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Legislative Council

LC Paper No. CB(3) 730/02-03
Ref : CB(3)/M/OR
Tel : 2869 9205
Date : 13 June 2003
From : Clerk to the Legislative Council

To :  All Members of the Legislative Council

Council meeting of 2 July 2003

Proposed resolution under
the Pharmacy and Poisons Ordinance

I forward for Members’ consideration a proposed resolution which the
Secretary for Health, Welfare and Food will move at the Council meeting of

2 July 2003 under the Pharmacy and Poisons Ordinance relating to:

(a) the Pharmacy and Poisons (Amendment) (No. 2) Regulation
2003;

(b) the Poisons List (Amendment) (No. 2) Regulation 2003;

(c) the Pharmacy and Poisons (Amendment) (No. 3) Regulation
2003; and

(d) the Poisons List (Amendment) (No. 3) Regulation 2003.

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
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PHARMACY AND POISONS ORDINANCE

RESOLUTION

(Under section 29 of the Pharmacy and

Poisons Ordinance (Cap. 138))

RESOLVED that -

(a) the Pharmacy and Poisons (Amendment) (No. 2)
Regulation 2003;

(b) the Poisons List (Amendment) (No. 2) Regulation
2003;

(c) the Pharmacy and Poisons (Amendment) (No. 3)
Regulation 2003; and

(d) the Poisons List (Amendment) (No. 3) Regulation
2003,

made by the Pharmacy and Poisons Board on 11 June 2003,

be approved.



PHARMACY AND POISONS (AMENDMENT) (NO. 2) REGULATION 2003

(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

This Regulation shall come into operation on 4 July 2003.

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 -
(a) in the item beginning from “Prostaglandins, the
following and their derivatives -” and ending at
“their salts; their esters”, by adding under
“Alprostadil”
“Bimatoprost”;
(b) Dby adding -
“Adefovir; its salts
Etoricoxib; its salts
Ezetimibe
Pimecrolimus
Sevelamer; its salts
Tadalafil; its salts
Tianeptine; its salts; its esters; their salts
Valganciclovir; its salts

Voriconazole; its salts”.
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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 -
(a) in the item beginning from “Prostaglandins, the
following and their derivatives -” and ending at
“their salts; their esters”, by adding under
“Alprostadil” -
“Bimatoprost”;
(b) by adding -
“Adefovir; its salts
Etoricoxib; its salts
Ezetimibe
Pimecrolimus
Sevelamer; its salts
Tadalafil; its salts
Tianeptine; its salts; its esters; their salts

Valganciclovir; its salts

Voriconazole; its salts”.

(Dr Margaret CHAN)
Chairman,
Pharmacy and Poisons Board

11 June 2003
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Explanatory Note
This Regulation amends the First and Third Schedules to the
Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) by adding

10 substances to each of them.



POISONS LIST (AMENDMENT) (NO. 2) REGULATION 2003

(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

This Regulation shall come into operation on 4 July 2003.

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) in the item beginning from “Prostaglandins, the
following and their derivatives -” and ending at
“their salts; their esters”, by adding under
“Alprostadil”
“Bimatoprost”;
(b) by adding -
“Adefovir; its salts
Etoricoxib; its salts
Ezetimibe
Pimecrolimus
Sevelamer; its salts
Tadalafil; its salts
Tianeptine; its salts; its esters; their salts
Valganciclovir; its salts

Voriconazole; its salts”.
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(Dr Margaret CHAN)
Chairman,
Pharmacy and Poisons Board

11 June 2003

Explanatory Note
This Regulation amends the Schedule to the Poisons List
Regulations (Cap. 138 sub. leg. B) by adding 10 substances to part

A of Part I of the Poisons List.



PHARMACY AND POISONS (AMENDMENT) (NO. 3) REGULATION 2003

(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

This Regulation shall come into operation on 4 August 2003.

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 by adding -
"Acetazolamide; its salts
Antilymphocyte Immunoglobulins
Chorionic Gonadotrophin
Clofazimine; its salts
Desferrioxamine; its salts
Dimefline; its salts
Etamivan; its salts
Ethosuximide; its salts
Etilefrine; its salts
Flavoxate; its salts
Folinic acid; its salts
Glucagon; its salts
Gonadorelin; its salts

Inosine pranobex

Metyrapone; its salts



Midodrine; its salts
Moroxydine; its salts
Ribavirin; its salts

Vidarabine; its salts”.

