ZE
Legislative Council

LC Paper No. CB(3) 497/04-05

Ref : CB(3)/M/OR

Tel : 28699205

Date : 14 April 2005

From : Clerk to the Legislative Council

To : All Members of the Legislative Council

Council meeting of 4 May 2005
Proposed resolution under the Pharmacy and Poisons Ordinance
| forward for Members’ consideration a proposed resolution which
the Secretary for Health, Welfare and Food will move at the Council meeting of
4 May 2005 under the Pharmacy and Poisons Ordinance relating to:
(@) the Pharmacy and Poisons (Amendment) Regulation 2005; and
(b) the Poisons List (Amendment) Regulation 2005.

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 resolution, and the
supplementary information provided by the Secretary, are also attached.

(Ray CHAN)
for Clerk to the Legislative Council



PHARMACY AND POISONS ORDINANCE

RESOLUTION

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

RESOLVED that the following Regulations, made by the Pharmacy and
Poisons Board on 9 April 2005, be approved -
(a) the Pharmacy and Poisons (Amendment) Regulation 2005;
and

(b) the Poisons List (Amendment) Regulation 2005.



PHARMACY AND POISONS (AMENDMENT) REGULATION 2005

(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. Substances fallingwithin the Poisons
List to which special restrictions
apply under regulations 3 and 5
The First Schedule to the Pharmacy and Poisons Regulations
(Cap. 138 sub. leg. A) is amended, in part A, by adding -
"Aripiprazole
Atomoxetine; its salts

Bortezomib

Cetuximab

Nicotinic acid; its salts; only when contained iIn
pharmaceutical products the recommended daily dose of which
contains more than 200 mg of nicotinic acid

Pemetrexed; its salts; i1ts esters; their salts".

2. Substances required by regulation 9 to be

sold by retail only upon a prescription

given by a registered medical

practitioner, registered

dentist or registered

veterinary surgeon

The Third Schedule is amended, in part A, by adding -

"Aripiprazole

Atomoxetine; its salts

Bortezomib

Cetuximab
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Nicotinic acid; its salts; only when contained iIn
pharmaceutical products the recommended daily dose of which
contains more than 200 mg of nicotinic acid

Pemetrexed; its salts; i1ts esters; their salts".

Chairman,
Pharmacy and Poisons Board

9 April 2005

Explanatory Note

This Regulation adds 6 substances to each of the First and
Third Schedules to the Pharmacy and Poisons Regulations (Cap.
138 sub. leg. A) so that the sale and storage of the 6
substances are subject to the restrictions imposed under the
Pharmacy and Poisons Ordinance (Cap. 138) and the Regulations.
(Of the 6 substances, Nicotinic acid and its salts are subject
to the restrictions only when they are contained in
pharmaceutical products and the recommended daily dose of the

products contains more than 200 mg of nicotinic acid.)



POISONS LIST (AMENDMENT) REGULATION 2005

(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. The Poisons List
The Schedule to the Poisons List Regulations (Cap. 138
sub. leg. B) is amended, in Part I, in part A, by adding -
"Aripiprazole
Atomoxetine; its salts
Bortezomib
Cetuximab
Nicotinic acid; its salts; only when contained iIn
pharmaceutical products the recommended daily dose of
which contains more than 200 mg of nicotinic acid

Pemetrexed; its salts; i1ts esters; their salts".

Chairman,
Pharmacy and Poisons Board

9 April 2005
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Explanatory Note

This Regulation adds 6 substances to part A of Part 1 of the
Poisons List set out in the Schedule to the Poisons List
Regulations (Cap. 138 sub. leg. B). Poisons listed in that part
areessentiallyformedicinaluse. Under thePharmacyandPoisons
Ordinance (Cap. 138) such poisons may only be sold on the premises
registered under the Ordinance by a registered pharmacist or

in his presence and under his supervision.



Poisons List (Amendment) Regulation 2005
Pharmacy and Poisons (Amendment) Regulation 2005
Supplementary Information to the Legislative Council
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Drug Name Proposed Classification Reason
B H A R
Aripiprazole Part 1, Firstand Third | This drug is used for the treatment of
_ Schedules poison schizophrenia. It should only be
(et PEFEE)

EE‘I“ jgﬁﬁ?‘“ M2 | used after the need is established by a
=43k medical diagnosis.  Patients with
established diabetes or risk for
diabetes should be monitored.
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Drug Name Proposed Classification Reason
£ H RS R
Atomoxetine: Part I, Firstand Third  [This drug is used for the treatment of
its salts Schedulgs poison ) Attention-Deficit/Hyperactivity
R ”EE jgmﬁh‘“ I |Disorder (ADHD) in children 6 years
) = == of age and older.  Monitoring is
required during its administration and
its use should be decided by a doctor
when the need is confirmed.
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Bortezomib Part I, Firstand Third  |[This drug is used for treatment of
Schedules poison myeloma  (malignancy of  bone
(T +) Eﬁﬁ E;‘fglﬁh PIF#A marrow). A doctor’s decision is
=B

required as to whether or not this
medicine should be used after proper
diagnosis. Medical monitoring is also
required during administration.
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Drug Name Proposed Classification Reason
el e el EUN
Cetuximab Part I, Firstand Third  [This drug is used as a second line

Schedules poison
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treatment for metastatic colorectal
cancer. A doctor’s decision is
required for whether or not to use this
medicine.
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Nicotinic acid,; its
salts; when contained
in pharmaceutical
products and with a
recommended daily
dose exceeding
200mg of nicotinic
acid.
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Part I, First and Third
Schedules poison
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This drug is used for the treatment of
high blood cholesterol and lipid levels.
The need to use this drug should be
established by medical diagnosis and
monitoring of patients is required
during administration.
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Drug Name
£

Proposed Classification

i ol

Reason
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Pemetrexed; its
salts; its esters;

their salts
(Jeﬁﬂ\gni R
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Part I, First and Third
Schedules poison
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This drug is used for the treatment of
tumour of the pleura and metastatic
lung cancer. The need to use this
drug should be established by medical
diagnosis. Monitoring of blood count
IS required before and during
treatment.
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