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 6 April 2009, be approved —
@ the Pharmacy and Poisons (Amendment) Regulation 2009;
and
(b) the Poisons List (Amendment) Regulation 2009.



PHARMACY AND POISONS (AMENDMENT)
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 —

)] in the item relating to “Antisera, antitoxins,
immunoglobulins and vaccines’, in paragraph (b), by
adding “ Feline immunodeficiency virus’;

(b) by adding “Metaflumizone; its salts’;

(©) by adding “Methylnaltrexone; its salts’;

(d) by adding “Nepafenac; its salts’;

(e by adding “Ractopamine; its salts’;

() by adding “Rivaroxaban; its salts”.

2. Second Schedule amended
The Second Schedule is amended, in Group Il, in Division A, in the item

relating to “Androgenic, oestrogenic and progestational substances’, by
repealing —

“Preparations intended for external application only; except preparations
containing more than 4 milligrammes of oestrogenic substance per 100
grammes of inert substance”

and substituting —

“Preparations intended for external application only; except preparations
containing more than 4 milligrammes of oestrogenic substance per 100
grammes of inert substance and preparations containing testosterone or
itsesters’.



3.  Third Schedule amended
The Third Schedule is amended, in Division A —

(@)

(b)
(©
(d)

(f)

6 April 2009

in the item relating to “Antisera, antitoxins,
immunoglobulins and vaccines’, in paragraph (b), by
adding “Feline immunodeficiency virus’;

by adding “Metaflumizone; its salts’;

by adding “Methylnaltrexone; its salts’;

by adding “Nepafenac; its salts’;

by adding “Ractopamine; its salts’;

by adding “Rivaroxaban; its salts’.

Chairman,
Pharmacy and Poisons Board

Explanatory Note

This Regulation amends the Pharmacy and Poisons Regulations (Cap. 138

sub. leg. A) (“principal Regulations’) —

(@)

(b)

to add 6 substances to the First and Third Schedules to the
principal Regulations respectively so that the sale, supply,
labelling and storage of those substances are subject to the
restrictions imposed under the Pharmacy and Poisons
Ordinance (Cap. 138) and the principal Regulations; and

to alter the Second Schedule to the principal Regulations
so that preparations intended for external application only



containing testosterone or its esters are no longer exempt
from the restrictions imposed under the Pharmacy and
Poisons Ordinance (Cap. 138) and the principal
Regulations.



POISONSLIST (AMENDMENT) 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 |, in Division A —

@ in the item relating to “Antisera, antitoxins,
immunoglobulins and vaccines’, in paragraph (b), by
adding “Feline immunodeficiency virus’;

(b) by adding “Metaflumizone; its salts’;

(c) by adding “Methylnaltrexone; its salts’;

(d) by adding “Nepafenac; its salts’;

(e by adding “Ractopamine; its salts’;

() by adding “Rivaroxaban; its salts”.

Chairman,
Pharmacy and Poisons Board

6 April 2009

Explanatory Note

This Regulation adds 6 substances to Division A of Part | of the Poisons
List set out in the Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B)
so that, among other applicable requirements, poisons containing 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.



SPEECH BY
THE SECRETARY FOR FOOD AND HEALTH
AT THE LEGISLATIVE COUNCIL
ON 29 APRIL 2009

Pharmacy and Poisons Ordinance (Cap. 138)

Phar macy and Poisons (Amendment) (No. 1) Regulation 2009
Poisons List (Amendment) (No. 1) Regulation 2009

Mr 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 authorized by prescription from a registered medical practitioner,
dentist or veterinary surgeon.

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



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

(@) Feline immunodeficiency virus vaccine,
(b) Metaflumizone; its salts;

(c) Methylnaltrexone; its salts;

(d) Nepafenac; its sdlts;

(e) Ractopamine; its salts; and

(f) Rivaroxaban; its salts

In addition, the Pharmacy and Poisons Board proposes, by
amending the Second Schedule to the Pharmacy and Poisons
Regulations, to include the preparations containing testosterone or its
esters intended for externa application only into the First and Third
Schedules to the Pharmacy and Poisons Regulations.

5. Pharmaceutical products 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.

6. We propose that these amendment regulations take
immediate effect upon gazettal on 30 April 2009 to alow early
control and sale of the relevant medicine.

