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L egislative Council

L C Paper No. CB(3) 85/02-03
Ref : CB(3)/M/OR

Tel : 28699205
Date : 24 October 2002
From : Clerk to the Legislative Council

To : All Members of the Legidlative Council

Council meeting of 13 November 2002
Proposed resolution under the Phar macy 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 13 November 2002
under the Pharmacy and Poisons Ordinance relating to:
(@) the Pharmacy and Poisons (Amendment) (No. 4) Regulation 2002; and
(b) the Poisons List (Amendment) (No. 4) Regulation 2002.

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 draft 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 Legidlative Council
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PHARVACY AND PO SONS ORDI NANCE

RESOLUTI ON

(Under section 29 of the Pharmacy and Poi sons

Ordi nance (Cap. 138))

RESCLVED t hat -
(a) the Pharmacy and Poi sons (Amrendnent) (No. 4) Regul ati on
2002; and
(b) the Poisons List (Arendnment)(No. 4) Regul ation 2002,
made by the Pharnmacy and Poi sons Board on

2002, be approved.
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PHARVACY AND PO SONS ( AMENDMENT) (NO. 4) REGULATI ON 2002

(Made by the Pharmacy and Poi sons Board under section 29 of the
Phar macy and Poi sons Ordi nance (Cap. 138) subject to the
approval of the Legislative Council)

1. Substances falling within the Poisons List

to which special restrictions apply

under regulations 3 and 5

The First Schedul e to the Pharmacy and Poi sons Regul ati ons ( Cap.
138 sub. leg.) is amended in part A —

(a) in the item beginning from"Prostaglandins, the
foll ow ng and their derivatives —" and ending at "their
salts; their esters”, by addi ng under "M soprostol " —

"Travopr ost
Unopr ost one";

(b) by adding -

"Fondaparinux; its salts
Levosi nendan; its salts

Parecoxib; its salts

Val decoxi b; its salts".

2. Subst ances required by regulation 9 to be sold
by retail only upon a prescription given
by a regi stered nedical practitioner,
regi stered dentist or registered
veterinary surgeon

The Third Schedule is anended in part A —

(a) in the itembeginning from"Prostaglandi ns, the

foll owi ng and their derivatives —" and ending at "their

salts; their esters”, by addi ng under "M soprostol " —
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"Travopr ost
Unopr ost one"
(b) by adding -
"Fondaparinux; its salts
Levosi nendan; its salts
Parecoxib; its salts

Val decoxi b; its salts".

(Dr Margaret CHAN)
Chai r man,
Phar macy and Poi sons Board

22 COct ober 2002

Expl anatory Note
This Regul ation anends the First and Third Schedul es to the
Phar macy and Poi sons Regul ations (Cap. 138 sub. |leg.) by adding 6

substances to the First and Third Schedul es respectively.
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PO SONS LI ST (AMENDMENT) (NO. 4) REGULATI ON 2002

(Made by the Pharmacy and Poi sons Board under section 29 of the
Phar macy and Poi sons Ordi nance (Cap. 138) subject to the
approval of the Legislative Council)

1. The Poi sons Li st
The Schedul e to t he Poi sons Li st Regul ati ons (Cap. 138 sub. leg.)
is anmended, in Part |, in part A -
(a) in the itembeginning from"Prostaglandi ns, the

foll owi ng and their derivatives —" and ending at "their
salts; their esters", by addi ng under "M soprostol " —
"Travopr ost
Unopr ost one"
(b) by adding -
"Fondaparinux; its salts
Levosi nendan; its salts

Parecoxib; its salts

Val decoxib; its salts".