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 -
"Acetazolamide; its salts
Antilymphocyte Immunoglobulins
Chorionic Gonadotrophin
Clofazimine; its salts
Desferrioxamine; its salts
Dimefline; its salts
Etamivan; its salts
Ethosuximide; its salts
Etilefrine; its salts
Flavoxate; its salts
Folinic acid; its salts
Glucagon; its salts
Gonadorelin; its salts
Inosine pranobex
Metyrapone; its salts
Midodrine; its salts
Moroxydine; its salts
Ribavirin; its salts

Vidarabine; its salts”.
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(Dr Margaret CHAN)
Chairman,
Pharmacy and Poisons Board

11 June 2003

Explanatory Note
This Regulation amends the First and Third Schedules to the
Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) by adding

19 substances to each of them.



POISONS LIST (AMENDMENT) (NO. 3) REGULATION 2003

(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

This Regulation shall come into operation on 4 August 2003.

2. The Poisons List
The Schedule to the Poisons List Regulations (Cap. 138 sub.
leg. B) is amended, in Part I, in part A, by adding -
"Acetazolamide; its salts
Antilymphocyte Immunoglobulins
Chorionic Gonadotrophin
Clofazimine; its salts
Desferrioxamine; its salts
Dimefline; its salts
Etamivan; its salts
Ethosuximide; its salts
Etilefrine; its salts
Flavoxate; its salts
Folinic acid; its salts
Glucagon; its salts
Gonadorelin; its salts
Inosine pranobex
Metyrapone; its salts
Midodrine; its salts

Moroxydine; its salts
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Ribavirin; its salts

Vidarabine; its salts”.

(Dr Margaret CHAN)

Chairman,
Pharmacy and Poisons Board

11 June 2003

Explanatory Note

This Regulation amends the Schedule to the Poisons List

Regulations (Cap. 138 sub. leg. B) by adding 19 substances to part

A of Part I of the Poisons List.



Pharmacy and Poisons (Amendment)(No. 2) Regulation 2003

Poisons List (Amendment) (No. 2) Regulation 2003

Supplementary Information to the Legislative Council
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Drug Name Proposed Classification Reason
£ Fea ailil FUEH
Adefovir; its Part I, First and Third This drug is used for the treatment of
salts Schedules poison chronic hepatitis B.  This drug

should only be used when the need is
established by a medical diagnosis

and under careful monitoring.

P R FIE R BIPE  o Fgk
s & LR TR -
I e ¢

Bimatoprost, under
the entry beginning
with
“Prostaglandins, the
following and their
derivatives-"

Part I, First and Third
Schedules poison

N LGESR
o

This drug is used to reduce intraocular
pressure in patients with glaucoma or
ocular hypertension. A doctor’s
decision is required for whether or not
to use this medicine.
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Drug Name
£

Proposed Classification

& B

Reason
FUEN

Etoricoxib; its salts|Part I, First and Third
(I'Z"‘?:C':%f  + £ &%) |Schedules poison

57 AR WIS
=, 3k

2

This drug is used for the relief of
arthritis and acute pain. Use of this
medicine requires medical monitoring.
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Ezetimibe ({7 %

Part I, First and Third

This drug is used to treat patients with

Schedules poison
5 A A
=, 3k

25

ﬂ ) Schedules poison | high blood cholesterol and
e jﬁ [ifse— PITH= homozygous sitosterolemia. A
EES medical decision is required for the use
of this medicine.
I»ﬂﬂﬁﬁ“%ﬁﬁﬂﬁﬁlﬁﬁqgj
mﬁﬁ I N P AR
Pimecrolimus Part I, First and Third

This drug is used to treat mild to
moderate atopic dermatitis as a second
line therapy. It should only be used
when the need is established by a
medical diagnosis.
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Sevelamer; its salts

