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Pharmacy and Poisons (Amendment) Regulation 2015

Supplementary Information to the Legislative Council

(20154 BERIE R B EE (1BR]) #p1)

AT RS KRR E R
Drug Name Proposed Reasons
Classification
L2 b bl FEH

Afatinib; its salts

Part I, First and
Third Schedules
poison

AR HEE | SB—ER— &

i = 54

This drug is used for the treatment of Epidermal
Growth Factor Receptor (EGFR) tyrosine kinase
inhibitor-naive adult patients with locally
advanced or metastatic non-small cell lung cancer
with activating EGFR mutation(s).

Side effects include paronychia, decreased
appetite, dysgeusia, conjunctivitis, epistaxis,
diarrhoea, stomatitis, rash, dry skin, muscle
spasms, renal impairment/renal failure, pyrexia
and weight decreased.

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

s

Proposed
Classification

et eVl

Reasons

|

Alogliptin; its salts

Peg g HITT 5 FLEAH

Part I, First and
Third Schedules
poison

F— bR — K

= =52k

This drug is used in a combination product with
pioglitazone to improve glycemic control in adult
patients with type 2 diabetes mellitus.

When the drug is used in combination with
pioglitazone, their side effects include anaemia,
atrial fibrillation, congestive cardiac failure,
vertigo,  constipation,  pyrexia, influenza,
nasopharyngitis, blood creatinine increased,
hepatic enzyme increased, dyslipidaemia,
hypertriglyceridaemia,  arthralgia, = headache,
paraesthesia, depression, insomnia, haematuria,
dyspnoea and hypertension.

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

SLEEY AR SR [EAE R — AR & R E i >
TECGENEPRA — AR B A MAEZE ] -

L ) B A 51 (5] A R Y I B fR
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Bilastine; its salts; its
esters; their salts

LR T o HEE;
HFE; EMavE
HH

Part I, First and
Third Schedules
poison

F—HBbr R — K

= =52k

This drug is used for the symptomatic treatment

of allergic rhino-conjunctivitis (seasonal and
perennial) and urticaria.
Side effects include oral herpes, increased

appetite, anxiety, insomnia, tinnitus, vertigo, sinus
arrhythmia, electrocardiogram QT prolonged,
somnolence,  headache,  dyspnoea, nasal
discomfort, abdominal pain, nausea, pruritus,
fatigue, thirst, increased gamma-
glutamyltransferase and increased alanine
aminotransferase.

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

4

Proposed
Classification

eVl

Reasons

FEA

Brentuximab vedotin

A BB DT

Part I, First and
Third Schedules
poison

F—EBbr R — K

i = = 54

This drug is used for the treatment of adult
patients with relapsed or refractory CD30+
Hodgkin lymphoma following autologous stem
cell transplant (ASCT) or following at least 2
prior therapies when ASCT or multi-agent
chemotherapy is not a treatment option, and with
relapsed or refractory systemic anaplastic large
cell lymphoma.

Side effects include upper respiratory tract
infection, herpes zoster, pneumonia, neutropenia,
anaemia, thrombocytopenia, anaphylactic
reaction, hyperglycaemia, dizziness, cough,
dyspnoea, diarrhoea, nausea, vomiting, alopecia,
rash, myalgia, arthralgia, fatigue and pyrexia.

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

LY AR B E s B e 1 CD30+ T E 5y
RO RV B - I 5% S A H SRR
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Canagliflozin; its
salts

ARSI HEE

Part I, First and
Third Schedules
poison

F—HBbr R — K

i = 754

This drug is used as an adjunct to diet and
exercise to improve glycemic control in adults
with type 2 diabetes mellitus.

Side effects include hypotension, impairment in
renal function, hyperkalemia, hypoglycemia,
hypersensitivity reactions, increased low-density
lipoprotein, urinary tract infection, increased
urination, thirst, constipation and nausea.

