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Message from the Chairman

+ [t Bk i

With the continuous support of its Members and also Members
of its committees, the Pharmacy and Poisons Board (the Board)
was able to perform its statutory functions effectively in the year
2011.

In 2011, the Board, on the recommendation of Examination
Committee, granted provisional accreditation to the Bachelor
of Pharmacy Programme of the University of Hong Kong and
would review the programme for full accreditation in 2012. This
was an important milestone for the pharmacy profession and |
believe that the nourishment of future pharmacists will alleviate
the growing demand for pharmacy services from the community
of Hong Kong.

In September 2011, the former Pharmaceutical Service of the
Department of Health, the executive arm of the Board, was re-
structured into the Drug Office with increased manpower and
new specialized functional divisions to exercise its enhanced role
in executing the statutory functions of the Board to ensure safety,
quality and efficacy of pharmaceutical products and the standard
of pharmaceutical traders in Hong Kong.

We understand that public health and safety is one of the prime
concerns of the community. To increase transparency and
facilitate better communications with the members of the public,
a new website of the Board was launched in July 2011. Through
the website, the members of the public can have easier access
to various information of the Board such as its scope of work, the
lists of licensed drug dealers and registered pharmacists, and
also drug information, thus helps enhancing the awareness of
and promoting drug safety.

| would also like to take this opportunity to thank all Members of
the Board and its committees for their tremendous efforts and
firm commitment in the past year. We will continue to work hard
so as to meet the ever-increasing demand and aspirations of the
community for better health protection and quality healthcare
services.

Dr Constance CHAN
Chairman

Pharmacy and Poisons Board
November 2012
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Introduction

515

This annual report covers the calendar year 2011. 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 Pharmacy and
Poisons Board in general can be addressed to: -

The Pharmacy and Poisons Board Secretariat
1/F, Shun Feng International Centre

182 Queen’s Road East

Wanchai, Hong Kong

Facsimile (852) 2527 2277
Telephone (852) 2527 8418
Email address : ppb@dh.gov.hk
Website http://www.ppbhk.org.hk
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Membership and Functions of the Board
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Dr PY. LAM, JP (Chairman)
MREEL(ER)

Dr LAU Chau-ming, JP Ms Linda WOO Dr Gloria TAM, JP Miss CHAN Oi-lai, Michelle
BIRksaEt REIEX T BESEL (Legal Adviser)
REBLL (F2EM)

Dr LEUNG Pak-heng Professor CHAN Yan-keung, JP Mr LEUNG Kwong-hei, Kenneth
RIBITHEL RS RERELE

Mr SUEN Yiu-chan, Peter Mr YAU Fuk-loi, Rico Dr CHEUNG Hon-ming
FRRSE RSt REREL
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(1) Membership (1) 8

Members of the Board are appointed by the Chief Executive. EERMNAEHTHRREEZT  SEEH
Each term is for a period of not more than three years. Members RER=F  AILBEZE - REKEE
may be re-appointed. The current membership is as follows: - =
(@) the Director of Health (Chairman); (@) BIEEERGFERE)
(b) the Government Chemist; . (o) BT LEREm EARBE
ex officio members i N

(c) the Chief Pharmacist of () BAEBHBEERI

the Department of Health; (d) —LEE BB ;
(d) a medical officer in the Department of Health; (6) —& k2 Em ;
(6) alegal adviser, () —BEARBREERB2HHE ;

(f) aful-time teaching staff of pharmacology of the University of () —BBBATABEBEIEY S

Hong Kong;
, , , ) ZREESESQRANE MEH M
(9 a full-time teaching staff of pharmacology of the Chinese GEABAS) ; &

University of Hong Kong; _ _ B
, | ' . () —REBEEESSRANIMELEGE
(h) three registered pharmacists (not being public officers) ABAS) o

nominated by the Pharmaceutical Society of Hong Kong; and

, , _ ) , o E-T——#+-A=+—0 BERNK
(i) a registered medical practitioner (not being a public officer) Rats
nominated by the Hong Kong Medical Association.

(a) MERBLE(ER)

The membership of the Board as at 31 December 2011 was as

follows: - (o) BIFkEZEL
(@) DrPY.LAM, JP (Chairman) ) REEXL
(b) Dr LAU Chau-ming, JP d) BEESELE
(¢) Ms Linda WOO () REBLLOEEEM)
(d) Dr Gloria TAM, JP ) RETHEL
(6) Miss CHAN Oi-lai, Michelle (Legal Adviser) (9 BREBRHBIE
(f)  Dr LEUNG Pak-heng () RERLLE
(9) Professor CHAN Yan-keung, JP RFy e
(h)  Mr LEUNG Kwong-hei, Kenneth Rk EE
Mr SUEN Yiu-chan, Peter () FEAEE
Mr YAU Fuk-loi, Rico WE
()  Dr CHEUNG Hon-ming RERSE
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:-

(@) 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;

(o) 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;

