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In the midst of the global pandemic of COVID-19, 2020 has been  —F_FFE#SH—4 * ®20193 4k
a challenging and unforgettable year. Despite the difficulties, the — FEHB(TE ' EBRBEEH L VEESIK
Pharmacy and Poisons Board (“the Board”) continued to strive in our ~ #53cE EHk B o BESRPRER BT - (B 2B
best for better health protection and quality healthcare service. rEEEER(TE "AXF, ) —wmllE

_ . IBEATERREARER  REREEEN
In order to combat the COVID-19 pandemic, technological BERRARTS o

development in the medical and pharmaceutical fields, including

development of COVID-19 vaccines and treatment, is evolving at ~ &AEMBIRAFSHEANRIT @ BELRE
an exceptionally high speed. In this connection, the Board has i B EF RS REEEEA EE=
robustly conducted evaluation and granted approval for clinical #EBERE - £X » ARLK2HETG2E
trials of the investigational COVID-19 drug “Remdesivir’ in 2020 in ~ R E#H EHW AN L BN F LR ERE
an expeditious manner. In addition, the Board has formulated a  (Remdesivir) E/TERACEI R - K ETARE
conditional registration framework to resiliently address the local ~ SHEHMAXLFEZRZERTE  KF
unmet and urgent medical needs during the COVID-19 public health & T B &4 2+ %) LUB ) b 52 18 Ko
emergency, with continuous monitoring of the safety and efficacy of ~ EAMBERREEER » WiIFELEREEH
the products. EmNT 2 NWEE

Concerning regulation of advanced therapy products (“ATPs”), the  fEEEREZEHBREFH » KEMRE
Board is pleased to note that the Pharmacy and Poisons (Amendment) 2019F R ENBTE(B)EHE
Bill 2019 (“the Bill") was passed by the Legislative Councilon 17 July ~ &) RS _FFtA+tRHENL 28
2020 and published in the Gazette as the Pharmacy and Poisons  # TR _-_S_FF+A_+MNATE -
(Amendment) Ordinance 2020 (“the Amendment Ordinance”) on % (2020 ZEH % R EZE(E])EH)
24 July 2020. In view of the high risks associated with the rapid ~ (F5& T (BET1ERFY | ) - EREERE
scientific advancement of ATPs, the Amendment Ordinance aims at & RHRE2HEARNBEER @ BUTES
introducing a clear regulatory framework on clinical research and 327 ({&ETH61) - SEREE RN
therapeutic use of ATPs in order to safeguard public health and  #AFFZE SR BEREF S| S MR BHELL
facilitate their development. The Amendment Ordinance seeks to  LURFE/A TR FE SR EEF AR MR
update the existing legislation to regulate the ATPs by setting out a B (B3TEM) BEBTIRITIER @ 5]
specific subset of pharmaceutical products under the Pharmacy and ~ BAEERER R AT H/EGIE 1385 (%
Poisons Ordinance (Cap. 138, Laws of Hong Kong) (“the Ordinance”) WENSEER) (P T (&H) )T
so that the regulatory requirements for pharmaceutical products ~ ZEE & M — B EDE - KB -
under the Ordinance and other relevant ordinances would apply to CIRBUY R E AR B R0 227 & A AV AR
ATPs. Due to the high-risk and complex nature of ATPs, all facilities ~ BERMNERRLEREZER Mo E
which manufacture ATPs should obtain a licence. In addition, BEIRRBRIEE - ERNEEREHRES
considering the special nature of ATPs, the Amendment Ordinance R E M BEEH - It - FrERELE
provides for requirements on labelling and record keeping specific ~ BAE RAVRIEHIABEGERR N - &
to ATPs in order to enhance traceability of the products. The  EEEEREZHFANBEM  (BFTK
provisions of the Amendment Ordinance will come into operation on ) FLiEEE BARE LA HHEEELE
1 August 2021. T BERBRRESINES - (Bilk

, , , By RZF_—F)/\R—HEEM -

To cater for the genuine need in keeping actual sales pack of

ATPs for registration purpose by taking into account the scarcity of EEERBEILEERFLEREZERN
materials for certain biological products, the Amendment Ordinance ~ BESHEEZMAR » BHAELLY)
also updates the registration requirement by only requiring SRIMERE - (BETERA) BHEH
submission of prototypes of sales packs and proposed wordings R E @ 5T BATE B EY T MIF L EIR
of the label instead of representative specimen sales packs of X EBNRELBERNERT » UF
pharmaceutical products or samples of substance. This is a trade & RANIEMZER S FHEER MR R
facilitating measure for applications for registration of pharmaceutical ~ ¥ BERERARER - HEREFEFRZER © [
products without compromising the rigorous requirements in XA EREBN R F42 BRAN
monitoring the safety, quality and efficacy of the products. BEMVERIE A E ©

With the aim to ensure that registered authorized persons (‘APs”)  AEREFESEFENEIMESEABKBS
of licensed manufacturers are keeping up-to-date knowledge — BN EEEE L5 » Ao R E
and experiences for maintaining quality profession practice in ~ ERAFHEFEEEXENREL R  AREZ
the manufacture of pharmaceutical products, the requirement for B ZFFHLFT I T IHEZXEBNRE -
continuing professional development (“CPD”) has been implemented 1S # A IAVE M WAGE " —
since 2020. Since then, an AP must provide evidence that he or she ~ F— A RIHESFIEREE  EHECR
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has undertaken the minimum number of CPD hours (20 hours for
pharmaceutical manufacturers or 7 hours for secondary packaging
manufacturers) at courses, seminars or other forms of approved
training of a current year for the renewal of their registration in
January 2021 and thereafter annually.

All along, the Board has supported and implemented various
measures to tackle the global public health concern of antimicrobial
resistance (“AMR”). With reference to the “Hong Kong Strategy and
Action Plan on Antimicrobial Resistance (2017 - 2022)” and with the
enhanced measures and support from the pharmacy profession and
the pharmacy trade, the overall supply of antimicrobials to authorized
sellers of poisons decreased from 18.4% in 2016 to 7.5% in 2019.
Besides, the Board took the initiative to strengthen the control of
certain antimicrobials which were used to be over-the-counter
medicines by re-classifying them as prescription drugs. These
antimicrobials include nifuratel, nifuroxazide, nitrofural, nitrofurantoin
and nitroxoline, the new sales restrictions of which have taken effect
on 18 October 2020. Furthermore, the Board also reclassified
metronidazole from pharmacy-only medicine to prescription
medicine with effect from 14 February 2021.

