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Tel : 28699205
Date : 6 October 2009

From : Clerk to the Legidative Council

To : All Members of the Legidative Council

Council meeting of 21 October 2009

Proposed resolution under
the Phar macy and Poisons Ordinance

| forward for Members' consideration a proposed resolution which
the Secretary for Food and Health will move at the Council meeting of
21 October 2009 under the Pharmacy and Poisons Ordinance relating to:

(8 the Pharmacy and Poisons (Amendment) (No. 3) Regulation
2009; and

(b) the Poisons List (Amendment) (No. 3) Regulation 2009.

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.

(MrsJdustinaLAM )
for Clerk to the Legislative Council

Encl.



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 30 September 2009, be approved —
@ the Pharmacy and Poisons (Amendment) (No. 3)
Regulation 2009; and
(b) the Poisons List (Amendment) (No. 3) Regulation 2009.



PHARMACY AND POISONS (AMENDMENT) (NO. 3)

REGULATION 2009

(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)

1. First Scheduleamended
The First Schedule to the Pharmacy and Poisons Regulations (Cap. 138 sub.

leg. A) isamended, in Division A —

(@)
(b)

(©)

(d)

(€)

by adding “Dexketoprofen; its salts’;

in the item relating to “Orlistat; its salts’, by repealing “its
salts’ and substituting “its salts; except when contained in
a pharmaceutical product of which the recommended dose
is a quantity of the product that contains not more than 60
mg of orlistat or its salts, taken 3 times aday”;

in the item relating to “ Sibutramine; its salts’, by repealing
“its salts” and substituting “its sats, any compound
containing the chemical structure of  1-[1-(4-
Chlorophenyl)cyclobutyl]-3-methylbutan-1-amine
substituted to any degree or without substitution; its salts’;
in the item relating to “ Sildenafil; its salts’, by repealing
“its salts” and substituting “its sats, any compound
containing the chemical structure of 5-(2-ethoxyphenyl)-1-
methyl-3-propyl-1H-pyrazolo[4,3-d]pyrimidin-7(6H)-one
substituted to any degree or without substitution; its salts’;
in the item relating to “Tadal&fil; its salts’, by repealing
“its sdlts” and substituting “its salts, any compound
containing the chemical structure of 6-(Benzo[1,3]dioxol-
5-y)-2,3,6,7,12,12a-hexahydropyrazino[ 1',2": 1,6] pyrido[ 3,



(f)

(9)

4-blindole-1,4-dione substituted to any degree or without
substitution; its salts’;

by adding “Thioctic acid; its salts; its derivatives;, when
contained in pharmaceutical products’;

in the item relating to “Vardenafil; its salts’, by repealing
“its salts” and substituting “its sats, any compound
containing the chemical structure of 2-(2-ethoxyphenyl)-5-
methyl-7-propylimidazo[5,1-f][ 1,2,4]triazin-4(3H)-one
substituted to any degree or without substitution; its salts’.

2. Third Schedule amended
The Third Schedule isamended, in Division A —

(@)
(b)

(©

(d)

(€)

by adding “Dexketoprofen; its salts’;

in the item relating to “Orlistat; its salts’, by repealing “its
salts’ and substituting “its salts; except when contained in
a pharmaceutical product of which the recommended dose
IS a quantity of the product that contains not more than 60
mg of orlistat or its salts, taken 3 times aday”;

In the item relating to “ Sibutramine; its salts’, by repealing
“its salts’ and substituting “its salts;, any compound
containing the chemical structure of 1-[1-(4-
Chlorophenyl)cyclobutyl]-3-methylbutan-1-amine
substituted to any degree or without substitution; its salts’;
in the item relating to “Sildenafil; its salts’, by repealing
“its sadts’ and substituting “its salts, any compound
containing the chemical structure of 5-(2-ethoxyphenyl)-1-
methyl-3-propyl-1H-pyrazol o[ 4,3-d] pyrimidin-7(6H)-one
substituted to any degree or without substitution; its salts’;
in the item relating to “Tadal&fil; its salts’, by repealing
“its salts” and substituting “its sats, any compound



(f)

(9)

containing the chemical structure of 6-(Benzo[1,3]dioxol-
5-yl)-2,3,6,7,12,12a-hexahydropyrazino[1',2":1,6] pyrido[ 3,
4-b]indole-1,4-dione substituted to any degree or without
substitution; its salts’;

by adding “Thioctic acid; its salts; its derivatives, when
contained in pharmaceutical products’;

in the item relating to “Vardendfil; its salts’, by repealing
“its salts” and substituting “its sats, any compound
containing the chemical structure of 2-(2-ethoxyphenyl)-5-
methyl-7-propylimidazo[5,1-f][1,2,4]triazin-4(3H)-one
substituted to any degree or without substitution; its salts’.

