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Message from the Chairman

E R

Despite the challenges and overcast of the COVID-19 coronavirus which
had continued to affect Hong Kong in 2022, the work of the Pharmacy
and Poisons Board (“the Board”) in pursuit of its mission to protect the
health of the public and uphold the professional standard of registered
pharmacists had not halted. With the concerted efforts of all Members
of the Board, headway has been made on various fronts in enhancing
the registration and regulation of pharmaceutical products and laying the
groundwork for the continuous development of the pharmacist profession.

In early 2022, the fifth wave of the COVID-19 epidemic had hit Hong Kong
hard and created enormous turbulences in various sectors including our
healthcare services. Facing such public health emergency, the Board
initiated proactive actions to make necessary further refinements to the
drug registration system in order to expedite the supply of new medicines
in the market to cope with unmet demands. In this regard, the Board
extended the list of reference countries to include Brazil, the Mainland of
China, Republic of Korea and Singapore for the purpose of registration of
new chemical or biological entities (“NCEs”) so that NCE-related products
with registration approval obtained in these countries and supported by
relevant documents could also be registered with the Board. An Expert
Group on Drug Registration under the Board was also established on
1 November 2022 to provide independent advice and expert opinions
for evaluations of NCE-related applications.

Meanwhile, the Board has continuously reviewed the sales control of
medicines on par with international regulatory practice with a view to
protecting the public health. In June 2022, the Board strengthened the
sales control of pharmaceutical products containing antipyretic drug
substances, including aspirin, ethenzamide, paracetamol, phenazone,
propyhenazone and salicylamide by reclassifying them as “over-the-
counter” medicine with effect from 21 October 2023 to confine their
sale at licensed traders. Besides, pharmaceutical products containing
phenazopyridine (commonly used for treatment of dysuria caused by
bladder irritation or infection) and allopurinol (commonly used for treatment
of chronic gout/hyperuricaemia) have been reclassified as pharmacy-only
drug and prescription drug respectively with effect from 3 September 2022.

Amidst the increasing demand for the use of medical gases for the aged
population and in patients’ care during the COVID-19 epidemic, the Board
took the initiative to review the regulatory control of medical gases. Having
made reference to the regimes in other jurisdictions outside Hong Kong,
the Board decided to regulate medical gases as pharmaceutical products
under the Pharmacy and Poisons Ordinance (Cap. 138). With the support
from relevant executive committees of the Board, discussion on the
detailed requirements and guidance notes to take forward the proposal
was commenced in 2022.
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Upon the launch of the new Hong Kong Strategy and Action Plan on
Antimicrobial Resistance (2023-2027) by the Government in November
2022, the Board has further stepped up its efforts to address public health
concern on antimicrobial resistance by implementing a series of measures,
including persistent monitoring of the supply of antimicrobials and display
of prominent publicity stickers to combat illegal sale of antimicrobials at
registered premises of authorized sellers of poisons.

Recognising the importance of continuous professional development of
individual members of the pharmacy profession in maintaining professional
standards and in view of the emerging role of primary healthcare services
in Hong Kong, the Board kick-started the preparatory work for the
implementation of the Continuous Pharmacy Education (“CPE”) Scheme
for registered pharmacists. In September 2022, the Board expanded the
functions of the Pharmacy Internship Training Committee by renaming
it as the Postgraduate Pharmacy Training and Development Committee
and empowering it to devise and implement a voluntary CPE Scheme
for registered pharmacists in 2024.

In addition, the Board appointed an Accreditation Panel cum Visiting
Team (“AP/VT”), comprising local and overseas pharmacy experts as
well as lay members, to conduct the re-accreditation exercise for the
Bachelor of Pharmacy (“BPharm”) Programme of The Chinese University
of Hong Kong (“CUHK?”). Having examined the written submissions and
conducted virtual site visit to the campus as well as the clinical training
sites, the Board endorsed in June 2022 the recommendation of the AP/VT
to grant full re-accreditation to CUHK’s BPharm Programme for a period
of five years. The Board’s robust re-accreditation mechanism for local
pharmacy programmes continued to play a vital part in ensuring a high
level of competence and professionalism of locally-trained pharmacists
serving in different healthcare settings in Hong Kong.

Looking back, the Board would not have achieved the aforesaid
accomplishments without the unwavering support and enlightening
advice from all Members of the Board and its committees. | would like
to take this opportunity to extend my deep gratitude to all of them for
their committed service and invaluable contributions. We shall continue
to do our utmost in serving the community through safeguarding public
health and delivering quality healthcare services.

Dr LAM Man-kin, Ronald, JP
Chairman
Pharmacy and Poisons Board
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Introduction

51 S

This annual report covers the calendar year 2022. 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
1/F, Shun Feng International Centre

182 Queen’s Road East

Wanchai, Hong Kong

Facsimile 1 (852) 2527 2277
Telephone 1 (852) 2527 8418
E-mail address  : ppb@dh.gov.hk
Website : www.ppbhk.org.hk
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(1) Membership

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

(@) 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 2022 was as follows:

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

(b) Dr LEE Wai-on

(c) Mr CHAN Ling-fung, Frank

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

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

g) Professor ZUO Zhong, Joan

h) Mr SUNG Ming-tat, Dick
Ms TAM Hi, Beverley
Ms TSANG Sheung-chee, Sandra

(i) Dr MARCET, Marcus Mitchell

(
(

Secretary
Miss WONG So-san, Suzanne
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(2) Functions

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.
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Membership and Functions of
the Committees

BEBHEES TR S RIEHE

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)

(ii)

Membership as at 31 December 2022

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

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:

(@) 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.

& P Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2022
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(2) Pharmacy and Poisons (Listed Sellers of Poisons)
Committee

@)

(ii)

Membership as at 31 December 2022

Mr CHAN Ling-fung, Frank (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)

EREBEIRESEEER o

Membership as at 31 December 2022

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

Ms CHAN Wai-kei, Victoria

Mr CHEUNG Yiu-kwong, Alex

Mr NG Wing-lik

Mr TSOI Chick-lai, Samson

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:

(a) 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 Licensing) WEBERFE(NEFHHER)

Committee %89

(i) Membership as at 31 December 2022 () EE-_S-—_F+=-BA=+—BHHHK
Mr CHAN Ling-fung, Frank (Chairman) R&E
Dr CHENG Chi-chung, Vincent BREZELE (EFE)
Dr CHEUNG Yan-ting, Kara HEIREL
Dr CHOW Shing-fung, Aviva SRR EEE
Mr LEE Foo-wing BEIEEL
Professor LEUNG Kam-tong TEREE
Professor LEUNG Shui-yee, Sharon ZIREHIR
Dr MAK Yin-fong ZKBEE
Mr TSE Kin-on, Andrew EmAEEL
Mr YEUNG Yee-fai, Raphael (Secretary) HEZRE

HEERE (WE)