7. 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 medicine concerned.

8. With these remarks, Mr President, | move the motion.
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Poisons List (Amendment) (No. 1) Regulation 2009

Phar macy and Poisons (Amendment) (No. 1) Regulation 2009

Supplementary Information to the L egidative Council
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Feline Part |, Firstand | The vaccine containing thisvirusis administered
|mmunodeficiency Third Schedules | to catsfor the prevention of infections caused by
Virus (In the item poi son thevirus. The side effects of the vaccine include
relating to “Antisera, | 27— ﬁ[ [ff%— & | painon injection site, lethargy, fever, vomiting,
antitoxin, fif# = =, 35 diarrhea, and anorexia.  Its administration should

immunoglobulins and
vaccines’ under (b))
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be monitored by a veterinary surgeon.
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Drug Name Proposed Reason
- Classification Mg
i ]l
Metaflumizone; its Part |, Firstand | Thisdrugisan ectoparasiticidei.e. it kills
salts Third Schedules | parasitesthat live on the skin or in the fur of
(2 £) poison animals, such asfleasand ticks. Itisused alone

37— JE[ [ff%— & | totreat or prevent fleainfestationsin cats. Itis
EASETE S also used together with another drug amitraz to

treat or prevent tick and fleainfestations in dogs.
It can also be used as part of atreatment strategy
for the control of fleaalergy dermatitis (an
alergic reaction of cats or dogs to flea hites).
Animals being treated with this drug might
salivate considerably for a short period after
licking the application site.  The side effects of
the drug in dogs also include lethargy and sedation
aswell as slow and shallow breathing. Because
of the side effects of the drug, its use should be
decided by a veterinary surgeon.
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Drug Name Proposed Reason
- Classification Mg
=t
Methylnaltrexone; its |Part |, Firstand | Thisdrug is used to treat the constipation caused
salts Third Schedules | by the administration of morphine or morphine-
poi son like painkillers. The side effects of this drug
(FUAP I, E RSO | 27 3{[ fff%— % | include abdominal pain, nausea, flatulence and
fffs = 2,8k diarrhoea. It should also not be used in patients
whose bowel is blocked or who have a condition
that needs immediate bowel surgery. Itsuse
should be decided by a doctor based on the
patient’s condition.
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Nepafenac; itssalts | Part |, First and Thisdrug is used to treat the pain and
Third Schedules | inflammation associated with cataract surgery.
G P> 1, T ERS) poison The side effects of this drug include keratitis. In
37— jET %~ & | some susceptible patients, sight-threatening side
I =TE effects may occur which includes corneal erosion,

corneal ulceration or corneal perforation. Itsuse

should be decided by a doctor based on the
patient’s condition.
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Drug Name Proposed Reason
- Classification Mg
e vl
Ractopamine; itssalts  |Part | First and Thisdrug is used to mix into feedstuff for feeding
(B2 1 ¢ EIE%)  |Third Schedules | grown swine (i.e. swine from 68kg to 109kg body

poison weight) to increase the rate of weight gain, improve

Y- ﬂﬁﬂ i~ %> |feed efficiency and increase carcass |eanness.

fif ke = = 3 Improper use may cause harm in persons with
cardiovascular diseases who handle the drug.
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Rivaroxaban; itssalts |Part |, Firstand | Thisdrugisused to prevent the formation of clots
Third Schedules | in the veins (venous thromboembolism, VTE) in
(FIIFSYPZ= * ) | poison adults who are undergoing surgery to replace a hip
5T Jﬁﬁ %~ % | or knee. The side effects of this drug include
bt = 3, 3k bleeding following an operation, nausea, anaemia

and increased levels of some liver enzymesin the
blood. Itsuse should be decided by a doctor
based on the patient’s condition.
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Drug Name Proposed Reason

- Classification Mg
il

Preparations for Part |, Firstand | These preparations are used for the treatment of
external application | Third Schedules | testosterone deficiency inmen. They may
only containing poison (by increase the risk of benign prostatic hypertrophy
Testosterone or its amending the (enlarged prostate gland) and prostate cancer.
esters Second Regular examination of the prostate gland of the

Schedule) user by adoctor isrequired. The use of these
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