEEEZEEZEMNLZE2REE -
MEREE - ERBEABRINBE
B ZEEURERPBEALTRTIEHE
- REI A

(a) ENFEEESHREHLEEMRENEE
g R

(@) AwZEmEERBBERHRNER
SARB RN MR AR E T RE
MEHE -

— &5 MR ESRREMERS
TEEMERNDHE -

BE-_Z-——_F5%K BBHE
19,0932 EMMERE R R © =215
HEZ-_TEN\FE_T—_FFKMN
AMERRRET o

& o

19

sull



(i)

20

Classification of Pharmaceutical Products (ii)

On the advice of the Poisons Committee, the Board
determines and reviews the classification and distribution of
pharmaceutical products in the Poisons List and regulates
their control by posing further restrictions on their sales
through the provision of the First and Third Schedules of the
Pharmacy and Poisons Regulations. The classification of
pharmaceutical products in the Poisons List and restrictions

on sales under the two schedules are:

(@) Part| Poisons: They can be sold only by
Poisons included in authorized sellers of poisons
Part | of the Poisons under the supervision of
List (Poisons List registered pharmacists.
Regulations, Cap. 138B)

(o) First Schedule Poisons:  They can be sold only by
Poisons included in Part  authorized sellers of poisons
| of the Poisons List and under the supervision of
the First Schedule to the  registered pharmacists and after
Pharmacy and Poisons entry in the Poisons book stating
Regulations (Cap. 138A)  the particulars of the sale. They

should also be stored in retail
premises in a locked receptacle
in a part of the premises to
which customers do not have
access.

(c) Third Schedule Poisons:  They can be sold only by
Poisons included in Part  authorized sellers of poisons
| of the Poisons List under the supervision of
and the Third Schedule registered pharmacists with the
to the Pharmacy and authority of a prescription from a
Poisons Regulations registered medical practitioner,
(Cap. 138A) registered dentist or registered

veterinary surgeon.

(d) Partll Poisons: They can be sold by authorized

Poisons included in

Part Il of the Poisons
List (Poisons List
Regulations, Cap. 138B)

PHARMACY AND POISONS BOARD OF HONG KONG

sellers of poisons and listed
sellers of poisons without
the supervision of registered
pharmacists.
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Classification and distribution in the Poisons List and
imposition of control through the two schedules are made
through amendments to the Poisons List Regulations and
the Pharmacy and Poisons Regulations. Amendments
proposed by the Board and approved by the Legislative
Council in the year 2012 included 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.

Regulatory provisions in other related areas are contained
in the Second and Fourth to Seventh Schedules to the
Pharmacy and Poisons Regulations:

Second Schedule providing for certain articles

to be exempted from some of
the provisions of the Pharmacy
and Poisons Ordinance and
the Pharmacy and Poisons

Regulations

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 certain poisons which
are exempted from labelling
provisions when sold or supplied

in certain circumstances

Seventh Schedule listing out certain poisons which
are required to be specially

labelled for transport
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Membership and Functions
the Disciplinary Committee

i ELZ SIS Mliae

(1) Membership

A Disciplinary Committee consists of the following persons:

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

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

(c) alegal adviser appointed by the Chief Executive.

As at 31 December 2012, the Chairman of the Disciplinary
Committee was Dr Cindy LAI, JP, Deputy Director of the
Department of Health. Registered pharmacists who had served
as members in year 2012 included:

Mr CHAN Yat-ming

Ms CHAN Yin-yin, vy

Ms CHEUNG Oi-ling

Mr CHONG Tang-lung

Mr HO Hon-fai

Ms KWOK Ching-chi

Ms KWOK Hing-fun

Mr LEE Siu-to

Mr NG Wing-yan

Mr NG Yu-chau, Patrick
Mr SIN Ping-fai, Matthew
Mr SIT Ka-keung, Perry
Ms TAM Hi

Mr WONG Chi-ming

Mr WONG Kwong-cheung, Aaron
Ms WONG Yuen-yin, Clara
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(2) Functions

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

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

(o) 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:

(@) 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) 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. Figures of appeals to the Court of First
Instance for the years 2008 to 2012 are shown in Table 24,
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Membership and Functions of the Pharmacy

and Poisons Appeal Tribunal

HRIZMNSE LREF RS KHaae

(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 legally qualified person who shall be the chairman of the
Tribunal,

a registered medical practitioner;
a registered pharmacist;
a person qualified in pharmacology;

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

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 2012 was as
follows:

Mr LAM Wan-ho, Godfrey, S.C. Chairman
Dr WONG Koon-sang Member
Dr LEE Chui-ping Member
Professor Helen WISE Member

Mr CHEUNG Ka-lung, Kenneth
Mr HO Yin-chung, James

Miss TAI Yee-man, Candy

Dr FUNG Sze-wang, Selwyn
Mrs HO LI Ka-po, Teresa

Mr LEE Hon-kwong

Mr CHAN King-hung, Tony

Mr HUI Siu-chor, Samuel

Mr LAU Oi-kwok

24
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(2) Functions

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

(@ 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 authorized seller of
poIsSoNS;

(o) 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.

No appeal was heard in 2012. Breakdowns of the cases by
nature and by result from 2008 to 2012 are shown in Tables 25
and 26 respectively.
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Statistical Tables and Charts
HstBxE

Table % 1
Results of the Registration Examinations
Pharmﬁgx é‘f(%ﬁgt'on - Pharmacy Practice Pharmacology
oY AL 2o 7| e
FBEBED) bk L
No.sat ~ No.passed passing % No.sat ~ No. passed passing % No.sat ~ No.passed passing %
SHMAH  GRAB  ER%E  SHAR  SRAB  GRE SNAR  SRAB  aR%
2008 102 60 58.8 102 60 58.8 94 56 59.6
2009 121 66 54.5 105 51 48.6 106 58 54.7
2010 130 78 60 130 92 70.8 135 75 55.6
2011 167 72 431 144 104 72.2 176 49 27.8
2012 193 89 46.1 155 82 52.9 268 61 22.8

Number of Candidates Sitting Each Examination Subject

No. of Candidates
EEPN
200

2012
150

100 |~

50

BRNEZANZEAR

No. of Candidates
EEAE
200

2012
150

100 |~

50

No. of Candidates
ZEAE
300

2012
250
200
150

100

50

Passing Percentage in Each Examination Subject

Passing %
BIRE
100

Year

F5

20

SREHME B E

Passing %
BIRE
100

50 | \/d\
Year
F15
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Passing %
BIRE
100

Year
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Table & 2

Number of Registered Pharmacists in Hong Kong

BREMELE AR

2008 2009 2010 2011

No. of registered pharmacists as at end of year

HEFANEMERIE AR

1,785 1,879 1,954 2,050 2,127

2,200

2,100

2,000

1,900

1,800

1,700

No. of registered 1,600
pharmacists as at
end of year 1,500

BEFRNEM
LR EDA B 1,400

1,300

1,200

1,100

1,000

BEREAHXRE
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Table & 3

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

MaEm - MEREMEEREMO 2 BHT

Fresh registration (Non-local graduates)

M (AR RYE ) 42 64 57 68 52

Fresh registration (Local graduates)

FEm (A EE) 25 31 27 35 26

Removal from the register”

i) Bk o PR

Restoration to the register

EXNEM

Net increase

4 63 92 76 96 7

* excluding orders by the Disciplinary Committee
CTEELEEZEEENES

Table % 4

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

2008 2009 2010 2011 2012

Formal disciplinary actions (i.e. Inquiry by
Disciplinary Committee)

EXREETE (MHLEZESSETLEN
B

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 5

Results of Disciplinary Inquiries into Registered Pharmacists
HAMEDMETLERAANER

2008 2009 2010 2011

Charge dismissed
e 1
SRR 0 0 0 0

Guilty of the charge
0 4
SRR 2 8 8

Censure
2 2
RE 0 0 3

Removed from the register for
a period of time 2 1 1 0 1
& MR & — R AR

EREAXNRSEEER
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Table & 6

Disciplinary Cases regarding Registered Pharmacists Handled by
the Pharmacy and Poisons Board

ENXNSEEEREEABEEMEDMNLEMESRE

Number of counts
Nature of offences* EES ]
ERME"
2008 2009 2010 2011 2012

(1) Sale of Third Schedule poison without
the authority of a prescription
ERERELSEENBRTHEM KRS
5@

