hv2>y -4
L egislative Council
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Ref. : CB(3)/M/OR

Tel @ 2869 9205

Date : 16 June 2011

From : Clerk to the Legidative Council

To : All Members of the Legidative Council

Council meeting of 6 July 2011

Proposed resolution under
the Phar macy and Poisons Ordinance

| forward for Members consideration a proposed resolution
(Appendix I) the Secretary for Food and Health will move at the Council
meeting of 6 July 2011 under the Pharmacy and Poisons Ordinance
relating to:

(@) the Pharmacy and Poisons (Amendment) Regulation 2011,
and

(b) the Poisons List (Amendment) Regulation 2011.

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 Chinese and English (Appendix I1) which
the Secretary will deliver when moving the proposed resolution, and the
supplementary information provided by the Secretary (Appendix I11) are
also attached.

(Mrs JustinaLAM)
for Clerk to the Legislative Council

Encl.



Resolution of 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 13 June 2011, be approved—

(a) the Pharmacy and Poisons (Amendment) Regulation
2011; and

{b) the Poisons List ({Amendment) Regulation 2011.
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Pharmacy and Poisons (Amendment) Regulation 2011

Section 1

Pharmacy and Poisons (Amendment) Regulation 2011

Section 3

Pharmacy and Poisons (Amendment) Regulation 2011

{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. Pharmacy and Poisons Regulations amended

The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are
amended as set out in sections 2 and 3.

2. First Schedule amended
First Schedule, Division A—

(a)

(&)

®

Before item “Colaspase™—

Add

“Clozapine; its salts™;

Before item “Corticorelin; its salts™—
Add

“Corifollitropin alfa”™;

After item “Demecarium bromide™—
Add

“Denosumab”;

After item “Fentiazac; its salts™—
Add

“Fenticonazole; its salts™;

After item “Protriptyline; its salts; its derivatives; their
salts”—

Add
“Prulifloxacin; its salts; its esters; their salts™;
After item “Ranibizumab”™—

3.

(h)

Add

“Rasagiline; its salts™;

After item “Rofecoxib; its salts”—
Add

“Roflumilast; its salts™

Before item “Ropinirole; its salts™—
Add

“Romiplostim™.

Third Schedule amended
Third Schedule, Division A—

{a)

(b)

()

(d)

Before item “Colaspase™—

Add

“Clozapine; its salts™;

Before item “Corticorelin; its salts™—
Add

“Corifollitropin alfa”;

After item “Demecarium bromide”—
Add

“Denosumab”;

After item “Fentiazac; its salts”"—
Add

“Fenticonazole; its salts™;

After item “Protriptyline; its salts; its derivatives; their
safts"—

Add
“Prulifloxacin; its salts; its esters; their salts™;
After item “Ranibizumab”™—



Pharmacy and Poisons (Amendment) Regulation 2011 Pharmacy and Poisons (Amendment) Regulation 2011

Explanatory Note

Section 3 3 Paragraph 1 4
Add Explanatory Not
. . xplanatory Note
“Rasagiline; its salts™; P Y
(gy After item “Rofecoxib; its salts”— This Regulation adds 8 substances to Division A of the First and
Add Third Schedules to the Pharmacy and Poisons Regulations (Cap.

138 sub. leg. A) (principal Regulations) so that the sale, supply,

“Roflumilast; its salts™; labelling and storage of those substances are subject to the

h) Before item “Ropinirole; its salts”— restrictions imposed under the Pharmacy and Poisons Ordinance
P P 3
Add {Cap. 138) and the principal Regulations.
“Romiplostim™.
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Chairman,
Pharmacy and Poisons Board

-

13 June 011



Poisons List (Amendment) Regulation 2011 Foisons List (Amendment) Regulation 2011

Section 1 1 Section 2 2
Add
Poisons List (Amendment) Regulation 2011 “Rasagiline; its saits™;
. . . ( After item “Rofecoxib; its salts”™—
{Made by the Pharmacy and Poisons Board under section 29 of the () Titem TROCoXI s
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the Add
Legislative Council) “Roflumilast; its salts”;
'hy Before item “Ropinirole; its salts™—
1. Poisons List Regulations amended S AZ: : OpITIToie; |
The Poisons List Regulations (Cap. 138 sub. leg. B) are amended as L .
set out in section 2. Romiplostim™;
{i} Repeal the item “Terbinafine; its salts”
2. Schedule amended . Substitute
(1) The Schedule, Part I, Division A— “Terbinafine; its salts; except when contained in
(a) Before item “Colaspase™— preparations for external application only with ro
Add more than 1% of Terbinafine and not to be

administered as a single application and when labelled
for the treatment of tinea pedis and/or tinea cruris
{by Before item “Corticorelin; its salts”— only”.

Add (2y  The Schedule, Part II, Division A, after item relating to
“Phenols as defined in Part 1 of this List in substances
containing less than 60%, weight in weight, of phenols™—

Add

“Clozapine; its salts”;

“Corifollitropin alfa™;
(¢) After item “Demecarium bromide”™—

:sdd - “Terbinafine; its salts; when contained in preparations for
Denosumab™; external application only with no more than 1% of
(d) After item “Fentiazac; its salts"— Terbinafine and not to be administered as a single
Add application and when labelled for the treatment of tinea

— Lo - pedis and/or tinea cruris only™
Fenticonazole; its salts™;

(e) After item “Protriptyline; its salts; its derivatives; their
salts”—

Add
“Prulitfloxacin: its salts; its esters; their salts™;
() After item “Ranibizumab”—



Poisons List (Amendment) Regulation 2011

Poisons List (Amendment) Regulation 2011

Explanatory Note
Paragraph 1

13 June

2011

Chairman,
Pharmacy and Poisons Board

Explanatory Note

This Regulation adds 8 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,

o

This Regulation also relaxes the control of “Terbinafine”.