For better protection of public health, the Board has continuously
monitored and reviewed the safety of medicines in the market
and made reference to the international regulatory practice. In
this connection, the sales restrictions of pharmaceutical products
containing piracetam, which is used for treatment of myoclonus
of cortical origin and memory problems, and pentoxifylline,
which is used for treatment of peripheral vascular disorders,
have been strengthened by re-classifying them as prescription
drugs with effect from 18 October 2020 and 13 December 2020
respectively. Moreover, for safe and proper use of skin antiseptic
products, the Board endorsed in September 2020 to tighten the
sales control of skin antiseptic products containing benzalkonium
salts, benzethonium salts, cetrimide, hydrogen peroxide, or iodine/
povidone iodine for human or animal use as pharmaceutical products
unless otherwise stated, or except for general toiletry or cosmetic
products containing these antiseptic substances as preservatives, or
intended for general cleansing or sanitary use, such as hand wash,
body wash, cleanser and shampoo. The tightened control will come
into effect on 11 June 2022.

While recollecting the accomplishments of the Board in the past
year, | would like to take the opportunity to thank all Members of
the Board and various committees of the Board for their insight and
contribution. | am also grateful for the support of the pharmacy
profession and trade. It is my sincere wish that the pharmacy
community will uphold the professional standard and achieve further
in providing quality healthcare services.

Dr CHAN Hon-yee, Constance, JP
Chairman
Pharmacy and Poisons Board
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This annual report covers the calendar year 2020. 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: (852) 2527 2277
Telephone: (852) 2527 8418
E-mail address : ppb@dh.gov.hk
Website: www.ppbhk.org.hk
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Membership and Functions of the Board

EERAYRL & & HEE

Dr CHAN Hon-yee, Constance, JP (Chairman)
BREEERLE » P (EE)

Dr SIN Wai-mei, Della, JP Mr CHAN Ling-fung, Frank Dr CHIU Puiyin, Amy, JP- Mr WONG Waihung, Geoffrey
BEREEHL P fRZZELE HEmmREL - P (Legal Adviser)

wREBREE(EREER)

i%!
e =
‘

Professor WONG Chi-kei, lan Professor ZUO Zhong, Joan Mr SUNG Ming-tat, Dick

BEREAR R BRESE

Ms TAM Hi Mr YAU Fuk-loi, Rico
BELL ERfEsRELE
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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:

(a) the Director of Health (Chairman);
(b) the Government Chemist; ex officio

(c) the Assistant Director of Health in the members
Drug Office of the Department of Health;

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

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

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

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

(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 2020 was as
follows:

a) Dr CHAN Hon-yee, Constance, JP (Chairman)
b) Dr SIN Wai-mei, Della, JP
c) Mr CHAN Ling-fung, Frank
d) Dr CHIU Pui-yin, Amy, JP
e) MrWONG 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
Mr YAU Fuk-loi, Rico
(i) Dr SO Yui-chi

o~ o~ o~ o~ o~ o~ o~ —~

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 to carry out the following functions in
accordance with the provisions of the same Ordinance and its
subsidiary legislation:

@)

(d)

©)

()

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

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

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

licensing and regulatory control of wholesale dealers and
manufacturers of pharmaceutical products;

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

registration and classification of pharmaceutical products.

The Board is assisted by seven committees. They meet regularly
to consider and decide 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.

BEBXERSEEIER 2020 £/
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To assist the Board in performing its functions, the following
seven committees are established under various provisions of the
Pharmacy and Poisons Ordinance:

(1) Examination Committee

(i

(ii)

Membership as at 31 December 2020
Professor WONG Chi-kei, lan (Chairman)
Dr SIN Wai-mei, Della, JP

Mr CHAN Ling-fung, Frank

Dr LEE Pui-man, Jeff

Ms CHU Kwok-pui, Jody

Mr LAM Fung-shing, Edwin

Dr LAM Tai-ning, Teddy

Professor NG Kwok-wai, Enders

Ms TANG Suk-man, Alice (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;

(g) 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

(i

(i)

(3)

BEEBRRS

Poisons) Committee

Membership as at 31 December 2020
Mr CHAN Ling-fung, Frank (Chairman)
Ms AU YEUNG Kar-wai, Terese

Ms LEUNG Chau-yung, Catherine

Mr MUI Cheuk-nang, Kenny

Mr TING Wing-fai

Mr TSE Kwok-keung

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.

Pharmacy and Poisons (Wholesale
Licences) Committee

Membership as at 31 December 2020
Mr CHAN Ling-fung, Frank (Chairman)
Mr CHENG Kit-man, MH

Mr CHEUNG Yiu-kwong, Alex

Mr CHIU Kwok-leung, Philip

Mr NG Wing-lik

Mr WONG Chi-yin, Andrew

Ms TSE Po-yiu, Blouie (Secretary)
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(i)

4)

(i)

(ii)

Functions

In accordance with regulation 26 of the Pharmacy and
Poisons Regulations, the Pharmacy and Poisons (Wholesale
Licences) Committee is established to:

(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.

Pharmacy and Poisons (Manufacturers
Licensing) Committee

Membership as at 31 December 2020
Mr CHAN Ling-fung, Frank (Chairman)
Dr CHENG Chi-chung, Vincent

Dr CHEUNG Yan-ting, Kara

Dr CHOW Shing-fung, Aviva

Mr LEE Foo-wing

Professor LEE Wai-yip, Thomas
Professor LEUNG Kam-tong

Dr MAK Yin-fong

Mr TSE Kin-on, Andrew

Mr YEUNG Yee-fai, Raphael (Secretary)

Functions

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

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

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.

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

(i

Membership as at 31 December 2020
Mr CHAN Ling-fung, Frank (Chairman)
Professor CHIM Chor-sang

Dr HO Chin-ho, Kenny

Dr HO King-man

Professor LOONG Ho-fung, Herbert

Dr NG Fook-hong

Professor TO Kin-wah, Kenneth

Dr TO Kwong-yuk

Mr WONG Yik-cheong, Anthony
Mr YIM Tsz-kok, Michael (Secretary)
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(i)

(6)
(i

Functions (ii)

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:

(a) 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;

(b) 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.

Poisons Committee (6)
Membership as at 31 December 2020 (0]
Dr SIN Wai-mei, Della, JP (Chairman)

Dr SO VYui-chi

Mr CHAN Ling-fung, Frank

Mr SUNG Ming-tat, Dick

Professor WONG Chi-kei, lan

Mr YAU Fuk-loi, Rico

Ms TANG Suk-man, Alice (Secretary)
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(i) Functions (ii)
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) Pharmacy Internship Training Committee (7)
() Membership as at 31 December 2020 (i)

Professor ZUO Zhong, Joan (Chairman)
Mr CHAN Ling-fung, Frank

Mr CHENG Kit-man, MH

Mr CHEUNG Yiu-kwong, Alex

Ms HSUEH Cheung-mei, Vivian

Mr LAM Fung-shing, Edwin

Dr LAU Sze-ngar, Grace

Dr LEE Pui-man, Jeff

Dr LEUNG Pak-heng, George

Mr LOK Wing-huen, Winham
Professor TO Kin-wah, Kenneth

Dr TO Kwong-yuk

Mr WONG Ka-kin, Andy

Ms TANG Suk-man, Alice (Secretary)
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(i)

Functions

The Pharmacy Internship Training 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; and
carry out such other functions connected with internship

training as may be permitted or assigned to the
Committee by the Board.
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The Work of the Board and its Committees
EEREREZETRIIE

(1)

(i

(ii)

(iii)

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.

