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L egislative Council

L C Paper No. CB(3) 218/03-04
Ref : CB(3)/M/OR

Tel : 28699205
Date : 1 December 2003
From : Clerk to the Legislative Council

To : All Members of the Legidative Council

Council meeting of 17 December 2003
Proposed resolutions under the Phar macy and Poisons Ordinance

| forward for Members consideration two proposed resolutions
which the Secretary for Health, Welfare and Food will move at the Council
meeting of 17 December 2003 under the Pharmacy and Poisons Ordinance.
The President has directed that “it be printed in the terms in which it was
handed in” on the Agenda of the Council.

2. The speech, in both English and Chinese versions, which the
Secretary will deliver when moving the proposed resolutions, and the
supplementary information provided by the Secretary, are aso attached.

(Ray CHAN)
for Clerk to the Legidative Council
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PHARMACY AND POISONS ORDINANCE

RESOLUTION

(Under section 29 of the Pharmacy and Poisons Ordinance (Cap. 138))

RESOLVED that —
@ the Pharmacy and Poisons (Amendment) (No. 4) Regulation
2003; and

(b) the Poisons List (Amendment) (No. 4) Regulation 2003,
made by the Pharmacy and Poisons Board on 26 November 2003, be
approved.



PHARMACY AND POISONS (AMENDMENT) (NO. 4)
REGULATION 2003

(Made by the Pharmacy and Poisons Board under section 29
of the Pharmacy and Poisons Ordinance (Cap. 138)
subject to the approval of the Legislative Council)

1. Substancesfalling within the PoisonsList to
which special restrictions apply under
regulations3and 5

The First Schedule to the Pharmacy and Poisons Regulations (Cap. 138 sub.
leg. A) isamended in part A —
@ by adding —

“Adaimumab
Anagrelide; its salts
Bosentan; its salts
Darbepoetin alfa
Dutasteride
Gefitinib; its salts
Memantineg; its salts
Rosuvastatin; its salts
Vardendfil; its salts’;

(b) in theitem relating to “Contrast media’, by adding —

“Ferucarbotran
Gadobutrol
Sulphur Hexafluoride”.

2. Substancesrequired by regulation 9 to be
sold by retail only upon a prescription
given by aregistered medical
practitioner, registered dentist or
registered veterinary surgeon
The Third Schedule is amended in part A —

€) by adding —
“Adalimumab
Anagrelide; its salts
Bosentan; its salts

Darbepoetin alfa
Dutasteride



Gefitinib; its salts
Memantine; its salts
Rosuvastatin; its salts
Vardenafil; its salts’;
(b) in the item relating to “Contrast media’, by adding —

“Ferucarbotran
Gadobutrol
Sulphur Hexafluoride”.

(Dr. P Y.LAM)
Chairman,
Pharmacy and Poisons Board

26 November 2003

Explanatory Note
This Regulation amends the First and Third Schedules to the Pharmacy and

Poisons Regulations (Cap. 138 sub. leg. A) by adding 12 substances to each of
them.



POISONSLIST (AMENDMENT) (NO. 4) REGULATION 2003

(Made by the Pharmacy and Poisons Board under section 29
of the Pharmacy and Poisons Ordinance (Cap. 138)
subject to the approval of the Legidative Council)

1. ThePoisonsList

The Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B) is
amended, in Part |, in part A —

(©) by adding —

“Adaimumab
Anagrelide; its salts
Bosentan; its salts
Darbepoetin alfa
Dutasteride
Gefitinib; its salts
Levodropropizine; its salts
Memantineg; its salts
Rosuvastatin; its salts
Vardendfil; its salts’;

(d) in the item relating to “ Contrast media’, by adding —

“Ferucarbotran
Gadobutrol
Sulphur Hexafluoride”.

(Dr. P Y.LAM)
Chairman,
Pharmacy and Poisons Board

26 November 2003



Explanatory Note
This Regulation amends the Schedule to the Poisons List Regulations (Cap.
138 sub. leg. B) by adding 13 substances to part A of Part | of the Poisons List.



