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Year 2023 was another busy and fruitful year for the Pharmacy and
Poisons Board (“the Board”). As the Board Chairman, | take pride in
reporting our work and highlighting some notable achievements attained
during the year.

To safeguard public health, the Board keeps the sales control of medicines
under constant review to align our practices with international regulatory
standards. In September 2023, we decided to strengthen the sales
restriction on medicines containing codeine to deter potential abusive
use of the substance. By classifying pharmaceutical products containing
no more than 0.1% of codeine as Schedule 1 and Part 1 of Schedule
10 Poisons under the Pharmacy and Poisons Regulations (Cap. 138A,
Laws of Hong Kong), authorized sellers of poisons (“ASPs”) are required
to maintain sale records of such products, including relevant details of
purchasers. The measure has come into effect on 26 January 2024.

Based on practices of overseas regulatory authorities and the
recommendations of local experts regarding pholcodine (a centrally acting
cough suppressant for use in adults and children), the Board had agreed
to deregister pharmaceutical products containing pholcodine with effect
from 1 January 2024. In reaching the decision, the Board had taken
into account the serious health risk posed by the use of pholcodine for
developing anaphylaxis, the absence of effective risk mitigation strategies
and the availability of alternative cough preparations in the market.

In response to the increased utilisation of medical gases during the
COVID-19 pandemic, the Board had embarked on a review on the regulatory
control of medical gases in Year 2022. After careful consideration, it was
decided in September 2023 that medical gases should be regulated as
pharmaceutical products under the Pharmacy and Poisons Ordinance
(Cap. 138, Laws of Hong Kong). To facilitate the industry in understanding
and complying with the regulatory framework, comprehensive guidance
notes covering the registration and licensing requirements for medical
gases manufacturers and wholesalers, and updated qualifications and
training requirements for authorized persons and key personnel of related
licensed manufacturers had been drawn up. In addition, the Department
of Health had conducted a public consultation exercise in November 2023.
Feedback received from the public and relevant stakeholders were in
support of the initiative.

In addition to the above regulatory functions, the Board had reviewed and
streamlined the licensing procedures and requirements in connection with
the retail sale of poisons. Taking into consideration the general practices
in both local and international healthcare settings, a document entitled
"Guiding Principles on Assessing Fitness and Properness of an Authorized
Seller of Poisons and Appointed Person-in-charge” was published in
October 2023 to increase transparency of relevant work of the Board.
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The Board’s successful accession to the International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use (“ICH”) as an observer on 31 October 2023 marked a significant
milestone in our pursuit of the Government’s mission of developing
Hong Kong into an international health and medical innovation hub.
Through the ICH, we would be able to get familiarised with the latest
development of drug regulation worldwide for enhancement of the local
drug regulatory regime, thereby paving the way for developing Hong Kong
into an internationally recognised drug regulatory authority in the long run.

Another major initiative of the Board was the introduction of the "1+"
mechanism on 1 November 2023 to facilitate the approval of new drugs.
This mechanism allows holders of registration from one (instead of two or
more) of the recognised drug regulatory authorities to apply for registration
of new drugs for treating life-threatening or severely debilitating diseases in
Hong Kong, subject to other application conditions concerning submission
of sufficient local clinical data and endorsement from local experts being
met. The new measure which expedites the approval of new drugs
while ensuring that all drugs approved for registration meet the stringent
standards of safety, efficacy and quality will benefit needy patients. It
will also strengthen Hong Kong's capacity for drug evaluation, which is
an important step towards adopting a primary evaluation approach in
drug registration in the long run.

The Board is dedicated to upholding the standard and quality of locally
trained pharmacists. To this end, we appointed an Accreditation Panel
cum Visiting Team (“AP/VT”) comprising esteemed local and international
pharmacy experts to conduct a re-accreditation exercise for the Bachelor
of Pharmacy (“BPharm”) programme of the University of Hong Kong
(“HKU™). In June 2023, we endorsed the AP/VT's recommendation to
grant full re-accreditation to HKU’s BPharm programme for a period of
five years.

Preparatory work for the implementation of a continuing pharmacy
education (“CPE”) scheme for registered pharmacists had carried on.
Fully recognising the importance of ongoing professional development,
the Board endorsed the framework of a voluntary CPE Programme in
June 2023 and approved in principle the relevant implementation guidelines
in November 2023 in preparation for launching of the Programme on
1 June 2024.

The success of the Board counts on the support and assistance of all
members. We will continue to work in a concerted effort to fulfill our
roles in safeguarding public health and elevating the quality of healthcare
services by working closely with the pharmaceutical community and
other healthcare professionals.

Dr LAM Man-kin, Ronald, JP
Chairman
Pharmacy and Poisons Board
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This annual report covers the calendar year 2023. 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 (“the Appeal
Tribunal”) established under section 30 of the Pharmacy and Poisons
Ordinance is also included.

In order to provide readers with 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
46/F, Revenue Tower

5 Gloucester Road

Wan Chai, Hong Kong

Facsimile 1 (852) 2865 5540
Telephone 1 (852) 2527 8432
E-mail address  : ppb@dh.gov.hk
Website : www.ppbhk.org.hk
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Membership and Functions
of the Board
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(1) Membership

Members of the Board are appointed by the Chief Executive. Each
term is for a period of not more than three years. Members may be
re-appointed. The current membership is as follows:

(@) the Director of Health (Chairman);

(b) the Government Chemist;

(c) the Assistant Director of Health in the

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

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

(9) afull-time teaching staff of pharmacology of The Chinese University
of Hong Kong;

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

(i) 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 2023 was as follows:

(@) Dr LAM Man-kin, Ronald, JP (Chairman)

(b) Dr LEE Wai-on

() Mr CHAN Ling-fung, Frank, JP

(d) Dr CHIU Pui-yin, Amy, JP

(e) Mr WONG Wai-hung, Geoffrey (Legal Adviser)
(f) Professor WONG Chi-kei, lan

g) Professor YOU Hoi-sze, Joyce

h) Mr SUNG Ming-tat, Dick
Ms TAM Hi, Beverley
Mr YAU Fook-wing, Edward William

(i) Dr MARCET, Marcus Mitchell

(
(

Secretary
Ms WONG Wai-yee, Catherine
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(2) Functions v

The Board is established under section 3 of the Pharmacy and Poisons
Ordinance, Cap. 138, Laws of Hong Kong to carry out the following
functions in accordance with the provisions of the same Ordinance
and its subsidiary legislation:

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

(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 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 on policies and actions in relation to the
carrying out 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.

BEBXRSEEER 2023 £

Q

EEFIRE (HEE X RFEEH) 5 3%
BRI BTGB R E B EFIREN T
i BEG BE

(@) RIEEFIMEMEE > SIETAEM
FRARVEIAR ~ EMEME S KT
HASRBERERRZS,

b) ZHALRZEG AEELMAOITAR
0 R E TS BRI 6N ;

) RERBEZERNRTER (ERE
SRFERRIHBEEER) R
ERIGERETKERABTE
RUEBERZHLCEZEGHEER
ESEPFEFNEEF LIS,

O RERBRXENHnBEBNRES
HERR 5

€) REFEFNMHE BE SN
BHEE, R

() REEHHMVEMOOEFEE

EERETRELEEZEE -ELEEET
EHRBTEH MR L EBIREE RN
EHRRTHE - ERFREEEHIR
TAHEERMBEEREEZEYPMA
E#IT




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

U]

(ii)

Membership as at 31 December 2023

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

Ms CHU Kwok-pui, Jody

Mr LAM Fung-shing, Edwin

Dr LAM Tai-ning, Teddy

Dr LEE Pui-man, Jeff

Dr LEE Wai-on

Professor NG Kwok-wai, Enders

Ms CHAN Wai, Harriet (Secretary)

Functions

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

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

(b) 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;

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

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

(h) keep under review the standard of the registration examinations.
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(2) Pharmacy and Poisons (Listed Sellers of Poisons)

Committee [

@

(ii)

N

Membership as at 31 December 2023

Mr CHAN Ling-fung, Frank, JP (Chairman)
Mr HUNG Hon-wing, Gary

Mr KAN Kin-hang, Michael

Ms LEUNG Chau-yung, Catherine

Mr MUI Cheuk-nang, Kenny

Mr TING Wing-fai, MH

Mr YAU Fook-wing, Edward William

Mr LEE Hi-fung, Lees (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.

