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From : Clerk to the Legidative Council

To : All Members of the Legidative Council

Council meeting of 19 January 2011

Proposed resolution under
the Phar macy and Poisons Ordinance

| forward for Members consideration a proposed resolution
which the Secretary for Food and Heath will move a the Council
meeting of 19 January 2011 under the Pharmacy and Poisons Ordinance
relating to:

(@ the Pharmacy and Poisons (Amendment) (No. 5)
Regulation 2010; and

(b) the Poisons List (Amendment) (No. 5) Regulation 2010.

The President has directed that “it be printed in the terms in which it was
handed in” on the Agenda of the Council.

2. The speech, in both Chinese and English, which the Secretary

will deliver when moving the proposed resolution, and the supplementary
information provided by the Secretary are also attached.

(Mrs JustinaLAM)
for Clerk to the Legidative Council

Encl.



Resolution of the Legislative Council

Pharmacy and Poisons Ordinance

Resolution

(Under section 29 of the Pharmacy and Poisons Ordinance (Cap. 138))

Resolved that the following Regulations, made by the Pharmacy and
Poisons Board on 28 December 2010, be approved—

(@ thePharmacy and Poisons (Amendment) (No. 5) Regulation
2010; and

(b) the PoisonsList (Amendment) (No. 5) Regulation 2010.



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2010

Section 1 1

Pharmacy and Poisons (Amendment) (No. 5) Regulation
2010

(Made by the Pharmacy and Poisons Board under section 29 of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the
Legidative Council)

1 Phar macy and Poisons Regulations amended

The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are
amended as set out in sections 2 and 3.

2. First Schedule amended
(1) First Schedule, Chinese text, Division A—
Repeal
“RARE  HEERE
(2) First Schedule, Division A—
(@ After item “Benzylmorphine; its salts”
Add
“Besifloxacin; its salts; its esters; their salts’;
(b) Afteritem “Eletriptan; its salts’
Add
“Eltrombopag; its salts; its esters; their salts’;
(c) After item “Enoximone”
Add
“Enrofloxacin; its sats; its esters’;
(d) Afteritem “Paroxetine; its salts”
Add
“Pazopanib; its salts’;



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2010

Section 3 2

() Chinesetext, after item “Z7 ¢ f E & -1 > 4-7K %A

EAMEEAE R EE (TR E BRI EM LS
EAMAY R

Add
C IR 5 LR

3. Third Schedule amended
(1) Third Schedule, Chinese text, Division A—
Repeal
IR ; HEE
(2) Third Schedule, Division A—
(8 After item “Benztropine and its homologues; their salts”
Add
“Besifloxacin; its salts; its esters; their salts’;
(b) Afteritem “Eletriptan; its salts’
Add
“Eltrombopag; its salts; its esters; their salts’;
(c) After item “Enoximone”
Add
“Enrofloxacin; its salts; its esters’;
(d) Afteritem “Paroxetine; its salts”
Add
“Pazopanib; its salts’;
() Chinesetext, after item “Z2 ¢ ff EFE#E S -1 > 4-7K %,

%EF’%E{EE%%EEWEEt%&ﬁﬂﬁE’\Jﬁ?@ﬂ:é\% ;
B XA

Add
C LR 5 HCEERE



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2010

Chairman,
Pharmacy and Poisons Board

28 December 2010




Pharmacy and Poisons (Amendment) (No. 5) Regulation 2010

Explanatory Note
Paragraph 1 4

Explanatory Note

This Regulation adds 4 substances to Division A of the First and
Third Schedules to the Pharmacy and Poisons Regulations (Cap.
138 sub. leg. A) (principal Regulations) so that the sale, supply,
labelling and storage of those substances are subject to the
restrictions imposed under the Pharmacy and Poisons Ordinance
(Cap. 138) and the principa Regulations.

2. This Regulation also amends the Chinese expression of the term
“Bupropion”.



Poisons List (Amendment) (No. 5) Regulation 2010

Section 1 1

Poisons List (Amendment) (No. 5) Regulation 2010

(Made by the Pharmacy and Poisons Board under section 29 of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the
Legidative Council)

1 Poisons List Regulations amended

The Poisons List Regulations (Cap. 138 sub. leg. B) are amended as
set out in section 2.

