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L egal Service Division Report on
Proposed Resolution under section 29 of the
Pharmacy and Poisons Ordinance (Cap. 138)

The Secretary for Health, Welfare and Food ("the Secretary™) has given
notice to move a motion at the Council meeting on 2 July 2003. The motion seeks the
Legidative Council's approval of the Pharmacy and Poisons (Amendment) (No.2)
Regulation 2003, the Poisons List (Amendment) (No.2) Regulation 2003, the Pharmacy
and Poisons (Amendment) (No.3) Regulation 2003 and the Poisons List (Amendment)
(No.3) Regulation 2003; all made by the Pharmacy and Poisons Board ("the Board")
pursuant to section 29 of the Pharmacy and Poisons Ordinance (Cap. 138).

2. According to the draft speech of the Secretary, the Pharmacy and Poisons
(Amendment) (No.2) Regulation 2003 and the Poisons List (Amendment) (No.2)
Regulation 2003 seek to add 10 new drugs/medicines, i.e. Bimatoprost, Adefovir and its
salts, Etoricoxib and its salts, Ezetimibe, Pimecrolimus, Sevelamer and its salts,
Tadalafil and its salts, Tianeptine; its salts; its esters and their salts, Valganciclovir and
its salts and V oriconazole and its salts to the First and Third Schedules to the Pharmacy
and Poisons Regulations and Part A of Part | of the Poisons List. Their addition means
that pharmaceutical products containing any of these 10 substances must be sold in
pharmacies by or under the supervision of a registered pharmacist and in his presence,
with the support of prescriptions given by a registered medical practitioner, registered
dentist or registered veterinary surgeon. The two Amendment Regulations shall come
into operation on the day when they are published in the Gazette after being approved by
the Legidative Council i.e. 4 July 2003 to alow early control and sale of medicines
containing these substances.

3. According to the draft speech of the Secretary, the Pharmacy and Poisons
(Amendment) (No.3) Regulation 2003 and the Poisons List (Amendment) (No.3)
Regulation 2003 seek to add 19 substances, now classified as non-poisons, i.e.
Acetazolamide and its sats, Antilymphocyte Immunoglobulins, Chorionic
Gonadotrophin, Clofazimine and its salts, Desferrioxamine and its salts, Dimefline and
its salts, Etamivan and its salts, Ethosuximide and its salts, Etilefrine and its salts,
Flavoxate and its salts, Folinic acid and its salts, Glucagon and its salts, Gonadorelin and



its sdlts, Inosine pranobex, Metyrapone and its salts, Midodrine and its salts,
Moroxydine and its salts, Ribavirin and its salts and Vidarabine and its salts to the First
and Third Schedul esto the Pharmacy and Poisons Regul ations and Part A of Part | of the
PoisonsList. Their addition meansthat pharmaceutical products containing any of these
19 substances, which are sold in al kinds of medicines outlets now, must then be soldin
pharmacies by or under the supervision of aregistered pharmacist and in his presence,
with the support of prescriptions given by a registered medical practitioner, registered
dentist or registered veterinary surgeon. The two Amendment Regulations shall come
into operation on 4 August 2003 to alow time for the manufacturers and importers to
recall pharmaceutical products containing these substances from medicines outlets other
than pharmacies.

4, The Secretary has provided, in addition to his draft speech,
supplementary information on these 29 new drugs/medicines, which is attached for
Members' reference (see Annex).

5. The Board considers that the proposed amendments necessary in view of
the potency, toxicity and potential side-effects of the medicines concerned.

6. The four Amendment Regulations are in order from the legal point of
view.
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Prepared by

LAl Shun-wo, Monna
Assistant Legal Adviser
Legisative Council Secretariat
17 June 2003
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Supplementary Information to the L egislative Council
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Drug Name Proposed Classification Reason
4 B FUA
Adefovir: its Part I, First and Third This drug is used for the treatment of
sts Schedules poison chronic hepatitis B. Thisdrug
- o5~ Il #— M= I should only be used when the need is
(P R it H =E established by amedical diagnosis
) and under careful monitoring.
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Bimatoprost, under
the entry beginning
with
“Prostaglandins, the
following and their
derivatives-”

