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The Pharmacy and Poisons Board (“the Board”) had undergone
another eventful year in 2014 in the discharge of its statutory
functions empowered by the Pharmacy and Poisons Ordinance
(Cap.138, Laws of Hong Kong).

As part of our effort to strengthen the regulation of pharmaceutical
products and to implement the recommendations of the Review
Committee on Regulation of Pharmaceutical Products in Hong
Kong which required legislative amendment to the Pharmacy and
Poisons Ordinance, the Pharmacy and Poisons (Amendment)
Bill 2014 was introduced into the Legislative Council (LegCo) on
26 March 2014. By the end of 2014, the Bills Committee concluded
its deliberation and raised no objection to the resumption of the
Second Reading on the Bill at the LegCo meeting of 21 January 2015.

In parallel, the Board continued with the drafting of the codes
of practice for various pharmaceutical traders and the code of
conduct for registered pharmacists. These codes set out to
provide practical guidance to traders and personnel working in
the pharmaceutical industry to follow in order to enhance the
quality of their services to the community and to attain a high
quality standard in their practice. Besides, the codes of practice
were drafted based on the legal requirements of the Pharmacy
and Poisons Ordinance and other drug-related legislations, as
well as professional good practice standards in other countries.

As part of the upgrade in the Hong Kong’s Good Manufacturing
Practice (GMP) standard, the Pharmacy and Poisons (Manufacturers
Licensing) Committee has decided that all licensed manufacturers
were required to fully comply with the Pharmaceutical Inspection Co-
operation Scheme (PIC/S) GMP Guide with effect from 1 October
2015, Furthermore, to assist the local pharmaceutical manufacturers
in their upgrade to PIC/S standards, some Guidance Notes have been

repared and uploaded onto the website of the Drug Office of the

epartment of Health, to provide guidance in the areas of contract
testing laboratories, quality risk management, product quality review, etc.

In addition, for the protection of public health, the safety and
benefits of medicines in the market were continuously monitored
and reviewed. In this connection, the Board de-registered oral
ketoconazole products and rectal domperidone products in July and
October 2014 respectively after taking into consideration that their
benefits did not outweigh their risks. Besides, the sales control of oral
domperidone products were strengthened by being reclassified from
Part 1 poisons (i.e. pharmacy medicines) to Schedule 1, Schedule 3
and Part 1 of Schedule 10 poisons (i.e. prescription medicines).

Furthermore, the Board had begun a series of reviews with
proposals to strengthen the registration requirements of
pharmaceutical products, which included the endorsement of
the World Health Organization guidelines and acceptance limits
for the evaluation of bio-availability and bio-equivalence (BABE)
studies in Hong Kong as well as consultation with the stakeholder
groups on the draft registration guidelines for biosimilar products.

Moreover, to facilitate the process of applications for clinical
trial certificate, the Board adopted the definition of clinical trial
of the International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use.
Besides, a new scheme for applications of clinical trial certificate
using a risk-based approach was introduced on 1 May 2014 in
determining the different levels of application documents required.

| am privileged to have the support and assistance of the Members
of the Board and its committees in achieving better health

rotection. | would like to take this opportunity to thank Members
or their unfailing contribution and commitment in the past years. In
the coming years, the Board will continue the mission of maintaining
a high standard of healthcare services to the community.

Dr Constance CHAN
Chairman
Pharmacy and Poisons Board
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This annual report covers the calendar year 2014. 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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(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:
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the Director of Health (Chairman);

the Government Chemist; -
ex officio members

the Chief Pharmacist

of the Department of Health;

a medical officer in the Department of Health;
a legal adviser;

a full-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;

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 2014 was as
follows:
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Dr Constance CHAN, JP (Chairman)
Dr LAU Chau-ming, JP

Ms Linda WOO

Dr Cindy LAI, JP

Miss CHAN Oi-lai, Michelle (Legal Adviser)
Professor WONG Chi-kei, lan
Professor LEE Wing-yan, Vivian

Ms CHIANG Sau-chu

Mr KWONG Yiu-sum, Benjamin

Mr WONG Ka-kin, Andy

Dr CHEUNG Hon-ming

Secretary
Miss Maggie CHOW
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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:

(@) 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;

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

(c) 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;

(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 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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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

(i)

Membership as at 31 December 2014
Professor WONG Chi-kei, lan (Chairman)

Dr LAU Chau-ming, JP

Ms Linda WOO

Dr NG Ping-sum, Sammy

Dr LEE Chui-ping

Mr Frank CHAN

Professor LEE Wing-yan, Vivian

Dr WONG Siu-ming, Raymond

Ms Alice TANG (Secretary)

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;

(o) 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;

(@) 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

EEFHRE (EEERSEKM) NHEEN
BB T THRHEZES  HBEERY
1THRE -

(1) EHRET

(i)

(ii)

#HE-S-ME+=A=1-H
R B 5 B8
EREHE (ERF)
AMtBL
RPEZ T
RRBREE
FREFEL
BRZELE

T BHE
THRABE
WHREL L (WEF)

ek BE
ERREERE (BEERSEKE)
SE8B)MRM  BE ¢

(a) BAEBEREEER - EMAIRE
RNZHNEEOEERERER

b) FIERBFEMERNEE ;