(i) Functions

The Pharmacy and Poisons (Manufacturers Licensing) Committee (i) HBE
is established to carry out the following functions in accordance mE ¥R (NiEEREB) 8%
with the Pharmacy and Poisons Regulations: B (BT RSERG) > BT T
(@) consider and approve applications for licence to manufacture BAE
pharmaceutical products, subject to any conditions it thinks (a TZLETTRABEMMNEEN
fit to impose; RET BERMEEENGRE
(b) revoke a licence to manufacture pharmaceutical products, MR EYERSS ;
suspend a licence to manufacture pharmaceutical products (b) TE(EHNEREFEIRG) F 29 &
for a specified period, issue warning letter(s) to the licensed SIHME R T BirEn & RS
manufacturer or vary a condition of the licence to manufacture hE R sy X 15 PR BA RS N B B o 8 2
pharmaceutical products in the circumstances specified in 5 R ELE PEEE  mA ISR RIS
regulation 29 of the Pharmacy and Poisons Regulations; B ELS S FE ot B 5
(c) consider and approve applications for registration as authorized B TS FR R AAR IRR 4 5
person or renewal of registration as authorized person, subject c TLECRABEMMINESEHN
to any conditions it thinks fit to impose; and HET BE Rt EIMAEER#
(d) cancel the registration as authorized person, suspend the UNSEIEE BT LR
registration as authorized person for a specified period, issue d) FECERERSERG) 5 30F &
warning letter(s) to the registered authorized person or vary SRANIBE R T BUHERE AN
a condition of the registration as authorized person in the ek EISEHEIRI N S R iHER
circumstances specified in regulation 30F of the Pharmacy AN -mEREEEMAER
and Poisons Regulations. BARBEL R ERGEMAER

R PR NBYSE MR £F
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(5) Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical
Trial/Medicinal Test) Committee

() Membership as at 31 December 2022

(ii)

ERERXERESEE

Mr CHAN Ling-fung, Frank (Chairman)
Dr CHAN, Grace

BRE
BEERE (EFFE)

Mr CHEUNG Yiu-ming REREL
Professor CHEUNG Yin-ting RIBRR L
Dr HO Chin-ho, Kenny REBHIR
Professor LOONG Ho-fung, Herbert MR =EE
Dr NG Fook-hong it &5 €5d
Dr NG Kwok-keung REEER

Professor TSE Wai-choi, Eric SERELE
Mr YIM Tsz-kok, Michael (Secretary) 112 Bt B%

Functions

The Pharmacy and Poisons (Registration of Pharmaceutical
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;

—
S

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 ) FEEET

(i) Membership as at 31 December 2022 () EE-_S-—_F+-B=+—BHHHK
Dr LEE Wai-on (Chairman) REE
Mr CHAN Ling-fung, Frank FE2EL (FE)
Dr MARCET, Marcus Mitchell PREZELE
Mr SUNG Ming-tat, Dick BEERRE
Ms TSANG Sheung-chee, Sandra EBRESR A
Professor WONG Chi-kei, lan HEZ L
Ms CHAN Wai, Harriet (Secretary) BHEEHIE

REXE WH)

(ii) Functions

The Poisons Committee is set up under section 31 of the Pharmacy (i) Haise
and Poisons Ordinance to advise the Board on the classification SHELSESRB(ERERFERG)
and distribution of poisons in Part 1 and Part 2 of the Poisons List EI BRI RS HMESERSE
and matters relating to the control of poisons and pharmaceutical 1B ERE2HFIN D ERDE UK
products, including: ERENSERERNRRNER [
(a) the classification of pharmaceutical products pending registration; BEERRUER -AMEEERE!
and (@) BREMIERRMNDE, &
(b) the review of the classification of pharmaceutical products (b) 1T RIS (I ERSERG) &
regulated under the Pharmacy and Poisons Regulations. &Ry R B LAY 4B o

(7) Postgraduate Pharmacy Training and Development MEEBFIFEEECREZEN

Committee £Z85E
(i) Membership as at 31 December 2022 () EE-_S=-—_F+=-BA=+—BHHHK
Professor ZUO Zhong, Joan (Chairman) 88
Mr CHAN Ling-fung, Frank EREE (XE)
Ms CHAN Wai-kei, Victoria fREZELE
Mr CHEUNG, Kenny PREIHZ L
Mr CHEUNG Po-yan, Edmund REIASE
Mr CHEUNG Yiu-kwong, Alex RE{CLLE
Dr HO, Clare RIBAE
Ms HSUEH Cheung-mei, Vivian A=EEL
Mr LAM Fung-shing, Edwin BERBut
Dr LAU Sze-ngar, Grace MERELE
Dr LEE Pui-man, Jeff ABHIEL
Mr LO Cheuk-fei, Jeffrey FIENEYE
Mr SO Pak-yin, Stephen EERETE
Mr SUNG Ming-tat, Dick HEERE
Ms TAM Hi, Beverley LRRESRSE
Ms TAM Yuen-ting, Eliza Ert
Ms CHAN Wai, Harriet (Secretary) ERELT

REXE WE)
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(ii) Functions

The Postgraduate Pharmacy Training and Development Committee
is set up under the Board to:

(@

(b)

BERERNXNRSEETER o

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;

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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The Work of the Board and its Committees

BEEEREEZESENITE

(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.

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

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

(b) 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.

(i) 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 2022. A total of 42 applicants cumulatively
passed all the three subjects in the year 2022.

The results of these two registration examinations are shown in
Table 1. Figures for 2018 to 2022 are also included for comparison
purpose.

(iii) 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.

Applicants holding a recognized 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 2022, there were 3 259 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 2018 to 2022 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

BEREBXREBEE

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 24 to 26 of this report.

Statistical data regarding disciplinary actions taken by the Board
in respect of registered pharmacists in 2018 to 2022 are shown
in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control of Retail Traders REEE (BITENESEHEDS
(Including Authorized Sellers of Poisons and Listed RIS FEFHER) (EE KRR
Sellers of Poisons) EIE

() BRESRHER: HRIE

(i) Authorized Sellers of Poisons: Licensing

16

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
its 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 600 ASPs registered in Hong Kong as at the end
of 2022. Statistical data regarding the total number of ASPs,
applications for registration and renewal of registration of premises
of ASPs in 2018 to 2022 are shown in Tables 7 and 8.

(ii) 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 2022 and all of the ASPs concerned
were found guilty of misconduct. Three ASPs were issued with
a written warning whilst two 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 eight such interviews were held in 2022.

The number of inspections and test purchases conducted by
pharmacist inspectors against ASPs in 2018 to 2022 is shown
in Table 9.

