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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
23 November 2005 under the Pharmacy and Poisons Ordinance relating to:

(@) the Pharmacy and Poisons (Amendment) (No. 3) Regulation
2005; and

(b) the Poisons List (Amendment) (No. 3) 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 31 October 2005, be approved —
@) the Pharmacy and Poisons (Amendment)(No. 3)
Regulation 2005; and
(b) the Poisons List (Amendment)(No. 3) Regulation 2005.



PHARMACY AND POISONS (AMENDMENT) (NO. 3)

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. Commencement

Sections 2(d) and 3(d) and (e) shall come into operation 30 days after the

day on which this Regulation is published in the Gazette.

2.  Substances falling within 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 —

(@)
(b)
(©)
(d)

(€)

(f)

(9)

(h)

by adding "Bemiparin; its salts";

by adding "Duloxetine; its salts";

by adding "Strontium ranelate™;

by adding "Vitamin A and its esters when contained in
pharmaceutical products the recommended daily dose of
which contains not less than 10,000 international units of
vitamin A";

in the item "D 2 HEESE ; EHi5%H", by repealing "
Ag" and substituting "fig";

in the item "Z83& [l ; ELEERE ; H5%E", by repealing
"Hig" and substituting "fg";

in the item " IR 5 FLEESH 5 HARSR", by repealing
"fig" and substituting "fg";

in the item "MEfNE ; HEEEE ; HIEH  EMAVEREE"

by repealing "fig" and substituting "fig";



(1 by repealing the item "Adefovir" and substituting —
"Adefovir; its salts; its esters; their salts";
() by repealing the item "Nicotinic acid" and substituting —
"Nicotinic acid and its salts when contained in
pharmaceutical products the recommended daily dose

of which contains more than 200 mg of nicotinic acid".

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 "Bemiparin; its salts";

(b) by adding "Duloxetine; its salts";

(c) by adding "Strontium ranelate™;

(d) by adding "Vitamin A and its esters when contained in
pharmaceutical products the recommended daily dose of
which contains not less than 10,000 international units of
vitamin A";

(e) in the item relating to "Alkaloids", by adding —

"Codeine, except substances containing less than 0.2% of
codeine"
after —
"Calabar bean, alkaloids of";

()] by repealing "Chloral; its addition and its condensation
products other than alphachloralose; any compound with
any substance falling within this item; except when
contained, in the form of chloral hydrate, in preparations
intended for external application only” where it secondly

appears;



(9) in the item "W & 5 EHESSE ; EHAEZ2E", by repealing "

fg" and substituting "Eg";

(h) in the item "f#%iH0 2 5 ELESEE ; HAFSE", by repealing
"Hig" and substituting "fg";

Q) in the item "Z8&fplis ; ELEEEE ; HEJE", by repealing
"Hig" and substituting "fg";

) in the item "MEHNE 5 HEEKE ; HiRME  CIA0EDE"

by repealing "fig" and substituting "fig";
(k) by repealing the item "Adefovir" and substituting —

"Adefovir; its salts; its esters; their salts";
() by repealing the item "Nicotinic acid" and substituting —
"Nicotinic acid and its salts when contained in
pharmaceutical products the recommended daily dose

of which contains more than 200 mg of nicotinic acid".

Chairman,
Pharmacy and Poisons Board

31 October 2005

Explanatory Note

This Regulation adds 4 substances to the First Schedule and 5 substances to

the Third Schedule to the Pharmacy and Poisons Regulations (Cap. 138 sub. leg.



A) ("principal Regulation™) so that the sale and storage of those substances are
subject to the restrictions imposed under the Pharmacy and Poisons Ordinance
(Cap. 138) and the principal Regulation.

2. The Regulation rectifies certain minor errors appearing in various
substances specified in the First and Third Schedules.

3. The Regulation repeals one of the item relating to “chloral” which appears
twice in the Third Schedule.



POISONS LIST (AMENDMENT)(NO. 3)

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. Commencement

Section 2(1)(d) shall come into operation 30 days after the day on which

this Regulation is published in the Gazette.

