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Annex B

Pharmacy and Poisons (Amendment) Regulation 2016 .

Supplementary Information to the Legislative Council

(201638 R S5 (fBRT) i)

R IR N = ki i Ui
Drug Name Proposed Reasons
Classification
L2 pe bl EH

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.
FEARE S HEE | Trygs—up - |Its use should be decided by a doctor

MfE—RifE=% based on the patient’s conditions.
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Delamanid; its salts
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Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

b FryEE—
o R R

R

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

b FryEE—
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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
10, Schedule 1 and
Schedule 3 poison

b FryEE—
o R R

R

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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