)

o) ERMEREEMHBRTNRS
) BEHSRERFETIE

o) BERIWEMER |

(
(
(d
(
( BREMEANRE  ITREERER

PR BANTMERREE

(9) AEEMAEHRBNRFAREE
B WRGEEHEERZR K

(h) BEEEMEHAIKFE o



(2

(i)

(ii)

(3)

i)

(ii)

8

Pharmacy and Poisons (Listed Sellers
of Poisons) Committee

Membership as at 31 December 2014

Ms Linda WOO (Chairman)
Mr CHAN Wing-kai

Mr HUI Siu-chor, Samuel
Mr NG Yick-hung, Eddie
Mr TAM Hung-pun

Ms TANG Mui-fun

Mr WONG Yim-pui

Ms Pamela LI (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 2014

Ms Linda WOO (Chairman)

Mr CHIU Kwok-leung, Philip

Mr LAU Kwok-fai, Andy

Mr LAU Oi-kwok

Mr LEUNG Chi-ming

Mr Andrew WONG

Mr LAU Ka-wing (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;

(o) 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.

Pharmacy and Poisons Board of Hong Kong
Annual Report 2014
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Pharmacy and Poisons (Manufacturers
Licensing) Committee

Membership as at 31 December 2014
Ms Linda WOO (Chairman)
Ms Sabrina CHAN

Dr Celine CHENG

Mrs Mary CHENG

Dr LAU Ying-kei, Henry

Mr TSUI Kai-hung, William
Dr WONG Sai-yin, Samson
Dr WONG Yiu-chung

Dr Ken YEUNG

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 2014

Ms Linda WOO (Chairman)

Dr CHANG Chee-siu

Professor CHEUNG Man-yung, Bernard
Dr CHUK Sheung-ying, Shirley Veronica
Dr KWAN Wing-hong

Dr LAU Chau-ming, JP

Dr LIM Wei-ling, Wilina, JP

Ms Teresa NGAN

Dr TAM Cheuk-ming, JP

Mr Clive CHAN (Secretary)

(4) FERIRKBE (HEHER)
ZEE

(i)

(ii)

BEZF-NF+=HA=1t—H
HmRERE
RE L L (EFE)
REBZL
WEREL
WERMEZ L

El
REERE
EHEEL
ERIEL
BRREL
MEREE (WE)

HRiBE
BRXNSHEREBER)ZSSRE

(BEXRBERP) E20RAMLE
RSB A TR M RIEEIR - S
FEZEERRBEENHRE NG DHE
2R -

(5) HERIRNSE (FERRmA

g8

\Nt
I

VIERE ¢ B e oot B Ko ZE )
AFEBAEZEE

BEZF-NFE+ZRA=1+—H
HIRERE
KPE L +(EF)
RUBNEE
RXBHE
EpiE
BkEEE

B EEL
MR
BRL +
AR
FROB KRS ()

Z5t
e
A
N fit
P
> M
N

&



(i)

(6)

(i)

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 8 of the Pharmacy and Poisons
Regulations:

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

(o) 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 2014

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

Ms CHIANG Sau-chu

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

Ms Linda WOO

Ms Alice TANG (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 1 and
Part 2 of the Poisons List and matters relating to the control
of poisons and pharmaceutical products, including:

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

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

(1)

(i)

Membership as at 31 December 2014

Professor WONG Chi-kei, lan (Chairman)
Mr Frank CHAN

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

Professor LEE Wing-yan, Vivian
Dr NG Chor-shan, Sian

Dr NG Ping-sum, Sammy

Ms Linda WOO

Ms Alice TANG (Secretary)

Functions

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

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

(o) 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;

(c) 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;

(d) advise the Board on matters pertaining to pharmacy
internship training;

(e) 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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(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)

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) 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 examinations in
three subjects, namely Pharmacy Legislation in Hong Kong,
Pharmacy Practice and Pharmacology.

The Examination Committee conducted two registration
examinations in June and December 2014. A total of 80
applicants cumulatively passed all the three subjects in the
year 2014.

The results of these two registration examinations are shown
in Table 1. Figures for the years 2010 to 2014 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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(iv)

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 2,390 registered
pharmacists were issued with practising certificates in
the year 2014. Statistical data regarding registration of
pharmacists and breakdown of fresh registration, removal
from and restoration to the register of pharmacists for the
years 2010 to 2014 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 2010
to 2014 are shown in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control

of Retail Traders (Including Authorized
Sellers of Poisons and Listed Sellers of
Poisons)

Authorized Sellers of Poisons: Licensing

An authorized seller of poisons (ASP), commonly known as
“pharmacy” or “dispensary”, is a business authorized to sell
poisons included in Part 1 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 the 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 of the Pharmacy and Poisons Ordinance.

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 605 ASPs registered in Hong Kong as at end
of year 2014. Statistical data regarding the total number of
ASPs, applications for registration and renewal of registration
of premises of an ASP in the years 2010 to 2014 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.