Statistical data regarding disciplinary cases handled by the Board
in respect of ASPs in 2018 to 2022 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 4 151 LSPs in Hong Kong as at the end of 2022. The
number of licensed LSPs in 2018 to 2022 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 2018 to 2022 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 Wholesalers
and Manufacturers

() Wholesale Dealers of Pharmaceutical Products

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)

BERERNXNRSEETER o

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 Licence) Committee is of the opinion that a licensed
wholesale dealer has contravened the licensing conditions or
Code of Practice, the Pharmacy and Poisons (Wholesale Licence)
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 931 holders of wholesale dealer licence in Hong Kong
as at the end of 2022. Statistical data regarding the wholesale
dealer licences and related disciplinary cases handled by the
Board for 2018 to 2022 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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20

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 65 holders of a manufacturer’s licence in Hong Kong
as at the end of 2022, and all of them were required to comply with
the PIC/S GMP Guide with effect from 1 October 2015. Among
these 65 holders, 43 holders were only authorized to conduct
secondary packaging of pharmaceutical products. Statistical data
of manufacturer’s licences, related disciplinary cases handled by
the Board as well as the number of authorized persons for 2018
to 2022 are given in Tables 20 to 22 respectively.
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(4) Registration and Classification of Pharmaceutical
Products

() Registration of Pharmaceutical Products

ERERXERESEE

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 14 704 registered pharmaceutical products in Hong Kong
as at the end of 2022. The number of registered pharmaceutical
products as at the end of 2018 to 2022 is shown in Table 23.
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(i) Classification of Pharmaceutical Products

On the advice of the Poisons Committee, the Board determines
and reviews the classification and distribution of pharmaceutical
products in the Poisons List and regulates their control by posing
further restrictions on their sales through the provision of 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:

Classification Restriction(s) on sale

22

(b) Schedule 1

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

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 (BB R FEREG) WK 2 X4

Schedules 2 and 4 to 7 to the Pharmacy and Poisons Regulations: ETHVETHREMAENRE !
providing for certain articles to be exempted from some DRI RT (B2 R F ERF) K
2 of the provisions of the Pharmacy and Poisons Ordinance 2 (BEERSERM) —LEHEXH
and the Pharmacy and Poisons Regulations IRAVE LY @
4 setting out the statement of particulars as to proportion of 4 HYERLEBRTEMSELLHN
poisons in certain cases 1B
5 prescribing the labelling requirements for certain poisons 5 RAHELEFENFEER
6 listing out certain poisons which are exempted from labelling 6 FIHEREER THERHAERE
provisions when sold or supplied in certain circumstances BAMEEBNRELESE
7 listing out certain poisons which are required to be specially 7 St AERMASN M EEBENE
labelled for transport LEE
Classification and distribution in Schedule 10 (i.e. Poisons List) and EEREBBI(ENERSTER
imposition of control through the various schedules were made &) B E B R R 10 (BIEER)
through amendments to the Pharmacy and Poisons Regulations. WD EEM D W 518 2 A M = H B
Amendments proposed by the Board and approved by the Legislative B GMEMAS v EegrxE_S__
Council in 2022 are shown in Tables 24, 25 and 26. FHEEERMNERND DAY (E
BlEREER) FEHNETIER
] 2425 R 26°

EREBXRSEEER 2022 F£if




Membership and Functions of
the Disciplinary Committee

ALEZESTHIRES R EREE

(1) Membership

A Disciplinary Committee consists of the following persons:

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

(b) two registered pharmacists (not being public officers) nominated

by the Pharmaceutical Society of Hong Kong; and

(c) alegal adviser appointed by the Chief Executive.

As at 31 December 2022, 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 2022 included:

(1) X8

CEZEENMEEETIAL!

@ —BREBE(EFERSEKRG) B
32)(e) FATTHREZERAEERAM
ENHEEBE THEREERE;

(b) MBEBELEEGIRR BV MEL

GEABAR) s &
() —BHETHREZENEARER-

BEEREEHELEHMREBLE P E
LEFEer_E-—_F#+-A=+—8H
NEFE - CE_E-_FHIERENEM
BT B 4E

Mrs CHAN LAU Charm-ming PREEBZ T
Ms CHEUNG Oi-ling RBRZT
Ms CHEW Leng-leng CHEW Leng-leng Z=+
Ms KUNG Wai-yiu EREkzt
Mr LEE Pak-hei FHERLLE
Mr LEE Siu-to BIERE
Mr LEUNG Kwong-hei, Kenneth PEERgE
Ms MOK Lai-fong EEFLL
Mr NG Pan-pan, Rex SWEELE
Mr NG Wing-yan SERLE
Mr WONG Chung-yin FHERE
Mr WONG Kwong-cheung, Aaron =ERLE
(2) Functions (2) B RE

In accordance with section 15 of the Pharmacy and Poisons Ordinance, RIS (R ¥ RSEEG) £ 15K 81

a Disciplinary Committee is appointed by the Board for the purpose BEEALEEZEEEHM T IERBELE2H
of disciplinary inquiry if: e

(@) acomplaint 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;

@ EEEREINAMEEMER M A
BENTABRTHNRF NEERE
SEENMEERBANZEL M

(7)) S

(b) a complaint is received by the Board regarding the conduct of b BEEEREIEHEERHESHFE
an authorized seller of poisons (“ASP”) or an employee, officer H-HEHREE - SR AETESBANGTA
or partner of an ASP, or it appears to the Board that an ASP has BTHEF, e EREEEERE
contravened a code of practice applicable to the ASP; SEHENCENRBARZHESY

(BESFR S
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ERERXERESEE

(c) any of the persons mentioned in (a) or
an offence under:

(b) above, is convicted of

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;

(d) 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

(e) 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:

(@) censure the registered pharmacist;

(b) issue a warning letter to the registered pharmacist; or

(c) remove his name from the register of pharmacists and not to
re-enter it thereon for such period as the Disciplinary Committee
directs.

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.

HE e 2022 iR

k,n
W

(c) B E¥t (a) 3 (b) WA BIEMA L

WEETIE:

() (EEERFEEL)  (BE
YIHERD) ~ (IREEER) Z(FR
B (BEE) 1£6) PRI 98T, 3
(i) (RRBEERTBIEE) 55 5254
61 & (MR BEIEGI) 5 7~
TA 5% 9 1&FRE]SB1T
d EEERERREB(EEERTER
BB I3 EREERESEHERN
BEFrR MmN E &4 B AE
;8
e EEERTEEMBRAT E8EEE
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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 2022.

KEZEGAMATER R AEME
M ERMy R ERESEHERFL
METAREMBEGF AR FIiETR
BB R SRR HAMIS R T AR A L
IRAAEMATIR L RINACEZEG 5N
HH LM ME LefR > Bl LR
REHENBRENR

ICREZE TR EE N F 8RR
T ERATHEL R EER MO SRR
ERImMBMPRE  BUH R EEHER
BEENERNER AREERESE
HE MRS 2 80 Fr it B2 PR st it Ac
EMPHRENET ARFABR=F (%
RER) > SEIRBWIEM MR EEE
HREER ZIETRTEEN -

MEMATARHLSR LEZEGET
ZHREBECHEZBRTE  LAITIEHR
HEARMAREFNRS - ARALRH
CEZEEFHESRE L AR
AETRENEN=TN\BR BRADERE
e

%5 R 11 93 5 3% 8075 B 5F i 22 A B s 2
BRRSEFHEFNLCEMNERN RS
HF - —T-_H RIEERBEWIE
fa] LEfFERER
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Membership and Functions of

the Pharmacy and Poisons Appeal Tribunal

ZEFIE R S LR E RN R S R HE

ERERXERESEE

(1) Membership

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:

a) alegally qualified person who shall be the chairman of the Tribunal;

b) a registered medical practitioner;

d

e

(

(

(c) aregistered pharmacist;

(d) a person qualified in pharmacology;
(

)
) 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 2022 was as
follows:

Name Membership
Mr WONG Kai-ming, Stewart, S.C. Chairman
Professor CHOW Yee-kwan, Elaine Member

