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Annex B

fit+ B

Pharmacy and Poisons (Amendment) (No. 5) Regulation 2015

Supplementary Information to the Legislative Council
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Drug Name

£

Proposed
Classification

g

Reasons

FR&A

Dasabuvir; its salts

Part | of Tenth
Schedule, First and
Third Schedules
poison

pf 25—
fif—

=k =554

This drug is used in a combination product with
ombitasvir, paritaprevir and ritonavir for the
treatment of patients with genotype 1 chronic
hepatitis C virus infection including those with
compensated cirrhosis.

Side effects of the aforementioned combination
product include fatigue, nausea, pruritus and
insomnia.

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

HEEEY) BB bR R ~ T B R AR & A
R—RCRERER  JBFBEEN RSN

AR S g 5 st - BIE B (UE TERTREAL RV 8
=

bR &R iR E BRI ST ~ TR0~ &
FERIARHER -

{5 LEEEL A » JABE AR A B IUAE -

Page 1



Empagliflozin; its
salts

EAESI . HEH

Part | of Tenth
Schedule, First and
Third Schedules
poison

by 25—k
fif—

i =55

This drug is used in the treatment of type 2
diabetes mellitus to improve glycaemic control in
adults as monotherapy or add-on combination
therapy.

Side effects include urinary tract infection,

pruritus, and increased urination.

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

BLEEYI IS B — B TSR & 004 - TR REERR A
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Ibrutinib; its salts

e - HEE

Part | of Tenth
Schedule, First and
Third Schedules
poison

iy +5—H0
by —

i =55

This drug is used for the treatment of adult
patients with chronic lymphocytic leukaemia who
have received at least one prior therapy, or as first
line in the presence of 17p deletion or TP53
mutation in patients unsuitable for
chemo-immunotherapy.

Side effects include diarrhea, musculoskeletal
pain, upper respiratory tract infection, rash,
nausea, pyrexia, neutropenia and constipation.

Its use should be decided by a doctor based on the
patient’s conditions.
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Idelalisib; its salts Part | of Tenth This drug is used in combination with rituximab
Schedule, First and [|for the treatment of patients with relapsed chronic
Third Schedules  [lymphocytic leukaemia for whom rituximab alone
poison would be considered appropriate therapy due to
other co-morbidities. It is also used for the
treatment of patients with relapsed follicular
B-cell non-Hodgkin lymphoma and relapsed
small lymphocytic lymphoma, who have received
at least two prior systemic therapies.

Side effects include pyrexia, nausea, pneumonia,
diarrhoea, chills, fatigue and cough.

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

R B (W MERYIBR S B R RO G R A (5
iR FERELAIB LA » PR & GHERER Bl

e mm (SRR EEUARI B - L EEYTT
FP S8 0 A 2 i D IR S M > S8
S M BAI R IR T % e R - 28
5 VN SR R -

BIME A ERESEEN ~ TR ~ ik ~ HEUR ~ 585 -
AT

{8 LSS > JH AR AT AN TEDURAE

Page 3




Ledipasvir ; its salts

Part | of Tenth
Schedule, First and
Third Schedules
poison

iy 25—k
fif—

i =55k

This drug is used in a combination product with
sofosbuvir for the treatment of chronic hepatitis C
genotype 1 infection in adults.

Side effects include fatigue, headache, nausea,
diarrhoea and insomnia.

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

HEEXRE

>N O AR

AL

Part | of Tenth
Schedule, First and
Third Schedules
poison

iy 25—k
fif—

i = 754

This drug is used for the symptomatic treatment
of moderate to severe irritable bowel syndrome
with constipation in adults.

Side effects include diarrhoea, viral
gastroenteritis, abdominal pain, flatulence,
abdominal distention and dizziness.

Its use should be decided by a doctor based on the
patient’s conditions.
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Obinutuzumab; its
antibody drug
conjugates

PIFEEREE DT ¢ HT

AR BEYE B

Part | of Tenth
Schedule, First and
Third Schedules
poison

iy 25—k
by —

i = 7554

This drug is wused in combination with
chlorambucil for the treatment of adult patients
with previously untreated chronic lymphocytic
leukaemia and with comorbidities making them
unsuitable for full-dose fludarabine therapy.

Side effects include neutropenia,
thrombocytopenia, anaemia, diarrhoea and
pyrexia.

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

Part | of Tenth
Schedule, First and
Third Schedules
poison

iyt —h
by —
i = 755

This drug is used in a combination product with
dasabuvir, paritaprevir and ritonavir for the
treatment of patients with genotype 1 chronic
hepatitis C virus infection including those with
compensated cirrhosis.

Side effects of the aforementioned combination
product include fatigue, nausea, pruritus and
insomnia.

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

E

MEYTE HIH

W
&
%l_

Part | of Tenth
Schedule, First and
Third Schedules
poison

iyt —h
by —
i = 755

This drug is used in a combination product with
dasabuvir, ombitasvir and ritonavir for the
treatment of patients with genotype 1 chronic
hepatitis C virus infection including those with
compensated cirrhosis.

Side effects of the aforementioned combination
product include fatigue, nausea, pruritus and
insomnia.

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

AR RERE - HETE

Part | of Tenth
Schedule, First and
Third Schedules
poison

iy 25—k
iy — K

i = 754

This drug is wused in combination with
dexamethasone for the treatment of adult patients
with relapsed and refractory multiple myeloma
who have received at least two prior treatment
regimens, including both lenalidomide and
bortezomib, and have demonstrated disease
progression on the last therapy.

Side effects include pneumonia, neutropenia,
thrombocytopenia, leucopenia, anaemia, cough,
diarrhoea, nausea, constipation, bone pain, muscle
pain, and pyrexia.

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

Part | of Tenth
Schedule, First and
Third Schedules
poison

by 25—k
fif—

i =55

This drug is used as adjunctive therapy in the
treatment  of  seizures  associated  with
Lennox-Gastaut syndrome in patients 4 years of
age and older.

Side effects include somnolence, headache,

dizziness, nausea and vomiting.

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

ILEEy) FEs BB E » a4 DL FEH
Lennox-Gastaut4r & e EECERR R A °
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Vedolizumab

HESIREDT

Part | of Tenth
Schedule, First and
Third Schedules
poison

iy +5—H0
by —

i =55k

This drug is used for the treatment of adult
patients with moderately to severely active
ulcerative colitis, or Crohn’s disease, who have an
inadequate response with, lost response to, or
were intolerant to either conventional therapy or a
tumour necrosis factor-alpha antagonist.

Side effects include nasopharyngitis, headache
and arthralgia.

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