Eight inquiries were held in the year of 2014 and eight ASPs
were found guilty of misconduct. An ASP was issued with
written warning whilst the remaining seven 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 12 such
interviews were held in the year 2014.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in the years 2010 to
2014 is shown in Table 9.

Statistical data regarding disciplinary cases handled by the
Board in respect of ASPs in the years 2010 to 2014 are
given in Tables 10, 11, 12 and 12A.
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(i)

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 2 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 3,951 LSPs as at end of year 2014. The
number of licensed LSPs in the years 2010 to 2014 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 2 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 2010 to 2014
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 of

(i)

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

There were 727 holders of a wholesale poisons licence as
at end of year 2014. Statistical data for the years 2010 to
2014 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)

It is the duty of every manufacturer to test each batch of
raw material intended to be used in the manufacture of
pharmaceutical products to ensure identity and purity, and
to test its finished form to ensure identity and potency. 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 94 holders of a manufacturer’s licence as at end
of year 2014, of which 24 of them were in compliance with
the Hong Kong Good Manufacturing Practices Guidelines
for Pharmaceutical Products. Among the 94 holders, 63
holders of them were authorized to conduct secondary
packaging of pharmaceutical products only. Statistical data
for the years 2010 to 2014 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 90 holders of a registration certificate for
importer and exporter of pharmaceutical products as at end
of year 2014. Statistical figures for the years 2010 to 2014
are shown in Table 20.

(ii

~—

FENEBL AR RANGEEAR
mHE—HRE - BREHARERA
E:&ﬂﬁ%ﬁﬁ’uﬁﬁﬁﬁgﬁﬁ

B %ﬁﬁ%ﬁ&j EEEFE
fBREMm HiZ A ﬂn%@WEﬂEE%
ENEmR°
HEHRERARRERE AR AL
KEFERE  BE /IEJ;%&T;TEH,JT‘E:
Z URBEF-EARLEEEBRRN
ATk ©

%Liﬂ%mﬁmﬁ?%%W%ﬁﬂﬁ
EERAUERNATEETET -

BE-Z-—NMFEFL BBEHEBMUR
HEBEREEA  BERE24E2HE
ERERNNREEEEEEREES
CIRRERERSHEBRRAIEER
e R1BIH-FE-—FTFEZZ—
FWGRTEE o

b B 1| 3
EFE R mE

W]

BIE (BEBXRSERA) E28A1KH
B RERREAEREI - EAAN
ﬁuiﬂ%mﬁﬁﬂﬁm%*mMi
% HEABFRERRAFER - B
$mﬁ$i@¥&&ﬂ%%ﬁ%&ﬁ
hOoEEMhESeFE -

HE-Z-NEHFK - FEBHE0
BREANMELOBIERRASHEA -
FFH-E-ZFE-T-FH
BETELF o



(4) Registration and Classification of

(i)

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

(o) 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 19,209 registered pharmaceutical products
in Hong Kong as at end of year 2014. The number of
registered pharmaceutical products as at end of years 2010
to 2014 is shown in Table 21.
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(i)

Classification of Pharmaceutical Products

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 Schedules 1 and 3 of the
Pharmacy and Poisons Regulations. The classification of
pharmaceutical products in the Poisons List and restrictions
on sales under the two schedules are:

Classification Restriction(s) on sale

(@ Part 1 Poisons: They can be sold only by

Poisons included in Part 1
of the Poisons List

authorized sellers of poisons
under the supervision of
registered pharmacists.

Schedule 1 Poisons:
Poisons included in Part 1
of the Poisons List and
the Schedule 1 to the
Pharmacy and Poisons
Regulations

They can be sold only by
authorized sellers of poisons
under the supervision of
registered pharmacists and
after entry in the poisons
book stating the particulars
of the sale. They should also
be stored in retail premises
in a locked receptacle in a
part of the premises to which
customers do not have access.

Schedule 3 Poisons:

Poisons included in Part 1
of the Poisons List and
the Schedule 3 to the
Pharmacy and Poisons
Regulations

They can be sold only by
authorized sellers of poisons
under the supervision of registered
pharmacists with the authority of
a prescription from a registered
medical practitioner, registered
dentist or registered veterinary
surgeon.

Part 2 Poisons:

Poisons included in Part 2
of the Poisons List

They can be sold by authorized
sellers of poisons and listed
sellers of poisons without
the supervision of registered
pharmacists.
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Classification and distribution in the Poisons List and
imposition of control through the two schedules were 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 2014 included adding 11 new
substances to Part 1 of the Poisons List Regulations and
to the Schedules 1 and 3 to the Pharmacy and Poisons
Regulations respectively. Two lists of these substances are
at Tables 22 and 23 respectively.

