PHARVACY AND PO SONS ORDI NANCE

RESCLUTI ON

(Under section 29 of the Pharnmacy and
Poi sons Ordi nance (Cap. 138))

RESCLVED t hat -
(a) the Pharmacy and Poi sons (Arendnent) (No. 2) Regul ation
2002; and
(b) the Poisons List (Arendnment)(No. 2) Regul ation 2002,
made by the Pharnmacy and Poi sons Board on 28 May 2002 be

approved



PHARMACY AND PO SONS ( AVENDVENT) (NO. 2) REGULATI ON 2002

(Made by the Pharmacy and Poi sons Board under section 29
of the Pharmacy and Poi sons Ordi nance (Cap. 138)
subject to the approval of the
Legi sl ati ve 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 by adding —
"Caspofungin; its salts
Deferiprone; its salts

Ganirelix; its salts".

2. Articles exenpted by regulation 8 fromthe
provi sions of the Ordinance and of these
regul ati ons

The Second Schedule is anended, in Goup Il, in part A in the
entry relating to "Steroid conpounds w th androgeni c or oestrogenic
or progestational activity; their esters", by repealing "preparations
intended to be taken orally for contraceptive purposes only which
cont ai n not nore than 50 m crogrames of oestrogeni c substance and not
nore than 5 milligrammes of progestational substance; multivitamn"
and substituting —

"preparations intended to be taken orally for contraceptive
pur poses only whi ch contain not nore than the foll ow ng per
dose -

0.15 mIligrammes Desogestrel

3.00 mlIligrames Drospirenone;
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0.05 mlligrames Ethinyl oestradiol;
0.10 mlligrammes Gestodene;
0.25 mlligrammes Levonorgestrel;
2.50 mlligrames Lynoestrenol;
0.05 mlligrammes Mestranol;
1.00 m | ligranmes Norethisterone;
0.25 mlligrammes Norgestimte; and
0.50 mlligrammes Norgestrel
mul tivitamn".
3. Subst ances required by regulation 9 to be

sol d by retai
given by a registered nedical
practitioner,

denti st or

regi stered
regi stered

veterinary surgeon

only upon a prescription

The Third Schedule is amended in part A by adding -

" Caspof ungi n;

Def eri prone;

Ganirelix;

28 May 2002

its salts

its salts

its salts".

(Dr P Y LAV

Chai r man,
Phar macy and Poi sons Board
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Expl anatory Not e
Thi s Regul ati on updates the First, Second and Third Schedules to
t he Pharnmacy and Poi sons Regul ations (Cap. 138 sub. leg.) by -
(a) adding 3 newsubstancestothe First and Third Schedul es
respectively (sections 1 and 3); and
(b) tightening the control of oral contraceptive products
cont ai ni ng oestrogeni ¢ and progestational substances

(section 2).



PO SONS LI ST (AMENDMENT) (NO. 2) REGULATI ON 2002

(Made by the Pharmacy and Poi sons Board under section 29
of the Pharmacy and Poi sons Ordi nance (Cap. 138)
subject to the approval of the
Legi sl ati ve Council)

1. The Poi sons Li st
The Schedul e to t he Poi sons Li st Regul ati ons (Cap. 138 sub. | eg.)
is amended, in Part |, in part A by adding -
"Caspofungin; its salts
Deferiprone; its salts

Ganirelix; its salts".

(Dr P Y LAV

Chai r man,
Phar macy and Poi sons Board

28 May 2002

Expl anatory Note
Thi s Regul ati on updates the Schedule to the Poi sons List
Regul ations (Cap. 138 sub. leg.) by adding 3 substances to part A of

Part | of the Poisons List.



SPEECH BY
THE SECRETARY FOR HEALTH AND WELFARE
AT THE LEGISLATIVE COUNCIL
ON 26 JUNE 2002

Phar macy and Poisons Ordinance (Cap 138)

Poisons List (Amendment) (No. 2) Regulation 2002
Phar macy and Poisons (Amendment) (No. 2) Regulation 2002

Madam President,

| move that the Poisons List (Amendment) (No. 2)
Regulation 2002 and the Pharmacy and Poisons (Amendment) (No. 2)
Regulation 2002 as set out under my name in the paper circulated to
Members be approved.

2. Currently, we regulate the sale and supply of
pharmaceutical products through a registration and inspection 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 on different parts of the Poisons List and
different Schedul es 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 isrequired. The sale of some pharmaceutical products must be
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authorized by prescription from a registered medical practitioner, a
registered dentist or aregistered veterinary surgeon.

4, The Amendment Regulations now before Members seek to
amend the Poisons List in the Poisons List Regulations and the
Schedulesto the Pharmacy and Poisons Regulations, for the purpose of
imposing control on a number of new medicines and tightening the
control of oral contraceptive products containing oestrogenic and
progestational substances.

5. The Pharmacy and Poisons Board proposes to add three
new medicines 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.

6. In addition, the Pharmacy and Poisons Board proposes to
modify the exemption givento oral contraceptive products. At present,
steroid compounds with androgenic or oestrogenic or progestational
activity are prescription only medicines, but preparations intended to be
taken orally for contraceptive purpose only which contain not more
than 50 microgrammes of oestrogenic substance and not more than 5
milligrammes of progestational substance are exempted from such
control, so that they can be sold freely over-the-counter. However,
these exemption levels do not take into account the different potencies
and side effects of individual steroid compounds. The Pharmacy and
Poisons Board now proposes to specify the exemption level for
individual steroid compound contained per dose in the ordl
contraceptive product. This is done by adopting the highest level of
each steroid compound contained in each of the 35 oral conceptive
products currently registered in Hong Kong as the new exemption
levels. Oral contraceptive products containing any steroid compound
for which exemption levels have not been set, or containing an existing
steroid compound at a level exceeding the exemption level, will be
considered on a case by case basisif exemption isjustified.

7. The two Amendment Regulations are made by the
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Pharmacy and Poisons Board, which isastatutory authority established
under section 3 of the Ordinance to regulate the registration and control
of 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 medicines concerned.

8. With these remarks, Madam President, | move the motion.
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Poisons List (Amendment) (No. 2) Regulation 2002

Phar macy and Poisons (Amendment) (No. 2) Regulation 2002

Supplementary Information to the L egislative Council
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Drug Name Proposed Classification Reason
% el FUEA
Caspofungin Part |, First and Third This medicine is used for the treatment
17534 Schedules poison of invasive aspergillosis in patients
37— ?F[B fff#— ®[fif% = = |who do not respond to other therapies.
gk A doctor’s decision is required for the

use of this medicine.
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Drug Name Proposed Classification Reason
B ¢ =il LR
Deferiprone Part |, First and Third Thismedicineis used for the treatment
. ;@Eﬁf Schedules poison of iron overload in patients with
By ﬁﬁﬁfﬁa— Witk = & |thalassemia-major whom
Bk deferoxamine therapy is inadequate.
This drug should only be used upon
medical judgment on appropriate
usage.
P R 3 T S8 T A F | el S s
*I/F;,F'J%F N&i ?[“"'H[?FILJ%ETIFELE{
- R RN Y
'H @ 'J[Pzﬁ&f[ﬂ 0
Ganirelix Part |, First and Third This medicine is used to prevent
I P Schedules poison premature | uteinising hormone surges
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in women undergoing controlled
ovarian hyperstimulation for assisted
reproduction techniques. A doctor’'s
decision isrequired for the use of this
medicine.
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