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From : Clerk to the Legidative Council

To : All Members of the Legidative Council

Council meeting of 20 October 2010

Proposed resolution under
the Phar macy and Poisons Ordinance

| forward for Members' consideration a proposed resolution which
the Secretary for Food and Health will move at the Council meeting of
20 October 2010 under the Pharmacy and Poisons Ordinance relating to:

(8 the Pharmacy and Poisons (Amendment) (No. 4) Regulation
2010; and

(b) the Poisons List (Amendment) (No. 4) 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 English and Chinese versions, which the

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

(MrsJdustinaLAM )
for Clerk to the Legislative 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 13 September 2010, be approved—

(@ the Pharmacy and Poisons (Amendment) (No. 4)
Regulation 2010; and

(b) the Poisons List (Amendment) (No. 4) Regulation 2010.



Pharmacy and Poisons (Amendment) (No. 4) Regulation 2010

Section 1 1

Pharmacy and Poisons (Amendment) (No. 4) 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 Legidlative 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 to 3.

2. First Schedule amended
First Schedule, Division A—

(@ Add
“Dapoxetine; its salts’;

(b) Add
“Indacaterol; its salts; its esters; their salts’;

(c) Add
“Plerixafor; its salts’.

3. Third Schedule amended
Third Schedule, Division A—
(@ Add
“Dapoxetine; its salts’;
(b) Add
“Indacaterol; its salts; its esters; their salts’;



Pharmacy and Poisons (Amendment) (No. 4) Regulation 2010

Section 3

(c) Add
“Plerixafor; its salts’.

Chairman,
Pharmacy and Poisons Board

13 September 2010




Pharmacy and Poisons (Amendment) (No. 4) Regulation 2010

Explanatory Note
Paragraph 1

Explanatory Note

This Regulation adds 3 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 principal Regulations.



Poisons List (Amendment) (No. 4) Regulation 2010

Section 1 1

Poisons List (Amendment) (No. 4) 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
The Schedule, Part I, Division A—

(@ Add
“Dapoxetine; its salts’;

(b) Add
“Indacateral; its salts; its esters; their salts’;

(¢ Add
“Plerixafor; its salts’.

Chairman,
Pharmacy and Poisons Board

13 September 2010




Poisons List (Amendment) (No. 4) Regulation 2010

Explanatory Note
Paragraph 1 2

Explanatory Note

This Regulation adds 3 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
reguirements, 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.



SPEECH BY
THE SECRETARY FOR FOOD AND HEALTH
AT THE LEGISLATIVE COUNCIL
ON 20 OCTOBER 2010

Pharmacy and Poisons Ordinance (Cap. 138)

Phar macy and Poisons (Amendment) (No. 4) Regulation 2010
Poisons List (Amendment) (No. 4) 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 three
pharmaceutical products, the Pharmacy and Poisons Board proposes
to add the following three substances to Part | of the Poisons List and



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

(2) Dapoxetine; its salts
(b) Indacaterol; its salts; its esters; their salts
(c) Plerixafor; its salts

5. 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.

6. We propose that these amendment regulations take
Immediate effect upon gazettal on 22 October 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.

T:HEALTH-1\Ash2\2010\PPR\4th Batch\folder\l Speech (eng).doc



PoisonsList (Amendment) (No.4) Regulation 2010
Phar macy and Poisons (Amendment) (No.4) Regulation 2010

Supplementary Information to the L egidative Council
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Drug Name Proposed Reason
E- Classification Hig
el
Dapoxetine; itssalts | Part |, First and Thisdrug is used to treat premature g aculation,
. I Third Schedules in men between 18 and 64 years old. Premature
(£ 3E'j R poison gjaculation is a common sexual problem. Itis
L) N | when aman ejaculates with little sexual
ol ﬁmﬁv ¥ | simulation and before the man wants to. This
[T = 2,86 can cause problems for the man and may cause

problems in sexual relationships.

Side effectsinclude feeling dizzy, headache,
feeling sick, feeling irritable, anxious, agitated or
restless, feeling numb or having “pins and
needles’, difficulty getting or keeping an erection,
sweating more than normal or flushing, diarrhoea,
constipation or having wind, stomach pain,
bloating or being sick, problems slegping or
strange dreams, feeling tired or sleepy, yawning,
blocked nose (nasal congestion), arisein blood
pressure, difficulty concentrating, shaking or
trembling, lower interest in sex, ringing in the ears,
blurred vision, indigestion and dry mouth. This
drug should only be used upon medical judgment.
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Drug Name Proposed Reason
- Classification G
B A
Indacateral; its Part I, First Thisdrug is used to keep the airways open in adults
sats; its esters; and Third with chronic obstructive pulmonary disease
their salts Schedules (COPD). COPD is along-term disease in which the
poison airways and air sacs inside the lungs become
damaged or blocked, leading to difficulty breathing
2l E[ UES air in and out of the lungs.
e
(S B 1 | | | o |
5 fﬁﬁl L Side effectsinclude nasopharynglt_ls (inflammation
of the nose and throat), upper respiratory tract
PR JEE@?F') infection (colds), sinusitis (inflammation of the

sinuses), diabetes mellitus and hyperglycaemia
(high blood sugar levels), headache, ischaemic heart
disease (disease of the heart caused by failure in the
blood supply), cough, pharyngolaryngeal (throat)
pain, rhinorrhoea (runny nose), respiratory tract
congestion (blocked airways), muscle spasm
(cramps) and peripheral oedema (swelling,
especially of the ankles and feet). A medical
decision isrequired for the use of this medicine.
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Drug Name Proposed Reason
7 Classification RUH
B AIEH]
Plerixafor; its | Part |, Firstand | Thisdrug isused to help to collect haematopoietic
salts Third Schedules | stem cells (cells in the bone marrow that can develop
poison into different types of blood cells) for transplantation.
5 Jﬁ ey It isused in patients with non-hodgkin’s lymphoma or
Y 4% [ X v - [tipl el t f blood cell f
(F'*”’ =8 W o multiple myeloma (types of blood cell cancer) for

autologous transplantation (when the patient’s own
cells are used in the transplant).

Side effectsinclude diarrhoea, nausea (feeling sick)

and reactions at the site of injection. Its use should be
judged by a doctor.
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