Poisons List (Amendment) (No. 4) Regulation 2003

Pharmacy and Poisons (Amendment) (No. 4) Regulation 2003

Supplementary Infor mation to the L egislative Council

(2003 236t (f557) (549 1)

(2003 = B WA, 8 (f577) (3IP49F) (1)
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Drug Name Proposed Classification Reason
Bt R Ll I
Adalimumab Part |, First and Third This drug is used for relief of
. Schedules poison rheumatoid arthritis when other
(w2 EFW“) i? ?FIBW?W R medicines have failed to work. Use

of this drug requires medical decision
and monitoring.
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Drug Name Proposed Classification Reason

Bt bR Ll L
Anagrelide; Part |, First and Third This drug is used  for
s <t Schedules poison thrombocythaemia, a disease in

i e T
2

which there is an increased number
of platelets in the blood. It should
beused after confirmed medica

diagnosis and under  careful
monitoring.
e = ,@:" AT % ﬁ?ﬁ;
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Bosentan; its salts

Part I, First and Third

This drug is used to treat raised

| Schedules poison blood pressure within the blood
(% L ETRRIE) | 5T Sﬁﬁﬁﬁ?‘w PIFF=H | vessels supplying the lungs. It
ES should be used after confirmed
medica diagnosis and under careful

monitoring by a doctor.
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Darbepoetin Part |, First and Third This drug is used to treat anaemia
afa Schedules poison associated with kidney failure. Use

5 Wl R WA 2

of this drug requires medical
decision and monitoring.
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Drug Name Proposed Classification Reason
3 ¢, e U
Dutasteride Part I, First and Third This drug is used to treat moderate to
Schedul es poison severe symptoms of benign prostate
(& P97 Ch ff fffse— R 2=

gt

enlargement and reduce the risk of
acute urinary retention and surgery
for these patients. A doctor's
decision is required on whether or
not to use this medicine.
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Gadobutrol; its
salts

(7P 1 E3A)

Part |, First and Third
Schedules poison
S iAW 4

This drug is used as a contrast
medium in  magnetic resonance
imaging of the head and spine.
Medical decision is required for the
use of thisdrug.
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Drug Name Proposed Classification Reason
3 ¢, e U
Gefitinib: its Part |, First and Third Thisdrug is used to treat advanced or
salts Schedules poison metastatic Non Small Cell Lung
el Cancer after other drugs failed. It
(E'JE’*M HE |2 should be used after confirmed
H) medical diagnosis and under careful
monitoring.
Luf»ﬁg FIJjj‘/‘iJ\)%L[ o fﬁl FI ‘[;[ *L[,’%f[ﬁ/j
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Ferucarbotran: | Part!, Firstand Third This drug is used as a contrast
its salts Schedulespoison medium in magnetic resonance
—— O fUIA= PITERZ 2 | imaging.  Medicd  decision s
za% ) ES required for the use of this drug.
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Drug Name Proposed Classification Reason
- @%KFTHU R
Levodropropizing; | Part | poison This drug is used to treat persistent
its salts oY e, cough but should not be used when
e ] there is excessive discharge of
ifggg IR mucus. Patients may become drowsy
Rl after  taking  this  medicine.

Professional advice is required from
a pharmacist for proper usage of this
drug.
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Memantine;, its
salts

Soi 5 0 H Y
H)

Part |, First and Third
Schedules poison

5 AR WA 2

This drug is used for the treatment
of moderately severe to severe
Alzheimer's disease (progressive
form of mental disorder, marked by
memory loss, occurring in middle
age). Medical decision is required
for the use of thisdrug.
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Drug Name Proposed Classification Reason
3 5 R
Rosuvastatin: | Partl, Firstand Third This drug is used to lower high
_ Schedules poison blood cholesterol level after
itssalts Oy HR R PR non-drug measures failed.  This
s py | B drug should not be used in patients

ik

with active liver disease and may
cause increase in liver enzymes
levels in patients. Liver function
tests are required prior to, and 3
months following initiating
treatment. Use of this drug
requiresmedical  decisson and
monitoring.
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Sulphur
Hexafluoride

