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The Secretary for Health, Welfare and Food ("the Secretary") has given
notice to move a motion at the Council meeting on 19 January 2005. The motion seeks
the Legislative Council’s approval of the Pharmacy and Poisons (Amendment) (No. 4)
Regulation 2004 and the Poisons List (Amendment) (No. 4) Regulation 2004, both
made by the Pharmacy and Poisons Board ("the Board") on 28 December 2004 pursuant
to section 29 of the Pharmacy and Poisons Ordinance (Cap. 138).

2. According to the draft speech of the Secretary, the Pharmacy and Poisons
(Amendment) (No. 4) Regulation 2004 and the Poisons List (Amendment) (No. 4)
Regulation 2004 seek to:

(a) add 3 new drugs/medicines, i.e. Eplerenone, Olmesartan; its salts; its
esters and their salts and Pregabalin and its salts to part A of the First and
Third Schedules to the Pharmacy and Poisons Regulations and part A of
Part I of the Poisons List. The Secretary has provided, in addition to his
draft speech, supplementary information on these 3 new drugs/medicines,
which is attached for Members’ reference (see Annex). Their addition
means that pharmaceutical products containing any of these 3 substances
must be sold in pharmacies by or under the supervision of a registered
pharmacist and in his presence, with the support of prescriptions given by



a registered medical practitioner, registered dentist or registered
veterinary surgeon; and

(b)  amend the item “Tromantadine; its salts” in part A of the First and Third
Schedules to the Pharmacy and Poisons Regulations by adding *“; except
when contained in pharmaceutical products labelled for the treatment of
cold sores only” after “salts”. The effect of such amendment is to relax
the control on pharmaceutical products containing “Tromantadine; its
salts” and labelled “for the treatment of cold sores only” by re-classifying
them from Part I, First and Third Schedules poisons into Part I poisons
(i.e. to be sold under the direct supervision of registered pharmacists
without the requirement of a prescription). Other pharmaceutical
products containing “Tromantadine; its salts” are still Part I, First and
Third Schedules poisons (i.e. pharmaceutical products containing such
substances must be sold in pharmacies by or under the supervision of a
registered pharmacist and in his presence, with the support of
prescriptions given by a registered medical practitioner, registered dentist
or registered veterinary surgeon). The Secretary has provided, in addition
to his draft speech, supplementary information on “Tromantadine; its salts
(when contained in pharmaceutical products labelled ‘for the treatment of
cold sores only’)”, which is attached for Members’ reference (see Annex).

3. The Board considers that the proposed amendments necessary in view of
the potency, toxicity and potential side-effects of the medicines concerned.

4. The two Amendment Regulations shall come into operation on the day
when they are published in the Gazette after being approved by the Legislative Council.

5. The Panel on Health Services has not been consulted on the two
Amendment Regulations.

6. The two Amendment Regulations are in order from the legal point of
view.
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Annex

Poisons List (Amendment) (No.4) Regulation 2004

Pharmacy and Poisons (Amendment) (No.4) Regulation 2004

Supplementary Information to the Legislative Council
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Drug Name Proposed Classification Reason
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Eplerenone Part I, First and Third This drug is used to reduce the risk of
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a recent heart attack. A doctor’s
decision is required for whether or not to
use this medicine after establishing
diagnosis. Medical monitoring is
required during its administration.
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its esters; their salts
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Olmesartan; its salts;

Part I, First and Third
Schedules poison
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This drug is used for the treatment of
high blood pressure. A doctor’s decision
is required for whether or not to use this
medicine after establishing diagnosis.
Medical monitoring is required
particularly in patients with impaired
kidney function.
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Pregabalin; its
salts
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Part I, First and Third
Schedules poison
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This drug is used for the treatment of
peripheral nerve pain and as a
supportive treatment for localized
epileptic seizures. It should only be used
when the need and suitability is
established by a medical practitioner.
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Tromantadine; its
salts

(when contained in
pharmaceutical
products labelled “for
the treatment of cold
sores only’)
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Part I poison
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This drug is used for the treatment of
various viral infections of the skin and
mucous membranes, including cold
sores. As cold sores are self-limiting and
are comparatively non-serious, treatment
of cold sores with this drug does not
require a doctor’s supervision. Other
viral infections are more serious and a
doctor’s diagnosis and advice are
required for treatment. Products
containing this drug and labelled “for the
treatment of cold sores only” should be
sold, without prescription, by a
pharmacist who ensures that the product
is only used for cold sores. Other
products containing the drug will
continue to be Part I, First and Third
Schedules poisons, i.e. prescription-only
medicines.
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