2. Schedule amended
(1) The Schedule, Chinese text, Part I, Division A—
Repeal
“ORTNIE ; HEERE
(2) The Schedule, Part I, Divison A—
(@ After item “Benzylmorphine; its salts’
Add
“Besifloxacin; its salts; its esters; their salts’;
(b) After item “Eletriptan; its salts’
Add
“Eltrombopag; its sdlts; its esters; their salts’;
(c) After item “Enoximone’
Add
“Enrofloxacin; its salts; its esters’;
(d) After item “Paroxeting; its salts’
Add
“Pazopanib; its salts’;



Poisons List (Amendment) (No. 5) Regulation 2010

Section 2 2

(e) Chinese text, after item “Z¢7E JL B 4-1 » 4-2K R =R
gl:%i%:n”f%EE{EJEFEJ:%&EXWE’\J/E\PMK/ET% A ]

AR —
Add
"SR 5 EEE.

Chairman,
Pharmacy and Poisons Board

28 December 2010




Poisons List (Amendment) (No. 5) Regulation 2010

Explanatory Note
Paragraph 1 3

Explanatory Note

This Regulation adds 4 substances to Division A of Part | of the
Poisons List set out in the Schedule to the Poisons List Regulations
(Cap. 138 sub. leg. B) so that, among other applicable
requirements, poisons containing those substances can only be sold
on registered premises of an authorized seller of poisons by a
registered pharmacist or in the pharmacist’s presence and under the
pharmacist’s supervision.

2. This Regulation also amends the Chinese expression of the term
“Bupropion”.



SPEECH BY
THE SECRETARY FOR FOOD AND HEALTH
AT THE LEGISLATIVE COUNCIL
ON 19 JANUARY 2011

Pharmacy and Poisons Ordinance (Cap. 138)

Phar macy and Poisons (Amendment) (No. 5) Regulation 2010
Poisons List (Amendment) (No. 5) Regulation 2010

Mr President,

| move that the motion under my name, as printed on the
Agenda, be passed.

2. Currently, we regulate the sae and supply of
pharmaceutical products through aregistration and monitoring system
set up in accordance with the Pharmacy and Poisons Ordinance. The
Ordinance maintains a Poisons List under the Poisons List
Regulations and several Schedules under the Pharmacy and Poisons
Regulations. Pharmaceutical products put under different parts of the
Poisons List and different Schedules are subject to different levels of
control in regard to the conditions of sale and keeping of records.

3. For the protection of public health, some pharmaceutical
products can only be sold in pharmacies under the supervision of
registered pharmacists and in their presence. For certan
pharmaceutical products, proper records of the particulars of the sale
must be kept, including the date of sale, the name and address of the
purchaser, the name and quantity of the medicine and the purpose for
which it isrequired. The sale of some pharmaceutical products must
be authorized by prescription from a registered medical practitioner,
dentist or veterinary surgeon.

4, Arising from an application for registration of four
pharmaceutical products, the Pharmacy and Poisons Board proposes
to add the following four substances to Part | of the Poisons List and



the First and Third Schedules to the Pharmacy and Poisons
Regulations:

() Besifloxacin; its salts; its esters; their salts
(b) Eltrombopag; its salts; its esters; their salts
(c) Enrofloxacin; its salts; its esters

(d) Pazopanib; its salts

Pharmaceutical products containing the above substances must then
be sold in pharmacies under the supervision of registered pharmacists
and in their presence, with the support of prescriptions.

5. In addition, the Pharmacy and Poisons Board proposes to
amend the Chinese trandation of an existing substance under Part | of
the Poisons List of the Poisons List Regulation (“PLR”) and the First
and Third Schedules to the Pharmacy and Poisons Regulation
("PPR") “Bupropion; its salts” from “= | ; EIESJ" to its correct
trandlation “ 47 E[’}BW » ELERE.

6. We propose that these amendment regulations take
Immediate effect upon gazettal on 21 January 2010 to allow early
control and sale of the relevant medicine.

7. The two Amendment Regulations are made by the
Pharmacy and Poisons Board, which is a statutory authority
established under the Ordinance to regulate pharmaceutical products.
The Board comprises members engaged in the pharmacy, medical
and academic professions. The Board considers the proposed
amendments necessary in view of the potency, toxicity and potential
side effects of the medicine concerned.

8. With these remarks, Mr President, | move the motion.
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Poisons List (Amendment) (No. 5) Regulation 2010
Phar macy and Poisons (Amendment) (No. 5) Regulation 2010
Supplementary Information to the L egidative Council
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Drug Name
B

Proposed
Classification

£ P

Reason
i

Besifloxacin; its
salts; its esters; their
salts

(FIPibi; 2R
;TR L
)

Part |, First and
Third Schedules
poison

L
L ESEETE o

Thisdrug isfor treatment of eyeinfections.