Part |, First and Third

Schedules poison
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Thisdrug is used to reduce intraocular
pressure in patients with glaucoma or
ocular hypertension. A doctor’s
decision isrequired for whether or not
to use this medicine.
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Drug Name Proposed Classification Reason
e B FUA
Etoricoxib; its salts|Part I, First and Third Thisdrug isused for the relief of
(144 H 5 H [y Schedules poison arthritis and acute pain. Use of this
<)) oy~ HIlffH— M= | medicine requires medical monitoring.
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Part |, First and Third
Schedules poison
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Thisdrug is used to treat patients with
high blood cholesterol and
homozygous sitosterolemia. A medical
decision isrequired for the use of this
medicine.
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Pimecrolimus

Part |, First and Third
Schedules poison
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Thisdrug 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.

e SIb il S NeE SRS RIRG s

B [ A T R - R
?iﬂ/i‘g g‘:‘F;[EEﬁj/ Fl o

Sevelamer; its salts

Part |, First and Third
Schedules poison
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Thisdrug is used to reduce blood
phosphorus level in patients with
end-stage renal disease. Use of this
drug requires careful monitoring.
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Drug Name Proposed Classification Reason
£ HFHH R
Tadalafil: itssalts  |Part |, Firstand Third This drug is used to treat erectile
Schedules poison dysfunction. Use of this drug requires
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careful monitoring.
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Tianeptineg; its salts;

its esters; their salts
(s H

AT A

Fp JF&@E)

Part |, First and Third
Schedules poison
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Thisdrug is used to treat major
depression. Thisdrug 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

Thisdrug 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.
[P#ﬁhﬂjﬁkiﬂﬁﬁ fﬁﬁﬂ Eht}ﬁpqﬁﬁf
dmelwa :Lf@ﬁ
P B kT

;ww ]IIL

Page 3




salts

Drug Name Proposed Classification Reason
£ HFHH R
Voriconazole; its  |Part!, Firstand Third Thisdrug is used to treat serious fungal
Schedules poison infections. Use of this drug requires
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medical decision and monitoring.
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Phar macy and Poisons (Amendment) (No. 3) Regulation 2003

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

Supplementary Information to the L egislative Council

(2003 EFIE M2 (85T ) (58 35%) #ib1)
( 2003EFEER (5] ) (3 35%) 5 )
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Drug Name Proposed Classification Reason
3 ¢, SR L L

Acetazolamide; |Part |, First and Third Thisdrug isused for glaucoma, oedema
its salts Schedules poison and some forms of epilepsy. A medical

1 Fﬁ[ﬁ[ﬁfﬁh— K ff# = &, |decision isrequired to diagnose the
ORI EER | 3k disease and to establish the need for thig|
I drug. Proper medical supervisionis

also required during administration.
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Drug Name Proposed Classification Reason
3 ¢, =R L L
Antilymphocyte |Part |, First and Third Thisdrug is used to suppress the
I mmunoglobulins| Schedul es poison Immune system in an acute rejection
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episode or as preventive treatment
during organ/tissue transplants. Itis
also used in aplastic anaemia. Medical
decision isrequired on the use of this
drug and medical supervisionis
required during administration.
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Chorionic
Gonadotrophin
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Part |, First and Third
Schedules poison

il e e
g2

Thisdrug is used to induce ovulation
in infertile women and treat prepubertal
males with cryptorchidism (testes
failing to descend). A medical decision
Isrequired on whether or not this drug
should be used.
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Clofazimine; its
salts
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Part I, First and Third
Schedules poison
I WA WA

Thisdrug is used to treat multibacillary
leprosy and severe mycobacteria
infections. This drug should only be
used when a proper medical diagnosis
has been made.
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Drug Name Proposed Classification Reason
% ¢ H A LA
Desferrioxamine; | Part |, First and Third This drug is used to treat chronic iron
its salts Schedules poison overload and acute iron poisoning.
ST— R WA The need to use this drug should be

5 gl R ﬂ%{: FF' g o established by a medical diagnoss.