Chairman,
Pharmacy and Poisons Board

30 September 2009

Explanatory Note

This Regulation amends the First and Third Schedules to the Pharmacy and

Poisons Regulations (Cap. 138 sub. leg. A) (“the principal Regulations’) —

(@)

(b)

to add 2 substances to those Schedules so that the sale,
supply, labelling and storage of those substances are
subject to the restrictions imposed under the principa
Regulations,

to add certain chemical descriptions after the items
relating to “Sibutramine; its salts’, “Sildendfil; its salts’,



(©

“Tadalafil; its salts’ and “Vardenafil; its salts’ so that their
analogues are aso subject to the same control as those
substances; and

to relax the control of “Orlistat; its salts’ so that “Orlistat;
its salts’, when contained in a pharmaceutical product of
which the recommended dose is a quantity of the product
that contains not more than 60 mg of orlistat or its sats,

taken 3 times aday, is excluded from those Schedules.



POISONSLIST (AMENDMENT) (NO. 3)

REGULATION 2009

(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)

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

amended, in Part I, in Division A —

(@)
(b)

(©)

(d)

(€)

(f)

by adding “Dexketoprofen; its salts’;

in the item relating to “ Sibutramine; its salts’, by repealing
“its sadts’ and substituting “its sats, any compound
containing the chemical structure of  1-[1-(4-
Chlorophenyl)cyclobutyl]-3-methylbutan-1-amine
substituted to any degree or without substitution; its salts’;
in the item relating to “ Sildenafil; its salts’, by repealing
“its salts” and substituting “its salts, any compound
containing the chemical structure of 5-(2-ethoxyphenyl)-1-
methyl-3-propyl-1H-pyrazol o[ 4,3-d] pyrimidin-7(6H)-one
substituted to any degree or without substitution; its salts’;
in the item relating to “Tadal&fil; its salts’, by repealing
“its sdlts” and substituting “its sats, any compound
containing the chemical structure of 6-(Benzo[1,3]dioxol-
5-yl)-2,3,6,7,12,12a-hexahydropyrazino[1',2":1,6] pyrido[ 3,
4-b]indole-1,4-dione substituted to any degree or without
substitution; its salts”;

by adding “Thioctic acid; its salts; its derivatives, when
contained in pharmaceutical products’;

in the item relating to “Vardenafil; its salts’, by repealing
“its salts” and substituting “its sats, any compound



containing the chemical structure of 2-(2-ethoxyphenyl)-5-
methyl-7-propylimidazo[5,1-f][1,2,4]triazin-4(3H)-one
substituted to any degree or without substitution; its salts’.

Chairman,
Pharmacy and Poisons Board

30 September 2009

Explanatory Note

This Regulation amends Division A of Part | of the Poisons List set out in
the Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B) —

€)] to add 2 substances so that, among other applicable
requirements, those substances can only be sold on
registered premises of an authorized seller of poisons by a
registered pharmacist or in the pharmacist’s presence and

under the pharmacist’s supervision; and
(b) to add certain chemical descriptions after the items
relating to “Sibutramine; its salts’, “Sildendfil; its salts’,
“Tadal&fil; its salts” and “Vardenafil; its salts’ so that their
analogues are also subject to the same control as those

substances.



SPEECH BY
THE SECRETARY FOR FOOD AND HEALTH
AT THE LEGISLATIVE COUNCIL
ON 21 October 2009

Pharmacy and Poisons Ordinance (Cap. 138)

Phar macy and Poisons (Amendment) (No. 3) Regulation 2009
Poisons List (Amendment) (No. 3) Regulation 2009

President,

| move that the motion under my name, as printed on the
Agenda, be passed.

2 Currently, we regulate the sae and supply of
pharmaceutical products through aregistration and monitoring 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 certan
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 isrequired. The sale of some pharmaceutical products must
be authorised by prescription from a registered medical practitioner,
dentist or veterinary surgeon.

4 Arising from an application for registration of two
pharmaceutical products, the Pharmacy and Poisons Board proposes
to add the following two substances to Part | of the Poisons List and



the First and Third Schedules to the Pharmacy and Poisons
Regulations:

(@) Dexketoprofen; its salts; and
(b) Thiotic acid; its salts; its derivatives, when contained in
pharmaceutical products.

Pharmaceutical products and formulations containing the above
substances must then be sold in pharmacies under the supervision of
registered pharmacists and in their presence, with the support of
prescriptions.

5. In addition, the Pharmacy and Poisons Board proposes to
relax the control of “orlistat when contained in pharmaceutical
products the recommended daily dose of which contains not more
than 60mg of orlistat or its salts to be taken three times a day.” Upon
detailed research, these pharmaceutical products have been shown to
be sufficiently safe and effective for use in the management of weight
reduction without doctor’s supervision. Therefore, we propose to re-
classify “orlistat when contained in pharmaceutical products the
recommended daily dose of which contains not more than 60mg of
orlistat or its salts to be taken three times a day” from Part | poisons
and Part | First and Third Schedules poisons to Part | poisons only.
Subject to regulation under the relevant provision, these
pharmatceutical products must be sold in pharmacies in the presence
and under the supervision of registered pharmacists.