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

Is amended, in Part I, in part A —

(@)
(b)
(©)
(d)

()

(f)

(@)

(h)

by adding "Bemiparin; its salts";
by adding "Duloxetine; its salts";
by adding "Strontium ranelate™;
by adding "Vitamin A and its esters when contained in
pharmaceutical products the recommended daily dose of
which contains not less than 10,000 international units of
vitamin A";

in the item "JS7KBEEREAN", by repealing "#" and
substituting "$K";

in the item "W 2 ; HEE ; HIFHE", by
repealing "f§ " and substituting "fg";

in the item " H B A", by repealing "#9y" and
substituting "¢K";

in the item "R F [ ER ; HEME ; HAFHE", by

repealing "fi§" and substituting "fg";



0] in the item "&g & 47 ", by repealing " f§ " and
substituting "£R";
() i the item "FAVSEF ( FEEASSPIEE ) 5 HEDE", by
repealing "Z<" and substituting "7K";
(K)  inthe item "MEENE ; HESE ; HIRME ; EMAVEE"
by repealing "fg" and substituting "Eg";
() by repealing the item "Adefovir" and substituting —
"Adefovir; its salts; its esters; their salts";
(m) by repealing the item "Nicotinic acid" and substituting —
"Nicotinic acid and its salts when contained in
pharmaceutical products the recommended daily dose
of which contains more than 200 mg of nicotinic acid".
(2 The Schedule is amended, in Part I1, in part B, in the item "5 fi5 %

#W", by repealing "#1" and substituting "¢K".

Chairman,
Pharmacy and Poisons Board

31 October 2005

Explanatory Note

This Regulation adds 4 substances to part A of Part | of the Poisons List set
out in the Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B).

Poisons listed in that part are essentially for medicinal use. Under the Pharmacy



and Poisons 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.

2. The Regulation rectifies certain minor errors appearing in various

substances specified in that Schedule.



Poisons List (Amendment) (No. 3) Regulation 2005

Pharmacy and Poisons (Amendment) (No. 3) Regulation 2005

Supplementary Information to the Legislative Council
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Drug Name Proposed Classification Reason
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Bemiparin; its salts

PR ks B RO

Part I, First and Third
Schedules poisons (i.e.
prescription-only
medicines)
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This drug is used in the prevention of
blood clotting events after surgery and
treatment of deep vein thrombosis .
Medical monitoring is required during
treatment period.
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Duloxetine; its salts
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Part I, First and Third
Schedules poisons (i.e.
prescription-only
medicines)
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This drug is used to treat major
depression in adults and stress urinary
incontinence for women . It should
only be used when the need is
established by medical diagnosis.
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Drug Name

&
|

Proposed Classification

& B

Reason
s

Strontium ranelate

Part I, First and Third
Schedules poison (i.e.

This drug is used for treatment of
postmenopausal  osteoporosis. It

Gl ) prescription-only should only be used when the need is

medicine) established by medical diagnosis.
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Vitamin A its Part I, Firstand Third  |High doses of vitamin A could result
esters: when Schedules poisons (i.e. |in side effects such as liver toxicity,
contained in prescription-only gastrointestinal  disturbances, foetal
pharmaceutical medicines) abnormalities, and reduced bone
products the growth in children.

recommended daily
dosage of which
contains 10,000
international units
or above of vitamin
A
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Drug Name

&
|

Proposed Classification

£ P

Reason
s

Codeine, except
substances
containing less
than 0.2% of
codeine
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Third Schedule poisons
(i.e. prescription-only
medicines) (such
preparations are already
Part | First Schedule
poisons)
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This tightening of the control on the
sale of preparations containing
codeine at 0.2% or above is made in
view of the rise in the number of
abusers of cough preparations in
recent years, as shown by data in the
Central Registry of Drug Abuse of the
Narcotics Division of the Security
Bureau.
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