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Annex B

FiEB
Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019
Supplementary Information to the Legislative Council
(2019 4 BEF[E B 55 % (EE]) (3B 5 3R
HE 3 7 oK 1 B
Drug Name Proposed Classification Remarks
-~ R
= st
Abemaciclib; its salts | Part 1 of Schedule 10, This drug is used for the treatment of women with hormone receptor positive,
Schedule 1 and Schedule 3 human epidermal growth factor receptor 2 negative locally advanced or
poison metastatic breast cancer in combination with an aromatase inhibitor or

fulvestrant as initial endocrine-based therapy, or in women who have
received prior endocrine therapy.

In pre- or perimenopausal women, the endocrine therapy should be combined
with a luteinising hormone-releasing hormone agonist.

Side effects include diarrhoea, neutropenia, infections, nausea and fatigue.

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

when contained in
pharmaceutical
product

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is wused for the treatment of seizures associated with
Lennox-Gastaut syndrome or Dravet syndrome in patients 2 years of age and
older.

Side effects include somnolence, decreased appetite, diarrhoea, fatigue and
rash.

Its use should be decided by a doctor based on the patient’s conditions.
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Epoprostenol Part 1 of Schedule 10, This drug is used for the treatment of pulmonary arterial hypertension (PAH)

Schedule 1 and Schedule 3
poison

(under the entry of
“Prostaglandins, the
following and their
derivatives—")

(idiopathic or heritable PAH and PAH associated with connective tissue
diseases) in adult patients with WHO Functional Class I11-1V symptoms to
Improve exercise capacity.

It is also used in haemodialysis in adult in emergency situations when use of
heparin carries a high risk of causing or exacerbating bleeding or when
heparin is otherwise contraindicated.

Side effects include headache, facial flushing, nausea, vomiting and
diarrhoea.

Its use should be decided by a doctor based on the patient’s conditions.
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Gemtuzumab Part 1 of Schedule 10, This drug is used for combination therapy with daunorubicin and cytarabine
0zogamicin Schedule 1 and Schedule 3 [for the treatment of patients age 15 years and above with previously

poison

untreated, de novo CD33-positive acute myeloid leukaemia, except acute
promyelocytic leukaemia.

Side effects include infection, haemorrhage, haemoglobin decreased,
platelets decreased and white blood cells decreased.
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Its use should be decided by a doctor based on the patient’s conditions.
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Indigo carmine

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

(to be put under the entry
of “Pharmaceutical
products for human
parenteral administration
containing the following or

This drug is used for localising ureteral orifices as well as ureteral fistulas
during cystoscopy and ureteral catherization.

Side effects include hypersensitivity reactions, hypertension, bradycardia,
nausea and vomiting.

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

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for the treatment of adult and paediatric patients with solid
tumours that:

have a neurotrophic tyrosine receptor kinase gene fusion without a
known acquired resistance mutation,
are metastatic or where surgical resection is likely to result in severe
morbidity, and

have no satisfactory treatment options.
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Side effects include fatigue, nausea, dizziness, vomiting and anaemia.

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

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for the treatment of acute life-threatening hypertension,
particularly in the event of:

- Malignant arterial hypertension/Hypertensive encephalopathy;

- Aortic dissection, when short acting beta-blocker therapy is not
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suitable, or in combination with a beta-blocker when beta-blockade
alone is not effective;

- Severe pre-eclampsia, when other intravenous antihypertensive agents
are not recommended or are contraindicated.

The drug is also used for the treatment of post-operative hypertension.

Side effects include headache, dizziness, peripheral oedema, palpitations and
flushing.

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

salts

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for prolongation of walking distance in adult patients with
chronic peripheral arterial occlusive disease at Fontaine stage Ilb
(intermittent claudication) if other measures such as walking training,
angioplasty and/or reconstructive procedures cannot be performed or are not
indicated.

It is also used in inner ear dysfunction caused by circulatory disorders
(including hardness of hearing, sudden hearing loss).

Side effects include flushing, nausea, vomiting, bloatedness and diarrhoea.

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

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for the treatment of moderate to severe plaque psoriasis in
adults who are candidates for systemic therapy.

Side effects include upper respiratory infections, headache, pruritus, fatigue
and injection site reactions.

Its use should be decided by a doctor based on the patient’s conditions.
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Semaglutide Part 1 of Schedule 10, This drug is indicated for the treatment of adults with insufficiently

Schedule 1 and Schedule 3
poison

controlled type 2 diabetes mellitus as an adjunct to diet and exercise
- as monotherapy when metformin is considered inappropriate due to
intolerance or contraindications.
- In addition to other medicinal products for the treatment of diabetes.

Side effects include hypoglycaemia, nausea, diarrhoea, dizziness and
decreased appetite.

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

11




Annex B

fiEB
Drug Name Proposed Classification Remarks
pece bl
By L
HEEAK FIZR100VELED - MR |LLEEYI Y G — AUNEPRIRTERIA @AV B - {F R EE R AE

b2 35545

Bl
- A2 BEE RIELAZCN & (5 R IR E R B —Ia 0% -
- HHE M AR ERIRAYEEY)— G E T

BIE F AR (RAEE ~ B0 - S ~ SEE N ERR TN E -

{8 LB > SRR AR N IR IUARE

Sodium zirconium
cyclosilicate

R 2 LT

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

Ff 2100V 1ED > MfRLK
=235 4%

This drug is indicated for the treatment of hyperkalaemia in adult patients.
Side effects include hypokalaemia and oedema related events.

Its use should be decided by a doctor based on the patient’s conditions.
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salts; when contained
in pharmaceutical
product
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Part 1 of Schedule 10,

Schedule 1 and Schedule 3

poison

FF 2100V 1E > MifR1K

b2 3545

This drug is used for the treatment of symptomatic Paget’s disease of bone
and in the prevention and treatment and heterotopic ossification following
total hip replacement or due to spinal cord injury.

Side effects include diarrhea and nausea.

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