(+ 3 (7%)

Part |, First and Third
Schedules poison

5 AR WA 2

Thisdrug is used as a diagnostic aid
in ultrasound imaging. Use of this
drug requires medical decision.
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Drug Name Proposed Classification Reason

£ H FIFH FUA
Vardenafil: Part I, First and Third This drug is used to treat erectile
_ Schedules poison dysfunction. This drug should not
itssalts oy HiF- MIFFRZF | peused in patients taking certain
(Fs sy Ep 2 ; |36 cardiac drugs and those who have
&) severe liver impairments and end

stage kidney disease, hypotension,
recent history of stroke or heart
attacks. Medical decison is
required for the use of this drug.
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PHARMACY AND POISONS ORDINANCE

RESOLUTION

(Under section 29 of the Pharmacy and Poisons Ordinance (Cap. 138))

RESOLVED that —
@ the Pharmacy and Poisons (Amendment) (No. 5) Regulation
2003; and

(b) the Poisons List (Amendment) (No. 5) Regulation 2003,
made by the Pharmacy and Poisons Board on 26 November 2003, be
approved.



PHARMACY AND POISONS (AMENDMENT) (NO. 5)
REGULATION 2003

(Made by the Pharmacy and Poisons Board under section 29
of the Pharmacy and Poisons Ordinance (Cap. 138)
subject to the approval of the Legislative Council)

1. Commencement
This Regulation shall come into operation on 19 January 2004.

2.  Substancesfalling within the PoisonsList to
which special restrictions apply under
regulations3and 5

The First Schedule to the Pharmacy and Poisons Regulations (Cap. 138 sub.
leg. A) isamended in part A, by adding —

“Benzbromarone
Mesalazine; its salts
Nadroparin; its salts
Naftidrofuryl; its salts
Nalidixic acid
Nicergoline
Pantethine; its salts
Pipemidic acid
Pralidoxime; its salts
Pridinol; its salts
Protirelin; its salts
Pyricarbate (Pyridinol carbamate)
Sermorelin; its salts
Somatostatin
Streptokinase
Tranexamic acid
Trifluridine; its salts
Trimethoprim
Tromantadine; its salts
Urokinase”.



3. Substancesrequired by regulation 9to be
sold by retail only upon a prescription
given by aregistered medical
practitioner, registered dentist or
registered veterinary surgeon

The Third Scheduleis amended in part A, by adding —

“Benzbromarone
Mesalazine; its salts
Nadroparin; its salts
Naftidrofuryl; its salts
Nalidixic acid
Nicergoline
Pantethine; its salts
Pipemidic acid
Pralidoxime; its salts
Pridinol; its salts
Protirelin; its salts
Pyricarbate (Pyridinol carbamate)
Sermordlin; its salts
Somatostatin
Streptokinase
Tranexamic acid
Trifluridine; its salts
Trimethoprim
Tromantadineg; its salts
Urokinase”.

(Dr. P Y.LAM)
Chairman,
Pharmacy and Poisons Board

26 November 2003



Explanatory Note
This Regulation amends the First and Third Schedules to the Pharmacy and
Poisons Regulations (Cap. 138 sub. leg. A) by adding 20 substances to each of

them.



