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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap. 138)

PHARMACY AND POISONS (AMENDMENT) REGULATION 2016

INTRODUCTION

The Pharmacy and Poisons Regulations (Cap. 138A) (“the
Regulations”) was made under section 29 of the Pharmacy and Poisons
Ordinance (Cap. 138) (“the Ordinance”). The Pharmacy and Poisons
(Amendment) Regulation 2016 (“the Amendment Regulation”) at Annex A
is to amend the First, Third and Tenth Schedules to the Regulations.

JUSTIFICATIONS
General Background

2. Under section 29(1B) of the Ordinance, the Pharmacy and Poisons
Board (“the Board™) set up under section 3 of the Ordinance is empowered
to make regulations to amend the Poisons List; or any list of articles or
substances in the Regulations, subject to section 31 of the Ordinance and to
the approval of the Secretary for Food and Health.

Proposal of the Pharmacy and Poisons Board

3. Arising from applications for registration of seven pharmaceutical
products, the Board proposes to add the following substances to Division A
of the First Schedule, Division A of the Third Schedule and Division A of
Part | of the Poisons List set out in the Tenth Schedule to the Regulations:

(@) Bivalirudin; its salts

(b) Delamanid; its salts

(c) Dimethyl fumarate; when contained in pharmaceutical
products

(d) Macitentan; its salts

(e) Nintedanib; its salts



(f) Paracetamol; when contained in pharmaceutical products for
human parenteral administration
(g) Ramucirumab

4, Details of the above substances are set out at Annex B. The

Board considers the proposed amendments appropriate in view of the
potency, toxicity and potential side effects of the substances.

THE AMENDMENT REGULATION

5. The Amendment Regulation is to add the substances mentioned in
paragraph 3 above to the relevant Schedules to the Regulations.

LEGISLATIVE TIMETABLE

6. The legislative timetable will be —
Publication in the Gazette 11 March 2016
Date of Commencement 11 March 2016

IMPLICATIONS OF THE PROPOSAL

7. The proposal will impose appropriate control on pharmaceutical
products consisting of the above substances so that they can be sold in the
market upon fulfillment of the relevant regulations.

ENQUIRY

8. For any enquiries, please contact Mr Lam Fong-tat James,
Assistant Secretary for Food and Health at 3509 8956.

Food and Health Bureau
March 2016
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Pharmacy and Poisons (Amendment) Regulation 2016

(Made by the Pharmacy and Poisons Board under section 29(1B) of the

Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the

Secretary for Food and Health)

Pharmacy and Poisons Regulations amended

The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are
amended as set out in sections 2, 3 and 4.

Schedule 1 amended (substances to which certain restrictions
with respect to the sale, supply, labelling and storage apply
under regulations 3, 5, 6, 22 and 24)
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C)

Schedule 1, Division A, after item “Bitolterol and its salts
when contained in aerosol dispensers”—

Add
“Bivalirudin; its salts”.

Schedule 1, Division A, after item “Dehydroemetine; its
salts”—

Add
“Delamanid; its salts”.

Schedule 1, Division A, after item “Dimepheptanol; its salts;
its esters and ethers; their salts”—

Add

“Dimethyl fumarate when contained in pharmaceutical
products”.

Schedule 1, Division A, after item “Lysuride; its salts”™—
Add

“Macitentan,; its salts™.

Annex A

Pharmacy and Poisons (Amendment) Regulation 2016

Section 3 2
(5) Schedule 1, Division A, after item “Nimodipine”™—
Add
“Nintedanib; its salts”.
(6) Schedule 1, Division A, after item “Pantoprazole; its salts™—
Add
“Paracetamol when contained in pharmaceutical products for
human parenteral administration”.
(7) Schedule 1, Division A, after item “Ramipril; its salts™—
Add
“Ramucirumab”.
3. Schedule 3 amended (substances required by regulation 9 to be

sold by retail only upon a preseription given by a registered
medical practitioner, registered dentist or registered veterinary
surgeon)
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Schedule 3, Division A, after item “Bitolterol and its salts
when contained in aerosol dispensers”™—

Add
“Bivalirudin; its salts™.

Schedule 3, Division A, after item “Dehydroemetine; its
salts”—

Add

“Delamanid; its salts”.

Schedule 3, Division A, after item “Dimefline; its salts™—
Add

“Dimethyl fumarate when contained in pharmaceutical
products”.

Schedule 3, Division A, after item “Lysuride; its saits”—
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Add

“Macitentan; its salts”.

Schedule 3, Division A, after item “Nimodipine”—

Add

“Nintedanib; its salts™.