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

HLEEYI IR Bh B MRS - DLCEEPR IR —
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Dabrafenib; its salts

ZHIIEE » HEH

Part I, First and
Third Schedules
poison

F— bR — K

= =52

This drug is used in monotherapy for the
treatment of adult patients with unresectable or
metastatic melanoma with BRAF V600 mutation.

Side effects include papilloma, cutaneous
squamous cell carcinoma, hypersensitivity,
panniculitis, decreased appetite,

hypophosphataemia, headache, cough, nausea,
vomiting, hyperkeratosis, alopecia, arthralgia,
myalgia, renal failure, nephritis, pyrexia and
fatigue.

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

tLEEY B H i Ja Bt 23 BRAF V60028 58
A A VIR M ORI
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Decitabine; its salts

Hrpa A - HEEH

Part I, First and
Third Schedules
poison

F— bR — K

= =52

This drug is used for the treatment of adult
patients aged 65 years and above with newly
diagnosed de novo or secondary acute myeloid
leukaemia, according to the World Health
Organisation  classification, who are not
candidates for standard induction chemotherapy.

Side effects include pneumonia, urinary tract
infection, neutropenia, thrombocytopenia,
anaemia, leukopenia, headache, epistaxis,
diarrhea, vomiting, nausea and pyrexia.

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

e R aEReS sk S L E R R E - A
Wt FEr A SO R A 2 I H AR
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Dolutegravir; its
salts

Part I, First and
Third Schedules
poison

F—HBbr R — K

i = 754

This drug is used in combination with other
anti-retroviral medicinal products for the
treatment of human immunodeficiency virus
infected adults and adolescents above 12 years of
age.

Side effects include insomnia, headache,
dizziness, nausea, diarrhoea, vomiting, abdominal
pain, rash and fatigue.

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

ILEE L A T SRR R SRS S E A - A
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Domperidone; its
salts

Part I, First and
Third Schedules
poison

F—HBbr R — K

i = 754

This drug is used for relieving the symptoms of
nausea and vomiting.

Side effects include dry mouth, galactorrhoea,
gynaecomastia, amenorrhoea, QT prolongation,
serious ventricular arrhythmias, sudden cardiac
death, nervousness, asthenia, headache, urinary
retention, and abnormal liver function tests.

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

L EEY T 47 R M8 LRI T Y ESR -
BIfFHEMECE ~ it ~ BMEABE#EE - M
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PR CBEIIRSE ~ REHESR ~ =77 ~ B ~ PRI
SURIRTDRE HEA S -

{E LSS - R AR AW AR LR AE

Page 9




Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Enzalutamide; its

salts

RFLER

i

>Qt
\

Bt

B

;

N

Part I, First and
Third Schedules

M

—ﬁB iy — K

>l-

This drug is used for the treatment of adult men
with metastatic castration-resistant prostate cancer
whose disease has progressed on or after
docetaxel therapy.

Side effects include neutropenia, leucopenia,
visual hallucinations, anxiety, headache, cognitive
disorder, memory impairment, seizure, hot flush,
hypertension, pruritus and fractures.

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

IEEEY R LR 2 NE 2 2P R iR
RAEHFIEE - BEREA T UIPRATY B
AR
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Ipilimumab

PAUCARE DT

Part I, First and
Third Schedules
poison

— bR —

= =52k

This drug is used for the treatment of advanced
unresectable or metastatic melanoma in adults.

Side effects include sepsis, septic shock, tumour
pain, anaemia, lymphopenia, hypersensitivity,
hypopituitarism, hypothyroidism, decrease
appetite,  dehydration,  peripheral  sensory
neuropathy, dizziness, blurred vision, eye pain,
arrhythmia, hypotension, flushing, dyspnea,
cough, diarrhea, vomiting, abnormal hepatic
function, rash, pruritus, arthralgia and myalgia.

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

SLEEYI Y E AR A AT D) R R O R
FERF B -
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Drug Name Proposed Reasons
Classification

L pea kbl FER
Ocriplasmin Part I, First and This drug is used in adults for the treatment of
Third Schedules  |vitreomacular traction, including when associated
poison with macular hole of diameter less than or equal

to 400 microns.