(3)Pharmacy and Poisons (Wholesale Licences)
Committee [

(i)

(ii)

N

Membership as at 31 December 2023

Mr CHAN Ling-fung, Frank, JP (Chairman)
Mr CHAN King-che, Stephen

Mr CHAN Tai-fu

Mr TSE Ka-wing

Mr TSOI Chick-lai, Samson

Mr WONG Kei, Eric

Mr LAU Moon-tong (Secretary)

Functions

The Pharmacy and Poisons (Wholesale Licences) Committee is
established to carry out the following functions in accordance
with regulation 26 of the Pharmacy and Poisons Regulations:

(@) consider and approve applications for wholesale dealer licence,
subject to any conditions it thinks fit to impose; and

(b) revoke a wholesale dealer licence, suspend a wholesale dealer
licence for a specified period, issue warning letter(s) to the
licensed wholesale dealer or vary a condition of the wholesale
dealer licence in the circumstances specified in regulation 26
of the Pharmacy and Poisons Regulations.
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(4) Pharmacy and Poisons (Manufacturers Li\cewr;sing)*
Committee 8

MEMERSHE (NEHRE)

Z88

(i) Membership as at 31 December 2023 (i) BZE—=-=F+-B=+—HBHH
Mr CHAN Ling-fung, Frank, JP (Chairman) REE
Dr CHAN Sing-kwok, Theobald BREZESEIP (EF)
Dr CHENG Chi-chung, Vincent PR & 18+
Dr CHOW Shing-fung, Aviva ISR
Mr LEE Foo-wing BEIEEL
Professor LEUNG Kam-tong FTERLE
Professor LEUNG Shui-yee, Sharon RMEHFT
Dr LIU, Diana RKBHE
Mr TSE Kin-on, Andrew AEEEL
Mr YUNG Siu-lung, Stephen HELTE
Ms CHEUNG Ching, Christine (Secretary) AIKBELE

(ii)

Functions

The Pharmacy and Poisons (Manufacturers Licensing) Committee
is established to carry out the following functions in accordance
with the Pharmacy and Poisons Regulations:

(@)

consider and approve applications for licence to manufacture
pharmaceutical products, subject to any conditions it thinks
fit to impose;

revoke a licence to manufacture pharmaceutical products,
suspend a licence to manufacture pharmaceutical products
for a specified period, issue warning letter(s) to the licensed
manufacturer or vary a condition of the licence to manufacture
pharmaceutical products in the circumstances specified in
regulation 29 of the Pharmacy and Poisons Regulations;

consider and approve applications for registration as authorized
person or renewal of registration as authorized person, subject
to any conditions it thinks fit to impose; and

cancel the registration as authorized person, suspend the
registration as authorized person for a specified period, issue
warning letter(s) to the registered authorized person or vary
a condition of the registration as authorized person in the
circumstances specified in regulation 30F of the Pharmacy
and Poisons Regulations.
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(5) Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical
Trial/Medicinal Test) Committee ‘

(i) Membership as at 31 December 2023 (i) BZE—S-=F+-B=+—HBHHK

Mr CHAN Ling-fung, Frank, JP (Chairman) EEHE

Ms CHAK Man-lee, Charlotta BRZEZNEIP (EE)

Mr CHEUNG Yiu-ming BRFEIz L

Professor CHEUNG Yin-ting RIBRR ST E

Dr HO Chin-ho, Kenny REBEHIR

Professor LOONG Ho-fung, Herbert MR =EE

Dr NG Fook-hong BRI SREUR

Dr NG Kwok-keung REREESE

Professor TSE Wai-choi, Eric SEREE

Mr WONG Yik-cheong, Anthony ER A ES 6

Mr YEUNG Yee-fai, Raphael (Secretary) E=Emaittt

HRELRE (WE)

(i) Functions

The Pharmacy and Poisons (Registration of Pharmaceutical (i) BAE

Products and Substances: Certification of Clinical Trial/Medicinal
Test) Committee is established to carry out the following functions
in accordance with the Pharmacy and Poisons Regulations:

(@) consider new or renewal applications for registration of
pharmaceutical products or substances, and issue registration
certificates subject to any conditions it thinks fit to impose;

—
O
=

deregister a pharmaceutical product or substance, suspend
the registration of a pharmaceutical product or substance for
a specified period, issue warning letter(s) to the holder of a
registration certificate or vary a condition of the registration
of pharmaceutical products or substances;

(c) consider applications for approval to change any of the registrable
particulars of a pharmaceutical product or substance;

(d) consider applications for conducting a clinical trial on human
beings or a medicinal test on animals, and issue a clinical
trial certificate or medicinal test certificate, subject to any
conditions it thinks fit to impose; and

(e) cancel a clinical trial certificate or medicinal test certificate,
suspend a clinical trial certificate or medicinal test certificate
for a specified period, issue warning letter(s) to the holder of
the certificate or vary a condition of the certificate.
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(6) Poisons Committee

@

(ii)

Membership as at 31 December 2023

Dr LEE Wai-on (Chairman)

Mr CHAN Ling-fung, Frank, JP
Dr MARCET, Marcus Mitchell

Mr SUNG Ming-tat, Dick

Ms TAM Hi, Beverley

Professor WONG Chi-kei, lan

Ms CHAN Wai, Harriet (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:

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

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

(7) Postgraduate Pharmacy Training and Development
Committee

i)

Membership as at 31 December 2023

Professor ZUO Zhong, Joan (Chairman)
Mr CHAN Ling-fung, Frank, JP
Mr CHAN Sze-tao, Lot

Ms CHAN Wai-kei, Victoria

Mr CHEUNG, Kenny

Mr CHEUNG Po-yan, Edmund
Mr CHEUNG Yiu-kwong, Alex

Dr HO, Clare

Ms HSUEH Cheung-mei, Vivian
Dr LAU Sze-ngar, Grace

Dr LEE Pui-man, Jeff

Mr LO Cheuk-fei, Jeffrey

Mr SO Pak-yin, Stephen

Mr SUNG Ming-tat, Dick

Ms TAM Hi, Beverley

Ms TAM Yuen-ting, Eliza

Ms CHAN Wai, Harriet (Secretary)
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(ii) Functions

The

Postgraduate Pharmacy Training and Development Committee

is set up under the 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;

carry out such other functions connected with internship
training as may be permitted or assigned to the Committee
by the Board; and

advise the Board on matters pertaining to the continuous
professional development (“CPD”) requirements in upkeeping
the practising standards of registered pharmacists in Hong
Kong, which include but not limited to the following —

i. devise policies and implementation strategies in regard
to the CPD / continuous professional education (“CPE”)
for registered pharmacists;

ii. accredit CPE administrators and CPE programme providers;
and

iii. implement, monitor (include record-keeping) and review
the progress of the CPE scheme.
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\: ﬁhe Work of the Board and its Committees
| EREEREEZEEEHIIE

(1) B 5 6 B9 25 e, ¢

(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 the qualification, examination and
training requirements specified by the Board.

BREBRENER ML EDEERRH
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ZHAMEREERE AR EREM-

(i) B

(i)

(ii)

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

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

(b) anon-locally trained applicant 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 in (i)(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 2023. A total of 20 applicants cumulatively
passed all the three subjects in the year 2023.

The results of these two registration examinations are shown in
Table 1. Figures for 2019 to 2023 are also included for comparison
purpose.

(iii) Training

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

Applicants holding a recognised pharmacy degree awarded elsewhere
should have had an aggregate of relevant pre-registration training
and/or 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.
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(iv) Registration

(v

~

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.

As at 31 December 2023, there were 3 317 registered pharmacists
in Hong Kong. Statistical data regarding registration of pharmacists
and breakdown of fresh registration, removal from the register
and re-registration of pharmacists for 2019 to 2023 are shown
in Tables 2 and 3.