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) a non-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 2020. A total of 51
applicants cumulatively passed all the three subjects in the
year 2020.

The results of these two registration examinations are shown
in Table 1. Figures for 2016 to 2020 are also included for
comparison purpose.

Training

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

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.

BEEBRXRRSEETIER 2020 £

(1) Z& 5| Eh B9 53 it

(i)

(i)

(iit)

BN EBAEMNER VAR E
BEEM - s ALAEREE
FRENER EoBEKEE
B 7T aEREEM -

&%
R AVANE NILHE A —I8
et

@) BEBEHERTADERNE
W o

(b) FEAE LIS 72 B R
CERERFRASHE
WERE  WOEETH
BENME TR ;
AT RARADHIR

ZH

e LA () (o) EERKAAE A
VRBBHEERBHN=ER
BMEMES  BEEBERE
B~ BRI

ZAREEE_S_BFHHIE
NARTZRHERYMREME
A o AERBES ARBIREBEE
=HERAVEE

= 150 2 OR S MR B AR
& UR_S-—AEE_T_F

ENERET LUt -

BE

AR REBRAER 2
BANEBA  BEEXRTM
ERma 0 AERXEERAAUM
BRI HP—F -

A E Mt 73 AR 3 AR A 22 2
SAMNEFA  MHEMES
AR K / SEUAS EE R A TAFAL
B aXATDIR—F - JIRE
KB XDR—FNEGBATA
ESIESMEMES @ EBB
2REER ARX-REER
WAINMBEES -

15



(iv)

v)

(vi)

Registration

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

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

As at 31 December 2020, there were 3097 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 2016 to 2020 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.

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 24
to 26 of this report.

Statistical data regarding disciplinary actions taken by the
Board in respect of registered pharmacists in 2016 to 2020
are shown in Tables 4, 5 and 6.
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(v)
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(2) Licensing and Regulatory Control of Retail (2) T ERB (B EERES
Traders (Including Authorized Sellers of EHEGBRIWNE S E
Poisons and Listed Sellers of Poisons) HEBINEBEEERRE

T

(i) Authorized Sellers of Poisons: Licensing
An authorized seller of poisons (‘ASP”), commonly knownas () EIRESZEHER @ BETE

“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 ASR 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 610 ASPs registered in Hong Kong as at the end
of 2020. Statistical data regarding the total number of ASPs,
applications for registration and renewal of registration of
premises of ASPs in 2016 to 2020 are shown in Tables 7
and 8.

}
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(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.

Four inquiries were held in 2020 and all of the ASPs
concerned were found guilty of misconduct. One ASP
was issued with written warning whilst three 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 12 such
interviews were held in 2020.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in 2016 to 2020 is
shown in Table 9.

Statistical data regarding disciplinary cases handled by
the Board in respect of ASPs in 2016 to 2020 are given in
Tables 10, 11, 12 and 12A.
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(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 4 187 LSPs in Hong Kong as at the end of 2020.
The number of licensed LSPs in 2016 to 2020 is shown in
Table 13. Statistical data regarding applications for LSP
licences in these five years are shown in Table 14.

Listed Sellers of Poisons: Discipline

Like 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 2016 to 2020 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.

}

BEBEERSEETIER 2020 £3R

I

(i) HISSEHER * HETIE

SIS ERN—MBRET
ERE (EBRENSERL) 1
ﬁm EREKETERNE 2

BREXBMAL - BT
%ﬁ%%%ﬁmAi’TﬁEﬂ
FEHENEERHIANETERER
IS SEHEFRER - 4
ENSEIIHSEHEER)ERS
EAXREERTRMERTIH
SHEHER -

(BB _BEFR BERE
4wm%ﬂﬁgiﬁﬁm =13
N ZE—RNEEZFT_FFT
ﬁi%ﬁ‘%mm% #£147%|
HELCAAFRBFRENHKE
HTF -

DS SEHER LEEH
FAEBEBMBRARMEKE
P FEEERAEERT - B2
BEERACRATINHEEHE
EKEF EMARLEN
EHEGEERERESEEE
BHNLESEENZEARAR - &
MEY S EEEEFMFEHETIE
E CEBERTEBKEH) -
CRERBKELY ~ (BREDK
By ~ (EESBELN) HER
H (FETR)D) BB EsE &
@Mf%ﬁﬁzﬂﬁﬁ%%go
B RBURB LSRN &S5
%EWETEE%M%%%PB
BETEXK  FSEZIEE
i%ﬁﬁmﬁ%ﬁﬂﬁiiﬁﬁ
R E LW@%T&%%%WW
TRmiEHERIZRE WE’J:éf
o EREMMNELTR
%ﬂﬁﬁ%%ﬂﬁ%%%%@ﬁ
HEMES -

®IBE_FE—NREE_E
R RHEBRMEREY S
HEMETKEULAAENH
FoR16 - 17R17AFYIER
RELMAFREBEBHISSE
HERMNALEREERMNAET -



20

(3) Licensing and Regulatory Control of

(i

(ii)

Wholesalers 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.

There were 786 holders of wholesale dealer licence in
Hong Kong as at the end of 2020. Statistical data for 2016
to 2020 are shown in Table 18.

Manufacturers of Pharmaceutical Products

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

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

It is the duty of every manufacturer to test each batch of
raw material intended to be used in the manufacture of
pharmaceutical products 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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4)

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.

There were 69 holders of a manufacturer’s licence in
Hong Kong as at the end of 2020, and all of them were
required to comply with the GMP Guide with effect from
1 October 2015. Among these 69 holders, 46 holders
were only authorized to conduct secondary packaging of
pharmaceutical products. Statistical data of manufacturer’s
licences and the authorized persons for 2016 to 2020 are
given in Tables 19 and 20 respectively.

Registration and Classification of
Pharmaceutical Products

Registration of Pharmaceutical Products

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

In considering an application for registration of a
pharmaceutical product, the Committee will take into account
the safety, efficacy and quality of the subject product. In
dealing with an application 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.
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(ii)

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 15 396 registered pharmaceutical products in
Hong Kong as at the end of 2020. The number of registered
pharmaceutical products as at the end of 2016 to 2020 is
shown in Table 21.