Regulatory provisions in other related areas are contained
in the Schedule 2, Schedules 4 to 7 to the Pharmacy and
Poisons Regulations:

Schedule Provisions

Schedule 2 providing for certain articles
to be exempted from some of
the provisions of the Pharmacy
and Poisons Ordinance and
the Pharmacy and Poisons
Regulations

Schedule 4 setting out the statement of
particulars as to proportion of

poisons in certain cases

Schedule 5 prescribing the labelling

requirements for certain poisons

Schedule 6 listing out certain poisons which
are exempted from labelling
provisions when sold or supplied

in certain circumstances

Schedule 7 listing out certain poisons which
are required to be specially

labelled for transport
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Membership and Functions of

the Disciplinary Committee

iC 2% 8 S B ALE M be

(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 Pharmacy and Poisons Ordinance as a member of
the Board;

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

(c) alegal adviser appointed by the Chief Executive.

As at 31 December 2014, 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 2014 included:

Mr CHONG Tang-lung

Ms CHEW Leng-leng

Mr HO Hon-fai

Mr LEE Pak-hei

Mr LEUNG Kwong-hei, Kenneth
Mr NG Wing-yan

Mr NG Yu-chau, Patrick

Ms WONG Yuen-yin, Clara

Mr WU Siu-lung

Mr YAU Fuk-loi, Rico

Pharmacy and Poisons Board of Hong Kong
22 Annual Report 2014
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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

(b) any person or body, mentioned in (a) above, convicted of
an offence under the Pharmacy and Poisons Ordinance, the
Dangerous Drugs Ordinance or the Antibiotics Ordinance; or

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

In respect of a registered pharmacist, the Disciplinary Committee
may, at the conclusion of an inquiry:

(@) 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

(o) 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. There were no appeals to the Court of First
Instance for the past five years from 2010 to 2014.
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Membership and Functions of the

Pharmacy and Poisons Appeal Tribunal

2 | 5k S % il & 8 ke BY A& A Bet e

(1) Membership (1) &

The Tribunal consists of the following members who are appointed EHETIETHIRE (ZEE R SERG)
by the Chief Executive in accordance with section 30(2) of the EI0R)EHRITHREEENAL :

Pharmacy and Poisons Ordinance:

(a) —REABEEEXEROAL  AHMH

(@ a legally qualified person who shall be the chairman of the HROAESETRE
Tribunal;
(o) aregistered medical practitioner; (b) —EEMEE:
(c) aregistered pharmacist; (0 —HBEMEEHED
(d) aperson qualified in pharmacology; (d —BEBHEBEELNAL
(e) a person nominated by the Director of Health from a () —HHEHMAMERZARN /AN
panel consisting of persons nominated by pharmacists’ RE TABLEESSEERENAL;
associations; ) .
. . (Hh —BHBEXAMRBARNNEN
M a per.sc.m nominated by thfa Director of Health fr.om ‘a panel HE TEELEREREMAL B
consisting of persons nominated by pharmaceutical industry
associations; and (0) —BRHEEHZEXHBREIARN N

HIRE  URFEBERREENAL

(@ 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 2014 was as E-E-NE+ZA=1+—H  BHENK

follows: BT :

s 2
Ms WONG Kwok-ying, Lisa, S.C.  Chairman HEEBZL £
Dr WONG Koon-sang Member ITR4EESE EF-1
Dr LEE Chui-ping Member ZEHEL =8
_lF_’Ir]%fren?s(?rB%l—éA’\l\\Jlgan—keung, Member B B i £8
Mr CHUI Chun-ming, William Panel Member s iz
Miss LEUNG Sk-yin, McShirley ~ Panel Member SRS R
Dr SUNG Kai-wing Panel Member RERBL MRS
Mr CHEUNG Yiu-kwong Panel Member RN MAZE
Ms FAN Yuen-sze Panel Member BEFLE MAERS
Mr TSE Kin-on, Andrew Panel Member HERSE MZEE
Mr HO Po-man Panel Member AREEE NNEEEB
Mr LAU Oi-kwok Panel Member BZEEE MRS
Mr MOK Ka-kui Panel Member BEXRMLE MAEE

Pharmacy and Poisons Board of Hong Kong
24 Annual Report 2014



(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
poISONS;

(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.

No appeal was heard for the past five years from 2010 to 2014.
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Statistical Tables and Charts

ot B &

Table & 1

Results of the Registration Examinations

AlEA KA

Pharmacy Legislation in Pharmacy Practice Pharmacology
Hong Kong

5B EE D) e S

No. sat No. passed passing % No. sat No. passed passing % No. sat No. passed passing %

SMAZ  ARAH CLEES SMAE  AHRAH BRE ZMAZ  AERAH BRE

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
2013 179 81 45.3 128 80 62.5 221 105 47.5
2014 184 74 40.2 156 71 45.5 205 107 52.2

Number of Candidates Sitting Each Examination Subject

ERERNZEAY
No. of Candidates No. of Candidates No. of Candidates
ZEAY ZHEAH ZEAY
200 200 300
2013 2014
2011
2012 2014 250
150 150 2011
2010 2010 2013 200
100 100 150
100
50 50
Year Year 50
12 £37)
0 0
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
BBEEED 3 S &S
Passing Percentage in Each Examination Subject
BMEANERE
Passing % Passing % Passing %
EYES EYES EYiES
100 100 100
50 50 50
Year Year Year
0 F1p 0 F1p 0 F14
2010 2011 2012 2013 2014 2010 2011 2012 2013 2014 2010 2011 2012 2013 2014
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
BB S 3 g