Appendix I1

SPEECH BY
THE SECRETARY FOR FOOD AND HEALTH
AT THE LEGISLATIVE COUNCIL
ON 6 JULY 2011

Pharmacy and Poisons Ordinance (Cap. 138)

Pharmacy and Poisons (Amendment) Regulation 2011
Poisons List (Amendment) Regulation 2011

Mr President,

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

2. Currently, we regulate the sale and supply of
pharmaceutical products through a registration 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 under 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,
dentist or veterinary surgeon.

4. Arising from an application for registration of eight
pharmaceutical products, the Pharmacy and Poisons Board proposes
to add the following eight substances to Part I of the Poisons List and
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the First and Third Schedules to the Pharmacy and Poisons
Regulations:

(a) Clozapine; its salts

(b) Corifollitropin alfa

(¢) Denosumab

(d) Fenticonazole; its salts

(e) Prulifloxacin; its salts; its esters; their salts
(f) Rasagiline; its salts

(g) Roflumilast; its salts

(h) Romiplostim

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.

5. In addition, the Pharmacy and Poisons Board proposes to
relax the control of Terbinafine; its salts when contained in
preparations for external application only with no more than 1% of
Terbinafine and not to be administered as single application and when
labelled for the treatment of tinea pedis and/or tinea cruris only; by re-
classifying them from Part I of the Poisons List to Part II of the
Poisons List only.

6. We propose that these amendment regulations take
immediate effect upon gazettal on 8 July 2011 to allow 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.

3. With these remarks, Mr President, I move the motion.
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Appendix III
Poisons List (Amendment) (No. 1) Regulation 2011

Pharmacy and Poisons (Amendment) (No. 1) Regulation 2011

Supplementary Information to the Legislative Council
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Drug Name Proposed Reason
| Classification L
bl
L . This drug is used for the treatment of schizophrenia
Clozapine; its salts | Part I, First . U8 e ‘ P
. in patients who fail to respond to other
and Third . S . :
antipsychotics or who cannot tolerate side effects of
Schedules
. these drugs.
poison
— TR This drug can cause neutropenia which, if the drug is
— R HE= not withdrawn immediately, may progress to a
S potentially fatal agranulocytosis. Blood monitoring

is essential. Sedation and weight gain may be
prominent. There is an increased risk of
developing inflammation of heart muscles associated
with the use of this drug. Its use should be decided
by a doctor based on the patient’s condition.
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Drug Name Proposed Reason
B2 Classification EHH
bl
Corifollitropin alfa | Part I, First This drug is for controlled ovarian stimulation in
N, and Third women participating in assisted reproductive
(FAAED ISR 0) Schedules technology program.

poison

MMDBM?%E Side effects include over stimulation of the ovaries,

EEW%M pelvic pain and discomfort, headache, nausea,

RS fatigue and breast discomforts. Its use should be
decided by a doctor based on the patient’s
condition.
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Denosumab i . . ,
Part I, First This drug is used to treat postmenopausal women
HhET EHT and Third with osteoporosis.
Schedules
poison
i~ Side effects include hypocalcaemia, serious skin
B . . . . . ..

- - infection, back pain, pain in extremity, dermatitis,

= eczema, musculoskeletal pain,

=g : o .

RS hypercholesterolemia, cystitis, and osteonecrosis of

the jaw. Its use should be decided by a doctor
based on the patient’s condition.
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Drug Name Proposed Reason
B Classification FRH
bl
Fenticonazole; its Part I, First and This drug is used to treat fungal infections in the
salts Third Schedules | female genital tract.
Crsp Hm | D
¥H) —HBHIFR—E | When used topically, side effect mainly involve

2k =

burning sensation. Prolonged topical application
may cause sensitization reactions. In the event of
a hypersensitivity reaction or development of
resistant organisms, treatment should be
discontinued. Its use should be decided by a
doctor based on the patient’s condition.
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Prulifloxacin; its
salts; its esters;
their salts
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Part I, First and

Third Schedules
poison
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This drug is used for the treatment of cystitis,
lower urinary tract infections and acute
exacerbation of chronic bronchitis.

Side effects include rhabdomyolysis, tendonitis,
epigastralgia, gastritis, nausea, headache,
dizziness and anorexia. Its use should be
decided by a doctor based on the patient’s
condition.
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Drug Name Proposed Reason
374 Classification EHHE
g
Rasagiline; its salts | Part I, First and This drug is for treatment of Parkinson’s
N i Third Schedules disease.
BWEE BB | oeon
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Side effects include influenza, depression,
leucopenia, skin carcinoma, dermatitis,
headache, conjunctivitis, rhinitis and
musculoskeletal pain. Its use should be decided
by a doctor based on the patient’s condition.
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Roflumilast; its
salts

Reg Iy o HEE
H

Part I, First and
Third Schedules

poison

FHEER

b =552

This drug is used as maintenance treatment of
severe chronic obstructive pulmonary disease
associated with chronic bronchitis.

Side effects include weight decrease, decreased
appetite, sleeplessness, headache, diarrhea,
nausea, stomach, hypersensitivity, sensation of
irregular heartbeat, muscle pain or cramps and
suicidal thinking/behavior. Its use should be
decided by a doctor based on the patient’s
condition.
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Drug Name Proposed Reason
2L Classification HHA
bl
Romiplostim Part I, First and This drug is used for the treatment of Adult
e 2 Third Schedules chronic immune (idiopathic) thromobocytopenic
N poison purpura.
AR FR— R
fiysk =548

Side effects include increased bone marrow
reticulin, thrombocytopenia, pulmonary
embolism, muscle pain and back pain. Its use
should be decided by a doctor based on the
patient’s condition.
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