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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)

(€)

()

(@)

(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 HESSE ; EHEE%H", by repealing "
A" and substituting "fg";

in the item "Z8&fip i ; ELEEAR ; HLASEE", by repealing "
fE" and substituting "fg";

in the item " i B% » FLEERE  FLJRJE", by repealing "
fig" and substituting "fg";

in the item "IN ; HEIAE ; HARME  EMAVEDE" b
repealing "A5" and substituting "fg";

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  intheitem "EVDE ; HEIME ; FHEFE", by repealing "
Ag" and substituting "fig";
(h) in the item "f&iHy) &2 HEE%E ; HAE%E", by repealing "
A" and substituting "fg";
Q) in the item "Z8Z 1% ; ELEEES ; ELIE4E", by repealing "
fE" and substituting "fg";
()] in the item "BEf0E ; HEGEE ; H 5% E{MrvEssE", by
repealing "fi5" and substituting "Eg";
(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 —

(a)
(b)
(©)
(d)

(€)

(f)

(9)

(h)

(i)

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 "7S7KBEEEEAN", by repealing "#" and
substituting "£R";

in the item "I & - HETE 5 HSXE", by repealing "
Ag" and substituting "fig";

in the item " H EEA4", by repealing "#" and
substituting "$K";

in the item "ZE5REE ; HEESH ; HCE4H", by repealing
fE" and substituting "fg";

in the item "fEE 44", by repealing "#i" and substituting
"B



() i the item "EEVEZF ( FEEISSPIEE ) ¢ HEE", by
repealing "Z5" and substituting "7&";
(k) inthe item "WEfNE ; HETRE ; HARME s ©MOYEIEE", by

repealing "fi§" and substituting "fg";
() 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.



SPEECH BY
THE SECRETARY FOR HEALTH, WELFARE AND FOOD
AT THE LEGISLATIVE COUNCIL
ON 23 NOVEMBER 2005

Pharmacy and Poisons Ordinance (Cap 138)

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

Madam President,

| move that the Pharmacy and Poisons (Amendment) (No.
3) Regulation 2005 and the Poisons List (Amendment) (No. 3)
Regulation 2005 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 health, 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.
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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 three new medicines and tightening the
control on two existing medicines.

B. Arising from the applications for registration of three
pharmaceutical products, the Pharmacy and Poisons Board proposes
to add three substances to Part | of the Poisons List and the First and
Third Schedules to the Pharmacy and Poisons Regulations.
Pharmaceutical products containing any of these substances must be
sold in pharmacies under the supervision of registered pharmacists
and in their presence, with the support of prescriptions. We propose
that these amendment regulations take immediate effect upon gazettal
on 25 November 2003 to allow early control and sale of medicines
containing these substances.

6. In addition, the Pharmacy and Poisons Board proposes to
tighten the control on two existing medicines. At present, substances
containing not less than 0.2% of Codeine, now classified as Part | and
First Schedule poisons, can be sold in pharmacies without the support
of prescriptions. 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, now
classified as non-poisons, are sold in all kinds of medicines outlets.
By classifying these two substances as Part I, First and Third
Schedules poisons, 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.
To allow time for sellers, manufacturers and importers to adapt to the
new requirements, we propose that these amendments take effect 30
days after the day of their gazettal.

7. 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

c:\temp\e_hc1111cb3-104appii-e.doc 2



comprises members engaged in the pharmacy, medical and academic
professions.  The Board considers the proposed amendments
necessary in view of the potency, toxicity and potential side effects of
the medicines concerned.

8. With these remarks, Madam President, | move the motion.
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Poisons List (Amendment) (No. 3) Regulation 2005

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

Supplementary Information to the Legislative Council

(20058 (BE] ) (58 3 97) Hifl)

( 2005ESERISE v 28 (BRT ) (BB 3 5%) #ifl)

AT I T E
Drug Name Proposed Classification Reason
£ H BRI FUH

Bemiparin; its salts

PRI 2R B RO

Part I, First and Third
Schedules poisons (i.e.
prescription-only
medicines)

o fis vl
A (1)

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.

P B S T "mtfmﬂ
AR 2y A
E I @m)ﬁ

Duloxetine; its salts

BT H

Part I, First and Third
Schedules poisons (i.e.
prescription-only

medicines)
Cla i[ﬁlﬁ‘v [
BT N EAES)

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.

JF=gE R 32 %E& K E'LJE%FJ RN
PRI | QA -
%b&{*%@ﬁ?wﬂﬁo
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Drug Name

&
|

Proposed Classification

& FHE]

Reason
i

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.
ST — EI[ — KR
% I[giﬁwﬁ =g P Jﬁ*ﬁﬁ%? PR -
T e R g S il
3t) shey el = 1
RAURIE'S
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

A S AEH E“‘
f;FI T E[Jl-: K s
@“J@FF{M v ﬁ
Ty
P Bl 510,000

! B 1 6 1 -

e AR

5T~ HR- VIR
- F 7'\ EI[PT—iJj;:)
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Drug Name

&
|

Proposed Classification

& FHE]

Reason
i

Codeine, except
substances
containing less
than 0.2% of
codeine

R A
PA0.29%Ti" 5
T

Third Schedule poisons
(i.e. prescription-only
medicines) (such
preparations are already
Part | First Schedule
poisons)

ENETE JE A
) (= G =

I Y FBI -
8k

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.

fE L[srgffﬁj & F4 Fl‘ ?ﬁ[ﬂo 2%?‘} I‘}
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