(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
committees are carried out jointly by the Secretariat of the Board
and the Drug Office (formerly known as Pharmaceutical Service)
of the Department of Health.
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Membership and Functions of the Commiittees

BEflRGas

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 2011

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

Ms Linda WOO

Dr Heston KWONG

Professor YOU Hoi-sze, Joyce

Dr KOO Wing-leung

Ms Sarah TSUI (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;

draw up and review the syllabuses of the registration
examinations;

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

oversee the setting and marking of examination papers;

©

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

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

(i

(3)

Pharmacy and Poisons (Listed Sellers
of Poisons) Committee

Membership as at 31 December 2011
Ms Linda WOO (Chairman)

Mrs Mary CHENG

Mr CHEUNG Tak-hei

Dr LEE Wing-yan, Vivian

Ms YAP Woan-tyng, Tina

Mr Edwin LAM (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 2011

Ms Linda WOO (Chairman)
Mrs Mary CHENG

Mr CHIU Kwok-leung, Philip
Mr LAU Kwok-fai, Andy

Mr LAU Oi-kwok

Mr Kelvin CHEUNG (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

(¢ grant or refuse any application for registration as an
importer or exporter of pharmaceutical products.
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4)

(i

(5)

Pharmacy and Poisons (Manufacturers
Licensing) Committee

Membership as at 31 December 2011
Ms Linda WOO (Chairman)

Ms Sabrina CHAN

Mrs Mary CHENG

Dr LAU Ying-kei, Henry

Ms YAP Woan-tyng, Tina

Mr Lot CHAN (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 2011
Ms Linda WOO (Chairman)

Professor CHEUNG Man-yung, Bernard

Dr LAU Chau-ming, JP

Dr LEE Shing-cheung, Benjamin

Dr NG Lip-tet

Dr TAN Richard

Mr LAU Ka-wing (Secretary)

Functions

The Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical Trial/
Medicinal Test) Committee carries out the following
functions in accordance with Part VIII of the Pharmacy and
Poisons Regulations: -
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(6)

(i

(7)

10

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

T

deregister any pharmaceutical product or substance;

)

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 2011

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

Mr LEUNG Kwong-hei, Kenneth
Dr LEUNG Pak-heng

Mr SUEN Yiu-chan, Peter

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

(b) the review of the classification of pharmaceutical
products regulated under the Poisons List Regulations
and the Pharmacy and Poisons Regulations.

Pharmacy Internship Training
Committee

Membership as at 31 December 2011

Professor CHAN Yan-keung, JP (Chairman)
Mr CHIU Kwok-leung, Philip

PHARMACY AND POISONS BOARD OF HONG KONG
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(i

Mr CHUA Sek-chon, Peter, JP
Dr HO Suk-san, Susan

Dr Heston KWONG

Dr LAU Chau-ming, JP

SHBEE
AT 18 1
BEAEE
BB L

Miss Margaret LAU
Dr LAU Sze-ngar, Grace

2B
) =

T

Bzt
1
Sk T

Ms Anna LEE

Mr LEUNG Kai-lok, Peter

Mr LEUNG Kin-kwong, Patrick
Miss Polly TANG

Ms Linda WOO

Professor YOU Hoi-sze, Joyce

REREL
REiEE
MR L L
SBMENL
Bk F AR

Ms Sarah TSUI (Secretary)

Functions

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

(@)

(b)

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

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

EfmkHGESEN 1IF

(1) Registration of Pharmacists

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

()  Qualification

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

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

(b) 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.

(i)  Examination

An applicant who possesses the qualification (b) above
must also pass the Board’s registration examination in
three subjects, namely Pharmacy Legislation in Hong Kong,
Pharmacy Practice and Pharmacology.

The Examination Committee conducted two registration
examinations in June and December 2011. A total of 53
applicants cumulatively passed all the three subjects in the
year 2011,

The results of these two registration examinations are
shown in Table 1 Figures for the years 2007 to 2011 are
also included for comparison purpose.

(il 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.

PHARMACY AND POISONS BOARD OF HONG KONG
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(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 2,050 registered
pharmacists were issued with practising certificates in
the year 2011, Statistical data regarding registration of
pharmacists and breakdown of fresh registration, removal
from and restoration to the register of pharmacists for the
years 2007 to 2011 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
2007 to 2011 are shown in Tables 4, 5 and 6
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(2) Licensing and Regulatory Control of

14

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. [f 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 557 ASPs registered in Hong Kong as at end
of year 2011. Statistical data regarding the total number
of ASPs, applications for registration and renewal of
registration of premises of an ASP in the years 2007 to 2011
are shown in Tables 7 and 8.