POISONSLIST (AMENDMENT) (NO. 5) REGULATION 2003

(Made by the Pharmacy and Poisons Board under section 29
of the Pharmacy and Poisons Ordinance (Cap. 138)
subject to the approval of the Legidative Council)

1. Commencement
This Regulation shall come into operation on 19 January 2004.

2.  ThePoisonsList
The Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B) is

amended, in Part |, in part A, by adding —

“Benzbromarone
Mesalazine; its salts
Nadroparin; its salts
Naftidrofuryl; its salts
Nalidixic acid
Nicergoline
Pantethine; its salts
Pipemidic acid
Pralidoxime; its salts
Pridinol; its sdlts
Protirelin; its salts
Pyricarbate (Pyridinolcarbamate)
Sermorelin; its salts
Somatostatin
Streptokinase
Tranexamic acid
Trifluridine; its salts
Trimethoprim
Tromantadine; its salts
Urokinase”.



(Dr. P Y.LAM)
Chairman,
Pharmacy and Poisons Board

26 November 2003

Explanatory Note
This Regulation amends the Schedule to the Poisons List Regulations (Cap.
138 sub. leg. B) by adding 20 substances to part A of Part | of the Poisons List.



Poisons List (Amendment) (No. 5) Regulation 2003
Pharmacy and Poisons (Amendment) (No. 5) Regulation 2003

Supplementary Information to the Legislative Council

(2003 FFEER (BF] ) ELHR) HHl)
( 2003 L ZERE K FEE (EE] ) GBRWR) Kol )
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Drug Name Proposed Classification Reason
=39 B BRI FUA
Benzbromarone Part |, First and Third|This drug is used for treatment of
Schedules poison long-term high uric acid levels.
(FI5EIE) Sy~ FUI - 2l = (Serious hepatic reactions, including liver
= 3k faillure and fulminant hepatitis, have

been reported. Medical decision is
required to diagnose the condition and
medical supervision is required during
administration.
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Drug Name Proposed Classification Reason
gt =R Ll L
Mesalazine its salts Part I, First and Third|This drug is used to treat acute attacks
Schedules poison of inflammation and ulceration of

(P2 4 )

R LR
%

colon and rectum or maintenance of
remission of such conditions. It is
also used in Crohn's  disease
(inflammation and ulceration of the
adimentary tract). Possible side
effectsinclude hepatitis, and blood
disorders. Medical decison s
required to diagnose the disease and
medical supervision is required during
administration.
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Nadroparin; its salts
GHATEENE T Evey

Part |, First and Third
Schedules poison
A LR G

This drug is used to treat and prevent
venous thromboembolism (dislodged
bloodclot) and prevent clotting during
extracorporeal circulation. Medical
decision is required to diagnose the
condition and medical supervision is
required during administration.
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Drug Name Proposed Classification Reason
£ H FHH TR
Naftidrofuryl; its salts |Part I, First and Third|This drug is used to treat blood
Schedules poison circulatory  disorders. Hepatic

(ZEW T )

gy jﬁ ffife— B ff =
3,8k

reactions have occurred. The need to
use this drug should be established by
medical diagnosis.

e S AR IEY SR SR
F'Jﬁﬁﬂlfﬁiﬂﬁ’ﬁ '['JILDFI o HEH|IFEs
AT
Nalidixic acid Part |, First and Third|This drug is used to treat lower urinary
. Schedul es poison ~|tract infections and dysentery. Blood
(%) il S

3,3k

counts, rena and hepatic functions
should be monitored if treatment
continues for more than 2 weeks.
Medical decision is required on the
use of thisdrug.
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Drug Name Proposed Classification Reason
3t =R Ll L
Nicergoline Part I, First and Third|This drug is used in the treatment of
Schedules poison symptoms of mental deterioration
(4% F) ST ka[ fffZ— ® [} = |associated with blood circulatory

3,8k

disorders. It should not be used in
patients with porphyria.  This drug
should only be used when the need is
established by medical diagnosis.