Classification of Pharmaceutical Products

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

(a) Part 1 Poisons: They can be sold only by
Poisons included in authorized sellers of poisons
Part 1 of Schedule 10, under the supervision of
i.e. Poisons List 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.

c) Schedule 3 Poisons:  They can be sold only by

Poisons included in authorized sellers of poisons
Part 1 of Schedule under the supervision of
10, i.e. Poisons List, registered pharmacists with the
and Schedule 3 to the authority of a prescription from a
Pharmacy and Poisons registered medical practitioner,
registered dentist or registered
veterinary surgeon.
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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 2

Schedule 4

Schedule 5

Schedule 6

Schedule 7

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

setting out the statement of particulars
as to proportion of poisons in certain
cases

prescribing the labelling requirements
for certain poisons

listing out certain poisons which are
exempted from labelling provisions
when sold or supplied in certain
circumstances

listing out certain poisons which are
required to be specially labelled for
transport

Classification and distribution in Schedule 10, i.e. Poisons
List, and imposition of control through the various schedules
were made through amendments to the Pharmacy and
Poisons Regulations. Amendments proposed by the Board
and approved by the Legislative Council in 2020 are shown
in Tables 22 and 23.
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(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 2020, 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 2020 included:

Ms CHEUNG Oi-ling

Ms KUNG Wai-yiu

Mr LEUNG Kwong-hei, Kenneth
Ms MOK Lai-fong

Mr NG Wing-yan

Ms TAM Hi

Mr WONG Chi-ming

Mr WONG Kwong-cheung, Aaron
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(2) Functions

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

(b) 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;

(c) 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

i) 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:

(a) the ASP be disqualified, for such period as may be specified
in the direction, from being an ASP;
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(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) a warning 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 2020.

(b) 4& Bz P &F M 70 5% M A M PR 86 8
EHEAN2EERN  EEMZ
HEMB LA B REATEMEHR
SNBERER > NHP—RE
ZIRIE N E B BUR YR

(c) BRI EBMNEMN 2R
AYREM R 5 =X
(d) MRERESEEEREEESERE -

EREGEMMTER  NRRE
DR AMERMAEERESEEE
R HNERBER ST RARA
#  AIFEREIR AR EEMIER
TagB ERERYERRIRES » B
RicRZEQRMHBERZME
LR ARZ EREREREN
HEAAR -

CEZESUEBERMNGREAR
R - EARATEAE LSRR MY
PR ZERIE A MR R E ~ BUHREH
EMNERESEHERNER %
HEERESEEEMNEMNEDE
B Pt 4€ B2 FIT = 1 40 8% 1 AR BR X B9 45
R RPANEB=F(EEH) I
SBMLENMNREEEERANER
R BIETRTEER -

WHBALTARE LS  LBEERES
BErAZHSEBESERRTIE - WA
HWEXATI BB MEFARE -
BRALRACRZESFHNES
R LH > ARKEERBENEN
“HN\BA - ARREERL

RO 12 BIFFEH BE o M EE R A0 &
ERESEHEMNCEMNERN
M8 F - —_FFF > RINEER
BB EFFEARS

Pharmacy and Poisons Board of Hong Kong Annual Report 2020




Membership and Functions of the
Pharmacy and Poisons Appeal Tribunal

ERRXRSE FRFRERIR S K EE

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

b) aregistered medical practitioner;
C) aregistered pharmacist;
d) a person qualified in pharmacology;

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

Py

(f) a person 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 2020 was
as follows:

Name Membership
Mr WONG Kai-ming, Stewart, S.C. Chairman

Dr TSANG Ho-fai, Thomas Member

Dr LAM Ka-wing, Jenny Member
Professor CHOW Yee-kwan, Elaine Member

Miss CHU Man-wa

Mr SUEN Yiu-chan, Peter

Miss TANG Choi-hung

Mr CHAN Cho-sun

Mr WONG Kwok-kai

Mr WOOQO Pui-hong, Christopher
Mr CHENG Kin-tung, Johnny
Mr PANG Hok-ming

Mr YEUNG Chi-fat

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
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(2) Functions

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

(@) any appeal against a decision of the Board in respect of
application for registration of premises or application for
renewal of registration of premises of an authorized seller
of 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 2016 to 2020.
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Statistical Tables and Charts

et B &

Results of the Registration Examinations

&t it & 5 R iR

Table 3% 1

Pharmacy Legislation in .
H K Pharmacy Practice Pharmacology
ong Kong
. E3ullaES 3l
Year EREAAG) -
Fi3 No. . No. . No. .
No. sat d passing % | No. sat d passing % | No. sat d passing %
passe passe passe
SMA™ aigE SMA™ aigE SIMAE aigE
sl | sl | sl |
2016 159 68 42.8 194 46 23.7 181 44 24.3
2017 147 7 48.3 206 67 32.5 219 55 251
2018 143 78 54.5 203 52 25.6 205 92 44.9
2019 135 77 57.0 250 82 32.8 192 7 37.0
2020 73 49 671 140 37 26.4 98 56 571
Number of Candidates Sitting Each Examination Subject
BHEENEEAR
No. of Candidates No. of Candidates No. of Candidates
EEIN ¢ EEAH 2019 EHEAB
2507 250 2507
2017 Y 2018
2018 1
2001 20012016 2007, 2019
2016
150 20072018 514 150 2020 150
100 100 100 2020
2020
50 50 50
0 Year 0 Year 0 Year
20 2] 20
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
EBZEREB) BRI i
Passing Percentage in Each Examination Subject
BREHNSKEE
Passing % Passing % Passing %
ARE BRE ARE
100 - 100 100
°
o ©® °
50 |- . ° 50 |- 50 |- o
°
° °
° ° [ ] e ©
Year 0 Year 0 Year
2016 2017 2018 2019 2020 ﬁzﬁ 2016 2017 2018 2019 2020 E{ﬂ 2016 2017 2018 2019 2020 ﬁzfﬁ

Pharmacy Legislation in Hong Kong

EBEREB

Pharmacy Practice

E i ES
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Table 3% 2

Number of Registered Pharmacists in Hong Kong

BEEMERIMAR
Year {3 2016 2017 2018 2019 2020
Number of registered pharmacists as
at the end of the year 2659 2753 2890 3001 3097
BB R0 2L A A BR

Number of registered pharmacists as at the end of the year
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Table 3% 3

Table 3% 4

Statistical Tables and Charts

et B &

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

#hat it MEREE MR EFHEMASIREF

Year {3 2016 2017 2018 2019 2020
Fresh registration (Non-local
graduates) 67 36 78 55 53
M MEEARES)
Fresh registration (Local graduates)
HALM (R B 3) S A e A
Removal from the register®
BB AR 12 25 22 21 30
Re-registration
S 2 ‘ 1 2 0
et increase 155 94 137 111 96
PR