Dr LAM Ka-wing, Jenny Member

Dr TSE Sut-yee Member

Mr CHAN Cho-sun

Mr CHAN Tai-fu

Miss CHANG, Iris Jacqueline
Mr CHEUNG, lan

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

Mr PANG Hok-ming

Mr WONG Kwok-kai

Mr YEUNG Chi-fat

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member

BRE e 2022 fF IR

> %’5(

Sy -
&

(1) X8

BHEBETIRE (ERERSER
5 % 30(2) FHTTHREZEMNAL:

@ —ZEBEREFXEEROAL LHA
HHEEEHETRE,

(b) —REEMEE;

(c) —REEMEEREM;

(0 —REFHHEESERNAL;

() — & FREE A Bl AR 4 42 2 A0 A Y /)N AR B9
e TAREEBERREEHAL,
() —RAZEEFRABEZAEMNER
BB UTRAFEEBEREROHAL K
(0 —RHZERTEXABRERAMN/ A
MRE IAREEERRERHAL
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MEWT:
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(2) Functions (2) Bt BE

The Pharmacy and Poisons Appeal Tribunal, established under section G| 2 &ﬁﬁ LR EHERE (ERX2K
30 of the Pharmacy and Poisons Ordinance, hears and determines ﬁﬁﬂ% ) % 30 &1 B SR AME
the following matters: ERYET:

(a) any appeal against a decision of the Board in respect of application @ MEERHERESTEHERNER
for registration of premises or application for renewal of registration SRS R MEREENRTE
of premises of an authorized seller of poisons; Mg A E5F

(b) any appeal against a direction of the Board in respect of suspension b MEEEHNYHEENERZIETR
or removal of the name of a listed seller of poisons (“LSP”) from HERIEEMR S S ENEEER
the list of LSPs; and BURE MR HA L5 &

(c) any appeal against a decision of a committee of the Board, excluding c MEEBBETHNZETHATIREN
the Disciplinary Committee. L ML EEEERIRERS o

No appeal was received by the Tribunal from 2018 to 2022. H-E-\FEE_E__FHFHEREK

ElLs uﬂJ: i o
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Statistical Tables and Charts RN
MaTE=R Yilb -5

Results of the Registration Examinations

st & sl AR

Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
Year BBERER LS gt
F13 No. sat | No. passed | Passing % | No.sat | No. passed | Passing % | No.sat | No. passed | Passing %
SMAH | A | EBE | 2MAY | SBAH | GBX | 2MAH | GRAM | 58X
2018 143 78 54.5 203 52 25.6 205 92 44.9
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 41.5 105 24 22.9 60 36 60.0
2022 81 53 65.4 121 42 34.7 74 36 48.6

Number of Candidates Sitting Each Examination Subject

SHEANTEAK

No. of candidates No. of candidates No. of candidates
EEANH EEIN 2019 EEIN 4
250 250 250
2018 2018
200 200 200 2019
150} 2018 2019 150 150
100 100 100
2020 c022
2021
50 - 50 50
0 Year 0 Year 0 Year
Pharmacy Legislation in Hong Kong #4 Pharmacy Practice FH Pharmacology 3]
BBER| LB BT B8
Passing Percentage in Each Examination Subject
N = P X723
SREHNGEE
Passing % Passing % Passing %
BIREK SLEES LES
1001 100 100
80+ 80+ 80}
2020 2022
[ J Y 2020
2018
60 PY 60 60 ® ® 2022
2019 2018 2021 @
40} e} 40} 2022 40} < °
2021 2018 @ 2020 ( J
® 2019 @ 2019
20} 20} @ 20|
2021
0 Loy Year 0 Ly Year 0 Ly Year
Pharmacy Legislation in Hong Kong F3 Pharmacy Practice F13 Pharmacology F1
BBER| LB BERIBE IR
]
R <= N1 == b ‘Q-. - :
EREHNERSEEER 2022 £ S 29
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Statistical Tables and Charts
Hat BT

Number of Registered Pharmacists in Hong Kong
T A o 2% 7 B\ 2K
Year &1 2018 2019 2020 2021 2022

Number of registered pharmacists as at the
end of the year 2 890 3 001 3097 3181 3259
BEFRAEMEL A S

Number of registered pharmacists as at the end of the year

B F 2RV S 7 BPA 81
3500 [
3000 [
2500 [
2000 [
1500 |
1000 |
500 [
0
2018 2019 2020 2021 2022
Year
F1n
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Statistical Tables and Charts > B B

> a8 _ @ ¥-=
st S L

Table & 3

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

wsE i « M PRsE MR EMEMAN D EHRF

Year &E{f 2018 | 2019 | 2020 | 2021 | 2022
Fresh registration (Non-local graduates)

23 = 7 4 4
s (JeA = ) 8 | % | %8 | 4B 4
Fresh registration (Local graduates)

- = 7 7 1
STEEM (4B ) 80 | 75| 8 81 60
Removal from the register*

BIE S * 22 21 30 43 32
Re-registration

o 1 2 0 3 5
EEiEE i)
Net increase 137 | 111 | 96 | 84 | 78
BHEE

* excluding orders by the Disciplinary Committee

TEELEZEENES

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

ERRRSEERRBHMER MRIMALRT

Number of cases
Disciplinary actions taken EEZ 4=

PRENAYAC1R1T

2018 | 2019 | 2020 | 2021 | 2022

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

IETVACR1TE) (BIHEACRLZEGETAAEME)

ERHEBERSHEETER 2022 £ ' AL 9



Statistical Tables and Charts
Hat BT

Results of Disciplinary Inquiries into Registered Pharmacists

S sE M AR Mg TR RAMBGR

Number of
Findings of the Disciplinary Committee umﬂﬂeégi éases
WMEZEFHER
2018 | 2019 | 2020 | 2021 @ 2022
Charge dismissed
. 0 0 0 0 0

FEIEARR AL
Guilty of the charge

. 0 1 0 0 1
FE1ER AL
Directions of the Disciplinary Committee
WwWEREREZEENET
Censure 0 1 0 0 1
oE =
Removed from the register for a period of time 0 0 0 0 0
& PR —ER AR

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

BERRRSEERRERAMEMEL M CRER

Number of counts
Nature of offences* gy
fEstie 2018 | 2019 | 2020 | 2021 | 2022
(1) %’;fzsé?;)nal misconduct 0 0 0 0 0
(2) Selling Schedule 3 poison(s) without the
authority of a prescription 0 1 0 0 0
ERERAFEENEL THEN R 3 5%
(3) Failing to keep proper record of antibiotics 0 ’ 0 0 1
REHENEZNEE S

* Some cases involve multiple nature of offences
IR E R P I Z B FR1T

!
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Statistical Tables and Charts

4t EER

Number of Authorized Sellers of Poisons in Hong Kong

EENERESENESHE

Year F1% 2018 2019 2020 2021 2022
Number of authorized sellers of poisons as at
the end of the year 641 649 610 593 600
BEFRNERESEHERHE