(2) Possession of Part | poison

ERRINSE

(8) Failing to make entry in poison book
when selling Part | poison
REBEEFRIBNSECHZER
FESEEMRR

(4) Selling poison without proper labelling
HEREXERBNSE

(5) Selling medicines without labelling

HERBEZERBNEY

(6) Obtaining property by deception
LLERER F BRIV B &

(7) Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trade mark was applied 2 0 0 0 0
AEEYRNEXANEARMER
ERAEERNER

(8) Selling unregistered pharmaceutical
product 1 0 0 0 0
HERBEEMMERRR

(9) Possession of pharmaceutical product
which was not registered
EAREAMMNERRRUEHEER

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 6 (Con’t) (&)

Number of counts
Nature of offences* EREE
ERMEE"

2008 2009 2010 2011 2012

(10) Selling substance to which Antibiotics
Ordinance, Cap. 137, applies without the
authority of a prescription 0 0 1 0 1
AEELSEEMEE (MEXRKRH)
BRNYE

(11) Failing to store First Schedule poison in a
receptacle reserved solely for the storage
of poisons, which receptacle shall be
locked with an adequate lock the key for
which shall be retained by the registered 0 0 1 1 0
pharmacist
RAEBMRINSHETFREMNE
BN MZBFANTHVEEL
W EREMERMREZHNBRE

(12) Failing to keep proper records of
dangerous drugs

REBEAHEERENYNETHAIL
£

(13) Behaving in a disorderly manner in
public place 0 0 0 0 2
EARMBIEHBEKRFNTR

(14) Manufacturing pharmaceutical product
without a licence 0 0 0 0 21"
RERRMBEEERR

* Some cases involve multiple nature of offences

* BOERY R SEET

# Involving 1 pharmacist for 21 counts of same offence
# — RS R 21THE — 1T

BEREHERS
2
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Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

EENERESEEERHE

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

EEFRNERESHEEREE

489 518 546 567 570

600

500

400
No. of authorized
sellers of poisons as

at end of year 300
HEFERWERE
SHEEEBHA
200
100
0
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Table % 8

Applications for Registration of Premises
of Authorized Sellers of Poisons

ERESEEETNEMEIMAS

No. of applications for registration of premises
approved 32 57 67 47 45
EMERMEMEAFENEE

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

No. of applications for renewal of registration of
premises rejected 5 5 2 1 0

EREMIMOERRFRE

Table & 9

Regulatory Control of Authorized Sellers of Poisons

ERESEEETNARAE

2010 2011

No. of inspections conducted

KEEE 1,023 1,101 960 1,138 1,222
No. of test purchases conducted 0,396 2750 2360 3863 o

HEHE

BEREAHXRE
2
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Table & 10

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

ERNXLESEEERUHERESEHERRIMNLETH

2008 2009 2010 2011

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)
ERLETE
(MHRLEZESETLEWA )

24 38 21 21 20

Informal disciplinary actions
(i.e. Verbal caution by representatives of the
Board) 13 18 31 19 25
FEXLETH
(MHREERARATOEES )

The authorized seller of poisons ceased
operation before action taken

ZHEER T EERENAEETHA RS
E

The authorized seller of poisons ceased
operation during the course of inquiry 0 0 1 0 0

ZHEERRCERMABREFEE

Total

40 45
w8y 39 60 53

PHARMACY AND POISONS BOARD OF HONG KONG
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Table % 11

Results of Disciplinary Inquiries
into Authorized Sellers of Poisons
HERESHEFEERETLAENANER

2008 2009 2010 2011
Charge dismissed
TR ! 2 ! 2 0
Guilty of the charge
R T 23 36 20 19 20
Issue of written warning 8 8 6 7 8

BHEmES

Disqualified from being an authorized seller of
poisons for a period of time 15 28 14 12 12
BUHSHER B —RIERE

EREBNERSEEER
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Table & 12

Disciplinary Inquiries into Authorized Sellers of Poisons Handled by
the Pharmacy and Poisons Board

ERNXLESEEEREERHERESERERNCETAESR

Number of counts (percentage)