*excluding orders by the Disciplinary Committee

TAEELEEEEMES

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

Number of cases

ERNACEITH
(BNmicEZESETLEN)

Disciplinary actions taken EES =]
RENEY RS ERITED
2016 2017 2018 2019 2020
Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 1 0 0 1 0

BEREEBXRSEETIER 2020 £
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Table 3% 5

Results of Disciplinary Inquiries into Registered Pharmacists

¥IEE M EE B ERETICRAAMBIER

Findings of the Disciplinary Committee

fCEZEEEMRR

Number of cases

ERHE

2016

2017

2018

2019

2020

Charge dismissed

EE N A2

0

0

Guilty of the charge
Y8 AL

Directions of the Disciplinary Committee

IKEERENER

Censure
Ly ==
MR

Removed from the register for a period
of time

e 2 MEr2—REFE

Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board
ERERSEEIERERIEH /AT M5 AV EEE

Table 3% 6

Number of counts

RERENERNEECH

Nature of offences* REY
BExEE"
2016 2017 2018 2019 2020
©) ;g;s%;nal misconduct 1 0 0 0 0
(2) Selling Schedule 3 poison(s) without
the authority of a prescription 0 0 0 1 0
ERAR S FRNERTHE
(HECE=%
(3) Failing to keep proper record of
antibiotics 0 0 0 1 0

* Some cases involve multiple nature of offences

*EBERY RZEFET
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Stqtistical Tables and Charts
et E =«

Table 3% 7

Number of Authorized Sellers of Poisons in Hong Kong

BENERESEHERNE

Year {3 2016 2017 2018 2019 2020

Number of authorized sellers of
poisons as at the end of the year 604 614 641 649 610
BEFRNERESEEERIE

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

BEFRNERESEHEEHNE
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Year &4
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Table 3% 8

Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEHERNREMEMEAE

Year {7

2016

2017

2018

2019

2020

Number of applications for registration
of premises approved

B R T R VR

29

37

51

23

Number of applications for registration
of premises rejected

EREMEMEFNEE

Number of applications for renewal of
registration of premises rejected

ERRRATEMNENRFRHE

Regulatory Control of Authorized Sellers of Poisons

ERESEHERNORE

Table 3 9

AEHHE

Year &3 2016 2017 2018 2019 2020
Number of inspections conducted
B E 1209 1220 1212 1305 1060
Number of test purchases conducted 3955 4399 4194 4101 2664

Note: The numbers of inspections and test purchases in 2020 decreased due to the impact of the COVID-19
pandemic and the social distancing measures.

i 2020 FNKEMABEHER 2019 BIRRARBREBRERERERE
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Stqtistical Tables and Charts
et E =«

Table 5% 10

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

Number of cases
Disciplinary actions taken EEF =]

AR S ERTT

2016 2017 2018 2019 2020

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

FRRTE L o 4
(AlHicEEZESETLEM)

Informal disciplinary actions

(i.e. Verbal caution by representatives of

the Board) 18 8 5 6 12

SEIETACE1TH
(MHEERAKATORES)

The authorized seller of poisons ceased
operation before action taken by the Board 1 0 1 1 2
ZHERTEERRIAEITRNERER

Total #85 31 17 17 18 18
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Table 3% 11

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHERETLCEMANER

Findings of the
Disciplinary Committee

ICEREEMHEIR

Number of cases

ExR#E

2016

2017

2018

2019

2020

Charge dismissed
FEEARIL

0

0

0

Guilty of the charge
FEPERAL

12

11*

11

IEERENER

Directions of the Disciplinary Committee

Issue of written warning

RHEMES

Disqualified from being an authorized
seller of poisons for a period of time

BUHH EmE R —RFE

*The decision of the Disciplinary Committee against one authorized seller of poisons was reversed by the Court

of First Instance.

TRREEAEBTCERE SN RERESEHERNIOR
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Stqtistical Tables and Charts
et E =«

Table 3% 12

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

RS EE R A ERESEHERNCEMAEE

Number of counts (percentage)
Natu; %;fjgegces* R (HRL)
[1
2016 2017 2018 2019 2020
(1) Sale of Part 1/Part 2 poison(s) without
label/proper label 0 0 1 0 0
%ﬁ%/ﬁf FBIRELERENEEN (0%) (0%) (4.17%) (0%) (0%)
F2ETE
(2) Sale of Part 1 poison(s) without the
supervision of a registered pharmacist/ 4 6 4 5 5
proper supervision o o o o o
ERELREN M EmsEEnmrT | (1297 | (2069%) | (16.66%) | (10%) | (20%)
HEFIIPE L
(3) Sale of Schedule 3 poison(s) without the 5 7 3 12 5
%}g%%%%%%ﬁ‘fg%‘%‘ﬁ apzamm | (1613%) | 413%) | (125%) | @4%) | (20%)
(4) Sale of antibiotics without the authority of 0 5 0 5 1
a prescription . o o . 8
R BRI TS EAE S %) 6.9%) | %) | (0% | (10%)
(5) Possession of poison(s) included in Part 1 3 0 1 0 0
of the Poisons List o = 0 0 5
EESERE WAIERSE enseie || e W e
(6) Possession (_)f unregistered 0 3 3 6 5
%“%;%%%%%%ggt@ 0%) | (10.32%) | (125%) | (12%) | (20%)
(7) Possession for sale or for any purpose of
trade or manufacﬁute goods to WhiCh a 3 0 ’ 0 0
EREmSANER
(8) Possession for sale or for any purpose of
trade or manufacture goods‘ to which a 1 5 3 5 ’
e e s | G2 | Gow | (29 | @0 | (0%
ImERENER
(9) Selling substance(s) to which the 4 0 0 0 0
Antibiotics Ordinance applies
8 (A ZHE) BRNDE 12.9%) | %) | @) | ©%) | (%)
(10) Failing to store poison(s) properly 2 2 4 3 1
BHEEEMITRSE (6.45%) | (6.9%) | (16.66%) | (6%) (10%)

BEEBRXRRSEETIER 2020 £
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Table & 12 (Con’t) i&

Number of counts (percentage)