Number of authorized sellers of poisons as at the end of the year

BEFRNERESENEEHE

800

700 —

2018

BRERAXNRESEEER

600 [~
500 [~
400 [~
300 [~
200 [~
100 [~

2019

2022 fE 3R
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Year

F1p

2021

2022
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Statistical Tables and Charts
et EFTR

Applications for Registration of Premises of Authorized Sellers of Poisons
ERESRNEHNEREMEAE
Year &1 2018 | 2019 2020 | 2021 | 2022

Number of applications for registration of
premises approved 50 51 23 19 33
EAMERPREE M ERERRVENE

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

BB RR P MR sARIEL B

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

s A A BN 4=

Table & 9

Regulatory Control of Authorized Sellers of Poisons

ERESENEENRE
Year {5 2018 | 2019 | 2020 | 2021 | 2022

Number of inspections conducted
KEHE

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 / HAEBHER 2019 BRFEERBBERLZERIERTZE -

1212 | 1305 1060 | 1213 | 1250

4194 | 4101 | 2664 | 6033 | 5615

- y Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2022



Statistical Tables and Charts > B B

> a8 _ @ ¥-=
st S L

Table & 10

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

B ERSEERRNERESENEHRMNLRT

Number of cases
Disciplinary actions taken BEZ 4=

PRENRYAC1R1T

2018 | 2019 | 2020 | 2021 | 2022

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

IETVACR1TE) (BIHEACRLZEGETAAEM )

Informal disciplinary actions
(i.e. Verbal caution by representatives of the Board) 5 6 12 6 8

FFIENCRETH (ABREERARGTOEES)

The authorized seller of poisons ceased operation

before action taken by the Board 1 1 2 1 0
ZHER T EERRIALRTER BKEE
ngg?(' 17 | 18 | 18 | 14 | 13

ERHBERERSETED o 222 £§ . - 35



Statistical Tables and Charts
Hat BT

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHEHETLEMANGR

Number of cases
Findings of the Disciplinary Committee EEE (=]
WLEREEEFHIRR
2018 | 2019 | 2020 | 2021 | 2022
Charge dismissed
\ 0 0 0 0 0

FEEARRIL
Guilty of the charge

\ 11* 11 4 7 5
FE¥ERIL
Directions of the Disciplinary Committee
WwEZEEWETR
Issue of written warning
HBEEL L
Disqualified from being an authorized seller of
poisons for a period of time 7 5 3 2 2
EUHIHE M E R —EEE

*

The decision of the Disciplinary Committee against one authorized seller of poisons was reversed by the Court of
First Instance.

FEhEEHE T RZEEH —RERESEHERNIR -
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Statistical Tables and Charts
et BT

Table & 12

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

BRERFEERRRERMERESEIHERNLEMAESRE

Nature of offences*

Number of counts (percentage)

(E=E RE (FIRLE)
2018 2019 2020 2021 2022
(1) Sale of Part 1/Part 2 poison(s) without label/proper
label 1 0 0 1 3
wEenaER  eansEnny L gngges | 10| 00 0% 1@55%) (1667
(2) Sale of Part 1 poison(s) without the supervision of a
registered pharmacist/ proper supervision 4 5 2 4 2
RS MERINES  EEEENERTHES 1 (16.66%) (10%) | (20%) |(18.18%)|(11.11%)
i
(8) Sale of Schedule 3 poison(s) without the authority of 3 12 5 4 5
a prescription
ESEEJE%}%EE’\J'I‘%*}R"FH:'EMQ‘%3%@ (12.5%) | (24%) | (20%) |(18.18%)|(11.11%)
(4) Sale of antibiotics without the authority of a 0 5 1 8 4
prescription o o o o o
TR AR BRI TR s R (%) | (10%) | (10%) 1(36.36%) (22.22%)
(5) Possession of poison(s) included in Part 1 of the 1 0 0 0 0
Poisons List 0 o o o o
EEBREF | WHFTIEREER A B I I Wi
(6) Possession of unregistered pharmaceutical 3 6 5 1 1
product(s) 0 0 ) 0 0
B AT AR S, (12.5%) | (12%) | (20%) | (4.55%) | (5.56%)
(7) Possession for sale or for any purpose of trade
or manufacture goods to which a false trade 1 0 0 0 0
description was applied
AEEREABEANEERATESRREEEan | 0 0% | 0%) 1 0% | 0%
BN & m
(8) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark 3 5 1 0 0
was applied o N 0 o o
AEEREABERNEARMEAEAGEmEEy | 1250 (%) (10%) 1 0%) | 0%)
Sm
(9) Failing to store poison(s) properly 4 3 1 3 3
REEERITFEE (16.66%)| (6%) | (10%) [(13.63%)|(16.67%)
(10) lllegal sale of unregistered pharmaceutical product(s) 1 2 0 0 2
FEEHE RS MAVEEE & m (4.17%) | (4%) (0%) (0%) |(11.12%)
ERHAXREREER » 2022 £8§ o SR
/ "
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Statistical Tables and Charts
Hat BT

Table & 12 (Cont’d) &

Number of counts (percentage)
Nature of offences* R (BB
fEsRIER 2018 2019 2020 2021 2022
(11) Selling Part 1 poison(s) without making an entry in 0 0 0 1 1
the poisons book
e i 4 Sy i e O s e o 0% 0% 0% 4.55%) | (5.56%
WEE | BERRIERAL SRR %) | %)) (%) ] (4.55%) ] (5.56%)
(12) Failing to seek prior approval from the Pharmacy
and Poisons Board for change in the ownership/
directorship or person-in-charge of the authorized 0 1 0 0 0
seller of poisons (0%) (2%) (0%) (0%) (0%)
ERESEIHEB KRB EREL ERFEEIERMN
> ERTHEBA /EFHEEA
(13) Selling goods to which a forged trade mark was 5 12 1 0 0
applied
s P 8.33% 24% 10% 0% 0%
AT A 8.33%) | lea%e) | (10%) | (%) | (0%)
(14) 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 w I 0% 0% 0% 0% 0%
RARRREEE uBRnFa s mamEn | 00 | 0% 0% %) 1 (0%
RE
(15) Failing to provide written order(s) in relation to 0 0 0 0 0
purchasing of controlled medicines
P . e - 0% 0% 0% 0% 0%
SRR RIS SR B AT %) | @) | %) ) ©%) ) 0%)
(16) Failing to provide sales invoice(s) for controlled 0 0 0 0 0
medicines
PR o e s w 0% 0% 0% 0% 0%
R RS BRI 3 %) | @%) | %) ) 0%) | 0%)
(17) Failing to keep proper record of psychotropic
substances in psychotropic substances book 0 0 0 0 0
RETRGREYTHRMARTEREERANZE | 0%) (0%) (0%) (0%) (0%)
ok
(18) Trafficking in dangerous drug 1 0 0 0 0
IRiE B gy 4.17%) | (0%) (0%) (0%) (0%)
(19) Failing to maintain proper record of antibiotics 0 2 0 0 0
REHFABNIERLCER (0%) (4%) (0%) (0%) (0%)
*  Some cases involve multiple nature of offences
B ER TR L EET
r J
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Statistical Tables and Charts