Part I, First and Third
Schedules poison

JY- fWﬁ%< K=
H, 8k

This drug is used to reduce blood
phosphorus level in patients with
end-stage renal disease. Use of this
drug requires careful monitoring.
[—L~‘§§3Fl =31 HAH B I [ /
TSI
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Drug Name Proposed Classification Reason

£ Fea aslil FUEH
Tadalafil; its salts  |[Part I, First and Third This drug is used to treat erectile
Schedules poison dysfunction. Use of this drug

57 AR WIS

3

requires careful monitoring.
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Tianeptine; its salts;

its esters; their salts
(BT 5 &

I ‘ﬁ%’ ,
ﬁwﬁ@)

Part I, First and Third
Schedules poison

5T AR WIS

v (B2

This drug is used to treat major
depression. This drug should only
be used when a positive diagnosis of
depression has been established by a
doctor.
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Valganciclovir; its
salts

Part I, First and Third
Schedules poison

This drug is used to treat
inflammation of the retina caused by
cytomegalovirus in patients with
AIDS. It should be used after
confirmed medical diagnosis and
under careful monitoring.
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Drug Name Proposed Classification Reason

B¢ BB TE LA
Voriconazole; its  |Part I, First and Third This drug is used to treat serious
salts Schedules poison fungal infections. Use of this drug

oy SFFIW [ PIE= requires medical decision and
3

monitoring.
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Pharmacy and Poisons (Amendment) (No. 3) Regulation 2003
Poisons List (Amendment) (No. 3) Regulation 2003

Supplementary Information to the Legislative Council

(20033 R BHE (7] ) (B 3 ) 5bl)
(2003FFHER (B5] ) GB 3 0 HH)

S RIRF A 0L, BN e
Drug Name Proposed Classification Reason
g ¢ F =5 FUH
Acetazolamide; |Part I, First and Third This drug is used for glaucoma,
its salts Schedules poison oedema and some forms of epilepsy.
37— FFIB fff#— ¥ [t =3, |A medical decision is required to
O, EER | gk diagnose the disease and to establish

JH

the need for this drug. Proper
medical supervision is also required
during administration.
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Drug Name Proposed Classification Reason
%t i B FUA
Antilymphocyte |Part I, First and Third This drug is used to suppress the
Immunoglobulins | Schedules poison immune system in an acute rejection
57— ‘ﬁ fff#— ¥ [fifs.= &, |episode or as preventive treatment
Bk during organ/tissue transplants. It is
also used in aplastic anaemia.
Medical decision is required on the use
of this drug and medical supervision is
required during administration.
IFgE s Y ]&H/ni”%%ﬁ\«%ﬁgﬂﬁéﬂlﬂ'
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Chorionic Part I, First and Third This drug is used to induce ovulation
Gonadotrophin | Schedules poison in infertile women and treat
21— ﬁﬂ[ﬁﬁ?&— K lfif# = &, |prepubertal males with cryptorchidism
v [t 2 ik (testes failing to descend). A medical

decision is required on whether or not
this drug should be used.

=™ "ﬁ:ﬁ b AEEERE ]
R s e
A e e i

Clofazimine; its
salts

RESL TN
i

Part I, First and Third
Schedules poison

5 AR SR 2

This drug is used to treat multibacillary
leprosy and severe mycobacterial
infections. This drug should only be
used when a proper medical diagnosis
has been made.
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Drug Name Proposed Classification Reason
%t i Bl FUA
Desferrioxamine; | Part I, First and Third This drug is used to treat chronic iron
its salts Schedules poison overload and acute iron poisoning.

558k, R

il e R
gk

The need to use this drug should be
established by a medical diagnosis.
Medical monitoring of the side effects
is also required.
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Dimefline; its
salts

=OPIPIA EER
i

Part I, First and Third
Schedules poison

57 AR WA

This drug is used to treat acute
respiratory failure and postoperative
respiratory depression. Medical
decision is required on the use of this
drug and medical supervision is
required during administration.
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Etamivan; its
salts

{-EAII -

51—

o Hl

Part I, First and Third
Schedules poison

5y HlfE RS
gk

This drug is used in treatment of acute
respiratory failure. The need to use
this drug should be established by a
medical diagnosis.
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Drug Name
3