E=2E (Bit)

Nature of offences*

ERME"
2008 2009 2010 2011 2012
(1) Sale of Part I/Part Il poison without label/
proper label 7 3 3 6 4
HERBEXEEBNEIRKEIS (8.6%) (2.1%) (7%) (9.5%) (5%)
=
(2) Sale of Part | poison without the
;lrjops‘;\rn;%r; rc\)/]i(s; rr]egls’[ered pharmacist/ o5 52 11 10 o6
ERESMER S ey (831%) (36.4%) (25.5%) (19.1%) (82.6%)
BRTHEE IS &
(8) Sale of Third Schedule poison without
the authority of a prescription 10 11 7 4 20
EREEAERENERTHEMNRS (12.4%) (7.7%) (16.3%) (6.3%) (25%)
s
(4) Sale of antibiotic without the authority of 0 ’ ; 0 5
(6) lllegal possession of Part | poison 1 1 1 4 0
FEEREINSE (1.2%) (0.7%) (2.3%) (6.3%) (0%)
(6) Possession of unregistered 7 4 o ’ 6
harmaceutical product
P (8.6%) (2.8%) (4.7%) (1.6%) (7.6%)

36

EREREEMERRR

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 12 (Con’t) (&)

Nature of offences*
(FES 3=y

Y

(11)

(12)

Failing to keep proper record/ make
entry in the Poisons Book
REBRSTHRIERETFESEMA

Failing to store First Schedule poison in a
locked receptacle
REEMRINSEFRELHNE
=R

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

Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trademark was applied
AEERREMNEERREREZMESR
FEREERZENE @

Trafficking in a dangerous drug

fo b 4 B9 AR

Unlawful sale of Part | poison

FEHERINTE

Possession of a dangerous drug

ERRREY

2008

(7.4%)

(6.2%)

(0%)

(4.9%)

(0%)

(4.9%)

(0%)

Number of counts (percentage)
BXREE (BDLL)

2009
11
(7.7%)

12
(8.4%)

(2.8%)

(3.5%)

(1.4%)

(4.9%)

(1.4%)

BERBEREER

2010

2
(4.7%)

(11.6%)

(7%)

(2.3%)

(0%)

(2.3%)

(0%)

2011

4
(6.3%)

(3.2%)

(0%)

21
(33.3%)

(3.2%)
(3.2%)

(1.6%)

=
=
20
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2012

(5%)

(1.2%)

(2.5%)

(1.2%)

(0%)

(0%)

(0%)
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Nature of offences*

E=EE

(14) Selling substance to which the Antibiotics
Ordinance applies

EE (MEEKRM) ERNWYE

(15) Failing to store poison properly
REZETHSHE

(16) Failing to keep register or records of a
dangerous drug

REBFREGRENNECMILE

(17) llegal sale of unregistered pharmaceutical
product
FEHERGEAMMER RS

(18) Possession of antibiotic
EENEZR

(19) Selling unlabelled pharmaceutical
product
EEXEMLEBNERRR

(20) Supply false trade description goods
HEEBRARAANER

(21) Failing to comply with conditions for
registration No.5 set out in the certificate
of registration of premises, namely,
approval of the Pharmacy and Poisons
Board must be obtained prior to any
change in the ownership or person in
charge of the authorized seller of poisons
REEBFRAMEMERAZRIAMGE
MIFRHETFNRE > B BRES
HEEBRNEEASEETEANEEM
B XEBEEBSEBXRSEE
b Sp: OF i3

* Some cases involve multiple nature of offences

"EOERYRZERT

2008

(1.2%)

(9.9%)

(0%)

(3.7%)

(0%)

(0%)

(0%)

(0%)

Number of counts (percentage)

EZ=2E (B10L)

2009 2010 2011
1 0 0
(0.7%) (0%) (0%)
18 p) 2
(12.6%) (4.7%) (3.2%)
1 1 0
(0.7%) (2.3%) (0%)
8 3 0
(5.5%) (7%) (0%)
0 0 2

(0%) (0%) (3.2%)
0 0 0
(0%) (0%) (0%)
0 0 0
(0%) (0%) (0%)
0 0 0
(0%) (0%) (0%)