Pharmacy and Poisons Board of Hong Kong
26 Annual Report 2014



|
]
—

Table % 2

Number of Registered Pharmacists in Hong Kong

BB MELE AR

Year 17 2010 2011 2012 2013 2014

No. of registered pharmacists as at end of year

75 £ 4 {7 A B 1,954 2,050 2,127 2,285 2,390

2,400

2,300

2,200

2,100

2,000

1,900

No. of registered 1,800
pharmacists as at
end of year 1,700

HEFRNEM
LT EDA B 1,600

1,500

1,400

1,300

1,200

2010 2011 2012 2013 2014

Year & 15

H
i
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e
A
N fit
P
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Table & 3

Breakdown of Fresh Registration, Removal from and

Restoration to the Register of Pharmacists
e BREMEREFRIMNIEHTF

Year 17 2010 2011 2012 2013 2014
;)rTe%h ﬁqr}e(g}i'ss’[zr'zztiiﬁ;rél\lﬁor;-Iocal graduates) 57 68 50 107 63
;;Teis{h H%e(gziétir;tiérg;ocal graduates) 57 35 6 57 51
Eﬂ;c%%r*om the register* 10 11 10 10 14
%e;ﬁ:rfﬁi;})n to the register > 4 9 4 5
Net increase 76 96 77 158 105

FHER

*excluding orders by the Disciplinary Committee
*TEELEZEENES

Table * 4

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

2011 2012 2013 2014

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

Pharmacy and Poisons Board of Hong Kong
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Table £ 5

Results of Disciplinary Inquiries into Registered Pharmacists
HIMETMETLERAANER

Charge dismissed 0
BRI

Guilty of the charge

1SR 3 0 4 1

Censure
sE 2 0 3 0
Removed from the register for a period of time ; 0 y y
BB ERE — R
EBEHERNSF
201

» [
H &

5 00
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Table & 6

30

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

HNXNSECEEREEABEEMEDMNLEMESRE

Sale of Schedule 3 poison without the
authority of a prescription
EREELSERENBERT HEM K3
==

s

Selling substance to which the Antibiotics
Ordinance, Cap. 137, applies without the
authority of a prescription

AERGFREMBE (RERKH)
(F1TE)EANME

Failing to store Schedule 1 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
pharmacist
REKMRINSETFAEMNR
BA MZEBENTHENEEL I
BEREMERMREZHEHNRBRL

Failing to keep proper records of
dangerous drugs

ﬁg%ﬁﬁﬁﬁﬁﬁﬁwmﬁﬁﬂﬂﬁﬁi

Behaving in a disorderly manner in public
place

EARMSERHERAKRFNITS

Manufacturing pharmaceutical product
without a licence

REREMREERRG

2011

0 0
1 0
1 1
1 0
0 0
0 0

Pharmacy and Poisons Board of Hong Kong

Annual Report 2014

2012

21*

2013

2014



Table & 6 (Con’t) (i)

(7) Fraud
MR

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

AEEITNEAXIINERAEMER
ERAEBAENER

* Some cases involve multiple nature of offences

* BOERIRSERT

# Involving one pharmacist for 21 counts of same offence
# — REEEY R 2158E — 1T

0
0
58 %
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Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

BERNERESEEEBHE

Year F 17 2010 2011 2012 2013 2014

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

BEFRNEERS RS ETHE 8 557 570 597 605
700
600
500
400
No. of authorized
sellers of poisons as
at end of year 300
BEFRNERE
SHEETEA
200
100
0
2010 2011 2012 2013 2014
Year £ f
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Table & 8

Applications for Registration of Premises
of Authorized Sellers of Poisons

ErESEEETNERMEMAS

Year 47 2010 2011 2012 2013 2014

No. of applications for registration of premises

approved 67 47 45 106 39
BEMEMEMEAFHNHE

No. of applications for registration of premises

rejected 0 0 0 0 0
EREMEIMEAFHNHE

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

EREMEMNEBRFRE

Table £ 9

Regulatory Control of Authorized Sellers of Poisons

EEXESHEEETNRE

Year 14 2010 2011 2012 2013 2014
No. of inspections conducted
B B 960 1,138 1,222 1,186 1,229
No:.mof test purchases conducted 2360 3.863 5.942 5707 4.363
HEHE
TBEHRHEINSEERR
2014 F & 33



Table % 10

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

ERXNSECERUYERESEHFEETRINERETE

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)
EXCEITH
(MHLEZESETLEMN)

Informal disciplinary actions

(i.e. Verbal caution by representatives of the Board)
FEXLERTE
(MHEERRKRGETORESR)

The authorized seller of poisons ceased
operation before action taken
ZHEBRETEERKBNALEATHAEK

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

ZHERRLCEMABRPEE

Total
FERE

Pharmacy and Poisons Board of Hong Kong
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31