4t EER

Disciplinary Inquiries into Authorized Sellers of Poisons in 2022

2022 FRMERESEIHERNLEMMESRE

Sale of antibiotics
without the authority of
a prescription
TERBERHRENERT
HEMER

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

prescription

TERARLREN

BRTHEMRE 3 H5

Sale of Part 1 poison(s) without
the supervision of a registered
pharmacist/proper supervision
ERAEMERMEE | BEEE
BN THES 1 HE%E

EREBXRSEEER 2022 F£if

Possession of unregistered
pharmaceutical product(s)

BEREREEMER R R

Failing to store
poison(s) properly

REEEMIT TS

lllegal sale of
unregistered
pharmaceutical
product(s)
FERHERAGEMAY
e

Selling Part 1
poison(s) without
making an entry in
the poisons book
HES 1 BHER
BB AT FEM

Sale of Part 1/Part 2 poison(s)
without label/proper label
HERARE | RAEXEREN
51 8FEIEE 2 BpHEE




Statistical Tables and Charts
Hat BT

Table & 13

Number of Listed Sellers of Poisons in Hong Kong
EANIGFRAEHNE
Year F{p 2018 | 2019 | 2020 | 2021 | 2022

Number of listed sellers of poisons as at the end
of the year 3937 | 4295 4187 | 4170 | 4 151
BEFRNIISSEHEREE

Number of listed sellers of poisons as at end of the year

BEFLANYHSEHEETHE
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Table & 14
Applications for Licensing as Listed Sellers of Poisons
REISFEEEHEE
Year {5 2018 | 2019 | 2020 | 2021 | 2022

Number of applications approved
EANRY RS FR RS EL R
Number of applications rejected

EREEN R =

264 624 198 305 221

Regulatory Control of Listed Sellers of Poisons
SIGFEEERNHRE
Year 1% 2018 | 2019 | 2020 | 2021 | 2022

Number of inspections conducted
KEEE

Number of test purchases conducted
Gi=E(=

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.

2020 22021 FWKER / HHABHER 2019 BRHEFHRBIBERATEREHTE

7814 | 8323 | 3268 | 6 975 | 8 385

3350 | 3353|2144 | 1984 | 1948

EEEBERSEEERE o 2022 £1§ o -
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Table & 16

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

BRERSEERRWIHSEHEHRMPOLRT

Number of cases
Disciplinary actions taken HEEZ 4=

PRENRYAC1R1T

2018 | 2019 | 2020 | 2021 | 2022

Removal from the list of listed sellers of poisons
Y S FEHE R R ERE

Issue of written warning

EHERES

Suspension of name from the list of listed sellers
of poisons for a specified period of time 4 6 3 0 1

B miHR Y HEEHE R R ERNER—RERE

The listed seller of poisons ceased operation

before action taken by the Board 0 0 1 0 0
ZIHEMTEERHRIACRITEIRI 2SS

Total

- 6 12 6 4 1

2 P Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2022
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Table & 17
Disciplinary Cases regarding Listed Sellers of Poisons Handled by the
Pharmacy and Poisons Board
BHNERFEEEREEAMY S SEFHEHNLEMEE
. Number of counts (percentage)
%Iag&e §0f offences R ( BIRLE)
2018 2019 2020 2021 2022
(1) Sale of Part 1 poison(s) without the supervision of
a registered pharmacist/proper supervision 1 2 2 0 0
R AAMELEEGE /| BEEERER THE (8.33%) | (7.14%) |(15.38%)| (0%) (0%)
B 1EEE
(2) Sale of Schedule 3 poison(s) without the authority 0 5 0 0 0
of a prescription o o o o o
TR BRI R F HENE 3 55 %) | aa%) | 0%) | %) | 0%)
(8) Possession of Part 1 poison(s) 4 3 2 2 1
EHEE 1 gaa (83.34%) [(10.72%) | (15.38%) | (15.39%) | (50%)
(4) Possession of unregistered pharmaceutical 4 6 3 1 1
product(s) 0 0 0 0 0
5 Sk sy Y O (83.34%) |(21.43%) [(23.10%) | (7.69%) | (50%)
(5) Possession of substance(s) to which the 1 5 0 0 0
Antibiotics Ordinance applies
W CAEEBD BRI B.33%) | 1a%) | (0%) | (%) | 0%)
(6) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark 0 5 5 5 0
was applied o 0 o o o
AEEREABEANEEATESEAGEmE | 00 | 14%)(15:38%))(38.46%)| - (0%)
N&m
(7) Possession for sale or for any purpose of trade
or manufacture goods to which a false trade 0 0 0 0 0
description was applied
BEEREEmEIRERATEARREEES | 00 | 00 | 0% | 0% | 0%
REANE @
(8) Sale of unregistered pharmaceutical product(s) 0 2 0 0 0
& B R M| %R 0%) | (7.14%) | (0%) (0%) (0%)
(9) Selling goods to which a forged trade mark was 0 4 4 5 0
applied 0 0 0 ) 0
£ B R R A RS TR B 15 2 (0%) [(14.30%)((30.76%) |(38.46%) | (0%)
(10) Applying a false trade description on goods in the 0 1 0 0 0
course of any trade or business
EABERRLEE TR EREREEER s | O | @97 0% 1 (0%) 1 (0%)
(11) Unlawful sale of Part 2 poison(s) 0 2 0 0 0
IEEIHES 2 WHEE 0%) | (7.14%) | (0%) (0%) (0%)
EBEBERSEETIER o 2022 F£1; — 'k'@;_ 43



44

Statistical Tables and Charts
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Table &R 17(Cont’d) &

Nature of offences*

Number of counts (percentage)

R (BRL
[EESEa=1 ( )
2018 2019 2020 2021 2022
(12) lllegal use of restricted title 0 1 0 0 0
IR 0%) | (3.57%) | (0%) (0%) (0%)
(13) lllegal use of restricted logo 0 1 0 0 0
IEERTIRE (0%) | (8.57%) | (0%) (0%) (0%)
(14) Sale of Part 1 poison(s) 0 0 0 0 0
HES 1 B (0%) (0%) (0%) (0%) (0%)
(15) Sale of Schedule 1 Chinese herbal medicine 0 0 0 0 0
without prescription
. i w o 0% 0% 0% 0% 0%
o IR S EIE 1 P %) | ©%) ) ©%) ) %)) 0%)
(16) Failing to store poison(s) properly 1 0 0 0 0
RAEBEEMITEEE (8.33%) | (0%) (0%) (0%) (0%)
(17) Engaging in relation to a consumer in a commercial
practice that is a misleading omission ® 313<y) (08/) (08/) (08/) (08/)
sl - Ve = . (0] (o} (0] (0] (0]
FHEEFHBREEERNEETA

Some cases involve multiple nature of offences
WO ER T R ZEFET

Disciplinary Cases regarding Listed Sellers of Poisons in 2022

2022 FRMYIHSHEHEHNLRMESR

Possession of unregistered

pharmaceutical product(s)
BRERCE ML R

f‘: i

Possession of Part 1 poison(s)
EEF 1B
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Table & 18

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

MEBRBNEERAERN R RSEEERRMHMEMLRT

Year {7 2018 | 2019 | 2020 | 2021 | 2022

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

BEFRIMEPEREE ARNHE

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

HEH B SR HE 3 R R IR RV ER B

Number of warning letters issued

BHEEENHE

EHEBERSHEEER o 2022 £ AL
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Table & 19