Practising Certificates

All practising pharmacists must obtain a practising certificate
annually in accordance with section 10A of the Pharmacy and
Poisons Ordinance.

(vi) Discipline of Pharmacists

Inquiries into the conduct of registered pharmacists are made
by Disciplinary Committees appointed under section 15 of the
Pharmacy and Poisons Ordinance. A registered pharmacist found
guilty of misconduct will be subject to disciplinary sanctions,
ranging from censure, written warning, 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 23 to 25 of this report.

Statistical data regarding disciplinary actions taken by the Board
in respect of registered pharmacists in 2019 to 2023 are shown
in Tables 4,5 and 6.
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(2) Licensing and Regulatory Control of_Reﬁrad@m" g ’
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(Including Authorized Sellers of Poiso\ﬁé\\and Lis,te'd"
Sellers of Poisons) ‘

BT
() EEESRNEH: BRI

(i) Authorized Sellers of Poisons: Licensing

(ii)

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. Besides, ASPs are
also authorized to conduct retail sale of poisons included in Part 2
of the Poisons List at registered premises. 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 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 an ASP.
The ASP may also display a logo prescribed under section 13A
of the Pharmacy and Poisons Ordinance.

ASPs must apply for renewal of registration annually. All records
of an ASP will be taken into account when the Board assesses
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its application for renewal of registration of premises each year. s EmASEnESERH
If the ASP is not considered a fit and proper person to continue HaMiESR TR ESEERES
the retail business of poisons, the application will be rejected. N E MR R P SRR

There were 623 ASPs registered in Hong Kong as at the end
of 2023. Statistical data regarding the total number of ASPs,
applications for registration and renewal of registration of premises
of ASPs in 2019 to 2023 are shown in Tables 7 and 8.

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, variation on the conditions relating
to the registration of premises to disqualification from being an
ASP for a specified period of time.
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Five inquiries were held in 2023 and all of the ASPs concerned
were found guilty of misconduct. One ASP was issued with a
written warning whilst four others were disqualified from being
an ASP for a period of time.

For minor infringement, if the pharmacist of the ASP concerned is
directly involved in the case, the Board may direct the proprietor
/ director and duty pharmacist of the ASP to be interviewed by
the Assistant Director (Drug) of the Department of Health and
the Secretary of the Board and be given verbal cautions. Verbal
caution may be given to the director / proprietor in the presence
of the pharmacist when the pharmacist is not involved in the case.
A total of seven such interviews were held in 2023.

The number of inspections and test purchases conducted by
pharmacist inspectors against ASPs in 2019 to 2023 is shown
in Table 9.

Statistical data regarding disciplinary cases handled by the Board
in respect of ASPs in 2019 to 2023 are given in Tables 10, 11,
12 and 12A.

(iii) Listed Sellers of Poisons: Licensing

A listed seller of poisons (“LSP”), commonly known as a medicine
company, is a person approved to conduct the retail sale of poisons
included in Part 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 4 143 LSPs in Hong Kong as at the end of 2023. The
number of licensed LSPs in 2019 to 2023 is shown in Table 13.
Statistical data regarding applications for LSP licences in these
five years are shown in Table 14,
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(iv) Listed Sellers of Poisons: Discipline

Like ASPs, LSPs are also subject to inspection by pharmacist
inspectors but unlike 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, the Dangerous
Drugs Ordinance, the Trade Descriptions Ordinance, or the LSP
has contravened the Code of Practice or licensing conditions,
his case will be submitted to the Board for consideration. If the
Board considers him not a fit and proper person to continue the
retail business of Part 2 poisons, his name will be removed or
suspended for a period specified by the Board from the list of
LSPs. 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 2019 to 2023 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.

(3) Licensing and Regulatory Control of Wholesaler§.
and Manufacturers

() Wholesale Dealers of Pharmaceutical Products

Subject to the provisions of the Pharmacy and Poisons Regulations,
any person wishing to deal in wholesale and/or import / export
of poisons and/or pharmaceutical products should apply to the
Pharmacy and Poisons (Wholesale Licences) Committee for an
annual wholesale dealer licence.

A licensed wholesale dealer must keep a record of all transactions
involving poisons included in Part 1 of the Poisons List or any
pharmaceutical product. Sales of poisons are restricted to
authorized persons only.
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(ii)

Wholesale dealers are subject to inspection by pharmacist
inspectors of the Department of Health. If a wholesale dealer
has been convicted of any offence under the Pharmacy and
Poisons Ordinance, the Dangerous Drugs Ordinance, the
Antibiotics Ordinance, the Undesirable Medical Advertisements
Ordinance, specified provisions under the Import and Export
Ordinance, the Public Health and Municipal Services Ordinance
or the Trade Description Ordinance (“the relevant Ordinances”),
or the Pharmacy and Poisons (Wholesale Licences) Committee is
of the opinion that a licensed wholesale dealer has contravened
the licensing conditions or Code of Practice, the Pharmacy and
Poisons (Wholesale Licences) Committee may revoke the wholesale
dealer licence or suspend the licence for a period that it thinks fit,
issue a warning letter or vary its licensing condition.

There were 1 002 holders of wholesale dealer licence in Hong Kong
as at the end of 2023. Statistical data regarding the wholesale
dealer licences and related disciplinary cases handled by the
Board for 2019 to 2023 are shown in Tables 18 and 19.

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 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 is properly kept.
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The manufacture of pharmaceutical products must be supervised
by a registered pharmacist or persons with such other qualifications
as approved by the Board. A manufacturer must also ensure that
at least one authorized person is employed to be responsible
for ensuring and certifying that the pharmaceutical products are
manufactured in accordance with the Pharmaceutical Inspection
Co-operation Scheme Good Manufacturing Practice (“PIC/S GMP”)
Guide and registration requirements.

Similar to wholesale dealers, manufacturers are also subject to
inspection by pharmacist inspectors of the Department of Health.
If a licensed manufacturer has been convicted of any offence
under the relevant Ordinances, or the Pharmacy and Poisons
(Manufacturers Licensing) Committee is of the opinion that the
licensed manufacturer has contravened the licensing conditions,
Code of Practice or Good Manufacturing Practice Guide, the
Pharmacy and Poisons (Manufacturers Licensing) Committee may
revoke the licence to manufacture pharmaceutical products or
suspend the licence for a period that it thinks fit, issue a warning
letter or vary its licensing condition.

There were 61 holders of a manufacturer’s licence in Hong Kong
as at the end of 2023, and all of them were required to comply with
the PIC/S GMP Guide with effect from 1 October 2015. Among
these 61 holders, 40 holders were only authorized to conduct
secondary packaging of pharmaceutical products. Statistical data
of manufacturer’s licences, the number of authorized persons,
and related disciplinary cases handled by the Board for 2019 to
2023 are given in Tables 20 to 23 respectively.
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(4) Registration and Classification of PharnMxti cal

i |
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Products

(i)

(ii)

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
manufactured outside Hong Kong, the Committee may require
the applicant to take any or all of the following actions:

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

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

(c) pay a fee as representing the expenditure incurred by or on
behalf of the Committee in carrying out an inspection at the
manufacturing premises.

A registration certificate will be issued on registration of a
pharmaceutical product, and will be subject to any conditions
the Committee thinks fit to impose. The applicant will also be
advised of the classification of the product.

There were 14 463 registered pharmaceutical products in Hong Kong
as at the end of 2023. The number of registered pharmaceutical
products as at the end of 2019 to 2023 is shown in Table 24.

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 Schedules
1 and 3 of the Pharmacy and Poisons Regulations. The classification
of pharmaceutical products in Schedule 10 (i.e. Poisons List), and
restrictions on sales under the two schedules are:
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Classification Restriction(s) on sale

(a) Part 1 Poisons:
Poisons included in
Part 1 of Schedule 10
(i.e. Poisons List)

(b) Schedule 1 Poisons:
Poisons included in
Part 1 of Schedule 10
(i.e. Poisons List) and
Schedule 1 to the
Pharmacy and Poisons
Regulations

(c) Schedule 3 Poisons:
Poisons included in
Part 1 of Schedule 10
(i.e. Poisons List) and
Schedule 3 to the
Pharmacy and Poisons
Regulations

(d) Part 2 Poisons:
Poisons included in
Part 2 of Schedule 10
(i.e. Poisons List)

They can be sold only by authorized sellers of
poisons under the supervision of registered
pharmacists. 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.