53

2011

21

19

40

2012

20

25

45

2013

10

13

23

2014

12

20



Table & 11

Charge dismissed
BRI

Guilty of the charge
BER L

Issue of written warning

BHE@MES

Disqualified from being an a
poisons for a period of time

HOHHERm AR — REE

Results of Disciplinary Inquiries
into Authorized Sellers of Poisons

HERESHEFEERETLEMANSG

2012
1 2 0
20 19 20
6 7 8
uthorized seller of
14 12 12

o4
o
A
bl
M

" i

2013

10

P
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Table & 12

36

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board
BEXERSEEEREEFHERESHZFEETNLEEMAMER

Sale of Part 1/Part 2 poison without
label/proper label
HERBBEB/IRBELZEEBNE1E
HNEE2EF L

Sale of Part 1 poison without the
supervision of a registered pharmacist/
proper supervision
EREEAMEBMES/BEEEN
BRTHEL1HSE

Sale of Schedule 3 poison without the
authority of a prescription
ERERESEENBRTHEM KRS
5@

Sale of antibiotic without the authority of
a prescription

ERERSRENBERTHERER

Possession of poison included in Part 1
of the Poisons List

ERSERE1BAINENSE

Possession of unregistered pharmaceutical
product
EERKEIMEBRT

Pharmacy and Poisons Board of Hong Kong

Annual Report 2014

11
(25.58%)

7
(16.28%)

(2.33%)

(2.33%)

(4.64%)

2011

(9.52%)

12
(19.05%)

(6.35%)

(0%)

(6.35%)

(1.6%)

2012

(5%)

26
(32.5%)

20
(25%)

(2.5%)

(0%)

(7.5%)

2013

(6.07%)

6
(18.18%)

7
(21.21%)

(0%)

(9.09%)

(0%)

2014

9.1%)

5
(22.72%)

(0%)

(0%)

9.1%)

9.1%)



Table % 12 (Con't) (&)

(7) Failing to keep proper record/make entry
in the poisons book

REBRZCHRIER/EESEMNA

(8) Failing to store Schedule 1 poison in a
receptacle solely for that purpose
RERMRINSETFREPINE
=00

(9) Possession for sale or for any purpose of
trade or manufacture goods to which a
false trade description was applied
AREERREMNHERINEAEMESR
ERAERERKANE R

(10) Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trade mark was applied
RHREBREMNEHERBERAEMESR
ERAEBEENER

(11) Trafficking in a dangerous drug

fe Ben BE ) B9 BRI

(12) Unlawful sale of Part 1 poison
FEHEF 1T E

(13) Possession of a dangerous drug

ERRBREY

2010

(4.64%)

5
(11.63%)

(6.98%)

:
(2.33%)

(0%)

1
(2.33%)

(0%)

2011 2012
4 4
(6.35%) (5%)
2 1
(3.17%) (1.25%)
0 2
(0%) (2.5%)
21 1
(33.33%) (1.25%)
2 0
(3.17%) (0%)
2 0
(3.17%) (0%)
1 0
(1.6%) (0%)
58 %E X

2013

(0%)

4
(12.12%)

(0%)

(9.09%)

(0%)

6
(18.18%)

(0%)

N i
P
»~ [

2014

3
(13.63%)

(0%)

(0%)

5
(22.72%)

(0%)

(0%)

(0%)

&
55 Tl



Table % 12 (Con't) (&)

(14)

(17)

Selling substance to which the Antibiotics
Ordinance applies

EE (MEZKH) BRANYNE

Failing to store poison properly
REZETHEE

Failing to keep register or records of a
dangerous drug

REREFERTRENNECMNLE

lllegal sale of unregistered pharmaceutical
product

FEHERETMNWERR A

Possession of antibiotic

ERERAER

Selling unlabelled pharmaceutical product

EEREMELEBNERRR

(20) Supply false trade description goods

(1)

(22)

* Some cases involve multiple nature of offences

HEEREARAANER

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
REEBIFEMEMBFRAERINANGE
MERGEERFRNRE B BRES
BEHERNERAREEANFTEM
B XEBEESEBNXRSEE
b Yol Ok i -3

Selling goods to which a forged trade
mark was applied

HEERRAAEHENER

*EOERSRZERT

38
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2010

(0%)

(4.64%)

(2.33%)

(6.98%)

(0%)

(0%)

(0%)

(0%)

(0%)

2011

(0%)
2

(3.17%)

(0%)

(0%)

(3.17%)

(0%)

(0%)

(0%)

(0%)

2012

1
(1.25%)

(6.25%)

(0%)

(5%)

(0%)

(2.5%)

(1.25%)

(1.25%)

(0%)

2013

(0%)

(0%)

(0%)

(0%)

(0%)

(0%)

(3.03%)

(0%)

(3.03%)

2014

3
(13.63%)

(0%)

(0%)

(0%)

(0%)

(0%)

(0%)

(0%)

(0%)