PHARMACY AND POISONS BOARD OF HONG KONG

ANNUAL REPORT 2011

(2) ZEB(BEERESENH

()

ERRIIBSHEEH)N
BERRELE

EXeSEEER BB TF
ERESEHER—MBR "ERE,
( “pharmacy” =z “dispensary” ) -
REREEESEXRNEINSTEN
T EHEELSEYNARTME
BMEENEREE - HRFAAE
RESEHEHERNRT  ARNEER
REEETSESEXBNEMT
ft - AEBREMNZFRRTS (EH
ERBEGH) F13(4)KRMIINE
% EHEBBERE  EIRERK
NBAER
ERESEEERNATEEMNER
BEETHEBEEBMNKS - &
PERITEREANE S - HERBTH
IR TRBREBEGERAIZE13(A)EKRE] BHNE
e
ERESEHERASFREERHA
FOMEDR BEERESEERES
BHERMNBEEERMTMENRS
i 2EEERHEERNDETR -
RaE fiﬁuutﬁnﬂx%%gﬁﬁéﬁﬁ
WABEREELSETETEE
BERKEREERE -
BE_ST——HF#K  BBLBH5L57
PERESEHEER - ]7X87H7
T ESTCFEE T FERESE
HERMNAR « EATE MBS KT
BHRENRET -



(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. [f 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.

In 2011, 21 inquiries were held. Out of these 21 inquiries,
19 ASPs were found guilty of misconduct and the charges
of two ASPs were dismissed. Amongst the 19 ASPs found
guilty of misconduct, seven of them 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 Chief Pharmacist of
the Department of Health and the Secretary of the Board
to interview and verbally caution the proprietor/director and
duty pharmacist of the ASP concerned. A total of 19 such
interviews were held in the year 2011.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in the years 2007 to
2011 is shown in Table 9

Statistical data regarding disciplinary cases handled by the
Board in respect of ASPs in the years 2007 to 2011 are
given in Tables 10, 11, 12 and 12A.
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10

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 3,572 LSPs as at end of year 2011. The number
of licensed LSPs in the years 2007 to 2011 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 2007 to 2011
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

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 767 holders of a wholesale poisons licence as
at end of year 2011, Statistical data for the years 2007 to
2011 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.

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.
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18

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 38 holders of a manufacturer’s licence as at
end of year 2011. Among the 38 holders, 25 of them were
in compliance with the Hong Kong Good Manufacturing
Practices Guidelines for Pharmaceutical Products.
Statistical data for the years 2007 to 2011 are given in
Table 19

Importers and Exporters of Pharmaceutica
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 136 holders of a registration certificate for
importer and exporter of pharmaceutical products as at end
of year 2011. Statistical figures for the years 2007 to 2011
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 18,903 registered pharmaceutical products
in Hong Kong as at end of year 2011. The number of
registered pharmaceutical products as at end of years 2007
to 2011 is shown in Table 21

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 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: -
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(@) Part I Poisons: They can be sold only by () BB : e e s
Poisons included in authorized sellers of poisons (SEEXR T RESESENY
Part | of the Poisons under the supervision of registered By (5138 EmE -
List (Poisons List pharmacists. SR)FHE
Regulations, Cap. 138B) =AY S
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Poisons: Poisons authorized sellers of poisons () FEHRIm 2 Hﬂiﬂﬁ%i  aEfi
included in Part | of the under the supervision of registered & RF FEREMERE RS
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List (Poisons List of registered pharmacists. By (88138 FI&EFHEEng8H

Regulations, Cap. 138B)

Classification and distribution in the Poisons List and
imposition of control through the two schedules are made
through amendments to the Poisons List Regulations and
the Pharmacy and Poisons Regulations. Amendments
proposed by the Board and approved by the Legislative
Council in the year 2011 included: -

@

adding 8 new substances to Part | of the Poisons List

Regulations and to the First and Third Schedules to the
Pharmacy and Poisons Regulations. Two lists of these
substances are at Tables 22 and 23 respectively;
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(b) repealing “Terbinafine; its salts” under Part | of the
Poisons List and substituting “Terbinafine; its salts:
except when contained in preparations for external
application only with no more than 1% of Terbinafine
and not to be administered as a single application and
when labelled for the treatment of tinea pedis and/or
tinea cruris only” for it; and

(© adding “Terbinafine; its salts: except when contained in
preparations for external application only with no more
than 1% of Terbinafine and not to be administered as a
single application and when labelled for the treatment of
tinea pedis and/or tinea cruris only” to Division A, Part Il
of the Poisons List.

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

Schedule Provisions

Second Schedule providing for 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 of the Disciplinary

Committee
& SN by 5 k2 i 6e

(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)(€)
of the Ordinance as a member of the Board;

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

() alegal adviser appointed by the Chief Executive.