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 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.

They can be sold by listed sellers of poisons
and authorized sellers of poisons without
the supervision of registered pharmacists.
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Regulatory provisions in other related areas are contained in
Schedules 2 and 4 to 7 to the Pharmacy and Poisons Regulations:

Schedule

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

and the Pharmacy and Poisons Regulations FRBYELEH) &

4 setting out the statement of particulars as to proportion . ST F BN RS RS B IR
of poisons in certain cases 2 |E0 PR

5 prescribing the labelling requirements for certain poisons 5 AN ELSENERER

3 Iisting put certain poisons which arg exempted'from labelling Bi| B 77 B b 5 30 R 44 4 o4 FE B 4
provisions when sold or supplied in certain circumstances 6 A L EGHE S

7 listing out certain poisons which are required to be specially 51|t 24 B 4 T B R A A e
labelled for transport Tk HEL

Classification and distribution in Schedule 10 (i.e. Poisons List) and N o o
( ) EEBEBET(RAEREER

imposition of control through the various schedules were made
through amendments to the Pharmacy and Poisons Regulations.

) o R B & an 7E B R lO(EI]ﬁ;

PR K 2\
Amendments proposed by the Board and approved by the Legislative iﬁ ?ﬁ@ﬁiﬁ *Dﬁfﬁaﬁi jz * E?}L
Council in 2023 are shown in Tables 25 and 26. Aty BoALER
TECCEHEEERMERNNED

BH(ERERSERG) FHBE
FT5IE R TR 25 K 260

1l
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CREZEENMEEETIAL!

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 2023, the Chairman of the Disciplinary Committee
was Dr CHIU Pui-yin, Amy, JP, Controller, Regulatory Affairs of the
Department of Health. Registered pharmacists who had served as
members in 2023 included:

Ms CHAN Yin-yin, lvy

Mr CHEN Wen-ben, Benny
Ms CHEUNG Oi-ling

Mr HO Hon-fai

Ms KUNG Wai-yiu

Mr LEE Siu-to

Mr NG Pan-pan, Rex

Mr NG Wing-yan

Mr NG Yu-chau, Patrick
Mr WONG Chi-ming
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In accordance with section 15 of the Pharmacy and Poisons Ordinance,
a Disciplinary Committee is appointed by the Board for the purpose
of disciplinary inquiry if:

(@)

a complaint is received by the Board regarding the conduct of a
registered pharmacist or an employee of a registered pharmacist, or
it appears to the Board that a registered pharmacist has contravened
a code of conduct applicable to the registered pharmacist;

a complaint is received by the Board regarding the conduct of
an authorized seller of poisons (“ASP”) or an employee, officer
or partner of an ASP, or it appears to the Board that an ASP has
contravened a code of practice applicable to the ASP;

any of the persons mentioned in (a) or (b) above, is convicted of
an offence under:

i) the Pharmacy and Poisons Ordinance, the Dangerous Drugs
Ordinance, the Antibiotics Ordinance, the Undesirable Medical
Advertisements Ordinance; or

ii) section 52, 54 or 61 of the Public Health and Municipal Services
Ordinance or section 7, 7A or 9 of the Trade Descriptions
Ordinance;

it appears to the Board that a condition imposed under section
13 of the Pharmacy and Poisons Ordinance in respect of the
registration of any premises of an ASP has been contravened; or

it otherwise appears necessary or desirable to the Board to inquire
into the conduct of any of the persons mentioned in (a) or (b)
above.

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

(@)
(b)
(©)

censure the registered pharmacist;
issue a warning letter to the registered pharmacist; or

remove his name from the register of pharmacists and not to
re-enter it thereon for such period as the Disciplinary Committee
directs.
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RIE (BB R FEEEF) 5 15 & BIE
BEHLEZETH TIBRBRLE
i

(@ EEEREIAREEMERMEH
BENTARTHRF NEERE
BEERMEER BB ZEL MM

(1785FR0 5

EEERERIARMEERESEHEE
B HEE BRABNEBANGTA
BRINRF  NEEREREERE
FENERCERBANZHERN
(TR S
() Sttt (a) 5 (b) WK EMAL
WEETIE:
() (ERERFEEFG) - (BRE
WRG) ~ (RERRKED (R
BE (BE) 1%6I) FRETISEIT,
(i) (DAREERTEIFG) 5 5254
8k 61 %3¢ (B maRPRIRGI) 58 7
TA 3% 9 IRFRETSEAT
d SEEEREERE (BHERSEMR
) % I3 EERESEHERN
FEFREYSE MM AR By H AR EAE
;5=
e EEERTHMBERT BEGERE
sEEMEME (@) F (b) BRFTEEAY
ABITRIETETH

—
S

VTR 2 7 R 4 o0 LR R T

7 REERETERNTER

(@) HEHRE;

(b) PIERBB RS & 5

O ERRERBERNBMA BER
A0 2 40 TR 2 R B o

Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2023



iz |
off
;@4
15
e
o
il
g
1

As for an ASP or an employee, officer or partner of 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;

(b) any or all of the premises of that ASP be removed from the register
of premises, either until the expiry of the certificate of registration
issued to that ASP in respect of the premises, or for a shorter
period as may be specified in the direction;

(c) variations be made to the conditions relating to the registration
of any or all of the premises of that ASP; or

(d) awarning letter be served on that ASP.

At the conclusion of a disciplinary inquiry, the direction of the Disciplinary
Committee against a registered pharmacist or an ASP takes effect
immediately if the Disciplinary Committee considers it in the public
interest to bring the direction into immediate effect. In other cases,
the direction takes effect on the date specified by the Disciplinary
Committee if no appeal has been lodged before the expiry of the period
for lodging an appeal. If an appeal has been lodged, the direction
takes effect on the date on which the appeal is finally determined.

The Disciplinary Committee may, subject to any conditions it thinks fit
to impose, suspend for a period not exceeding three years (suspension
period) the operation of a direction to remove a pharmacist’s name
from the register of pharmacists, disqualify a person from being an
ASP, or remove any or all of the premises of an ASP from the register
of premises so that the direction takes effect only if a condition so
imposed is contravened during the suspension period.

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 was no appeal to the Court
of First Instance in 2023.

HE e 2023 F£#H

ERERESEHERIHES - BRA
BREBN CREEZEGAEMNTER
EHTFHIIETR

@ FE—IEENHABA BUHZIEHERD
MERESEBEERNER,

(o) WEEEPTEFMEC 2R MR MIPRZIHE R
ERREHEM BEEAZEEHE
HHNEREFEMERENERRE
o HAH—REZIBIERIEARE
ERESTS

O BB EEOETRS WEFL
bt 3

d MRERESEHEFTREESE-

CREZEEAEMATER N AHME
AMERMYEERESEHERFY
MEERERERESF 2R BJiER
BB R SR H A ISR T AR A L E
IREAEMATIR L > BN EZEG SN
HHAEM WA LafRt > Al LR
REHENBIENS

CRZEGRABEERMBFFIRER
T BRATHENR EER MRt
BRI R M PiRE BUS R ERER
RSEHEBNER AREERESE
5 & S RV E RIS 2 R BE P 1L R PR s R A2
MR ENER ARTER=F (&
RED) > LEIRBWMILHEMEVIR A EE &
WREER ZIETRTEEN -

MEMALRRY LR SRESRE
ZHHB RIS SEBRTE DAHERR
HEEMIAARFNRE - BHMALHNR
EEESEEHNE RN ER - AR
S RBA BN Z+/\ AR R
2o

%5% 11 DB BAMEMERMRE
EREENEBNCETAERO G
HF B BRAEREKEE
fo] L 3eRsE o




PN

Membership and Functions of

t \ ";t?le Pharmacy and Poisons Appeal Tribunal
) BRI REE RS R A R

L8

The Tribunal consists of the following members who are appointed by
the Chief Executive in accordance with section 30(2) of the Pharmacy
and Poisons Ordinance:

(@) alegally qualified person who shall be the chairman of the Tribunal;
(b) aregistered medical practitioner;

(c) aregistered pharmacist;

(d) a person qualified in pharmacology;

(e)

e) aperson nominated by the Director of Health from a panel consisting
of persons nominated by pharmacists’ associations;

(f) aperson nominated by the Director of Health from a panel consisting
of persons nominated by pharmaceutical industry associations;
and

(9) 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 2023 was as
follows:

Name Membership
Mr Jenkin SUEN, S.C. Chairman
Professor CHOW Yee-kwan, Elaine Member

Dr LAM Pui-san, May Member

Dr TSE Sut-yee Member

Mr CHAN Tai-fu

Mr CHEUNG, lan

Mr CHENG Kin-tung, Johnny
Mr CHUNG Wing-fai

Mr LO Yin-cheung

Mr PANG Hok-ming

Mr YEUNG Chi-fat

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
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@ Functions o

ERERFEIFBIERE (BEEK
FERG) F 30 M B ERAME
ETIEE:

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 suspension
or 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 received by the Tribunal from 2019 to 2023.
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Results of the Registration Examinations

s sl AR
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
Year BBELES BT 25 GEIHD
F13 No.sat | No. passed | Passing % | No.sat | No. passed | Passing % | No.sat | No. passed | Passing %
2MAE | GRA | EBRX | 2MAH | SBAE | GREX | BMAH SBAH | 58X
2019 135 77 57.0 250 82 32.8 192 71 37.0
2020 73 49 67.1 140 37 26.4 98 56 57.1
2021 53 22 4.5 105 24 22.9 60 36 60.0
2022 81 53 65.4 121 42 34.7 74 36 48.6
2023 75 48 64.0 138 22 15.9 80 46 57.5
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Number of Registered Pharmacists in Hong Kong

& A ML A 2K
Year F1% 2019 2020 2021 2022 2023
Number of registered pharmacists as at the
end of the year 3 001 3097 3181 3259 3317
BEFERAEMER A

Number of registered pharmacists as at the end of the year
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Statistical Tables and Charts
HaTEFR

Breakdown of Fresh Registration, Removal from the Register and
Re-registration of Pharmacists

waE i « M PRsE MR EMEMN D EHRTF

Year (% 2019 | 2020 | 2021 | 2022 2023
Fresh registration (Non-local graduates)
o = 55 53 43 45 21
HrEEfm (FEASHE )
Fresh registration (Local graduates)
N = 75 73 81 60 52
HrEEm (AR )
Removal from the register*
N * 21 30 43 32 21
i B EE At
Re-registration
o 2 0 3 5 6
EER g
Net increase 111 9 | 84 | 78 | 58
FHE
* excluding orders by the Disciplinary Committee
TOELEZEGNIES

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

ERRRSEERRHTMER MR RT

Number of cases
Disciplinary actions taken EEZ 4=

EREXRYACIRTT
2019 | 2020 | 2021 | 2022 | 2023

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

IETVACR1TE) (BIHEACRLZEGETAAEME)
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Statistical Tables and Charts
St BT

[ Table % 5 |

Results of Disciplinary Inquiries into Registered Pharmacists

HEEMERMETRRMAMNER

Findings of the Disciplinary Committee

Number of cases

EE354=
k‘ PA =ﬁ, 'y N
TRERWIRR 2019 2020 | 2021 2022 2023
Charge dismissed
. 0 0 0 0 0

FEIEAR AL
Guilty of the charge

N 1 0 0 1 0
FEIERGIL
Directions of the Disciplinary Committee
HWREEEEET
Censure 1 0 0 1 0
FEE]
Removed from the register for a period of time 0 0 0 0 0
FR 2 fBRE —ER A

Disciplinary Cases regarding Registered Pharmacists Handled by the

Pharmacy and Poisons Board

BERRRSEERREEAMEMEL M CRER

Nature of offences*

Number of counts

R
EsrER 2019 2020 2021 @ 2022 | 2023
(1) \I;;;fzs&?ﬁ?nal misconduct 0 0 0 0 0
(2) Selling Schedule 3 poison(s) without the
authority of a prescription 1 0 0 0 0
ERERAEENER THEN R 3 F%
(3) Failing to keep proper record of antibiotics ’ 0 0 1 0
REHENEZNEE S

* Some cases involve multiple nature of offences
IR BRI ZEFR1T
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Number of Authorized Sellers of Poisons in Hong Kong

EEANERESEREHHNE
Year 15 2019 2020 2021 2022 2023
Number of authorized sellers of poisons as at
the end of the year 649 610 593 600 623

BEFRIVERESEIHERHE

Number of authorized sellers of poisons as at the end of the year
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Statistical Tables and Charts
St BT

Applications for Registration of Premises of Authorized Sellers of Poisons
RS ERMNEFEMERE
Year &F{% 2019 | 2020 | 2021 | 2022 2023

Number of applications for registration of
premises approved 51 23 19 33 51

EMERFrsE M RSB RV E

Number of applications for registration of
premises rejected 0 0 0 0 0

1BEXBEEFrsE M ERsE RV EE

Number of applications for renewal of
registration of premises rejected 0 0 0 0 2

1B BEEFrsE MRV ERR R R HE

Regulatory Control of Authorized Sellers of Poisons

ERESEHERNRE
Year 1% 2019 | 2020 2021 | 2022 2023

Number of inspections conducted
KEEHHE

Number of test purchases conducted
A EEE

Note: The numbers of inspections and/or test purchases in 2020 to 2021 were subject to the impact of the COVID-19
pandemic and the social distancing measures.
0 2020 £ 2021 FMKER / HAEHER 2019 BRFEEFRB BRI TEREHTE -

1305|1060 1213 1250 1242

4101 | 2664 6033 | 5615 5156

BEREHNXRBEE

HE e 2023 iR @




Statistical Tables and Charts
HaTEFR

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

BN ERSEERRNERESENEHRMNLRT

Number of cases
Disciplinary actions taken HES =]

PRENRYAC1R1T

2019 | 2020 | 2021 | 2022 2023

Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 11 4 7 5 5

IETVACR1TE) (BIHEACRLZEGETAAEM )

Informal disciplinary actions
(i.e. Verbal caution by representatives of the Board) 6 12 6 8 7

FFIENCRETH (ABREERARGTOEES)

The authorized seller of poisons ceased operation

before action taken by the Board 1 2 1 0 0
ZIHEB T E BRI RITER B
Z;fg;' 18 | 18 | 14 | 13 | 12

Q Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2023




Statistical Tables and Charts
St BT

[ Table % 11

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESENEHETLEMANER

Number of cases

Findings of the Disciplinary Committee EES =]
WEREZEFHHR
2019 2020 2021 2022 2023
Charge dismissed
\ 0 0 0 0 0

FEEARRAL
Guilty of the charge

. 11 4 7 5 5
FE¥ERIL
Directions of the Disciplinary Committee
WWERZEEET
Issue of written warning
FHBEES S L L R
Disqualified from being an authorized seller of
poisons for a period of time 5 3 2 2 4
EUHIHE M E R —EEE
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Statistical Tables and Charts
et EFTR

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

BN ERSEERRRERMERES RIHERNLEMAESRE

. o . Number of counts (percentage)
ature of offences RE ( HIREE)

(EALE 2019 2020 2021 2022 2023

(1) Sale of Part 1/Part 2 poison(s) without label/proper
label

HERBRE / REZEREBAVE 1 80505 2 BHE

0 0 1 3 0
0%) | (0%) | (4.55%) (16.67%) (0%)

(2) Sale of Part 1 poison(s) without the supervision of a

registered pharmacist/ proper supervision 5 2 4 2 1
ORBMERREE / BERENBERTHES 1 | (10%) | (20%) [(18.18%) (11.11%)| (8.33%)
i