'L'L1.'L1.'L'L'|
=

4

Table & 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2014

U4 FEFFHEERESHEETNLEENMER

Sale of Part 1 poison
without the supervision of

a registered pharmacist/ Possession for sale or
proper supervision for any purpose of trade
R AGMETMEEE B or manufacture goods to
EEEERNER THES 1L which a forged trade marks
S& was applied

o REBNEMBHERRE
22.72% RRMEERABEDE

&M

22.72%

Possession of poison
included in Part 1 of the
Poisons List
ERSHERE1BAIEM
=

9.10%

Sale of Part 1/Part 2 poison
without label/proper label
HESEERIRBEER
BHE1 BRI T

9.10%

Possession of unregistered
pharmaceutical product

ERREEMERD R

Selling substance to which ()
the Antibiotics Ordinance 9.10%
applies
BB (EEKERA) ERM
LY/i=1 Failing to keep proper
record/make entry in the
13'630/0 Poisons Book
REBRGCHRELERHEFRE
SEMRE
13.63%
TBEHRHEINSEERR
2014 F R 39



Table £ 13

Number of Listed Sellers of Poisons in Hong Kong

BERENIHSERETRE

Year 143 2010 2011 2012 2013 2014
No. of listed sellers of poisons as at end of year
BT a8 3,499 3,572 3,827 3,907 3,951
4,000
No. of listed sellers 3,500
of poisons as at
end of year
3,000
BEFANIR
SHEERHA
2,500
2,000
1,500
1,000
500
0
2010 2011 2012 2013 2014
Year £
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Table & 14

Applications for Licensing as Listed Sellers of Poisons

REINSSEEETER

Year F 17 2010 2011 2012 2013 2014

No. of applications approved

MBS BN E TR R YA 2rz 925 87o 701 st

No. of applications rejected

RIS HEERNERAFHE

Table & 15

Regulatory Control of Listed Sellers of Poisons

JHESHEETNRE

Year 17 2010 2011 2012 2013 2014
No. of inspections conducted
e B B 7,042 7,141 7,426 7,746 7,878
No:.mof test purchases conducted 2 866 3,496 3.887 1,083 2,601
HEHA
ERBERENSEENRR
2014 F 8§



Table % 16

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

BXRSEEEREISASTEFEETRINLETH

Removal from the list of listed sellers of
poisons

RINBSHEEBERERS

Issue of written warning

BhEEES

The listed seller of poisons ceased operation
before action taken

ZHEBEEERRINCETHNCSEEE

Total
HE

Pharmacy and Poisons Board of Hong Kong
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9

ih

4 4 1 9
1 1 2 2
0 3 0 1
5 8 3 12



Table & 17

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

EANXENSECEEREERBI RS HEEETNLEME

2010 2011 2012 2013 2014

(1) Sale of Part 1 poison 0 0 1 0 0
HEF 1S (0%) 0%)  (11.11%)  (0%) (0%)
(2) Sale of Schedule 3 poison 0 0 1 0 0
HEM RIS (0%) (0%) (11.11%) (0%) (0%)
(8) Possession of Part 1 poison 9 3 1 0 B
EBEEINSE (40.9%) (25%) (11.11%) (0%) (20%)
(4) Possession of antibiotic 8 0 1 0 0
ERENESR (13.64%) (0%) (11.11%) (0%) (0%)
(5) Possession of a dangerous drug 0 1 0 0 0
EERBEY (0%) (8.33%) (0%) Q%) O%)
(6) Possession of unregistered pharmaceutical product 6 2 0 0 8
EEARKLTMERRR @727%) (1667%)  (0%) (0%) (12%)

(7) Possession of substances to which the Antibiotics

X g 3 0 0 0 4
B (A RS BN (1864%) (0% (%) ©%)  (16%)
(8) Possession for sale or for any purpose of trade or manufacture y y 5 1 6

goods to which a forged trade mark was applied

AEEREARKAREARMEARAGEnRyEs (000 (690 05500 (L1 4%

(9) Supplying or offering to supply goods to which false trade 0 5 0 0 1

0t i [0}
AERERARS AR RS RNBNE R 0% @er 0% 0%

(10) Publishing an undesirable medical advertisement 0 0 0 g’ 2
BATRBERES (0%) (0%) (0%) (88.89%) (8%)

(11) Possession for sale or for any purpose of trade or manufacture
goods to which a false trade description was applied 0 0 0 0 2
%%Eﬁ&ﬁﬁﬁ%ﬁﬁﬂ%ﬁﬁﬁﬁ%ﬁ@ﬁﬁlﬁﬁi%ﬁ%ﬁ 0%) (0%) (0%) (0%) B8%)
PHE R

(12) Sale of an unregistered pharmaceutical product 0 0 0 0 1
EERKTMERZER (0%) (0%) Q%) (0%) (4%)

(13) Selling goods to which a forged trade mark was applied 0 0 0 0 1
EERARERENER (0%) (0%) (0%) (0%) (4%)