PHARMACY AND POISONS BOARD OF HONG KONG
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2012

(1.2%)

(6.3%)

(0%)

(5%)

(0%)

(2.5%)

(1.2%)

(1.2%)



Table & 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2012

MNFFBERESEFEETNLCENMER

Failing to store First
Schedule poison in a locked
receptacle
REBWRANSEFTRE
FEHMEERRA

1.2%

Possession of unregistered

pharmaceutical product

EEAEEMENRS
7.6%

Failing to keep proper
record/ make entry in the
Poisons Book

REBZITHIERT
ESEMR

5%

Sale of Third Schedule
poison without the
authority of a prescription
ERBEFRENERT
HEMRIFE

25%

—_

Sale of antibiotic without
the authority of a
prescription
ERBRARENERT
SHEMER

2.5%

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

5%

//////

Failing to comply with conditions of
registration No. 5 set out in the certificate of
registration of premises, namely, approval of
the Pharmacy and Poisons Board must be
obtained prior to any change in the ownership
or person in charge of the authorized seller of
poisons

SREEHE P R P R B 2 9 5 BA YRR s A4
FRIGWHRE - B BRESEFEEHNE
BASEEANMBEMER  HESLES
BRI R SHEEE R RIE

1.2%

Possession for sale or
for any purpose of trade
or manufacture goods

to which a false trade
description was applied
REENEMRERRE
REmERERERER
HEPMNE R

2.5%

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

1.2%

Selling substance to which the
Antibiotics Ordinance applies

EE (REZHG) BRNNE
1.2%

Failing to store
poison properly
RERETHSH

6.3%

Sale of Part | poison
without the supervision
of a registered
pharmacist/proper
supervision

1ER 5 e B A B B/
BEEBENBERTHE
FINSE

32.6%

llegal sale of unregistered
pharmaceutical product

M EREEMOEBRE
5%

Supply false
trade description
goods ~_ sgling unlabelled
Lﬁﬁ’fﬁ;‘&ﬁ““ﬁ% pharmaceutical product

Sem EEREM EERE
1.2% Bl

2.5%
EREHERSHEEER 39
2012 F #



Table & 13

Number of Listed Sellers of Poisons in Hong Kong

BEENIASERETHRE

2010 2011 2012

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

BEEAMESEEEEEE 3,313 3,397 3,499 3,572 3,827
4,000
No. of listed sellers 3,500
of poisons as at
end of year
3,000
HEFANIEH
SHEETEE
2,500
2,000
1,500
1,000
500
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Table & 14

Applications for Licensing as Listed Sellers of Poisons

FHEINHASERETRR

2010

No. of applications approved

1205 B B B T AR R PR o7z 837 are 825 878
No. of applications rejected 0 1 1 9 5
BRI SSHEERNEBRAFRE

Table & 15

Regulatory Control of Listed Sellers of Poisons

VIS HEETNRE

2010

No. of inspections conducted

WKEEE 6,572 6,741 7,042 7,141 7,426
No:;nof test purchases conducted 2,009 4,077 » 866 04 5
HEZHE

BEREAHXRE
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Table & 16

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

ERAXLSEEERYIASEEERRINLERTD

2008 2009 2010 2011

Removal from the list of listed sellers of

poisons 5 3 9 4 4
RIRSHEFEEHEERSE

Issue of written warning

BHEEES ! s 2 ! !
The listed seller of poisons ceased operation

before action taken 3 0 0 0 3

ZHERTEEERRINLCRTHAC KA

Total
@y 9 6 11 5 8

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons Handled by

the Pharmacy and Poisons Board

ERNXLSEEEREERBAI IS EEEINLCEM/E

Nature of offences*

(EESEI=\

(1) Sale of Part | poison
HEFIBSH

(2) Sale of Third Schedule poison
HEM RIS HE

(8) Sale of unregistered pharmaceutical
product
HERKEIMEBR T

(4) Possession of Part | poison

EEEIBSH

(6) Possession of antibiotic

ERRER

(6) Possession of a dangerous drug

ERfRBmEY

(7) Possession of unregistered
pharmaceutical product

ERARKEMERRR

(8) Possession of substances to which the
Antibiotics Ordinance applies

BB (MEZKRH) BRNYE

(9) Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trademark was applied
REEBRNETIHERBEREMESR
ERAEERNER

