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Legal 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 two motions at the Legisative Council meeting on 17 December 2003.
The motions are for seeking the Legislative Council's approval of -

(@  thePharmacy and Poisons (Amendment) (No. 4) Regulation 2003;

(b)  thePoisons List (Amendment) (No. 4) Regulation 2003,

(c)  thePharmacy and Poisons (Amendment) (No. 5) Regulation 2003; and
(d) the Poisons List (Amendment) (No. 5) Regulation 2003.

2. According to the draft speech of the Secretary, for the purpose of
imposing control on 13 newly-registered pharmaceutical products, the Pharmacy and
Poisons (Amendment) (No. 4) Regulation 2003 and the Poisons List (Amendment) (No.
4) Regulation 2003 seek to -

(@ addonenew substance, i.e. Levodropropizine and itssalts, whichisadrug
used to treat persistent cough, to Part | of the Poisons List such that
pharmaceutical products containing this substance must be sold in
pharmacies under the supervision of registered pharmacists and in their
presence; and

(b)  add 12 new substancesto Part | of the Poisons List and the First and Third
Schedules to the Pharmacy and Poisons Regulations so that
pharmaceutical products containing any of these substances must be sold
in pharmacies under the supervision of registered pharmacists and in their
presence with the support of prescriptions.



3. The above two Amendment Regulations shall come into operation on the
day when they are published in the Gazette if they are approved by the Legidative
Council, i.e. on 19 December 2003 to allow early control and sale of medicines
containing these substances.

4, Further, for the purpose of tightening control on 20 existing medicines,
the Pharmacy and Poisons (Amendment) (No. 5) Regulation 2003 and the Poisons List
(Amendment) (No. 5) Regulation 2003 seek to add 20 substances, now classified as
non-poisons, to Part | of the Poisons List and the First and Third Schedules to the
Pharmacy and Poisons Regulations so that pharmaceutical products containing any of
them must be sold in pharmacies under the supervision of registered pharmacistsand in
their presence, with the support of prescriptions. These two Amendment Regulations
shall come into operation on 19 January 2004 to allow time for the manufacturers and
importersto recall pharmaceutical products containing these substances from medicines
outlets other than pharmacies.

5. The Secretary has provided, in addition to his draft speech,
supplementary information on these substances, which is attached for Members
reference (see Annex).

6. These Regulations are all made by the Pharmacy and Poisons Board ("the
Board") pursuant to section 29 of the Pharmacy and Poisons Ordinance (Cap. 138).
The Board considers that the proposed amendments necessary in view of the potency,
toxicity and potential side-effects of the medicines concerned.

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

HO Ying-chu, Anita

Assistant Legal Adviser
Legisative Council Secretariat
1 December 2003
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Annex

Poisons List (Amendment) (No. 4) Regulation 2003
Phar macy and Poisons (Amendment) (No. 4) Regulation 2003

Supplementary Information to the L egislative Council
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Drug Name Proposed Classification Reason
e e L]l B
Adalimumab Part |, First and Third This drug is used for relief of
\ Schedules poison rheumatoid  arthritis when  other
Pt JH) | B AR IR medicines havefailed towork. Useof
e

this drug requires medical decision
and monitoring.
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Anagrelide; Part I, First ar_1d Third This  drug Is  used for
_ Schedul es poison B thrombocythaemia, a disease in
its salts CIs ﬁf‘[‘l’ﬁh* MIffA= 5 | whichthereisanincreased number of

gk platelets in the blood. It should be

used after confirmed medica
diagnosis and under careful
monitoring.
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Drug Name Proposed Classification Reason
%1 H A LA
Bosentan: its salts | Part I, First and Third Thisdrug is used to treat raised blood
Schedules poison pressure within the blood vessels

(9 < 351,71 )

CIs ff fffse— B ffA=
?ﬁg

supplying the lungs. It should be
used after confirmed medica
diagnosis and under careful

monitoring by a doctor.
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Darbepoetin Part |, First and Third This drug is used to treat anaemia
afa Schedules poison associated with kidney failure. Use
oy HIIT A WA= of this drug requires medical decision
S and monitoring.
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Dutasteride Part |, First and Third This drug is used to treat moderate to
, Schedules poison severe symptoms of benign prostate
("% (972N oy A PR
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enlargement and reduce the risk of
acute urinary retention and surgery
for these patients. A doctor’ sdecision
Is required on whether or not to use
this medicine.
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Drug Name Proposed Classification Reason

%1 H A LA
Gadobutrol: its | Part!, Firstand Third This drug is used as a contrast
slts Schedules poison medium in magnetic resonance

CIs ffﬁn‘i )

imaging of the head and spine.

GBS | 26 Medical decision is required for the
use of this drug.
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Gefitinib: its Part I, First and Third Thisdrug is used to treat advanced or
salts Schedules poison metastatic Non Small Cell Lung
5= HIf A= WA= 2| Cancer after other drugs failed. It
GIEIS a2 :
i should be used after confirmed
) medical diagnosis and under careful
monitoring.
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Ferucarbotran; Part |, First and Third This drug is used as a contrast
its salts Schedul es poison medium in magnetic resonance
PR i fifA= M= | imaging.  Medical decision s
;% ) = required for the use of this drug.
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Drug Name Proposed Classification Reason
e e L]l B
Levodropropizine;| Part I poison This drug is used to treat persistent
its salts §y- jﬁf‘%% cough but should not be used when
e there is excessive discharge of
EE[j B’@?[\JWE mucus. Patients may become drowsy
FUE) after  taking this  medicine.

Professional adviceisrequired froma
pharmacist for proper usage of this
drug.
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Memantine;, its
salts
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Part I, First and Third
Schedules poison
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Thisdrug isused for the treatment of
moderately severe to severe
Alzheimer's disease (progressive
form of mental disorder, marked by
memory loss, occurring in middle
age). Medical decision is required
for the use of this drug.
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Drug Name Proposed Classification Reason
E H F M R
Rosuvastatin; | Partl, Firstand Third This drug is used to lower high
<l Schedules poison blood cholesterol level after non-
its salts
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drug measures failed. This drug
should not be used in patients with
active liver disease and may cause
increase in liver enzymes levels in
patients. Liver function tests are
required prior to, and 3 months
following initiating treatment. Use
of this drug requires medical
decision and monitoring.
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Sulphur
Hexafluoride
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Part I, First and Third
Schedules poison

CIs ﬁmi K =
?5‘2{3—\

Thisdrug is used as adiagnostic aid
in ultrasound imaging. Use of this
drug requires medical decision.

| [ S <
H r*g%;r:'f@ii%{o

1:\yr03-04\031204_1400_F\hc12051s-19e.doc Page 5




Drug Name Proposed Classification Reason
g 1) H E] B
Vardenafil Part I, First and Third This drug is used to treat erectile
_ Schedules poison dysfunction. This drug should not be
its salts 5= Hif A= WA= 3| usedin patients taking certain cardiac
(FSH9H[ZE: H RS g drugs and those who have severe
X) liver impairments and end stage

kidney disease, hypotension, recent
history of stroke or heart attacks.
Medical decision is required for the
use of this drug.

PR Pye i ol [ e [Fo86 7 i
F'JJ’;‘”}&%“ S ﬂ}ﬁ;ﬁfﬁﬂﬁ *
F[‘/E @—Elﬁifﬁj:‘f' § Q| E‘Jﬁ LAY
[%%D#TJ_E[F H”Ei Fl\/ ﬁ;& :tl%g
E j,’TE o 3 E'Fl P%%z’““?i H&{ o

1:\yr03-04\031204_1400_F\hc12051s-19e.doc Page 6