6. In response to the recent emergence of products marketed
for weight reduction or for enhancement of sexua function in men
which were found on analysis to contain analogues of poisons subject
to regulation under the Pharmacy and Poisons Regulations, the
Pharmacy and Poisons Board also proposes to amend four existing
entries in Part | of the Poisons List and in the First and Third
Schedules to the Pharmacy and Poisons Regulations by adding a
chemical description after each entry describing the anal ogues of each
poison, such that the analogues are also subject to the controls
applicable to the four poisons themselves. The four poisons are



“Sibutramine; its salts’, “Sildendfil; its salts’, “Tadalafil; its salts”
and “Vardenafil; its salts.”

7. We propose that these amendment regulations take
Immediate effect upon gazettal on 23 October 2009 to allow early
control of pharmaceutical products containing these substances.

8. The two Amendment Regulations are made by the
Pharmacy and Poisons Board, which is a statutory authority
established under the Ordinance to regulate pharmaceutical products.
The Board 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.

0. With these remarks, President, | move the motion.
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Poisons List (Amendment) (No. 3) Regulation 2009

Phar macy and Poisons (Amendment) (No. 3) Regulation 2009

Supplementary Information to the L egidative Council
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AR I E KL
Drug Name Proposed Reason
- Classification R
eyl

Dexketoprofen; |Partl, Firstand | Thisdrugisused for treatment of mild to moderate
its salts Third Schedules | pain. Common side effects include hypersensitivity,

poi son renal impairment and interactions with other drugs.
‘F,ﬂﬁﬁﬁ}f} -l 27— ﬁ[ fffZ<— % | It may be associated With asmall_ increased risk of
v ffifsh = & 8k heart attack (“myocardial infarction”) or stroke. Its

use should be decided by a doctor based on the
patient’s condition.
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Drug Name Proposed Reason
E- Classification R

el

Thioctic acid; its Part |, Firstand | Thisdrugisused for sensory disturbancesin
salts; itsderivatives,| Third Schedules | diabetic polyneuropathy. Common side effects

when contained in | poison include pressure in the head and difficulty in
pharmaceutical 57— ﬁ[ﬁ [ffZ—~ * | breathing after rapid intravenousinjection. It
products [t = 2, 3k may also enhance the blood sugar |lowering effect

of antidiabetic drugs, therefore close monitoring of
’FPH'E& ; EENSE blood sugar levelsisrequired especially at the start
TP, FA"& of therapy. Thisdrug should only be used upon
Bt i7] Fpl #IP | medical judgment on appropriate usage.

(Note: thiotic acid is a naturally-occurring growth
factor present in animal and plant tissues. Itis
also present, in small dosages, in some health food
products for its antioxidant effect).
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Drug Name Proposed Reason
E- Classification R
£ B
Orlistat; its salts, From Part |, First | These pharmaceutical products have been shown
except when and Third to be sufficiently safe and effective for usein the
contained in Schedules poison | management of weight reduction without doctor’s
pharmaceutical to Part | poison supervision
products the 57— ﬁﬂ [ffhe—
recommended daily | % [iffsk = =, gl ?ﬁ;@ﬁ#ﬁﬁw—%@ﬁ | LSS 2 I
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orlistat or its saltsto
be taken three times
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Sildenafil; its salts; any compound containing the
chemical structure of 5-(2-ethoxyphenyl)-1-
methyl-3-propyl-1H-pyrazolo[4,3-d]pyrimidin
-7(6H)-one, or substituted to any degree; their

salts
-
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Tadalafil; its salts; any compound containing the
chemical structure of
6-(Benzo[1,3]dioxol-5-yl)-2,3,6,7,12,
12a-hexahydropyrazino[1’,2’:1,6]pyrido
[3,4-b]indole-1,4-dione, or substituted to any
degree; their salts
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Vardenafil; its salts; any compound containing
the chemical structure of 2-(2-ethoxyphenyl)-5-
methyl-7-propylimidazo[5,1-f][1,2,4]triazin-4
(3H)-one, or substituted to any degree; their salts
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Drug Name Proposed Reason
E- Classification Hig
i ]l

Sibutramine; its salts; any compound containing |Part | First and |Sibutramine, sildenafil,

the chemical structure of Third tadalafil and vardenafil and
1-[1-4(Chlorophenyl)cyclobutyl]-3-methylbutan- |Schedul es their salts are drugs used for
1-amine, or substituted to any degree; their salts |poison weight reduction or erectile
P R =T 1 [1 (4% E) |23~ %[ fff#~ |dysfunction. They are
B LB IR k-1 %@ = (5% ﬁ;@ayy Rtk = 2 3k |already classified as Part |
R (7 FR A OBV (R I?J i First and Third Schedules

poisons. The present
amendment arises from the
recent emergence of products
marketed for weight reduction
or for enhancement of sexual
function in men, but have been
found on analysis to contain
analogues (i.e. compounds
containing the basic chemical
structure) of these drugs.
Therefore it is necessary to list
these analogues as Part | First
and Third Schedules poisons.
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