Disciplinary Cases regarding Wholesale Dealer Licences Handled by the

Pharmacy and Poisons Board

EHERSEEEREERMMEH R BHNLERESE

Nature of cases* Number of counts (percentage)
R (BEBRL)

xR 2018 2019 2020 2021 2022

(1) Causing to be published an Undesirable Medical
Advertisement

CHERTRBEES
(2) Exporting pharmaceutical products and medicines

1 0 0 0 0
(7.14%) (0%) (0%) (0%) (0%)

not under and in accordance with an export licence 0 2 1 3 0
RERIBE R IR H O 5P 58 A9RR € Mk AR m A (0%) (25%) | (12.5%) |(42.84%)| (0%)
2

(8) Failing to keep proper record of pharmaceutical 1 0 0 0 0
products

AR S T N R B (r14%) | ©0%) 1 0%) | ©%) | (0%

(4) Furnishing false or misleading information in licence

o 0 0 1 1 0
R —— %) | %) | 125%) |(14.29%) | (0%)
(5) lllegal sale of unregistered pharmaceutical products 5 1 1 1 3
IREEEREEMER Hm (35.72%) | (12.5%) | (12.5%) | (14.29%) | (75%)
(6) Importing pharmaceutical products and medicines
not under and in accordance with an import licence 0 4 5 0 0

RAERBRIZREOFAIRAREMAAZE Ha K (0%) | (50%) | (62.5%) | (0%) (0%)
&)

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

#»EBREMEARRBREBRNER

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

(8) Possession of pharmaceutical product which was
not registered for the purpose of sale, distribution or 5 0 0 0 1
other use (85.72%) | (0%) (0%) (0%) (25%)
AIHE ~ DU EMARMEAREEMER KM

(9) Selling a drug with a label which falsely describes the
drug

HERA ERRFREINEY

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

(10) Selling drug not of the nature, substance or quality
demanded by the purchaser 1 1 0 0 0
EEFEY > MANE - WEIREEBEEARERY | (7.14%) | (125%) | (0%) (0%) (0%)
EYFABETR

(11) Unlawful supply of poisons 1 0 0 0 0
FEEEFE (7.14%) | (0%) (0%) (0%) (0%)

Some cases involve multiple nature of offences
IR ER D KR ZESET

I:
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Table & 20

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

ERNRNEHRENEERARERNERSEEERRNMERMLERT
Year {5 2018 | 2019 | 2020 | 2021 | 2022

Number of holders of manufacturer’s licences
as at the end of the year 71 70 69 67 65

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

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

HEH sl miHRE R R RV B
Number of warning letters issued
EHESENHE

Note: With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the PIC/S GMP.
H: H2015F1081HE MEREREEY ATENAERBEREERNASNEEEEEEREES|

48 47 46 45 43

3 0 0 1 2

ERHEBERSHEETER 2022 £ . - &
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Statistical Tables and Charts
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Table & 21

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

ERERSHERRRERMERNNANEHMRNERESR

N : . Number of counts (percentage)
P R (EIHLE)
2018 2019 2020 2021 2022
(1) Conviction of an offence specified under
Regulation 29 of the Pharmacy and Poisons 1 0 0 0 0
Regulations 333%) | ©0%) | (©0%) 0%) | (0%)
WHTER (BEERFEGRE) 5 29 (A5 o ’ ’ ’ °
BARYSETT
(2) Contravention of the Code of Practice for
Licensed Manufacturers and Registered 1 0 0 1 0
Authorized Persons or condition of the licence
BR (HEEEREMEBEARETR) 5 | 0000 ©%) 1 (0%) (0% | (0%)
BB
(8) Contravention of the Good Manufacturing 1 0 0 1 5
Practice Guide o o o o o
B % A ARG S @3.3%) | %) | 0% | 50%) | (100%)
*  Some cases involve multiple nature of non-compliances
B EZEI RS EER
!
5 o P Pharmacy and Poisons Board of Hong Kong ¢ Annual Report 2022
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Table & 22
Number of Registered Authorized Persons
S EREANAR
Year F{n 2018 | 2019 | 2020 | 2021 @ 2022

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

BEFREMAEYREHEREANSE

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

BEFREMMINERERIEREAHE

Number of registered authorized persons for
pharmaceutical manufacturers of advanced

145 146 149 153 153

95 95 94 93 93

therapy products as at the end of the year 0 0 6 10 10
BEFAEMATER AN mNEEHAVERIEA

28

Number of registration of authorized persons

cancelled or suspended 0 0 0 0 0

BUHSCE B S E R A GEAYEL B

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.

H: H2018F 9814 HiE HERINMUNEFENEREAARS (EBFRNEREREAREMARASNER
AR BR BRIEFIERIES|) PRYIRE R 5 A S 1R

ERBHEAEYRSEEER 2022 £§ AL e
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Table & 23

Registration of Pharmaceutical Products
BN Y sE i
Year {3 2018 | 2019 | 2020 | 2021 2022

Number of registered pharmaceutical
products as at the end of the year 17323 | 16 186 | 15396 | 15028 | 14 704
BEFRIEMELRmEE

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

BEFRNEMENNRHE

20000
15000
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Amendments to Schedules 1 and 3 to the Pharmacy and Poisons
Regulations in 2022

2022 FE (FHIXRFSERG R 1 K 3 (FLLAIEST

New Substances Added HA B4 E
1. Abrocitinib; its salts fmEERE ; HEEE
2. Amivantamab EREN
3. Anifrolumab FRMAFIAE ST
4. Avalglucosidase alfa NKRNEEES a
#5. Betahistine; its salts; except when contained in EMhET ; HEE ; BE 3 ERE M
pharmaceutical products containing betahistine BT RIEM M B TR RS »
hydrochloride or betahistine mesilate (a) labelled with a WHRF S U TIEEERRIN ¢ (a) jﬁ?ﬁ"@%g‘iﬁ
maximum recommended daily dose of the pharmaceutical | {2 1ERE H R KEZEI SRS 48 =
product having the equivalent of 48 mg of betahistine e RVERL S BTSN 36 2 RIS
hydrochloride or 36 mg of betahistine mesilate; (b) stated | #1357 ; (b) ZBAR{ 18 mREU EHIE
for use only in patients of 18 years old or above for relief | EfEF « I DHEEFAEREIER ; K (c) U
of vertigo symptoms only; and (c) to be sold in packs for | $A&R% 5 ANERENEELE
a maximum of 5 days’ use
6. Binimetinib; its salts B8R ; HESE
7. Calcifediol i)
8. Casirivimab RETIREEN
9. Cedazuridine; its salts PRIERE ; HERLE
10. Cemiplimab FAEF B
11. Cilgavimab FEpIE=A=2k73
12. Dostarlimab ZIEF BT
13. Encorafenib; its salts REHSRE ; HESE
14. Eptinezumab N ERMAEBR
15. Faricimab EIRPEE
16. Finerenone; its salts JERFIER ; HEELR
17. Fostamatinib; its salts mtEE ; HEE
18. Glycerol phenylbutyrate HHRXT el
19. lcosapent ethyl when contained in pharmaceutical “HRAFBERE > BRNREEETEER
products indicated for the reduction of the risk of EBEARCANAE 2 ~ P& ~ TEARENARILE
myocardial infarction, stroke, coronary revascularization, | EEEEZEHABRMNAEZE OLKRE R
or unstable angina requiring hospitalization R EL A E
20. Imdevimab RARIFRER
21. Luspatercept AT
22. Migalastat; its salts KINElfth ; HEELE