As at 31 December 2011, the Chairman of the Disciplinary
Committee was Dr Gloria TAM, JP, Deputy Director of the
Department of Health. Registered pharmacists who had served
as members in year 2011 included: -

Ms CHAN Yin-yin, lvy

Ms CHEUNG Oi-ling

Mr CHONG Tang-lung

Mr HO Hon-fai

Ms KWOK Hing-fun

Mr KWONG Yiu-sum, Benjamin

Mr LAI Chi-hung

Ms MOK Lai-fong

Mr NG Wing-yan

Mr NG Yu-chau, Patrick

Mr SIN Ping-fai, Matthew

Mr SIT Ka-keung, Perry

Miss TAM Hi

Mr WONG Chi-ming

Mr WONG Kwong-cheung, Aaron

Miss WONG Yuen-yin, Clara

(2) Functions

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

(@ a complaint 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
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(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

(o) 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

(¢) 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 2007 to 2011 are shown in Table 24
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Membership and Functions of the Pharmac
and Poi;onllso Appecllll Trilbuncﬁ e

08 Tl 5 bz v 4 I ol 26 o R 1) P 50 ke Tt e

(1) Membership (1) k&

The Tribunal consists of the following members who are BHRBETIREEMEI0(2)EHEIT
appointed by the Chief Executive in accordance with section BREZEMAL:

30(2) of the Ordinance: -

@ —REFBEEEXRERPWAL LA
(@ a legally qualified person who shall be the chairman of the HEHEEHETE;

Tribunal; (b) — 2t B ;

() —REMEERED

d) —REREBRSBERNAL

(e) —#& HZER AR BIR 2 M By /NERY

KS)

a registered medical practitioner;

e e

o

a registered pharmacist;

z

a person qualified in pharmacology;

(e) a person nominated by the Director of Health from a KE TWABLEZEEERLMIALT
anel consisting of persons nominated by pharmacists’ 1
S e () —% M EABIE S B /NE M
associations;

KB IRFEEERERNDAL

() a person nominated by the Director of Health from a panel &
consisting of persons nominated by pharmaceutical industr - w i "
—— i V' g —amEETERERIERARNN
’ BAUKE  URFEEERREZMA
(@ a person nominated by the Director of Health from a panel +

consisting of persons nominated by the retail pharmaceutical _ I .
<ils Y : H-E——E+"A=+—H  EREN
trade associations.

KRBT :

The membership of the Tribunal as at 31 December 2011 was as e T
iy M P

Mr LAM Wan-ho, Godfrey, S.C. Chairman S £58

Dr WONG Koon-sang Member Professor Helen WISE £5

Dr LEE Chui-ping Member ETE LA INEES
Professor Helen WISE Member BEDEA INEES
Mr CHEUNG Ka-lung, Kenneth Panel Member P A INAES
Mr HO Yin-chung, James Panel Member HKEL T INEES
Mr LEUNG Kai-lok, Peter Panel Member MERBEL+ INBEES
Miss TAI Yee-man, Candy Panel Member e INEEEB
Mrs HO LI Ka-po, Teresa Panel Member ey INEES
Mr LEE Hon-kwong Panel Member e B INEES
Mr LEE Pok-leong Panel Member G g e INEES
Dr NG Chor-shan, Sian Panel Member B S LE A4 INEES
Ms TAN Wyeman Panel Member S ERp A A INEES
Mr CHAN King-hung, Tony Panel Member e INEES
Mr HUI Siu-chor, Samuel Panel Member

Mr LAU Oi-kwok Panel Member
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(2) Functions (2) HaEgE
The Pharmacy and Poisons Appeal Tribunal, established under BERERSEFRERERE (EHER

section 30 of the Pharmacy and Poisons Ordinance, hears and SEKRB) F30HKIL  BERANBE

determines the following matters: - TIEE:

(@ any appeal against a decision of the Board in respect of () MEE R ENESEYEmNER
application for registration of premises or application for HMEES R MERRENATE
renewal of registration of premises of an authorized seller of MR E5F

0iSONs; oy i/ S oe
P (6) HEE R BB &2 8

(o) any appeal against a direction of the Board in respect of My HESEEEFERNREMIE

removal of the name of a listed seller of poisons (LSP) from H LR &

the list of LSPs; hA = S
elictol SRS © BEERBTHESBNATEMY

() any appeal against a decision of a committee of the Board, F3F ) BAAERZTE SR ERIN
excluding the Disciplinary Committee. _ N o (L
g hatd B —FREWRALFESR - X257
No appeal was heard in 2011. Breakdowns of the cases by 260 EE_STEtEE"_F——FF
nature and by result from 2007 to 2011 are shown in Tables 25 BEEENEBEMNGRNDIBEEE -
and 26 respectively.
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Statistical Tables and Charts
& il Bl 7%

Table & 1

Results of the Registration Examinations

5 &= &l Bk 48

Pharmacy Legislation in

Hong Kong Pharmacy Practice Pharmacology

& i 5 B i i A= iz

No. sat No. passed passing % No. sat No. passed passing % No. sat No. passed passing %
BMAE  SBAHE S BIMAE BBRAH BE BIMAE  ABAH XS

2007 104 55 52.9 88 61 69.3 93 66 71

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 43.1 144 104 72.2 176 49 27.8