S bt Medical monitoring of the side effects
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Dimefling; its Part I, First and Third Thisdrug is used to treat acute

salts Schedules poison respiratory failure and postoperative

37— Fﬁ[ﬁ[ﬁl’ﬁh— K% = &, |respiratory depression. Medical

TP EERE | gk decision isrequired on the use of this

<] drug and medical supervisionis
required during administration.
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Etamivan; its Part |, First and Third Thisdrug is used in treatment of acute

salts Schedules poison respiratory failure. The needto usethis
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drug should be established by a
medical diagnosis.
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Drug Name Proposed Classification Reason
% ¢ H A FLEA
Ethosuximide; its| Part |, First and Third Thisdrug is used to treat seizures. The
salts Schedules poison need to use this drug should be
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established by a medical diagnosis.
Close medical supervision is aso
required during use.
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Etilefrine; its salts

Part I, First and Third
Schedules poison

Thisdrug is used to treat hypotensive
states. Medical decision and

F,Fﬂ?ﬁ EER | 57— FFHH%L K% = = |monitoring are required for the use of
;ig it this drug.
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Flavoxate; its Part |, First and Third This drug is used to relieve pain,
salts Schedules poison
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urinary frequency and incontinence
associated with inflammatory disorders
of the urinary tract. A medical decision
isrequired on whether or not to usethisg
drug.
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Drug Name Proposed Classification Reason
% 7 e Ll LA
Folinic acid; its | Part |, First and Third Thisdrug is used to reduce the toxicity
salts Schedules poison of methotrexate, a chemotherapy
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CIs ff fffs— B IffA=
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agent. It is aso used to enhance the
effect of another chemotherapeutic
agent, fluouracil. Folinic acid isaso
used to treat folate-deficient

megal oblastic anaemia. A medical
decision and close supervision are
required for the administration of this
drug.
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Glucagon; its
sats

-
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Part I, First and Third
Schedules poison

CIs ff fffs— B IffA=
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This drug is used to treat severe
hypoglycaemic reactions and as 4
diagnostic aid in gastrointestinal
examinations. A medical decision and
close monitoring are required on using
this drug.
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Drug Name Proposed Classification Reason
E e H F IR LA
Gonadorélin; its | Part I, First and Third This drug is used in the diagnosis of
salts Schedules poison hypothal ami c-pituitary-gonadal
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dysfunction. It is also used in the
treatment of amenorrhoea  and
infertility. The drug should be used
only when the need is established by &
medical diagnosis.
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Inosine pranobex

Part I, First and Third
Schedules poison
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This drug is used to treat various vira
infections. A doctor’'s diagnosis is
required before drug use. Closg
medical supervision during use.
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Metyrapone; its
sats
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Part I, First and Third
Schedules poison
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This drug is used in the diagnosis and
management of Cushing’s syndrome. It
has also been used to treat some
resistant oedema. Medical diagnosisis
required before use of this drug.
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Drug Name Proposed Classification Reason
- ] U
Midodrine; its Part |, First and Third This drug is used to treat hypotensive]
salts Schedules poison states such as orthostatic hypotension.
5= HII A= WA= 2 it is also used as an adjunct in thel
23] HEY 36 management of urinary incontinence.

The need to use this drug should be
established by a medical diagnosis.
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Moroxydine; its
salts
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Part I, First and Third
Schedules poison
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This drug is used in the treatment of
herpes simplex and varicella-zoster
infections. It is 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.

i 'ﬂFIEAﬁEﬁﬁﬁﬁ R EYRP S Fqﬁ

77k wWi%WW%WH%ﬁ

ﬂjﬁybj fE”J P 1T%§:£@%y£q H
FI zEfEQTE%:E&|@§ﬂ o

Page 7



Drug Name Proposed Classification Reason
e Xe =R | L
Ribavirin; its Part I, First and Third This drug is used to treat respiratory
salts Schedules poison syncytid  virus  infections and
5= HIfT = WA= 3 ltreatment of chronic hepatitis C. It
I TR | 3k 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 |Part |, First and Third This drug is used in treatment of
salts Schedules poison severeand  disseminated  herpes
5= HIf A= WA= 3 gmplex infections and herpes zoster.
[ PRI HEY |2 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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