Proposed Classification

e Yol

Reason

RUA

Ethosuximide; its
salts

“*?ﬁ%’; ]

Part I, First and Third
Schedules poison

5y Al RS
gk

This drug is used to treat seizures.
The need to use this drug should be
established by a medical diagnosis.
Close medical supervision is also
required during use.
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Etilefrine; its
salts

ayaates
@FF

g |38

Part I, First and Third
Schedules poison

57 AR RIS

This drug is used to treat hypotensive
states. Medical decision and
monitoring are required for the use of
this drug.

wWﬂﬁ@T@ﬁﬁ%ﬁoﬂﬁﬁ

Flavoxate; its
salts

Part I, First and Third
Schedules poison

il e R
gk

This drug is used to relieve pain,
urinary frequency and incontinence
associated with inflammatory disorders
of the wurinary tract. A medical
decision is required on whether or not
to use this drug.
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Drug Name
3

Proposed Classification

e Yol

Reason

RUA

Folinic acid; its
salts

I

Part I, First and Third
Schedules poison

5 A W
gk

This drug is used to reduce the toxicity
of methotrexate, a chemotherapy
agent. It is also used to enhance the
effect of another chemotherapeutic
agent, fluouracil. Folinic acid is also
used to treat folate-deficient
megaloblastic anaemia. A medical
decision and close supervision are
required for the administration of this
drug.
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Glucagon,; its
salts

ﬁ:’

/

Part I, First and Third
Schedules poison

|25 R i

This drug i1s used to treat severe
hypoglycaemic reactions and as a
diagnostic aid in  gastrointestinal
examinations. A medical decision
and close monitoring are required on
using this drug.
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Drug Name
3

Proposed Classification

e Yol

Reason

RUA

Gonadorelin; its
salts

SR b
i

Part I, First and Third
Schedules poison

5y Al S
gk

This drug is used in the diagnosis of]
hypothalamic-pituitary-gonadal
dysfunction. It is also used in the
treatment of  amenorrhoea  and
infertility. The drug should be used
only when the need is established by a
medical diagnosis.
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Inosine pranobex

Part I, First and Third
Schedules poison

57 AR IR

This drug is used to treat various viral
infections. A doctor’s diagnosis is
required before drug use.  Close
medical supervision during use.
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Metyrapone; its
salts

;%\F[}—rm il
|

Part I, First and Third
Schedules poison

57 AR R 2

This drug is used in the diagnosis and
management of Cushing’s syndrome.
It has also been used to treat some
resistant oedema. Medical diagnosis
is required before use of this drug.
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Drug Name
3

Proposed Classification

e Yol

Reason

RUA

Midodrine; its
salts

F 23| H

Part I, First and Third
Schedules poison

5y Al RS
gk

This drug is used to treat hypotensive
states such as orthostatic hypotension.
It is also used as an adjunct in the
management of urinary incontinence.
The need to use this drug should be
established by a medical diagnosis.
e LIE S Sl TN
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Moroxydine; its
salts

U] Rl
)

Part I, First and Third
Schedules poison

5 AR SR 2

This drug is used in the treatment of]
herpes simplex and varicella-zoster
infections. It i1s also used as an
ingredient in medicines for the
treatment of cold and flu symptoms.
A medical diagnosis and supervision is
needed for the use of the drug.
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Drug Name Proposed Classification Reason
g ¢ H FE BN
Ribavirin; its Part I, First and Third This drug is used to treat respiratory
salts Schedules poison syncytial ~ virus infections and

A TR
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e
?fF

5y Al S
gk

treatment of chronic hepatitis C. It
has also been tried in haemorrhagic

fevers and recently, in the
management of Severe Acute
Respiratory Syndrome. This drug

should only be used when the need is
established by a medical diagnosis.
Proper medical supervision is
required during administration.
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Vidarabine; its
salts

o FRLE] s H B
)

Part I, First and Third
Schedules poison

5 AR SR 2

This drug is used in treatment of]
severe and disseminated herpes
simplex infections and herpes zoster.
Topically, it is used in treatment of]
herpes  simplex  keratitis  and
keratoconjunctivitis. This  drug
should only be used when the need is
established by a medical diagnosis.
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