Number of Candidates Sitting Each Examination Subject

BHEHENZEAR
No. of Candidates No. of Candidates No. of Candidates
E4EAH LN E4EAH
200 Pr——— 200 — 200
S Year Year 201 1Year
~ FB F5 =)
150 = 150 = 2011 150 =
2010 2010 [ 2010
2009
2007 2008 2008 2009 2009
100 |~ 100 2007 100 = 2007 2008
50 50 50 -
0 L oL
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
BBLERER £l S el
Passing Percentage in Each Examination Subject
BHERMNSRE
Passing % Passing % Passing %
BRRE BREE BRE

100— 100— 100—

ol ’/\‘/\ oL oL

Year Year Year
F5 i F4H 0 5
2007 2008 2009 2010 2011 2007 2008 2009 2010 2011 2007 2008 2009 2010 2011
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
BBEER LA E A ZEE
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Table & 2

Number of Registered Pharmacists in Hong Kong

EEEMERE AN

Year F{3 2007 2008 2009 2010 2011

No. of registered pharmacists as at end of year

&) 75 £F 4R =% [ 27 6 A 2K 1,722 1,785 1,879 1,954 2,050

2,100 —

2,000 —
1,900 —
1,800 [—
1,700 —
No. of registered 1,600
pharmacists as at
end of year 1,500
CEY S
B AR IS
1,300
1,200
1,100
1,000
20 20 20 20 2011
ar
ERENXNEEZERR 07
2011 % 8§



Table & 3

Breakdown of Fresh Registration, Removal from and

Restoration to the Register of Pharmacists

Ferf - MEREEMREHREMODIERF

Year {53 2007 2008 2009 2010 2011

Fresh registration (Non-local graduates)

M (EABTE) %2 2 o4 °f °
;’[Te%s}h ﬁqr}e%ii_t};ai}@iog'% (%og:al graduates) 26 o5 31 27 35
ﬂ?}ﬁa&%a%‘r*om the register” 8 6 9 10 11
I?Ef%t?o‘%taggn to the register 3 2 6 2 4
Net increase 73 63 92 76 96

BHE

* excluding orders by the Disciplinary Committee
CABRLEEZEGNES

Table % 4

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

ERREREREEERYIMERMENMICRT

Number of cases
Disciplinary actions taken BEHE
FRER AR T ED
2007 2008 2009 2010 2011

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

TR (DHLEEE e TREn 1 2 S 8 !
)
Total
- 1 2 3 3 1

28



Table & 5

Results of Disciplinary Inquiries into Registered Pharmacists
HEMERMETLKERMAMNEB R

Number of cases

(EES {=!
2007 2008 2009 2010

Charge dismissed

Y NoAva 0 © o o

Guilty of the charge
st Ava

Censure
By

Removed from the register for a period of time

A % k2 — B



Table & 6

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

RARREREERRE H AR MR AR & ER

Number of cases
Nature of offences* (EEZ=2¢E

2007 2008 2009 2010 2011

(1) Sale of Third Schedule poison without
the authority of a prescription
ERBRARENBERTHERKS

=%

(2) Possession of Part | poison
EHBINELE

(8) Failing to make entry in poison book
when selling Part | poison
REREEXIMNBSETHLER
FESEEMRN

(4) Selling poison without proper labelling
HERBXERENSE

(5) Selling medicines without labelling

HERBELERENEY

(6) Obtaining property by deception
LARR B = ER B 45 B B

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

30



Table & 6 (Con’t) ({8)

Nature of offences*
(EESa—y
2007

(8) Selling unregistered pharmaceutical
product 0
HERBEMMER R G

(9) Selling pharmaceutical product which
was not registered
EERATMZED R R LUEHEE
784

(10) Selling substance to which Antibiotics
Ordinance, Cap. 137, applies without the
authority of a prescription 0
RNERSEEMBEE (MERKHD
BRNYME

(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
pharmacist
REBWNRTINBELS TR BEPINE
@A MBS ATV SHE L
A0 H A M ZE R AT RS 2 SH A I8 R

(12) Failing to keep proper records of
dangerous drugs

%E%ﬁﬁ%ﬁ@%%%%%%ﬁﬁ
5%

* Some cases involve multiple nature of offences
*ERME RS R EFRT

2008

Number of cases

(EES 4=

2009

2010

2011

31



Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

EENERESEHEBTNE

Year F{3 2007 2008 2009 2010 2011

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

R NE SRS SN EEHE 484 489 S18 546 857

500 —

400
No. of authorized
sellers of poisons as
at end of year 300
BEFANERE
SEHETHEB

200

100

0
20 20! 20 j 201
Year & {7
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Table & 8

Applications for Registration of Premises

of Authorized Sellers of Poisons

EERESENERNEMEMEA

Year {53 2007 2008 2009 2010 2011

No. of applications for registration of premises

approved 39 32 57 67 47
MR MEBENEE

No. of applications for registration of premises

rejected 0 0 0 0 0
EREEMEFENEE

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

ERRAEMNERRBFRE

Table & 9
Regulatory Control of Authorized Sellers of Poisons
ERESZHEBNHRE

Year F1% 2007 2008 2009 2010 2011
No. of inspections conducted
W 991 1,023 1,101 960 1,138
l}lg;nof test purchases conducted 1,762 2396 2750 2360 3.863
HAEHE
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Table & 10