(Dr Margaret CHAN)
Chai r man,
Phar macy and Poi sons Board

22 COct ober 2002
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Expl anatory Note
Thi s Regul ati on anends the Schedule to the Poi sons List
Regul ations (Cap. 138 sub. leg.) by adding 6 substances to part A of

Part | of the Poisons List.
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Poisons List (Amendment) (No. 4) Regulation 2002

3. Phar macy and Poisons (Amendment) (No. 4) Regulation 2002

4. Supplementary I nfor mation to the L egislative Council

5. (2002EFEER (B7]) (% 4 57%) HH0)

6.  (2002FZERZERFHE (B3] ) (3 4 57 ) Kpl)
7. RRFEERIHIAER
Drug Name Proposed Classification Reason
S = vl FUE

Fondaparinux; its

salts

Part |, First and Third

Schedules poison

N L ESRE
ES

This drug is used for prevention of
blood clotting in patients undergoing
major surgery of the lower limbs. It
requires specialist medical knowledge
for safe and effective use.

g B A g T i
P 8
BRI -

I :\yr02-03\021030_1400_F\ hc1101ch3- 85. doc
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Drug Name

£

Proposed Classification

el

Reason

RUN

L evosmendan; its

salts

Part |, First and Third

Schedules poison
ARSI e
SIEC

This drug is used for the short-term
treatment of severe chronic heart
failure when conventional treatment is
not sufficient. This drug should only
be used when the need is established
by a medical diagnosis. Use of this

medicine requires careful medica
monitoring.
Iy B B EE | RS
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Par ecoxib; itssalts

Part |, First and Third

Schedules poison
ARSI e

H; 8k

G

g

This medicine is used for short-term
treatment of pain caused by surgica
operations. A doctor’'s decision is
required for the use of this medicine.
P3| (B /% ng _pjﬁa [ij
o 1u¢ EIJ[Pﬁ%fT:@i Hed o

I :\yr02-03\021030_1400_F\ hc1101ch3- 85. doc
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Drug Name Proposed Classification Reason
£ e vl FUE
Travopr ost Part I, First and Third This medicine is used to decrease
_ pressure in the eye in glaucoma when
Schedules poison other therapies are not tolerated or are
. _ |inadequate. A doctor's decision is
E}_‘T‘_‘ g ,\ - —JS’/ ,\ -
i ﬁ i3 3= required for the use of this drug.
3,8k e [ el T o
o g ;@ NS LI
Bl 0 L M o
L[ EPRR VB | OEE'JL*%ﬁﬁ 2R
;E‘: o
Unoprostone Part I, First and Third This medicine is used to decrease
_ pressure in the eye in glaucoma when
Schedules poison other therapies are not tolerated or are
. _ |inadequate. A doctor's decision is
E}_‘T‘_‘ g ,\ - —JS’/ ,\ -
i ﬁ i3 3= required for the use of this drug.
3,8k e Lo T g o
o [ 3 ;@ SRS E BRI
Bl 0 L M TN
L[ EPRR VR | °§E'Jﬂ£§%%ﬁ 2R
;L: [e]
Valdecoxib; its Part I, First and Third This medicine is used to treat signs
_ and symptoms of arthritis and
salts Schedules poison

IS I ERREE

=, 8k

G

uncomplicated period pain. A doctor’s
decision is required for the use of this
medicine because of its possible side
effect of causing severe allergy.

P8k H | I"E?"Vﬁt%%aﬁzg VR IR
BEEOREN] - 10T 3 [
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SPEECH BY
THE SECRETARY FOR HEALTH, WELFARE AND FOOD
AT THE LEGISLATIVE COUNCIL
ON 13 NOVEMBER 2002

Phar macy and Poisons Ordinance (Cap 138)

Poisons List (Amendment) (No. 4) Regulation 2002
Phar macy and Poisons (Amendment) (No. 4) Regulation 2002

Madam Pr esi dent ,

| nove that the Poisons List (Arendnent) (No. 4) Regul ation
2002 and the Pharmacy and Poi sons (Anendnent) (No. 4) Regul ation
2002 as set out under my nane in the paper circulated to Menbers

be approved.

2. Currently, we regul ate the sale and supply of pharnmaceuti cal
products through a registration and inspection systemset up in
accordance with the Pharnmacy and Poi sons Ordi nance. The O di nance
mai ntai ns a Poi sons List under the Poisons List Regulations and
several Schedul es under the Pharnmacy and Poi sons Regul ati ons.

Phar maceuti cal products put on different parts of the Poisons Li st
and di fferent Schedul es are subject to different |evels of control

inregard to the conditions of sale and keeping of records.