NatuE %f'l;fg?ces* RE (BRLE)
2016 2017 2018 2019 2020
(11) lllegal sale of unregistered pharmaceutical 0 0 1 5 0
product(s) 0% 0% | @17%) | @% 0%
SEES ERC N EN LG %) | (%) | @A) | @) (0%)
(12) Supplying/Offering to supply false trade 3 0 0 0 0
description goods o o o o o
R B EE RS HBNE S (9.68%) | (%) | (0% | (0% | (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 seller of 0 0 0 1 0
poisons (0%) (0%) (0%) (2%) (0%)
ERESEHERATLEGENXRS
%%@%E’\Jﬁt)& BRTEBEANEFHE
=
(14) Selling goods to which a forged trade 6 3 5 12 1
LSl 19.35%) | (10.34%) | (8.33%) | (24% 10%
e A BN E S (19.35%) | (10.34%) | (8.33%) | (24%) | (10%)
(15) Failing to ensure that all the keys of the
lockable receptacle in the dispensing area 0 1 0 0 0
kept by th istered ph ist
o e roRe el | w0 | easo | 0w | 0w | ow
SRERNRE
(16) Failing to provide written order(s) in
relation to purchasing of controlled 0 1 0 0 0
medicines (0%) (3.45%) (0%) (0%) (0%)
R lRM B BXENEYNEE &
(17) Failing to provide sales invoice(s) for 0 1 0 0 0
B 0% | easm| o8 | 0% o
(18) Failing to keep proper record of
psychotropic substances in psychotropic 0 1 0 0 0
substances ook " 0% | B45%) | ©% | ©% | 0%
RNEETERSMEEY L s N R B R EEY) B '
BE ST
(19) Trafficking in dangerous drug 0 0 1 0 0
FEBREY (0%) (0%) (4.17%) (0%) (0%)
(20) Failing to maintain proper record of 0 0 0 > 0
antibiotics o o o o o
BREREAENMERCE (0%) (0%) (0%) @%) (0%)

* Some cases involve multiple nature of offences
*EMME R REEFRT
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Sta_ltistical Tables and Charts
et E =«

Table 3% 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2020

20 FERAERESEHERNCEMAEE

Possession of unregistered Possession for sale or for any

pharmaceutical product(s) purpose of trade or manufacture

BE R MEEH & R goods to which a forged trade
mark was applied
REBNEAREXRIERZEM
Sale of antibiotics EEEAREHENE R
without the

authority of a
prescription
TERA B RN

ERTNHENER Failing to store
poison(s) properly

BHEEMTE
=

Selling goods to
which a forged
trade mark was
applied
HERRRE
Sale of Schedule 3 poison(s) RN E &
without the authority of
a prescription
TERBREAFEENERLT
HEKRIFHE Sale of Part 1 poison(s)
without the supervision of a

registered pharmacist/

proper supervision
TR G AR MmEE/ A
EBNBER MEER1MSE

| sammRzEmEaR 0w
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Table & 13

Number of Listed Sellers of Poisons in Hong Kong

BENYBSEHEHHE

Year &3 2016 2017 2018 2019 2020
Number of listed sellers of poisons as
at the end of the year 3937 3937 3937 4295 4187
BEFRNIISSEHERHE

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

BEFRMNINSEHEEHHE

4500 —
4000 [~
3500 —
3000 —
2500 [~
2000 [~
1500 —
1000 —

500 —

2016 2017

2018

Year £

Table 3k 14

2019

Applications for Licensing as Listed Sellers of Poisons

FREE Y S5 22 8 & & & IR

2020

Year {3 2016 2017 2018 2019 2020
Number of applications approved
b - 231 2 264 24 1
AR E . >0 0 0 %8
Number of applications rejected 5 0 0 1 0
BREREAEFRE
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Stqtistical Tables and Charts
et E =«

Table 3% 15

Regulatory Control of Listed Sellers of Poisons

TS SEHERNIRE
Year £ {# 2016 2017 2018 2019 2020
Number of inspections conducted
W 7956 7874 7814 8323 3268
Qllygg;éof test purchases conducted 4021 3999 3350 3353 2144

Note: The numbers of inspections and test purchases in 2020 decreased due to the impact of the COVID-19
pandemic and the social distancing measures.
F: 2020 FEMNKEMNAEHEX 2019 BN AERRERCREREREEMBEL -

Table 3= 16

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

Number of cases
Disciplinary actions taken FES =]

REXRCER T

2016 2017 2018 2019 2020

Removal from the list of listed sellers
of poisons 4 0 0 1 0
WIS EEEERRERS

Issue of written warning

RHEMES

Suspension of name from the list of listed
sellers of poisons for a specified period
of time 3 9 4 6 3
MmN SSEEERLBERN
B —ERE

The listed seller of poisons ceased
operation before action taken by

the Board 0 0 0 0 1
ZIHEREEERENAERTHIEK

ok s

Total 2284 10 13 6 12 6

BEEBRXRRSEETIER 2020 £



42

Table 3k 17

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

Number of counts (percentage)

Natu;‘é géfggces* R (BIRLE)
2016 2017 2018 2019 2020
(1) Sale of Part 1 poison(s) without
the super_vision of a registe.re_d 4 1 1 > 5
PPl oo | (1081%) | (345%) | (833%) | (714%) | (15.38%)
BN T HER 1A SR
(2) Sale of Schedule 3 poison(s) without
the authority of a prescription 3 1 0 2 0
%iﬁﬁﬁﬁ%ﬁ@d‘%%?ﬂﬂ% (8.11%) | (3.45%) (0%) (7.14%) (0%)
MFRITZE
(3) Possession of Part 1 poison(s) 6 8 4 3 2
ERBINELE (16.22%) | (27.58%) | (33.34%) | (10.72%) | (15.38%)
(4) Possession Qf unregistered ’ 4 4 6 3
s e oo pots) (2.70%) | (13.79%) | (33.34%) | (21.43%) | (23.10%)
(5) Possession of substance(s) to which y 3 1 5 0
the Antibiotics Ordinance applies
B (G2 E0)) BRI E (2.70%) | (10.34%) | (8.33%) (7.14%) (0%)
(6) Possession for sale or for any purpose
of trade or manufacture goods to
which a forged trade mark was 8 1 0 2 2
applied (21.63%) | (3.45%) (0%) (714%) | (15.38%)
REENEAEXNEEREMESR
FERREERNE R
(7) Possession for sale or for any purpose
of trade or manufacture goods to
which a false trade description was 0 1 0 0 0
applied (0%) (3.45%) (0%) (0%) (0%)
RETFNIMEEIRERRMER
FERERERSBNE R
(8) Sale of unregistered pharmaceutical
product(s) : o : 2 :
B R AT T B (0%) (3.45%) (0%) (7.14%) (0%)

Pharmacy and Poisons Board of Hong Kong Annual Report 2020




Statistical Tables and Charts

et B &

Table 3 17(Con’t) &

Number of counts (percentage)