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

AR EEERHERESENERRNNIERTY

Number of cases
Disciplinary actions taken (EE==gs!
LEITH
2007 2008 2009 2010 2011

Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee)
< o 12 24 21 21
ERRETH %
(BNHBAREEZEEGETALEMM)

Informal disciplinary actions
(i.e. Verbal caution by representatives of the
Board) 17 13 18 €l 19
FEERALETE
(BB ERERRERATAEES)

The authorized seller of poisons ceased

operation before action taken ’ > 4 0 0
ZIHEBAEERRINCETHIERE

=

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

ZHEBR A EMABRPLEE

Total
45 By 30 39 60 58] 40
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Table & 11

Results of Disciplinary Inquiries
into Authorized Sellers of Poisons

HERESEHERETIKEMMAMNER

Number of cases

Findings of the Disciplinary Committee (EE==gs!
REZEZMFOR
2007 2008 2009 2010 2011

Charge dismissed

§Va 0 1 2 1 2
Ei=EZ N> AvA
Guilty of the charge

~ 12 23 36 20 19

FEHERN AL
Sentence of the Disciplinary Committee
REZEENFIE
Issue of written warning

- 8 8 8 6 7
BHEEES
Disqualified from being an authorized seller of
poisons for a period of time 9 15 28 14 12

BUHSHERE R —RIFE

35



Table & 12

Disciplinary Inquiries into Authorized Sellers of Poisons Handled by

the Pharmacy and Poisons Board

EAXEREEEHREEARERESENERAMNEEMMMER

Nature of offences*

(EESE3=y

(1)

36

Sale of Part I/Part Il poison without label/
proper label
HERBXERBNEIMAEIENE
B

Sale of Part | poison without the
supervision of a registered pharmacist/
proper supervision
ERETMERNMES/EEEEN
B TNHEE T

Sale of Third Schedule poison without
the authority of a prescription
EREBERARENBERLTHERKS
=3 1

Sale of antibiotic without the authority of
a prescription

ERERARENBRTHERER

Sale of unregistered pharmaceutical
product
HERKLTMERR G

lllegal possession of Part | poison

FEERRINSE

Possession of unregistered
pharmaceutical product
ERRKEMEDS SR

2007

(4.7%)

15
(34.8%)

(20.9%)

(0%)

(11.6%)

(0%)

(4.7%)

Number of cases (percentage)

2008

(8.6%)

25
(31%)

10
(12.4%)

(0%)

(3.7%)

(1.2%)

(8.6%)

BERHE (R
2009

(2.1%)

52
(36.4%)

11
(7.7%)

(0.7%)

(5.5%)

(0.7%)

(2.8%)

2010

(7%)

11
(25.5%)

(16.3%)

(2.3%)

(0%)

(0%)

(4.7%)

2011

(9.5%)

12
(19.1%)

(6.3%)

(0%)

(0%)

(0%)

(1.6%)



Table & 12 (Con’t) ({8)

Nature of offences*

(EESE3=y

(S)

(12)

(13)

(14)

Failing to keep proper record in the
Poisons Book

BRERR DGRBS REEESEEMR
A

Failing to store First Schedule poison in a
locked receptacle
BRERMRTNSEERE LHAE
2 A

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

Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trademark was applied
REENETABEEXNREAZMER
ERBEBRNE R

Trafficking in a dangerous drug
& B ZE ) B RE

Unlawful sale of Part | poison

FEHERINSE

Possession of a dangerous drug

ERRREY

2007

(9.3%)

(0%)

(2.3%)

(4.7%)

(0%)

(0%)

(0%)

Number of cases (percentage)

2008

(7.4%)

(6.2%)

(0%)

(4.9%)

(0%)

(4.9%)

(0%)

BRHE (BN

2009

11
(7.7%)

12
(8.4%)

(2.8%)

(3.5%)

(1.4%)

(4.9%)

(1.4%)

2010

(4.7%)

(11.6%)

(7%)

(2.3%)

(0%)

(2.3%)

(0%)

2011

(6.3%)

(3.2%)

(0%)

21
(33.3%)

(3.2%)
(3.2%)

(1.6%)

3/



3

Table & 12 (Con’t) (8)

* Some cases involve multiple nature of offences

B E RS R ZESET
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Table & 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2011

0NFEFHERESEFETMNIKEMAESR

Failing to store poison

properly

REXEFRSE

3.2%

Possession of a
dangerous drug

ERERED

1.6%

Unlawful sale of Part
| poison

FRHER M TEE

3.2%

Trafficking in a dangerous
drug
ek ZEY) 19 BRE

3.2%

Possession for sale or for

any purpose of trade or
manufacture goods to which a
forged trademark was applied
RESNEMEEIEER
;ﬁﬁﬁ%ﬁﬁé)ﬂ%%ﬁﬁﬁ%ﬁ@%ﬁ