Side effects include conjunctival redness, blurred
vision, eye pain, eye irritation, eye pruritus and
headache.This drug should only be used upon
medical judgment.
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Drug Name

&
£l

Proposed
Classification

H R

Reason
BN

Eltrombopag; its
salts; its esters; their
salts

(3 i £ B

SRAT
?%')

Part I, First
and Third
Schedules
poison

FW%
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R e
%

This drug is used in adults with long-term immune
thrombocytopenic purpura (ITP) in patients who have
had their spleen removed and who do not respond to
treatment with medicines such as corticosteroids or
immunoglobulins. ITPisadisease in which the
patient’s immune system destroys the platelets
(componentsin the blood that help it to clot). Patients
with ITP have low platelet counts and are at risk of
bleeding. The spleen isan organ that isinvolved in the
destruction of platelets.

This drug can also be considered for use in patients
who have previously been treated for I TP and who
cannot have surgery to remove their spleen.

Side effectsinclude headache. Thereisalso arisk of
liver problems and thromboembolic complications
(problems with clots in blood vessels). Bleeding can
also come back after the medicine is stopped. This
drug should only be used upon medical judgment and
medical monitoring is also required during
administration.
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Drug Name Proposed Reason
- Classification i
B FRAH]
- : Thisdrug isfor treatment of bacterial infections
52 rgl‘ltg_xﬁagl n _';‘Ert é ;Lidarlld of the alimentary, respiratory and urogenital
esters " ues tracts, skin, secondary wound infections and otitis
poison externain dogs and cats.

[ 230 B - B} HKIT%‘ ko
( Em bHH [glﬁgﬁ 2 8k In cats, side effects include retinotoxic effect (eye
s, H Eﬁ damage) including blindness. Its use should be
5 judged by a veterinary surgeon.
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Drug Name Proposed Reason
- Classification il
BRI
L : Thisdrug is used to treat advanced renal cell
SPala%g panib; its _I;‘E:tré ;Lidi?gs carcinoma (atype of kidney cancer). Itisusedin
: patients who have not received any previous
poIson treatment or in patients who have already been
5T ﬁ[ ffifshe— ¥ treated for their advanced disease with anticancer
(i< i = 23k medicines called ‘ cytokines . ‘ Advanced’” means
1 RO that the cancer has started to spread.

Side effectsinclude reduced appetite, dysgeusia
(taste disturbances), hypertension (high blood
pressure), diarrhoea, nausea (feeling sick),
vomiting, abdominal pain (stomach ache), hair
colour change, fatigue (tiredness) and increased
blood levels of the liver enzymes alanine
aminotransferase and aspartate aminotransferase.
A doctor’s decision is required as to whether or
not this medicine should be used, medical
monitoring is also required during administration.

BN TNk SRR (P 7E) ¢
Wﬂim&wﬁvMFW#%Wﬁ WW*
Epﬁﬁ“ﬁ):p LI%{" ATFEER "Elqtdfr EX ﬂ Jmﬁﬁ’?ﬁ %FBJ
)ﬁ o ‘S HAY ?’Jﬁﬁ “'E?ﬁf[jj?ﬁ?

SR el P?F? PR 52K 74)
) - Oﬁﬂm,ﬁ)lhw
%Uﬁ KA F'%E“Iﬁ“@ e lkfd)bﬁiﬁf
‘r’[ »—'LE’I&_Q ELB’EE\TQ Jﬁ[l«f‘ n&ﬁi@n@ EIJ“'
T, B o

L*ﬁ’ﬁ?;%é TE Y R E‘JFﬁf‘E\ﬂj”‘“‘ﬁ
IR | e - -




Drug Name Proposed Reason
- Classification il
B AIEH]
Z:I*fsr opion; its aAS' fgr‘:{ C'F?Ef;ﬁg This drug is already registered, it is used for
Third Séh odules smokin_g ces_%tion or for treatment of mgjor _
poison depressive disorder. Side effectsinclude insomnia,
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nervousness, shakiness, concentration disturbance,
headache, dizziness, taste disorder, dry mouth,
constipation, nausea, vomiting, urticaria, rash,
pruritis, sweating and fever.

Thisdrug iscurrently classified as
Prescription-only-medicine (i.e. Part I, First and
Third Schedules poison). It islisted in Poisons List
under the entry “Bupropion; its salts® [ ; H

The correct Chinese nameis“34'? [Ef%ﬂﬁf; £ s
the original Chinese name % |~ '1# ; £ E§EH will
be repealed and amended to4 [Ef%ﬂﬁ; R
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