(8) Sale of Schedule 3 poison(s) without the authority of
a prescription

HERERDRENERINTHENR 3 HH

12 2 4 2 1
(24%) | (20%) |(18.18%)|(11.11%)| (8.33%)

(4) Sale of antibiotics without the authority of a
prescription

ERERARENER MHENRER

5 1 8 4 0
(10%) | (10%) |(36.36%)|(22.21%), (0%)

(5) Possession of poison(s) included in Part 1 of the
Poisons List

EASFERE 1 BYIEREE

0 0 0 0 1
0%) | (%) | (%) | (0%) | (8.33%)

(6) Possession of unregistered pharmaceutical
product(s)

ERREEMER R

6 2 1 1 2
(12%) | (20%) | (4.55%) | (5.56%) |(16.68%)

(7) Possession of substance to which the Antibiotics
Ordinance applies

BR (MERFRE) BRNME

(8) Possession for sale or for any purpose of trade
or manufacture goods to which a false trade
description was applied
AEENEAHEINERRMER RAERE MR
BARY &S

(9) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark

0 0 0 0 1
(0%) (0%) (0%) (0%) | (8.33%)

0%) | (0%) | ©%) | (0%) | (0%)

. 2 1 0 0 1
was applied N 0 o o o
AEENIARERNERARTEaRERGEREy | 0 | (10%) 1 0% 1 (0% |(8.33%)
S
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Statistical Tables and Charts
St BT

Table ® 12 (conta) @

Nature of offences*

Number of counts (percentage)

Py RE (FIRLE)
2019 2020 2021 2022 2023
(10) Failing to store poison(s) properly 3 1 3 3 2
REBEEMITFEE 6%) | (10%) |(13.63%)|(16.67%)|(16.68%)
(11) lllegal sale of unregistered pharmaceutical product(s) 2 0 0 2 1
JETASH & ARASTE MRV ZER & o (4%) (0%) (0%) |(11.11%)| (8.33%)
(12) Selling Part 1 poison(s) without making an entry in 0 0 1 1 0
the poisons book
HEF | BEESOERAGSER (%) | (%) | (4.55%) | (5:56%) | (0%)
(13) Failing to seek prior approval from the Pharmacy
and Poisons Board for change in the ownership/
directorship or person-in-charge of the authorized 1 0 0 0 0
seller of poisons (2%) (0%) (0%) (0%) (0%)
R REEHER R B ERRELEERFEEERN
A ERTHAAN/EFZHEEA
(14) Selling goods to which a forged trade mark was
applied 12 1 0 0 1
P O s T R £ (24%) | (10%) (0%) (0%) | (8.33%)
(15) Failing to ensure that all the keys of the lockable
receptacle in the dispensing area were kept by the 0 0 0 0 0
registered pharmacist o o o o o
KA LHmRn ARk mmaEm | O | 0% | 0%) 1 0% 0%
RE
(16) Failing to provide written order(s) in relation to 0 0 0 0 0
urchasing of controlled medicines
AT BRI S EITE %) | @) | %) | ©%) | 0%)
(17) Failing to provide sales invoice(s) for controlled
medicines 0 0 0 0 0
KA S SR BT 0%) | 0% @] 0% 1 0%
(18) Failing to keep proper record of psychotropic
substances in psychotropic substances book 0 0 0 0 0
REEHBHREYCHRMARFEREYERANZSE | 0%) (0%) (0%) (0%) (0%)
sCER
(19) Trafficking in dangerous drug 0 0 0 0 1
IRiEEIREEY) (0%) (0%) (0%) (0%) | (8.33%)
(20) Failing to maintain proper record of antibiotics 2 0 0 0 0
BREHFSENNERCER (4%) (0%) (0%) (0%) (0%)

Some cases involve multiple nature of offences
AR KL EET
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Table® 12A

Statistical Tables and Charts
HaTEFR

Disciplinary Inquiries into Authorized Sellers of Poisons in 2023

2023 FRMERESEIHERNLEAAESRE

Trafficking in dangerous drug
ARERIREY

Selling goods to which a forged
trade mark was applied

HERBREHRNER

lllegal sale of unregistered
pharmaceutical product(s)
FEEH E RS MAY

BR%m

Failing to store
poison(s) properly
REESITFHEE

8.330,

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

HEENEAREAREAEME
BREBREBRNER

Sale of Part 1 poison(s) without
the supervision of a registered
pharmacist/proper supervision
1097 s MEEm| e s
BEEENER MHEE | 555

B

Sale of Schedule 3
poison(s) without the
authority of a prescription
ERERARENERT
LEMIR 3 F&

Possession of poison(s)
included in Part 1 of the
Poisons List
BEABER
5 1 ERARTIEI 52

Possession of
unregistered
pharmaceutical
product(s)

ERREEMER R

Possession of substance to which
the Antibiotics Ordinance applies

BR (MERRL) BERNYME
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Number of Listed Sellers of Poisons in Hong Kong

FRENIIRSRIHERHE

Year 1% 2019 # 2020 2021 2022 2023

Number of listed sellers of poisons as at the end
of the year 4295|4187 | 4170 | 4151 | 4143

BEFRIVIHSEHERHE

Number of listed sellers of poisons as at end of the year
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Statistical Tables and Charts
HaTEFR

Applications for Licensing as Listed Sellers of Poisons
Ay SR AEE SR
Year (% 2019 | 2020 | 2021 | 2022 2023

Number of applications approved

R AR PR RS 2L E
Number of applications rejected

BABRINR BRFREE 2N E

[ Table % 15

Regulatory Control of Listed Sellers of Poisons
SIS FRHERNRE
Year (% 2019 | 2020 2021 | 2022 @ 2023

624 198 | 305 221 235

Number of inspections conducted
KEHEB

Number of test purchases conducted
A EEE

Note: The numbers of inspections and/or test purchases in 2020 to 2021 were subject to the impact of the COVID-19
pandemic and the social distancing measures.
F: 2020 22021 FWKER / HHABHER 2019 BRRAFHRBIERALEREHTZE

8323 | 3268 | 6975 | 8385 | 8 348

3353 | 2144 | 1984 | 1948 | 2412
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Statistical Tables and Charts
St BT

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

ERERFEHERRWIHSENEHRMANLRET

Number of cases

Disciplinary actions taken EEE (=]
RENBVACTRTT
2019 | 2020 H 2021 | 2022 2023

Removal from the list of listed sellers of poisons 1 0 0 0 ]

Y HFEIHE RS ERE

Issue of written warning

HHBESS S R

Suspension of name from the list of listed sellers

of poisons for a specified period of time 6 3 0 1 4

B RIHRYY HEEIHER R EANER KRR

The listed seller of poisons ceased operation

before action taken by the Board 0 1 0 0 0

ZIHEEEEERREUCRITERIBEEE

Total

gy 12 6 4 1 7
EREBHELRSEEER » 2023 £§ (41




Statistical Tables and Charts
et EFTR

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

BN RRSEERRERAMYI RS RHEHNLRER

. o . Number of counts (percentage)
ature of offences RE ( HIREE)

(EALE 2019 2020 2021 2022 2023

(1) Sale of Part 1 poison(s) without the supervision of a

registered pharmacist/proper supervision 2 2 0 0 1
ERBHMERMEE / BEEENBERTHE (7.14%) |(15.38%)| (0%) | (0%) |(8.33%)

B 1 HHE

(2) Sale of Schedule 3 poison(s) without the authority of a
prescription

ERERDRENEITHENR 3 HH

2 0 0 0 0
(7.14%) | (0%) (0%) (0%) (0%)

(8) Possession of Part 1 poison(s) 3 2 2 1 2
EB® 1 8=E (10.72%)(15.38%)|(15.39%)| (50%) |(16.67%)

(4) Possession of unregistered pharmaceutical product(s) 6 3 1 1 3
EARKHMEL R (21.43%)(23.10%)| (7.69%) | (50%) | (25%)

(5) Possession of substance(s) to which the Antibiotics
Ordinance applies

BA (MERFRL) BRNYME

2 0 0 0 2
(7.14%)| (0%) | (0%) | (0%) (16.67%)