Nature of offences* RE (HinkL)
Es=EE"
2016 2017 2018 2019 2020
(9) Selling goods to which a forged trade
mark was applied 08;2W) (34%%) (&;) m4§0v) 60?67)
EERAGERENER e o ° e R
(10) Applying a false trade description on
goods in the course of any trade or
business ! ! 0 ! 0
0, [¢) [0) [0) [0)
rEEmARNEEEETEERER | (SO0 | G4%) | %) 1 35T | (0%)
FHAERRER
(11) Unlawful sale of Part 2 poison(s) 4 4 0 2 0
R ESE 2B (10.81%) | (13.79%) (0%) (7.14%) (0%)
(12) lllegal use of restricted title 1 0 0 1 0
AR (2.70%) (0%) (0%) (3.57%) (0%)
(13) lllegal use of restricted logo 1 1 0 1 0
FERTRE (2.70%) | (3.45%) (0%) (3.57%) (0%)
(14) Sale of Part 1 poison(s) 0 1 0 0 0
HESI1HSE (0%) (3.45%) (0%) (0%) (0%)
(15) Sale of Schedule 1 Chinese herbal
medicine without prescription (0(3/) 3 4150/) (09)/) (09/) (08/)
REIRRE S EMR1PZEM ° e ° ° °
(16) Failing to store poison(s) properly 0 0 1 0 0
REEEMIT S (0%) (0%) (8.33%) (0%) (0%)
(17) Engaging in relation to a consumer
in a commercial practice thatis a
misleading omission (000/) (09/) (8 3130/) (09/) (09/)
?tf;%%fﬁﬂ%%ﬁ@l&%ﬁﬁ@%% ° ° R ° °
TR

*Some cases involve multiple nature of offences

O ERELZERT
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Table & 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2020

202005 FRAVIE S EHEFNLEEE

Selling goods to
which a forged
trade mark was
applied
EEERREDE

HE &

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

HE&

Pharmacy and Poisons Board of Hong Kong Annual Report 2020

Possession of unregistered
pharmaceutical product(s)
EH R a5

Sale of Part 1
poison(s) without
the supervision

of a registered
pharmacist/ proper
supervision
TE2 B M EEmIEmEL
B/ EEEENERLT
HEF 1555

Possession of Part
1 poison(s)
BHEE 1S




Statistical Tables and Charts

et B &

Issue of Wholesale Dealer Licences

HEHEBENER

Table 7% 18

B PR RNEE

Year {7 2016 2017 2018 2019 2020
Number of holders of wholesale dealer
licences as at the end of the year 779 773 770 770 786
BEFANTEEERFTEANSE
Number of wholesale dealer licences
revoked/suspended 1 3 1 2 1

Issue of Manufacturer’s Licences for Pharmaceutical Products

ERRMREBMEABEIFESR

Table % 19

Year £ {#

2016

2017

2018

2019

2020

Number of holders of manufacturer’s
licences as at the end of the year

BEFRNREEERBEEANEE

71

70

69

Number of holders of manufacturer’s
licences only authorized to

conduct secondary packaging of
pharmaceutical products as at the end
of the year
BEFRRERECSERR RN
BEBRFNREFRRITBARE

49

48

48

47

46

Number of manufacturer’s licences
revoked/suspended

BsE i R AP R IR AV R

Note: With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the

PIC/S GMP.

id: H2015F 1081 HE fiIARRREBL AN OEBREERRERNEBNEEE

EEEHREEED -

BEEBRXRRSEETIER 2020 £

45



Table 3% 20

Number of Registered Authorized Persons

AR EREANAR

Year {3

2016

2017

2018

2019

2020

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

the year
BEFRIMREDRIEREREA
iSELE!

126

137

145

146

149

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

the year
BEFREMAIMERERNER
BAZE

83

9

95

94

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

N/A
R

N/A
A

Number of registration of authorized
persons cancelled or suspended

BUHSCE i B IR ASEMAVELE

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: H2018F9A 14 HE  AERZEGHEINEBEERAEARS (EBARFEALHERE
ARHEMBERAENER « KBEFZIIERIES ) AMIINERS AT EZM -
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Stqtistical Tables and Charts
et E =«

Table 3% 21

Registration of Pharmaceutical Products
EE R mpy M

Year F {3 2016 2017 2018 2019 2020

Number of registered pharmaceutical
products as at the end of the year 18584 18120 17323 16 186 15396
BEFRNEMERNRMHE

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

BEFRNIMENRANE
20000 —
15000
10000 —
5000
0
2016 2017 2018 2019 2020
Year F£17
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Table & 22

Amendments to Schedules 1 and 3 to the Pharmacy and Poisons
Regulations in 2020
2020 72 (EBR RS EM G MR IMELAIIERT

New Substances Added I AR E

Capmatinib; its salts

+~EEe HEA

Carglumic acid; its salts; its esters; their
salts

1. Acalabrutinib; its salts frERE: EEE
2. Agalsidase alfa FaTIN#EES o

3. Alpelisib; its salts BRI FIZE  EEE

4. Brolucizumab mrnAEER

5. Burosumab mERANENR

6.

7.

FRER HEE AERS EfNNER

*8. Codergocrine mesilate

Codergocrine mesilate

9. Crisaborole; its salts

FUWE LER

10. Darolutamide; its salts

EAREMR EEA

11. Dinutuximab beta

EXEENL

12. Doravirine; its salts

13. Entrectinib; its salts

LRIEM HER
7|_

14. Erdafitinib; its salts

e HEE
J_E e HEEA

15. Galcanezumab

IEREER

16. Human cytomegalovirus immunoglobulin

ABEARRERERES

17. Icatibant; its salts; its esters; their salts

SENS R AR TINEE

18. Lemborexant; its salts

gﬁﬁaﬁi /\J:n:\.*

19. Lisdexamfetamine; its salts

MAEXRAMR HEE

20. Lutetium-177; its salts; when contained in
pharmaceutical products

SB-177 KB BRI B EEA R

21. Lutetium (177Lu) oxodotreotide; its salts

BO7TTLUR R E/AR HEE

*22. Metronidazole; its salts; its esters;

PRSI HLEDN BB TS

their salts
23. Pegaspargase i Pl
24. Polatuzumab vedotin HEOAZ BT

25. Prasterone; its salts; when contained in
pharmaceutical products

EER HES BRNESEERR R
NE

26. Regadenoson; its salts

27. Remdesivir; its salts
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Stqtistical Tables and Charts
et E =«

Table & 22 (Con’t) &

New Substances Added A E

28. Ripretinib; its salts WmkEe s HEE

29. Romosozumab ERAEN

30. Satralizumab R AR B

31. Siponimod; its salts; its esters; their salts | FiE 2E; HE%E; HEz48; ©AELE
32. Sucroferric oxyhydroxide Sucroferric oxyhydroxide