B '@rF% At |
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Pantething; itssalts | Part |, First and Third|This drug is used to treat high levels
et Schedulespoison lof blood lipids. The need to use this
G < EUERT) |20 R T = \grug should be established by medical
EES diagnosis.
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Pipemidic acid Part |, First and Third|This drug is used to treat urinary tract
X Schedulespoison - infections. The need to use this drug
(BEIRFE) Sy AR RS [should be established by medical

diagnosis.
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Drug Name Proposed Classification Reason
¢ BB (i
Pralidoxime: itssalts |Pat |, First and Third|This drug is used to treat poisoning
o Schedul es poison due to chemicals such as insecticides.
(gt E ER) o5~ it~ M ff* = |Medical decision and monitoring are
= 3k required for the use of this drug.

e S el R
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Pridinol: its salts Part |, First and Third|This drug is used to relieve muscle

Schedules poison
Iy HN R IR
S

spasms and is not suitable for patients
with glaucoma and severe heart
diseases. Medical decison and
monitoring are required for the use of
this drug.

IEER P E R AP AR o JUE AL
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Protirdin; its salts
(PR £ o)

Part I, First and Third
Schedules poison
AL (o
S

This drug is used to diagnose the
disorders of the thyroid glands and
ophthamic Graves disease. This
drug can affect blood pressure and
pulse. Medical decision is required
on whether or not to use this drug.
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Drug Name Proposed Classification Reason

el e Ll BN
Pyricarbate Part |, First and Third|This drug is used to treat blood
(Pyridinolcarbamate) | Schedules poison clotting, high blood lipid levels and

(LA )

51— ff fifse— W=
3k

circulatory disorders. Liver damage
may occur. The need to use this drug
should be established by medical
diagnosis.

%ﬁﬂﬂp% CRE, 8y
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Sermorelin; its sats
ARER )

Part I, First and Third
Schedules poison

gy Iﬁfglﬁh K3 =
EES

This drug is used for diagnosis and
treaetment of growth  hormone
deficiency in children. It is aso used
to help in the induction of ovulation.
Medical decision is required on
whether or not to use this drug.
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Somatostatin
(% =#1%)

Part |, First and Third
Schedules poison

gy Iﬁfglﬁh e =
EES

This drug is used to treat bleeding of
the gastrointestinal tract and tried in
other hormonal secretory disorders.
Medical decision and monitoring are
required for the use of this drug.
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Drug Name Proposed Classification Reason
el e tadlill iy
: Part |, First and Third|This drug is used to treat blood clot
Streptokinase Schedules poison dislodging disorders such as heart

gy Iﬁfglﬁh K =
3,8k

attacks. The need to use this drug
requires medical diagnosis. The
patient concerned should be under
monitoring during administration.

FgEH | E"i* %EFF yp < qf il
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Tranexamic acid

(1 )

Part I, First and Third
Schedules poison

gy jﬁ ffife— B =
EES

This drug is used to treat and prevent
bleeding caused by breakdown of
blood clotting factors. The need to
usethis drug requires medical
diagnosis.

B R O SIS P e
GO o AT
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Trifluridine; its sadts
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Part I, First and Third
Schedules poison

gy jﬁ ffife— B =
EES

This drug is used to treat inflammation
of the cornea and conjunctiva of the
eye, and recurrent viral infection of
the cornea. Prolonged use may
damage the cornea. A doctor's
decision is required for the use of this
drug.
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Drug Name Proposed Classification Reason
%5 e il BN
Trimethoprim Part |, First and Third|This drug is used to treat infections of
Schedul es poison the gastrointestina and respiratory
(F IR 57— FF[ fffsk— W[ = [tracts, in particular treatment and

SIS

prevention of urinary tract infections.
A doctor’s decision is required for the
use of thisdrug.
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Tromantadine; its salts

(11 BT )

Part I, First and Third
Schedules poison

el
8

This drug is used to treat infections of
the skin and mucous membranes
caused by herpes. Medical diagnosis
isrequired for the use of this drug.
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Urokinase

(1 548)

'_

Part |, First and Third
Schedules poison

5y ff fffZ— W FfH =
EES

This drug is used in the management
of blood clotting disorders, including
deep-vein thrombosis and acute heart
attacks. Medical diagnosis and
monitoring are required for the use of
this drug.
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