Side effects include vitreous floaters, eye pain,
photopsia, vitreous haemorrhage, conjunctival
haemorrhage, reduced visual acuity, visual
impairment, retinal tear, retinal detachment, and
increased intraocular pressure.

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

B 2 ATl moamiE—  |HEYIR GRS RG E S | ARSI Y
i =k B PR AL B A Ry /NS B0 L 400 R /Y B A R
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s
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Classification

et eVl

Reasons

|

Radium-223; its
salts; when contained
in pharmaceutical
products

$5-223 5 HEPH; IR
A ENE AR R

=]

Part I, First and
Third Schedules
poison

F—HBbr R — kK

i = 755

This drug is used for the treatment of adults with
castration-resistant prostate cancer, symptomatic

bone metastases and no known visceral
metastases.
Side  effects include  thrombocytopenia,

neutropenia, pancytopenia, leukopenia, diarrhoea,
vomiting, nausea and injection site reactions.

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

SEEE e R A A A UIBRAIS B ~ A S
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Drug Name

s

Proposed
Classification

et eVl

Reasons

|

Riociguat; its salts

FISPE0L : HEE

Part I, First and
Third Schedules
poison

F—HBbr R — K

= =52k

This drug is used for the treatment of adult
patients with WHO Functional Class 11 to I11 with
inoperable chronic thromboembolic pulmonary
hypertension (CTEPH), persistent or recurrent
CTEPH after surgical treatment or pulmonary
arterial hypertension to improve exercise capacity.

Side effects include dizziness, headache,
dyspepsia, diarrhoea, nausea, vomiting, peripheral
oedema, gastroenteritis, anaemia, palpitations,
hypotension, haemoptysis, epistaxis and nasal
congestion.

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

SLEEY R a7 e T SRR A= aH &R N s NITRE SR
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s

Proposed
Classification

et eVl

Reasons

|

Sofosbuvir; its salts

WA - HEH

Part I, First and
Third Schedules
poison

F— bR — K

i = 754

This drug is used in combination with other
medicinal products for the treatment of chronic
hepatitis C in adults.

Side effects include nasopharyngitis, haemoglobin
decreased, anaemia, neutropenia, lymphocyte
count decreased, platelet count decreased,
decreased appetite, insomnia, headache, dizziness,
dyspnoea, cough, nausea, diarrhea, vomiting,
rash, arthralgia, myalgia, fatigue, and pyrexia.

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

Part I, First and
Third Schedules
poison

F—HBbrR— kK

i = 754

This drug is used for the treatment of adult
patients with relapsing remitting multiple
sclerosis.

Side effects include influenza, upper respiratory
tract infection, urinary tract infection,
neutropenia, anxiety, paraesthesia, hypertension,
diarrhoea, nausea, alopecia and musculoskeletal
pain.

Its use should be decided by a doctor based on the
patient’s conditions.
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Trastuzumab; its Part I, First and This drug is used for the treatment of patients
antibody drug Third Schedules  |with HER2-positive metastatic breast cancer who
conjugates poison previously received trastuzumab and a taxane,

2 EREEDT + HPL
AR BRI B

F—HBb R — K

= =52k

separately or in combination.

Side effects include neutropenia, anemia,
thrombocytopenia, left ventricular dysfunction,
increased lacrimation, dry eyes,  dyspepsia,
stomatitis, peripheral edema, chills, nodular
regenerative hyperplasia, portal hypertension,
drug hypersensitivity, urinary tract infection,
increased blood alkaline phosphatase, increased
transaminases, hypokalemia, myalgia, arthralgia,
dysgeusia, dizziness, insomnia, pneumonitis,
dyspnoea, pruritus, rash and hypertension.

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

Part I, First and
Third Schedules

F—Hbbr R — K

This combination drug with hydrochlorothiazide
Is used for the treatment of mild to moderate
essential hypertension in patients whose blood
pressure is not adequately controlled on
Zofenopril alone.

Side effects include dizziness, headache, cough,
nausea, vomiting and fatigue.

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