(6) Possession of unregistered proprietary Chinese

g 0 0 0 0 2
medicine
45 AT AR TR (0%) (0%) (0%) (0%) |(16.67%)
(7) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark was 2 2 5 0 0
applied (7.14%) |(15.38%)|(38.46%) (0%) (0%)

AEENENBENNEREMERERBERRNER

(8) Possession for sale or for any purpose of trade or
manufacture goods to which a false trade description

. 0 0 0 0 0
was applied
— A 8 e O o 0% 0% 0% 0% 0%
AEENEREERLERemEsRREEEens O | 0% 1 0% 1 %) 1 0%)
NEm
(9) Sale of unregistered pharmaceutical product(s) 2 0 0 0 0
EERETMERER (7.14%) | (0%) (0%) 0%) | (0%)
(10) Selling goods to which a forged trade mark was applied 4 4 5 0 1
EEERAEEENS S (14.30%)|(30.76%)|(38.46%)| (0%) | (8.33%)

(11) Applying a false trade description on goods in the
course of any trade or business

AERNBREREFEFPRERMmRPBERNER

1 0 0 0 0
3.57%) | (0%) | (0%) | (0%) | (0%)

B ﬁ 1’
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Statistical Tables and Charts
AatEFR

Table ® 17 (contd) &

Nature of offences*

Number of counts (percentage)

R (BBLE
[EESEa=1 ( )
2019 2020 2021 2022 2023
(12) Unlawful sale of Part 2 poison(s) 2 0 0 0 0
FEAIHE S 2 P EE (7.14%) | (0%) (0%) (0%) (0%)
(13) lllegal use of restricted title 1 0 0 0 0
IREERRE (8.57%) | (0%) | (0%) | (0%) | (0%)
(14) lllegal use of restricted logo 1 0 0 0 0
IBERTIRE (3.57%) | (0%) | (0%) | (0%) | (0%)
(15) Sale of Part 1 poison(s) 0 0 0 0 1
IHES 1 BfHEE 0%) | (0%) | (0%) | (0%) |(8.33%)
(16) Sale of Schedule 1 Chinese herbal medicine without
prescription (OE’)/) (08/) (0(3/) (0(3/) (08/)
RERIRE S SR 1 5 ° ’ ° ) °
(17) Failing to store poison(s) properly 0 0 0 0 0
REBEMITFEE 0%) | (0%) | (0%) | (0%) | (0%)
(18) Engaging in relation to a consumer in a commercial 0 0 0 0 0
practice that is a misleading omission
S ‘o e S g sk A 0% 0% 0% 0% 0%
BAE BRSO E R 0%) | @8] @8 | %) | ©%)

*  Some cases involve multiple nature of offences

EREIZRT K Z (B3R 1T
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Statistical Tables and Charts
HaTEFR

Disciplinary Cases regarding Listed Sellers of Poisons in 2023

2023 FRMYIHFHEHEHNLRMESR

Sale of Part 1 Sale of Part 1 poison(s) without
poison(s) the supervision of a registered
Sy ] RS pharmacist/proper supervision
OB EMERES | BERENE
MIHES 1 %

Selling goods to which a
forged trade mark was applied

EERRRERIENE R
Possession of
Part 1 poison(s)
BEE 1 B

Possession of unregistered
proprietary Chinese medicine

ERREEMEIPMEE

Possession of unregistered

pharmaceutical product(s)
Posses§|qn _of subs_tance to whlch S R A R G 50
the Antibiotics Ordinance applies

ER (MERKL) BROME
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Statistical Tables and Charts
St BT

Issue of Wholesale Dealer Licences and Related Disciplinary Actions Taken
by the Pharmacy and Poisons Board

MEBRBNESRAER X RSEEERRMBMEMLRT
Year 1% 2019 | 2020 2021 | 2022 2023

Number of holders of wholesale dealer licences
as at the end of the year 770 786 854 931 1002

BEFROMEBEIREE ARNSE

Number of wholesale dealer licences revoked/
suspended 2 1 2 0 0

HEH e R i S R IR BV B

Number of warning letters issued

N . 5 5 2 3 6
5 H e (= e
ERBEHLRSESEIER o 2023 £5§ @




Statistical Tables and Charts
et EFTR

Disciplinary Cases regarding Wholesale Dealer Licences Handled by the
Pharmacy and Poisons Board

ERERSEERREEAMMt BRI ERNLRESR

Nat f . Number of counts (percentage)
ature or cases :’A-'ﬂ ( E{ﬁtt )

fEsRIER 2019 | 2020 | 2021 | 2022 | 2023

(1) Causing to be published an Undesirable Medical
Advertisement

LHEHRTRBERS

0 0 0 0 0
0%) | 0%) | 0%) | (0%) | (0%)

(2) Exporting pharmaceutical products and medicines not
under and in accordance with an export licence

RERBERIZR L ORI RAARE M L EE R m e 5

2 1 3 0 0
(25%) |(12.5%) (42.84%) (0%) (0%)

(8) Failing to keep proper record of pharmaceutical products 0 0 0 0 1
REETEEH AR MARESZ SR 0%) | (0%) | (0%) | (0%) (16.67%)
(4) Furnishing false or misleading information in licence
application og/ 1215V 14;9<y 08/ 08/
RSB T B R B A 0% |(1zow)1a29%) @ | ©%
(5) lllegal sale of unregistered pharmaceutical products 1 1 1 3 3
IEFEERCHMER R R (12.5%) | (12.5%) (14.29%)| (75%) | (50%)

(6) Importing pharmaceutical products and medicines not
under and in accordance with an import licence

FAERBERIZRE O AIENREMBAZERAREY

4 5 0 0 0
(50%) |(62.5%) (0%) | (0%) | (0%)

(7) Possession for sale of goods to which a false trade
description was applied
HEBRRMEARRAKERENER

(8) Possession of pharmaceutical product which was not
registered for the purpose of sale, distribution or other use

HIFE ~ DRRHEHMBEMEAREEMELR M

0 0 1 0 0
0%) | (0%) (14.29%) (0%) | (0%)

0 0 0 1 1
(0%) (0%) (0%) | (25%) ((16.67%)

(9) Selling a drug with a label which falsely describes the drug 0 0 1 0 0
HEBBERRPERNEY 0%) | (0%) [(14.29%) (0%) | (0%)

(10) Selling drug not of the nature, substance or quality
demanded by the purchaser 1 0 0 0 0
EFEY) > MAME - VEmBEEE AFERNENFT  |(12.5%) (0%) @ 0%) | 0%) | (0%)
BEERRT

(11) Unlawful supply of poisons 0 0 0 0 0
FEEEFE (0%) (0%) (0%) (0%) (0%)

(12) Contravening the conditions of a dangerous drugs licence
or certificate

B R e EEY ST Rl Bl PR RVAR IRIG M

Some cases involve multiple nature of offences

R EZRS K 2 EFRTT

0 0 0 0 1
(0%) (0%) (0%) (0%) |(16.66%)

*
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Statistical Tables and Charts
St BT

Issue of Manufacturer’s Licences for Pharmaceutical Products and Related
Disciplinary Actions Taken by the Pharmacy and Poisons Board

ERNRNEHRENEERAERNERSEEERRNMERMLERT

Year {7 2019 2020 | 2021 2022 2023

Number of holders of manufacturer’s licences
as at the end of the year 70 69 67 65 61

BEFRIREHEREE ARNHE

Number of holders of manufacturer’s licences
only authorized to conduct secondary
packaging of pharmaceutical products as at the
end of the year
BEFRAERELSER R oI ERIERR
ERMRRIEAEAHNE

47 46 45 43 40

Number of manufacturer’s licences revoked/
suspended 0 0 0 0 0

HiH s R I RIEE IRV E

Number of warning letters issued

B (R e

Note: With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the PIC/S GMP.
H: H2015F108 18 MEREREEY ATENAERBEREERNASNEEEEEERERES|
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Statistical Tables and Charts
et EFTR