Schedule 3, Division A, after item “Pantoprazole; its salts™—
Add

“Paracetamol when contained in pharmaceutical products for
human parenteral administration”.

Schedule 3, Division A, after item “Ramipril; its salts”—
Add

“Ramucirumab”.

4. Schedule 10 amended (Poisons List)
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Schedule 10, section 2, Table, Part 1, Division A, after item
“Bitolterol; its salts”™—

Add
“Bivalirudin; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Dehydroemetine; its salts”—

Add
“Delamanid; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Dimepheptanol; its salts; its esters and ethers; their salts™—

Add

“Dimethyl fumarate when contained in pharmaceutical
products”.
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Schedule 10, section 2, Table, Part 1, Division A, after item
“Lysuride; its salts”—

Add

“Macitentan; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Nimodipine™—

Add

“Nintedanib; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Pantoprazole; its salts™—

Add

“Paracetamol when contained in pharmaceutical products for
human parenteral administration”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Ramipril; its salts”—

Add

“Ramucirumab”.

Chairman,
Pharmacy and Poisons Board

7 March 2016
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Explanatory Note
Paragraph 1

Explanatory Note

This Regulation—

(@)

(®)

adds 7 substances to Division A of Schedule 1 and
Division A of Schedule 3 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; and

adds 7 substances to Division A of Part 1 of the Poisons
List set out in Schedule 10 to the principal Regulations
so that, among other applicable requirements, those
substances can only be sold on registered premises of an
authorized seller of poisons by a registered pharmacist or
in the presence and under the supervision of a registered
pharmacist.
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Supplementary Information to the Legislative Council
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Bivalirudin; its salts | Part 1 of Schedule |This drug should be administered with
10, Schedule 1 and |acetylsalicylic acid and clopidogrel, and is
Schedule 3 poison |used in adult patients undergoing
percutaneous coronary intervention (PCI),
including patients with  ST-segment
elevation myocardial infarction
undergoing primary PCI; or with unstable
angina/non-ST segment elevation
myocardial infarction planned for urgent
or early intervention.

Side effects include thrombocytopenia,
major haemorrhage at any site and

hypersensitivity.
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Delamanid; its salts
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Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison
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This drug is used as part of an appropriate
combination regimen for pulmonary
multi-drug resistant tuberculosis in adult
patients when an effective treatment
regimen cannot otherwise be composed
for reasons of resistance or tolerability.

Side effects include reticulocytosis,
hypokalaemia,  insomnia,  headache,
tremor, tinnitus, palpitations, vomiting,
nausea, asthenia and QT interval
prolongation.

Its use should be decided by a doctor
based on the patient’s conditions.
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Dimethyl fumarate;
when contained in
pharmaceutical
products
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Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison
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This drug is used for the treatment of
adult patients with relapsing remitting
multiple sclerosis.

Side effects include flushing, diarrhoea,
nausea and abdominal pain.

Its use should be decided by a doctor
based on the patient’s conditions.
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Macitentan; its salts
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Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison
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This drug is used as monotherapy or in
combination, for the long-term treatment
of pulmonary arterial hypertension in
adult patients of WHO Functional Class I
to 11I.

Side effects include nasopharyngitis,
bronchitis, anaemia and headache.

Its use should be decided by a doctor
based on the patient’s conditions.
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Nintedanib; its salts
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Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison
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This drug is used in adult patients for the
treatment of idiopathic  pulmonary
fibrosis.

Side effects include diarrhoea, nausea,
abdominal pain and hepatic enzyme
increased.

Its use should be decided by a doctor
based on the patient’s conditions.
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Paracetamol; when
contained in
pharmaceutical
products for human
parenteral
administration
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Part 1 of Schedule
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This drug is used for short-term treatment
of moderate pain, especially following
surgery, and short-term treatment of fever,
when administration by intravenous route
is clinically justified by an urgent need to
treat pain or hyperthermia and/or when
other routes of administration are not
possible.

Side effects include hypotension,
increased levels of hepatic transaminases
and malaise.

Its use should be decided by a doctor
based on the patient’s conditions.
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Ramucirumab

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison
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This drug is used in adult patients in
combination with paclitaxel for the
treatment of advanced gastric cancer or
gastro-oesophageal junction
adenocarcinoma with disease progression
after prior platinum and fluoropyrimidine
chemotherapy; and as monotherapy for
whom treatment in combination with
paclitaxel is not appropriate.

Side effects include  neutropenia,
leukopenia, thrombocytopenia,
hypoalbuminaemia, hypertension,
gastrointestinal haemorrhage, diarrhoea,
proteinuria, peripheral oedema and
abdominal pain.

Its use should be decided by a doctor
based on the patient’s conditions.
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