* Some cases involve multiple nature of offences

* BOMERSRZERET

# Involving 2 List Sellers of Poisons for 1 count and 7 counts of same offence
MENEHSEEEB D A RIERTEZFET

ERERNERSEE
2 4

55 3l



Table & 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2014

04FFRIASHBEETNLEMBE

Si'!ink? g]?odséo Supplying or offering to

whicn a torge supply goods to which

SEESEFEN) trade mark was falslc,)ep 'zfde descriptions

uﬂreg|stere? | applied were applied

Er: (;T;ceu ca &8 Jf% }f REB HERE f’] fHEE E EA Possession for sale or

8 X S BNEm EBREmRBENE R foranyp:curposeoft:jade

o o 0 or manufacture goods to

et 4% 4 / o which a forged t?ade mark

4%) was applied
AEERTMEERR
EREmMERERMALE

Possession of BENE R

unregistered 24°/o

pharmaceutical

product for sale

ERERKTMEE

7|

12%

Publishing an
undesirable medical
advertisement

BETREBERS
8%

Possession of
substances to which
the Antibiotics
Ordinance applies

EE (EEHFRH)

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

BRNYE REEREMEERRIE AR
16% Possession of Part 1 i & 45 & FA {8 25 B Y 5
poison o
ERF1MEE e
20%

Pharmacy and Poisons Board of Hong Kong
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Table %k 18

Issue of Wholesale Poisons Licences

SEMBERNER

€ S 4
%) / v/

Year F43 2010 2011

No. of holders of wholesale poisons licences as at
end of year 857 767
BEFANSERBTEBIEEANEE

No. of wholesale poisons licences revoked/
suspended 1 2
B PHSERBERNEE

Table % 19

Issue of Manufacturer’s Licences

for Pharmaceutical Products

NN RREBERBROER

2012 2013 2014
737 714 727
2 1 1

Year F13 2010 2011

No. of holders of manufacturer’s licences as at end of
year 38 38
BEFANEETEREEANEE

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

26 25
Products as at end of year
BEFARCEBERNAREEEEEERE
B WRERERISEEANKE
No. of manufacturer’s licences revoked/suspended 3 0

BEAPEREFERNEE

2012 2013 2014
37 63" 94*
25 24 24

0 0 0

# There were 27 and 63 holders who were authorized to conduct secondary packing of pharmaceutical products

only in 2013 and 2014 respectively.

R20135 K 20145 D RIB27TERE3 B REBERIFEARERENEEARRIMERE-

* 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. In 2014, Hong Kong adopted the

GMP standard promulgated by the World Health Organization in 1995.

BN ECEE RS R REYREEMEANRERZER  UBERERARE-—SEHREER
BREEMEENER - KEBR2014FHRANEE  RHEREEABIMBERMHH o

EBERARXRKS
2

“EHER
014 F &



Table & 20

Registration of Importers & Exporters

of Pharmaceutical Products

EEBEREHOR

No. of holders of registration certificates for importer
and exporter of pharmaceutical products as at end

of year 180
BEFANELOBEAERFETANEE

No. of applications for registration certificates for

importer and exporter of pharmaceutical products 0

rejected

EREROBEAEPAFNHE

Pharmacy and Poisons Board of Hong Kong
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Table & 21

Registration of Pharmaceutical Products

22 7 % o B9 5L AR

Year 15 2010 2011 2012 2013 2014

No. of registered pharmaceutical products as at end

of year 19,189 18,903 19,093 18,912 19,209
BEFANTMEREREE
No. of registered 20,000
pharmaceutical
products as at end
of year
EZRHMEE ’
10,000
5,000
0
2010 2011 2012 2013 2014
Year £ 13
TBEHRHEINSEERR
2014 F & 47



Table & 22

New Substances Added to Part 1 of the Poisons List Regulations in 2014

20145 E (SERBRH) F1HMANHYE

5-Aminolevulinic acid; its salts; its derivatives; their salts

2. Cobicistat; its salts

3. Dapagliflozin; its salts

4.  Elvitegravir; its salts

5. Lixisenatide

6. Mifepristone; its salts; its esters; their salts

7. Perampanel

8. Pertuzumab

9. Regorafenib; its salts

10. Tofacitinib; its salts

11. Vilanterol; its salts
Table % 23

5-FEMKE  HEE . HITEY  eMNESE
Zi A HER

ERYIFE HER

NHETE G HESR

A B AR Ak

KIERE ; HEH  HEEE  eMNESR
It #A 3R

BEKRER

mx¥*e  HER
REEM . HER
SR HER

New Substances Added to Schedules 1 and 3 to
the Pharmacy and Poisons Regulations in 2014

20145 E (HEBXRSERD) BMRIMIMANFYE

10.

11.

48

5-Aminolevulinic acid; its salts; its derivatives; their salts
Cobicistat; its salts

Dapagliflozin; its salts

Elvitegravir; its salts

Lixisenatide

Mifepristone; its salts; its esters; their salts

Perampanel

Pertuzumab

Regorafenib; its salts

Tofacitinib; its salts

Vilanterol; its salts

5-|EMRE  HEE . H74Y s eMNEE
ZthRfh s HESE
ERYIE HER

NERZE
A =) AR Ak
KIERE  HEE  HEEE  eMNES
ILE 7 WA 5%

BEIRER

mREE HER

REEH HER

HEHSE HER

HER
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