3. For the protection of public health, some pharnmaceuti cal

products can only be sold in pharnaci es under the supervision of

i:\yr02-03\021030_1400_f\ hc1101cb3- 85. doc



regi stered pharmacists and in their presence. For certain

phar maceuti cal products, proper records of the particulars of the
sal e must be kept, including the date of sale, the nane and address
of the purchaser, the name and quantity of the nedicine and the
purpose for which it is required. The sale of sonme pharnaceuti cal
product s must be aut hori zed by prescriptionfromaregisterednedi ca
practitioner, a registered dentist or a registered veterinary

sur geon.

4. The Anmendnent Regul ati ons now bef ore Menbers seek to anend t he
Poi sons List in the Poisons List Regulations and the Schedul es to
t he Pharmacy and Poi sons Regul ations, for the purpose of inposing

control on six new nedicines.

5. The Phar macy and Poi sons Boar d proposes t o add si x newnedi ci nes
to Part | of the Poisons List, and the First and Third Schedul es
to the Pharmacy and Poi sons Regul ati ons so that pharnaceuti cal

products containing any of them nust be sold in pharmaci es under
t he supervision of registered pharmacists and in their presence,

with the support of prescriptions.

6. The two Anmendnent Regul ations are nmade by the Pharnmacy and
Poi sons Board, which is a statutory authority established under
section 3 of the Ordinance to regul ate the regi stration and control
of pharmaceuti cal products. The Board conpri ses nenbers engaged in

t he phar macy, nmedi cal and academ c prof essi ons. The Board consi ders

i:\yr02-03\021030_1400_f\ hc1101cb3- 85. doc



t he proposed anmendnents necessary in viewof the potency, toxicity

and potential side effects of the nedicines concerned.

7. Wth these remarks, Madam President, | nove the noti on.

i:\yr02-03\021030_1400_f\ hc1101cb3- 85. doc



Poisons List (Amendment) (No. 4) Regulation 2002

Phar macy and Poisons (Amendment) (No. 4) Regulation 2002

Supplementary Information to the L egislative Council

(2002ER2ER (BR] )( 58 4 5F) Bfl)

(2002 BRI M3 (85T ) (5 4 5% ) BB0)

BRI
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Drug Name Proposed Classification Reason
-3 HFESHI U
Fondaparinux; its | Part I, First and Third This drug is used for prevention of
salts Schedules poison blood clotting in patients undergoing

57 AR W
# 3%

major surgery of the lower limbs. It
requires specialist medical knowledge
for safe and effective use.
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Drug Name Proposed Classification Reason
-3 HFEAH U
L evosimendan; its | Part I, First and Third This drug is used for the short-term
salts Schedules poison trestment of severe chronic heart

57 AR PR
E

failure when conventional treatment is
not sufficient.  This drug should only
be used when the need is established
by a medical diagnosis. Use of this

medicine requires careful medical
monitoring.
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Parecoxib; its salts

Part |, First and Third
Schedules poison

A (L ESRE T EE
) 3k

2

This medicine is used for short-term
treatment of pain caused by surgical
operations. A doctor’'s decision is
required for the use of this medicine.

g | (B g /)_F\P
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Travoprost

Part |, First and Third
Schedules poison

A (L ESRE T EE
=IE S

This medicine is used to decrease
pressure in the eye in glaucoma when
other therapies are not tolerated or are
inadequate. A doctor’'s decision is
required for the use of this drug.
H%%fiﬁ j —'J“:[TUTS E wﬁmw
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Drug Name Proposed Classification Reason
-3 HRHH FUN
Unoprostone Part |, First and Third This medicine is used to decrease
Schedules poison pressure in the eye in glaucoma when

57 AR PR
E

other therapies are not tolerated or are
inadequate. A doctor’'s decision is
required for the use of this drug.
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Valdecoxib; its
salts

Part |, First and Third
Schedules poison

A (L ESRE T E S
=IE S

This medicine is used to treat signs
and symptoms of arthritis and
uncomplicated period pain. A doctor’s
decision is required for the use of this
medicine because of its possible side
effect of causing severe alergy.
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