PHARVACY AND PO SONS ORDI NANCE

RESCLUTI ON

(Under section 29 of the Pharnmacy and Poi sons
Ordi nance (Cap. 138)

RESOLVED t hat -
(a) the Pharmacy and Poi sons (Anendnent) ( No.
3) Regul ation 2002; and
(b) the Poisons List (Anendnent)(No. 3)
Regul ati on 2002,
made by the Pharmacy and Poi sons Board on

17 June 2002, be approved.



PHARMACY AND POISONS (AMENDMENT)(NO. 3)
REGULATION 2002

(Made by the Pharmacy and Poisons Board under section 29 of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval
of the Legidlative 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.) isamended in part A —
@ in the item relating to “Suprarenal gland” by repealing
“and except beclomethasone and its salts when contained
in aerosol dispensers’” and substituting “; except
beclomethasone and its salts when contained in aerosol
dispensers and except clobetasone butyrate when
contained in preparations intended for external application
only at not more than 0.05%”";
(b) by adding —
“Dexmedetomidine; its salts
Rasburicase; its salts’.

2. 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 —
@ in the item relating to “Suprarenal gland” by repealing
“and except beclomethasone and its salts when contained
in aerosol dispensers’” and substituting “; except
beclomethasone and its salts when contained in aerosol

dispensers and except clobetasone butyrate when



contained in preparations intended for external application
only at not more than 0.05%”";
(b) by adding —
“Dexmedetomidine; its salts
Rasburicase; its salts’.

3. Indication of statement prescribed by
regulation 15 for the purposes of section 27(c)
of the Ordinance

The Fifth Schedule is amended in item 8 by adding “Desloratadine,” after

“Cetirizing,”.

Chairman,
Pharmacy and Poisons Board

17 June 2002

Explanatory Note
This Regulation amends the First, Third and Fifth Schedules to the
Pharmacy and Poisons Regulations (Cap. 138 sub. leg.) —

@ to relax the control of clobetasone butyrate when
contained in preparations intended for external application
only at not more than 0.05%;

(b) to add 2 new substances to the First and Third Schedules;
and

(©) to exempt Desloratadine from the |abelling requirement
stated in item 8 of the Fifth Schedule.



POISONSLIST (AMENDMENT)(NO. 3) REGULATION 2002

(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)

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

amended, in Part |, in part A, by adding —
“Dexmedetomidineg; its salts
Rasburicase; its salts”.

Chairman,
Pharmacy and Poisons Board

17 June 2002

Explanatory Note
This Regulation amends the Schedule to the Poisons List Regulations (Cap.
138 sub. leg.) to add 2 new substances to part A of Part | of the Poisons List.



SPEECH BY
THE SECRETARY FOR HEALTH, WELFARE AND
FOOD
AT THE LEGISLATIVE COUNCIL
ON 10 JULY 2002

Phar macy and Poisons Ordinance (Cap 138)

PoisonsList (Amendment) (No. 3) Regulation 2002
Phar macy and Poisons (Amendment) (No. 3) Regulation 2002

Madam President,

| move that the Poisons List (Amendment) (No. 3)
Regulation 2002 and the Pharmacy and Poisons (Amendment)
(No. 3) Regulation 2002 as set out under my name in the paper
circulated to Members be approved.

2. Currently, we regulate the sale and supply of
pharmaceutical products through a registration and inspection
system set up in accordance with the Pharmacy and Poisons
Ordinance. The Ordinance maintains a Poisons List under the
Poisons List Regulations and several Schedules under the
Pharmacy and Poisons Regulations. Pharmaceutical products put
on different parts of the Poisons List and different Schedules are
subject to different levels of control in regard to the conditions of
sale and keeping of records.

3. For the protection of public heath, some
pharmaceutical products can only be sold in pharmacies under the
supervision of registered pharmacists and in their presence. For
certain pharmaceutical products, proper records of the particulars
of the sale must be kept, including the date of sale, the name and
address of the purchaser, the name and quantity of the medicine



and the purpose for which it is required. The sale of some
pharmaceutical products must be authorized by prescription from
a registered medical practitioner, a registered dentist or a
registered veterinary surgeon.

4, The Amendment Regulations now before Members
seek to amend the Poisons List in the Poisons List Regulations
and the Schedules to the Pharmacy and Poisons Regulations, for
the purpose of imposing control on two new medicines and
modifying the control on another two existing medicines.

5. The Pharmacy and Poisons Board proposes to add two
new medicines to Part | of the Poisons List, and the First and
Third Schedules to the Pharmacy and Poisons Regulations so that
pharmaceutical products containing any of them must be sold in
pharmacies under the supervision of registered pharmacists and
in their presence, with the support of prescriptions.

6. In addition, the Pharmacy and Poisons Board proposes
to relax the control of Clobetasone butyrate when contained in
preparations intended for external application only at not more
than 0.05% so that its sale does not require the support of a
prescription but still has to be sold by authorized sellers of
poisons under the direct supervision of registered pharmacists.
Having regard to the experience related to the use of this drug,
the Board is satisfied that this drug is sufficiently safe to be made
available without prescription.

7. Moreover, the Board proposes to exempt
Dedoratadine from the statutory labelling requirement stated in
item 8 of the Fifth Schedule to the Pharmacy and Poisons
Regulations so that the container of these substances is not
required to carry a warning that this drug may cause drowsiness.
The proposed relaxation on the labelling requirement is based on
the ground that Desloratadine isitself low-sedating.



8. The two Amendment Regulations are made by the
Pharmacy and Poisons Board, which is a statutory authority
established under section 3 of the Ordinance to regulate the
registration and control of pharmaceutical products. The Board
comprises members engaged in the pharmacy, medica and
academic professions. The Board considers the proposed
amendments necessary in view of the potency, toxicity and
potential side effects of the medicines concerned.

0. With these remarks, Madam President, | move the
motion.



Poisons List (Amendment) (No. 3) Regulation 2002

Phar macy and Poisons (Amendment) (No. 3) Regulation 2002

Supplementary I nformation to the L egislative Council
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Drug Name Proposed Classification Reason
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Dexmedetomidine |Part I, First and Third This drug is used to sedate patients
TIXFE Schedul es poison under an intensive care setting who
o3 Hi0liA— I | require ventilation assistance. It
ETES requires  professional  medical
knowledge for safe and effective
administration.
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Rasburicase Part |, First and Third This med iciné is used to prevent acute
=) Schedules poison renal failure in patients with blood
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EIE therapy. Professonal  medical
knowledge is required for the use of
this medicine.
e (T ) S
1 - @%%%ﬂ%&%%

I:\In-Intray\INTRAY \fast\yr01-02\hc0628ch3-745.doc