Disciplinary Cases regarding Manufacturer’s Licences for Pharmaceutical
Products Handled by the Pharmacy and Poisons Board

ERERFEHERRREAMERN NANEHRRNERESR

Nature of cases*

Number of counts (percentage)

=
R (BERLE)
E
fEstER 2019 | 2020 | 2021 | 2022 2023
(1) Conviction of an offence specified under
Regulation 29 of the Pharmacy and 0 0 0 0 0
Poisons Regulations
TS (RREREEEE) 520 | 00 0% 0% 0% 0%
1ERFrEPARY TR T
(2) Contravention of the Code of Practice for
Licensed Manufacturers and Registered
Authorized Persons or condition of the 0 0 1 0 1
licence 0%) | (0%) @ (50%) | (0%) (33.33%)
B (hRaa s R et M AT
AI) sUEEhRIRMT
(8) Contravention of the Good 0 0 1 5 5
Manufacturing Practice Guide
B EH R RS (0%) | (O%) | (50%) |{100%))(66.67%)

Some cases involve multiple nature of non-compliances
B ER TR L EER

Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2023




Statistical Tables and Charts
St BT

[ Table % 22

Number of Registered Authorized Persons and Related Disciplinary Actions

Taken by the Pharmacy and Poisons Board

SHMAEEEANANRHELERSBEERRNOANLRT

Year E£15

2019

2020

2021

2022

2023

Number of registered authorized persons for
pharmaceutical manufacturers as at the end of
the year

BEFREMAEYREHEREANSE

146

149

153

153

149

Number of registered authorized persons for
secondary packaging manufacturers as at the
end of the year

BEFREMMINEREBIEREAHE

95

94

93

93

87

Number of registered authorized persons for
pharmaceutical manufacturers of advanced
therapy products as at the end of the year
BEFREMATERZNANEMAEREA
28

10

10

12

Number of registration of authorized persons
cancelled or suspended

BUHSCE B B S E R A GEAYER B

Number of warning letters issued

BHHEEENHE

0

3

0

Note: With effect from 14 September 2018, authorized persons for pharmaceutical manufacturers of advanced
therapy products should comply with the requirements set out in the “Guidance on Qualification, Experience
and Training Requirements for Authorized Persons and Other Key Personnel of Licensed Manufacturers in

Hong Kong” for registration.

. HM2018F9A 14 HE AEFERMNEFNEREARNS (FEREREBERBARAMBARABNER

e BLERIERIES) PRI R 75 rI A o
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Statistical Tables and Charts
HaTEFR

Disciplinary Cases regarding Registered Authorized Persons Handled by

the Pharmacy and Poisons Board

BRERFEHERREERMEMSEREANLRESR

Nature of cases

Number of counts (percentage)

X (EIAEE)
B

EstER 2019 | 2020 2021 2022 2023

(1) Conviction of an offence specified
under Regulation 29 of the Pharmacy 0 0 0 0 0
and Poisons Regulations

e e . o 0% 0% 0% 0% 0%

waEER (REERSEEN) $20 0 0% 0% 1 0%) 1 0%)
1RPI1SERRYIRTT

(2) Contravention of the Code of Practice
for Licensed Manufacturers and
Registered Authorized Persons or 0 0 3 0 1
condition of the registration (0%) | (0%) ' (100%) (0%) |(100%)
ER (FRREEREMEREANE
SPRID SEE MR
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Registration of Pharmaceutical Products

BRI 5 an Y 51 1R

Year 1% 2019 | 2020 2021 & 2022 | 2023

Number of registered pharmaceutical
products as at the end of the year 16 186 | 15396 | 15028 | 14 704 | 14 463

BEFRIEMERREHE

Number of registered pharmaceutical products as at the end of the year

HEFLNEMENRNREE
20000
15000
10000
5000
0!
2019 2020 2021 2022 2023
Year
Fn

EREBXRSEEER 2023 F£H




et EER

Statistical Tables and Charts

Amendments to Schedules 1 and 3 to the Pharmacy and Poisons
Regulations in 2023

2023 FHE (BHXERSERGD MR 1 & 3 (FHBIEET

New Substances Added HlABIZRE
1. Antisera, antitoxins, immunoglobulins and BREMERESBERSNRM
vaccines against Respiratory Syncytial Virus | 75 ~ &% ~ B KERHRLGH
2. Asfotase alfa frI E]4EEE
3. Belzutifan; its salts BAAZN ; HEESE
4. Bempedoic acid; its salts; its esters; their salts | BRERE ; HEE4E ; HE548 ; ©1
RyEELE
5. Cenobamate; its salts Fash = bs ; HEELE
6. Deucravacitinib, its salts MAREEE ; HEESE
7. Enfortumab vedotin HRZLEHR
8. Filgotinib; its salts JEXREE ; HESE
9. Fosnetupitant; its salts BiZSUTIE ; HEERE
10. Glofitamab MEIEHE
11. Gozetotide; its salts XER ; HEERE
12. Lurbinectedin; its salts ELEEE ; HEYE
13. Lutetium (177Lu) vipivotide tetraxetan; its salts | & (177Lu) 4FE4EVCHL ; HEELE
14. Maralixibat; its salts EEBY; HEE
15. Mavacamten; its salts HkH % ; HELE
16. Mobocertinib; its salts EEEEE ; HEE
17. Mosunetuzumab EZIRE
18. Naldemedine; its salts METE ; HEELE
19. Netarsudil; its salts ZRETIER ; HEEER
20. Revefenacin; its salts InAgERRHT ; HEESE
21. Rimegepant; its salts ImESH ; HEE
22. Selpercatinib; its salts EEERE ; HESE
23. Somatrogon HMELERR
24. Spesolimab RZEF B
25. Tagraxofusp e
26. Tazemetostat; its salts fZEfth ; HEELE
27. Teclistamab I H B
28. Tenapanor; its salts BAsmass ; HEEME
29. Tezepelumab FER LB
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Statistical Tables and Charts
St BT

Amendments to Schedule 10 to the Pharmacy and Poisons Regulations in 2023

2023 FE (FFIXRFSERG MR 10 (EHEER

New Substances Added I ABIET4E

1. Antisera, antitoxins, immunoglobulins and

vaccines against Respiratory Syncytial Virus

AR IRE S MRS M
B sER s RENERREH

2. Asfotase alfa

[ E)42ES a

3. Belzutifan; its salts

BHEEN ; HEME

4. Bempedoic acid; its salts; its esters; their salts

Ei}ﬁ}gﬁg ) ==

BE4R ; HEs%8 ; ©f

. Filgotinib; its salts

E’JEE”"E
5. Cenobamate; its salts Hhabs ; HEE
6. Deucravacitinib, its salts ;—L_JJEEEEE ; HEE
7. Enfortumab vedotin HRZLEH
8

3!532*5‘)% ; HEESR

9. Fosnetupitant; its salts

BiRUCIE ; HEESR

10. Glofitamab

TBIEZER

11. Gozetotide; its salts

XEK ; HESR

12. Lurbinectedin; its salts

EEEEE ; HER

13. Lutetium (177Lu) vipivotide tetraxetan; its salts

# (177Lu) fSEHEUCRL ; HEEX

14. Maralixibat; its salts

% = EEF‘I ) EE%;E

15. Mavacamten; its salts

HBEZ ; ,\E%iﬁ

16. Mobocertinib; its salts

RIEEEE  HES

17. Mosunetuzumab

—++

BERIER

18. Naldemedine; its salts

iERE ; HEERR

19. Netarsudil; its salts

/‘I‘\ﬁiﬁ'lﬁﬁ J /\%4-5

20. Revefenacin; its salts

TmAEARHT /\Eﬁiﬁ

21. Rimegepant; its salts ImET T ; HESE
22. Selpercatinib; its salts EEEE ; meﬁ
23. Somatrogon HMELERR

24. Spesolimab A Z=F B4

25. Tagraxofusp U

26. Tazemetostat; its salts fhZEsEIfth ; HEELE
27. Teclistamab I E?n

28. Tenapanor; its salts BAsmass ; HEELE
29. Tezepelumab FER LB
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