33.3%

Possession of
Part | poison Possession of antibiotic
EREFIMEE EENEER

6.3% 3.2%

Sale of Part I/Part Il poison
without label/ proper label
HERBHLERBMEIF NS
|13 &5 22

9.5%

Sale of Part | poison
without the supervision
of a registered
pharmacist/proper
supervision
120275 = 1 22 ) A Bx
B/ BEEBNER
THERIHSE
19.1%
ﬁ

Sale of Third Schedule
poison without

the authority of a
prescription
ERBRESRENE
MR ERRISEE

~.__6.3%
Possession of
unregistered

pharmaceutical product
EEAKEMEDNR S

1.6%

Failing to keep proper
record in the Poisons Book

BAERRZCHEER

GESEERA
6.3%

Failing to store First
Schedule poison in a locked
receptacle
REBRRINSEERK
ELHENERA

3.2%

ERENENSEEER 39
2011 %



Table & 13

Number of Listed Sellers of Poisons in Hong Kong

EEMIRBEENERINE

Year 15 2007 2008 2009 2010 2011
No. of listed sellers of poisons as at end of year
\ et A7 ,31 ,397 4 572
BE AR RS ENEmYE L EE
4,000 —
No. of listed sellers 3,500 —
of poisons as at
end of year
. ‘ 3,000
BEFRNYE
SEHETHAB
2,500
2,000
1,500
1,000
500 —
0
2007 d 201

Year & 4

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 14

Applications for Licensing as Listed Sellers of Poisons

RSB REEFE

Year F{3 2007 2008 2009 2010 2011

No. of applications approved
BB BB B 8 E T I R S B S o7z 387 ere 925

No. of applications rejected 0 0 1 1 9
ERIIBETEHERNERPFHE

Table & 15

Regulatory Control of Listed Sellers of Poisons

B HEERNMRE

Year {3 2007 2008 2009 2010 2011
No. of inspections conducted
2 B 6,296 6,572 6,741 7,042 7,141
No. of test purchases conducted 1 467 5099 4077 > 866 3496
Eﬁ Ei % E ) D ’ ’ y

b

o

- /5
— I
Sl
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Table & 16

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

AR EEERHI A S ENERRIMNCETE

Number of cases

Disciplinary actions taken EES4=!
LEITH

2007 2008 2009 2010 2011
Removal from the list of listed sellers of
poisons 2 B 3 9 4
NFB BB EERER S
Issue of written warning 3 ’ 3 5 ’
BHBEES
The listed seller of poisons ceased operation
before action taken 0 8 0 0 0
ZIHERTE EERINAEITER MR
Total
a2y S 9 6 11 5

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

RAREREREERRERRAY SRS EBNKEMEAR

Number of cases (percentage)

?l@agg %‘ offences* BREE (Bt
ESy *
2007 2008 2009 2010 2011
(1) Sale of Part | poison 0 2 1 0 0
HEFINSE (0%) (12.5%) (7.7%) 0%) (0%)
(2) Sale of Third Schedule poison 0 1 0 0 0
SHEMFRIZEE (0%) (6.2%) (0%) (0%) (0%)
(8) Sale of unregistered pharmaceutical 5 ’ 0 0 0
product o o o o o
G £ o TS R B AU 5, (20%) (6.2%) (0%) (0%) (0%)
(4) Possession of Part | poison 5 3 6 9 3
EREILEEE (60%) (18.9%) (46.2%) (41%) (25%)
(5) Possession of antibiotic 0 1 1 8 0
EEMAERE (0%) (6.2%) (7.7%) (13.6%) (0%)
(6) Possession of a dangerous drug 0 0 0 0 1
BEREGREY (0%) (0%) (0%) (0%) (8.3%)
(7) Possession of unregistered 0 4 5 6 o
harmaceutical product
%ﬁ i %*%E@J%&'u (0%) (25%) (15.4%) (27.3%) (16.7%)
(8) Possession of substances to which the 3 > 3 3 0
Antibiotics Ordinance applies o o o o o
BB (RAEEER) AEONE ©0%)  (125%)  23%)  (13.6%) %)
(9) Possession for sale or for any purpose of
trade or manufacture goods to which a 0 5 0 ’ ’
forged trademark was applied o 12 59 o 459 o
BEEREABENEERRMES ©%) (12.5%) %) 4.5%) (8.5%)
FERRERBRNE M
(10) Supplying or offering to supply goods
;%r\)/ﬁgg:h false trade descriptions were 0 0 0 0 5
18 o, 32 40 4 B 2 R 9 52 ©%) ©%) %) (%) 1.7%)
NE @

* Some cases involve multiple nature of offences
FEMERE R EFRT
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Table & 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2011