(10) Supplying or offering to supply goods
to which false trade descriptions were
applied
HESZAHECERAERB KA

MEm

* Some cases involve multiple nature of offences

FEOERS RS EET

2008

(12.5%)

(6.2%)

(6.2%)

(18.9%)

(6.2%)

(0%)

(25%)

(12.5%)

(12.5%)

(0%)

Number of counts (percentage)

2009

;
(7.7%)

0
(0%)

(0%)

(46.2%)

(7.7%)

(0%)

(15.4%)

(23%)

(0%)

(0%)

B=EE (EHL)
2010

0
(0%)

0

(0%)

(0%)

(41%)

(13.6%)

(0%)

6
(27.3%)

(13.6%)

(4.5%)

(0%)

2011

0
(0%)

0
(0%)

(0%)

(25%)

(0%)

(8.3%)

(16.7%)

(0%)

(8.3%)

(41.7%)

+

o
N TR

+

2012

(11.1%)

(11.1%)

(0%)

(11.1%)

(11.1%)

(0%)

(0%)

(0%)

(55.6%)

(0%)

el
~
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Table & 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2012

02 FBEIBRBEFEETNLCEMB/E

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

55.6%

Sale of Part | poison
HERINSH
11.1%

Sale of Third Schedule poison
HEM RIS HE

11.1%

Possession of antibiotic \

BERER Possession of Part | poison

11.1% EEEIBSH
11.1%

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 18

Issue of Wholesale Poisons Licences

SEMBMBRNRR

Year 13 2008 2009 2010 2011 2012

No. of holders of wholesale poisons licences as at
end of year 855 865 857 767 737
BEFANSEMBEREEANKE

No. of wholesale poisons licences revoked/
suspended 2 0 1 2 2
HiEmiESEM B ERNEE

Table & 19

Issue of Manufacturer’s Licences

for Pharmaceutical Products
R RBEDERBNERE

Year F {7 2008 2009 2010 2011 2012

No. of holders of manufacturer’s licences as at end of
year 41 39 38 38 37
BEFANBEEHEREEANEE

No. of holders of manufacturer’s licences who were in
compliance with the Hong Kong Good Manufacturing
Practices (GMP)* Guidelines for Pharmaceutical

26 25 26 25 25
Products as at end of year
BEFARCEBHANREEEEETERE
EolWHERERBRIEEANEE
No. of manufacturer’s licences revoked/suspended 0 > 3 0 0
i R ER R RNWEE

*

GMP is a quality assurance approach used by the drug manufacturing industry worldwide to ensure that products
are consistently produced and controlled throughout the manufacturing process. Hong Kong is now adopting the
GMP standard promulgated by the World Health Organization in 1995.
BRNntEEEEEREESIREMEYRENMEANRERBER  UBRREARNRYE-ELRRHER
BEREMEEMER - BRIFFARANERE  BEHERAEFEABIM5FHRME -

BEREAHXRE
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Table % 20

Registration of Importers & Exporters
of Pharmaceutical Products

BT o B O R A AL R

No. of holders of registration certificates for importer
2?3ez>r<porter of pharmaceutical products as at end 530 210 180 136 9%

BEEFANEROBREASHEANEE

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

. 0 0 0 0 0
rejected

EREHABRAEAFNEE

PHARMACY AND POISONS BOARD OF HONG KONG
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Table % 21

Registration of Pharmaceutical Products

27 54 5 AV AL R

2010 2011 2012

No. of registered pharmaceutical products as at end

of year 19,165 19,588 19,189 18,903 19,093
BEFANIMEDNRRHE
No. of registered 25,000
pharmaceutical
products as at end
of year
azsapam 000
EZRHRHYE
15,000
10,000
5,000
0
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Table & 22