BERERNXNRSEETER o

2022 #F iR

n
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Table & 24(Cont’d) &

New Substances Added HA B4 E

23. Molnupiravir; its salts RHNE ; HEE

24. Molybdate (99Mo); its salts; when contained in Molybdate (99Mo) ; ; BRI E
pharmaceutical products BEERSNAANE

25. Nirmatrelvir; its salts =IBEE  HEE

26. Ocrelizumab BInFIBRE

27. Onasemnogene abeparvovec PRIk BLEE B

28. Pemigatinib; its salts MAKREE ; HEELE

29. Pertechnetate (99mTc); its salts; when contained in Pertechnetate (99mTc) ; %5 ; BIR
pharmaceutical products REsTEREENAAE

30. Pitolisant; its salts BaHA4E  HESE

31. Ponesimod; its salts BVERE  HEESE

32. Pralsetinib; its salts BHIERE ; HEE

33. Pretomanid; its salts ERERE ; HEE

*34. Probenecid AEEEF

35. Rurioctocog alfa pegol IBEFRME o

36. Sacituzumab govitecan XD ZEREH

37. Safinamide; its salts 7hIERZ ; HEESE

38. Selinexor; its salts EFNER ; HEHE

39. Selumetinib; its salts gx8fk ; HEE

40. Sotorasib; its salts RIEEE ; HElE

41. Tafasitamab BEZEH

42. Tepotinib; its salts fhagfE ; HEEtE

43. Tixagevimab BIEEER

44, Trientine; its salts; when contained in pharmaceutical FRECT ; HEE%E ; BIENE S EEEIR
products mAE

45. Tucatinib; its salts Z+E&kE ; HEE

46. Vericiguat; its salts HEALPEVN 5 HEESE

47. Zanubrutinib; its salts LB E ; HEESE

The amendment will come into operation on 18 February 2023.
ZIAEETH 2023 £ 2 A 18 HiEEk -

# The amendment will come into operation on 21 October 2023.
ZIAE5TH 2023 F 10 A 21 HEEE M -
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] ] 9’ -
Statistical Tables and Charts > 2§
=L = -~ O o
MeTER IC TR S
&
Table % 25
Amendments to Schedule 2 to the Pharmacy and Poisons Regulations in 2022
2022 FE(RBIERFSERG MR 2 (EHAVIEST
New Substances Added I ABZTE
1. Tranexamic acid, Topical preparations containing not R[FIREE > FBEALH 3% *PIREM
more than 3% of tranexamic acid as cosmetic products JER AR BB AR E SN EAL R
not intended for the treatment of human ailments
Table 5% 26
Amendments to Schedule 10 to the Pharmacy and Poisons Regulations in 2022
2022 FE(RBIERFSERG MR 10 EHAEET
New Substances Added I ABZTE
1. Abrocitinib; its salts fRIfmEEE ; HEE
2. Amivantamab REEER
3. Anifrolumab B RFICEE BT
#4. Aspirin; its salts; when contained in pharmaceutical PRISJUCH ; HEEHE ; BIRN B TEEL
products HmAE
5. Avalglucosidase alfa RNEEES a
#6. Betahistine; its salts EMENT ; HEESE
7. Binimetinib; its salts BxEE ; HEE
8. Calcifediol B2
9. Casirivimab R EER
10. Cedazuridine; its salts PaiEPRE ; HEESE
11. Cemiplimab FREFI B
12. Cilgavimab FEINEER
13. Dostarlimab LR B
14. Encorafenib; its salts BEGRE ; HEHE
15. Eptinezumab N ERMEER
#16. Ethenzamide; its salts ZKGRE ; HERSE
17. Faricimab EImPREE
18. Finerenone; its salts JERFIER ; HEGHR
19. Fostamatinib; its salts mithEE ; HEE
20. Glycerol phenylbutyrate HHRART el
EEABMERSHEEED » 202 58 2, A
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Table & 26(Cont’d) &

New Substances Added AR E

21. lcosapent ethyl when contained in pharmaceutical
products indicated for the reduction of the risk of
myocardial infarction, stroke, coronary revascularization,
or unstable angina requiring hospitalization

—tikAGEECE  BRINEITER
REEONEE « PE - SREARME
ERNREERARNARE ORER
RHVEER R A E

22. Imdevimab RAKEEEN
23. Luspatercept BEAE

24. Migalastat; its salts

Kin=th ; HEELE

25. Molnupiravir; its salts

-

R E ; HEE

26. Molybdate (99Mo); its salts; when contained in
pharmaceutical products

Molybdate (99Mo) ; HEE4E ; BRI E
BEELNSRBANE

27. Nirmatrelvir; its salts

RIERE ; HEE

28. Ocrelizumab HinF BRET
29. Onasemnogene abeparvovec PRI DR BLEE

#30. Paracetamol; its salts; when contained in pharmaceutical
products

Homail , HEE  BRNEsH
ERIRmANE

31. Pemigatinib; its salts

MARERE ; HEEEE

32. Pertechnetate (99mTc); its salts; when contained in
pharmaceutical products

Pertechnetate (99mTc) ; ELEE4E ; BFR
RESEENSRRNE

#33. Phenazone; its salts

LB HER

34. Pitolisant; its salts

BRAE  HEE

35. Ponesimod; its salts

JAVVETE ; HEERE

36. Pralsetinib; its salts

EHEE ; HEE

37. Pretomanid; its salts

SRERE ; HEE

*38. Probenecid AIEET

#39. Propyphenazone; its salts HRZELEM ; HESE
40. Rurioctocog alfa pegol IBEFRIE o
41. Sacituzumab govitecan XD EZERE

42. Safinamide; its salts

YIERE 5 HLERER

#43. Salicylamide; its salts; when contained in pharmaceutical
products

KiGELRE 5 HEEEE ; BRNEITEL
]

44. Selinexor; its salts

ZHER ; HES

45. Selumetinib; its salts

BIEBE ; HER

46. Sotorasib; its salts

RIEEE , HEE

47. Tafasitamab IBERER
48. Tepotinib; its salts aBRE ; HESE
49. Tixagevimab B EER

50. Trientine; its salts; when contained in pharmaceutical
products

HECT ; HESE  BERNEITEERR
mAE

51. Tucatinib; its salts

ZFEE ; HER

52. Vericiguat; its salts

MEAT PRI 5 HLEEAR

53. Zanubrutinib; its salts

ILETE ; HESR

The amendment will come into operation on 18 February 2023.
ZIEEETH 2023 F£2 B 18 HEE#

# The amendment will come into operation on 21 October 2023.
ZIAESTH 2023 £ 10 B 21 HE B -

I:
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