20NFEFMAYBESRHEBNLRER

Supplying or offering
to supply goods to
which false trade
descriptions were

applied
HEXEZIHERE
F& FA 1R 79 56 B
ME &

41.7%

Possession of Part | poison
BEHEIMEE
25%

Possession of a dangerous
drug
BERREREY
' 8.3%
Possession for sale or for any purpose
of trade or manufacture goods to
which a forged trademark was applied
REBNEMBXXAREREME
BERREMENE R
8.3%
Possession of unregistered
pharmaceutical product
EBEARKTMERR R
16.7%

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 18

Issue of Wholesale Poisons Licences

SRtEMENS

Year &% 2007 2008 2009 2010 2011

No. of holders of wholesale poisons licences as at
end of year 836 855 865 857 767
BEFRNSERBEREEANEEB

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

BN mESESRERNEE

Table & 19

Issue of Manufacturer’s Licences

for Pharmaceutical Products

EANGSREERENESR

Year {5 2007 2008 2009 2010 2011

No. of holders of manufacturer’s licences as at end of
year 40 41 39 38 38
BEFANREHERES ANEE

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

25 26 25 26 25
Products as at end of year
BEFRFAEBERNARLAEEEEEAE
BN EBBRRFTEANEE
No. of manufacturer’s licences revoked/suspended 0 0 > 3 0
B R R AR RAE A

* 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.

BRI EEEEREANESI R MEYREMMRANRERTEL  LERENRRIE —ERR
HEREREMEEMEZ - NEHRAKANGE  SHRELEABN1995FERMA -
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Table & 20

Registration of Importers & Exporters
of Pharmaceutical Products

R R mE O &Y EE

Year F{3 2007 2008 2009 2010 2011

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

of year 262 232 210 180 136
BEFERAMELOBIRERFEANEE

No. of applications for registration certificates for

importer and exporter of pharmaceutical products 0 0 0 0 0

rejected
ERELOIHEREFFNEE

PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 21

Registration of Pharmaceutical Products

ERRAMEEM

Year 153 2007 2008 2009 2010 2011

No. of registered pharmaceutical products as at end

of year 19,410 19,165 19,588 19,189 18,903
BEFRNEIMERNRIHA
No. of registered 25,000 [ —————————
pharmaceutical
products as at end
of year
CEL T LS S
ERRmHE
15,000 —
10,000
5,000 |
0
20 20 201
Year £ {3

.

ERENENSEEER
2011 F%#H
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Table & 22

New Substances Added to Part | of the Poisons List Regulations in 2011

2011 FERE(BERRA) BIBMANHME

1. Clozapine; its salts SaY; HEE

2. Corifollitropin alfa HRINEE a

3. Denosumab HEFEH

4. Fenticonazole; its salts SRR ; HEX

5.  Prulifloxacin; its salts; its esters; their salts L) 2 HEE  HEgE o ©fmEs
6. Rasagiling; its satls ELER ) HES

7. Roflumilast; its salts AR HES

8. Romiplostim HERKAF

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 2011

201N FHFE (EBERBERG) ME1MIMANHYME

1. Clozapine; its salts SaY; HEHE

2. Corifollitropin alfa HRINEE a

3. Denosumab HEFEH

4. Fenticonazole; its salts SRR ; HEX

5.  Prulifloxacin; its salts; its esters; their salts L) 2 HEEE  HEgE o ©fmEs

6. Rasagiling; its salts ELER  HES

7.  Roflumilast; its salts AT HES

8. Romiplostim HERAF
BEHEEHXEKSEEER

20115 &
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Table & 24

Results of Appeals to the Court of First Instance

MERBEELHFMER

Number of cases

Findings of the Court of First Instance EE=4=!
JREMERERIFIR
2007 2008 2009 2010 2011

Dismissed

0 0 0 0 0
&[]
Allowed
P 0 0 0 0 0
(E3=)
Appeal withdrawn by the appellant
3R AL L3R 0 0 0 0 0
Total
. 0 0 0 0 0

O PHARMACY AND POISONS BOARD OF HONG KONG
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Table & 25

Appeal Cases Handled by

the Pharmacy and Poisons Appeal Tribunal

EARXRRBELFEIEEENEHRESR

Number of cases
Nature of appeals BEREE

LAFEE
2007 2008 2009

Removal of name from the list of listed sellers
of poisons 0 0 0
15| HEZEE EmAfiRa

Application for registration of a pharmaceutical

product 1 0 0
BT B S A
Zgg 1 0 0
BEBEBR XK

N g

2010

B

- /5

—h Dﬂ};

e

2011

i3 3



Table & 26

Results of Appeals to the

Pharmacy and Poisons Appeal Tribunal

MERNRERSELFEFIAELFNER

Number of cases

Findings of the Pharmacy and Poisons Appeal
Tribunal (EES 4=
RARREER LHEIRIFIR 2007 2008 2009 2010 2011
Dismissed

0 0 0 0 0
e
,/A\Elllowed 0 0 0 0 0
=
Appeal withdrawn by the appellant ’ 0 0 0 0
EERARIE L5
Total
sa 1 0 0 0 0

2 PHARMACY AND POISONS BOARD OF HONG KONG
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