33. Talazoparib; its salts fthhz e Al s HLEE4E

34. Tisagenlecleucel EoaE

#35. Trospium chloride i EIEk

36. Upadacitinib; its salts SHEE HEHE

Others Hfth

1. item “Antisera, antitoxins, ‘MMBE-MER 2EREQEREANTE
immunoglobulins and vaccines”, B (0 E BB EE -

paragraph (b), after sub-item “Rubella” — | AR EZ UM R A FESETRTEZ2"
Add “Severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2)”

2. item “Lovastatin”, after “Lovastatin” — ORGMTIEE B GMT 2 -
Add “when contained in pharmaceutical | il A BRAR B ST EBR K RZRNE"
products”

3. item “Pharmaceutical products for “PFRFAABNEBRD LS (FREX
human parenteral administration B LT BHEMNES  BREEESR

containing the following or their salts, as | BEAWAERINTER  EHEBMEE2EZ
active ingredients, except in mixture with | B —

insulin”, after sub-item “Hyoscine” — MAHEZS”
Add “lbuprofen”

*4. item “Pharmaceutical products for “HFSHAABNER R T WEE (FREX
human parenteral administration B LB EMNES  BREESR

containing the following or their salts, as | FPEAYRERINIER -
active ingredients, except in mixture with | EE B “FRREML"3 I8

insulin® —
Repeal sub-item “Metronidazole”
5. Chinese text — X XA -
(a) Repeal item “Secukinumab”; (a) BEB% “SecukinumabEE ;
(b) Add “F)[EEFILEH (b) MA“REFLEHR

* These amendments will come into operation on 14 February 2021.
ELEITB 2021 F2R 148EER® -

# These amendments will come into operation on 11 December 2021.
ELEBITE 2021 F 128 11 HEEEM -
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Table & 23

Amendments to Schedule 10 to the Pharmacy and Poisons Regulations
in 2020
20205 72 (EBIR RS MBI FR10{EHAVIEET

New Substances Added I A 84 &

1. Acalabrutinib; its salts

[ EE ; KB

2. Agalsidase alfa fahO¥EES a

3. Alpelisib; its salts RAINIRIZE s HEEAE
"4. Azelaic acid T

5. Brolucizumab SR

6. Burosumab MBERANED

7. Capmatinib; its salts EEEE HEE

8. Carglumic acid; its salts; its esters; their | RAEE L8 Hif5HE ©MNER

salts

*9. Codergocrine mesilate

Codergocrine mesilate

10. Crisaborole; its salts

STALHRAE ) KB

11. Darolutamide; its salts

EAEMR HEE

12. Dinutuximab beta

#13. Diprophylline; its salts

14. Doravirine; its salts

15. Entrectinib; its salts

16. Erdafitinib; its salts

17. Galcanezumab

INERAEN

18. Human cytomegalovirus immunoglobulin

ABEMRRSREIRER

19. Icatibant; its salts; its esters; their salts

B B HERE R B

20. Lemborexant; its salts

REHEL HEE

21. Lisdexamfetamine; its salts

MAEXRRE HEA

22. Lutetium (177Lu) oxodotreotide; its salts

B7TTLUR R E AL HER

23. Lutetium-177; its salts; when contained in
pharmaceutical products

$E177 HE S BERRNESTEEBRRAE

*24. item “Metronidazole; its salts”, after

“RREEIE  HEERIRE  r H AR

“salts” — 1% -

Add “ its esters; their salts” MmA“ ZEiEgfE, empEmEr
25. Pegaspargase i gt
26. Polatuzumab vedotin #HEORE A E

27. Prasterone; its salts; when contained in
pharmaceutical products

B2 RER ERNEBSEERR R
A&
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Stqtistical Tables and Charts
et E =«

Table 3 23 (Con’t) #&

New Substances Added A4 E

28. Regadenoson; its salts Iminead s HEE
29. Remdesivir; its salts mfEE, HEE
30. Ripretinib; its salts WmKEE s EEE
31. Romosozumab mEAHEN

32. Satralizumab ER AR B

33. Siponimod; its salts; its esters; their salts

FfeEfe: B HigME efMAvEsE

34. Sucroferric oxyhydroxide

Sucroferric oxyhydroxide

35. Talazoparib; its salts

HORIEIEA] LR

36. Tisagenlecleucel BB
#37. Trospium chloride T

38. Upadacitinib; its salts

SREfe HEE

Others Hftt

1. item “Antisera, antitoxins,
immunoglobulins and vaccines”,
paragraph (b), after sub-item “Rubella” —
Add “Severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2)”

IS SR REREFLEETENTE
B (0B £ BB DRI -
A BESMFRAGFEBRRS2

2. item “Lovastatin”, after “Lovastatin” —
Add “when contained in pharmaceutical
products”

BT IRR TR ] R -
A BRRBEELEERMAE"

*3. item “Pharmaceutical products for
human parenteral administration
containing the following or their salts, as
active ingredients, except in mixture with
insulin” —

Repeal sub-item “Diprophylline”

"BOESAABRERR G B (FRBEX
) LB EMNER BRERESR
RPERYMAERINIER -

BE bR RARMR DA

*4. item “Pharmaceutical products for
human parenteral administration
containing the following or their salts, as
active ingredients, except in mixture with
insulin” —

Repeal sub-item “Metronidazole”

"BOESAABRERR G WES (FRBEX
) U EREMVER BrERER
APESYMAERINIER -

BERR FRAE 31

5. Chinese text —
(a) Repeal item “Secukinumab”;
(b) Add “BIEALEH”

R A -
(a) BEB& “Secukinumab’EH ;
(b) IAA“BE&FLER”
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Table % 23 (Con’t) i&

Others Hfth

6. Chinese text —
(a) item “Ei a2 AR HEH"
(b) item “EARNKES ; HEEA"

(c) item “4-FE-1-FRE-4-FKEIRNE; HHE

RS SR~

(@) @@z REETEE

(o) BARIKE s HEE R TR H
(0)4-BE-1-FE-4-KEIKNE ; HE X" TRE
(d

after item “@IA K Z & IR NALH B
RIEREMSTAEY)  EFRELE" -

Add

“Saaml EEE

SRIKES ) A
A-FE-AR-4-XEIRNE; %
%‘%%—2—:@5&%—4 A EKE TR H

58" JA-BE-2_HRE-4 4" KET b HE
(d) item “4-FE-2-_FiRE-4 4 KE ¥IEE -
Tk HEEg - R % FIHE
Repeal the items
7. Chinese text — AR -

BRI N R RPN BRI AT H At
1A eMMEEE TR K -

mA

“EEENR HEEA

BURIRER » HEE
4-FEA-RE-4XEIRIE HEH
4-EE-2TFRRE-4 4K E T HERR

* These amendments will come into operation on 14 February 2021.

BELEITBH 2021 F 2R 14 HEEME -

# These amendments will come into operation on 11 December 2021.

BELEIE 2021 E 128 11 HREH -
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