New Substances Added to Part | of the Poisons List Regulations in 2012

2012FE (BEXRBRD) FIMMANFWE

1. Abiraterone; its salts FLb455E s HEESE

2. Apixaban; its salts VKA HEHE

3. Asenapine; its salts; its isomers FUZEAE ; HEEf  HXEREE

4. Belimumab BRAREHR

5. Cabazitaxel; its salts; its esters; their salts FEME; HBEE HiEE; eMnESE
6. Clofarabine; its salts; its esters; their salts SENE HES  HEE eMNESE
7. Degarelix; its salts s ; HEE

8. Dexlansoprazole; its salts EREREAIW ; HEX

9. Domperidone; its salts ZENE  HEE

10. Eculizumab REHRER

11. Eribulin; its salts Rtk ; HEHE

12. Febuxostat; its salts; its esters; their salts EmaElft ; HEE , HEE8E . eMNESE
13. Fingolimod; its salts; its esters; their salts RREE, HEE  HfgE , eMNESE
14. Gimeracil; its salts EXEAA HER

15. Lacosamide; its salts NEDR  HESE

16. Linagliptin; its salts FIREBT ; HEEHg

17. Liraglutide FHL KE AR

18. Natalizumab BALERE R

19. Oteracil; its salts BENm; HEH

20. Panitumumab 7K B

21. Prucalopride; its salts TEFSF ; HEE

22. Retigabing; its salts HmEME ; HEH

23. Rilpivirine; its salts FITCEM ; HEE

24. Spinosad ZRER

25. Ticagrelor; its salts; its esters; their salts BRRE, HER , HfEE , eMANESE
26. Vernakalant; its salts B HES

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 23

New Substances Added to First and Third Schedules to
the Pharmacy and Poisons Regulations in 2012

2012F R KEBXRSERD) MR1MIMANTYE

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

Abiraterone; its salts
Apixaban; its salts
Asenaping; its salts; its isomers

Belimumab

Cabazitaxel; its salts; its esters; their salts

Clofarabine; its salts; its esters; their salts

Degarelix; its salts
Dexlansoprazole; its salts
Eculizumab

Eribulin; its salts

Febuxostat; its salts; its esters; their salts

Fingolimod; its salts; its esters; their salts
Gimeracil; its salts

Lacosamide; its salts

Linagliptin; its salts

Liraglutide

Natalizumab

Oteracil; its salts

Panitumumab

Prucalopride; its salts

Retigabine; its salts

Rilpivirine; its salts

Spinosad

Ticagrelor; its salts; its esters; their salts

Vernakalant; its salts

A

FILb455E  HEHE
FUKAE  HEER

PIZEBRF ; HEH

ARARER

FEMLE HEH
SENE HER

iniwe  HEE

ARRNW  HEE

X E TR E 1
BV R
I A
FRER  HHE
HEAAE A
REDR
RHT 5
) 437 4% AR

BB BREE 41
RENA; HBEE
AR B

HER

HEESE ;

HEg48
Hfig4 ;

HEg48

 HERE

EEF4AN HER

BENE  HEE
Mg HEE
SREBE
BHREHE
MAEH HEE
BEEHRIR

™ g

+

\]
1 st
N I

+

T EE
T rEE

T EE
TR EE

HES HES . cfNESE

& an



Table & 24

Results of Appeals to the Court of First Instance

[ JR 7R 5 BE £ AR RV &

2008 2009 2010 2011
%slélnissed 0 0 0 0 0
%Ioawed 0 0 0 0 0
,j:p%%eil *ggir%vn by the appellant 0 0 0 0 0
;;g 0 0 0 0 0
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Table ¥& 25

Appeal Cases Handled by
the Pharmacy and Poisons Appeal Tribunal
BHXNSHEIFEIEEREENLFAER

Removal of name from the list of listed sellers
of poisons

I BSHEEEB MRS

Application for registration of a pharmaceutical
product

RS BB R A et

Total
B

2008

2009 2010

0 0
0 0
0 0

BEREAHXRE
2

2011



Table & 26

Results of Appeals to the
Pharmacy and Poisons Appeal Tribunal
MEXNERSELREIELFRNER

2008 2009 2010 2011
%slélnissed 0 0 0 0 0
,/AEIIIowed 0 0 0 0 0
1=
/jfg%ial ﬁgir%vn by the appellant 0 0 0 0 0
;gg 0 0 0 0 0

PHARMACY AND POISONS BOARD OF HONG KONG
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