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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap. 138)

PHARMACY AND POISONS (AMENDMENT) (NO. 5) REGULATION 2019

INTRODUCTION

The Pharmacy and Poisons Regulations (“the Regulations™) (Cap.
138A) was made under section 29 of the Pharmacy and Poisons
Ordinance (“the Ordinance”) (Cap. 138). The Pharmacy and Poisons
(Amendment) (No.5) Regulation 2019 (“the Amendment Regulation”) at
Annex A is to amend Schedule 1, Schedule 3 and Schedule 10 to the
Regulations.

JUSTIFICATIONS
Background

2. The Pharmacy and Poisons Board (“the Board”) is established
under section 3 of the Ordinance. Under section 29(1B) of the
Ordinance, the Board is empowered to make regulations to amend the
Poisons List; or any list of articles or substances in the Regulations,
subject to the approval of the Secretary for Food and Health and of the
Poisons Committee, established under section 31 of the Ordinance.

Proposal of the Pharmacy and Poisons Board

3. Arising from applications for registration of pharmaceutical
products and an ongoing review of sales control of pharmaceutical
products, the Board proposes adding the following drugs to Division A of
Schedule 1 (relating to the requirement to keep sales records), Division A
of Schedule 3 (relating to the requirements to supply in accordance with a
prescription and to keep dispensing records) and Division A of Part | of



the Poisons List in Schedule 10 (relating to the requirements for sales to
be conducted in a pharmacy by a registered pharmacist or in his presence
and under his supervision, and for the drug to be kept in a locked
receptacle) to the Regulations —

(@) Abemaciclib; its salts;

(b) Cannabidiol; its salts;  when contained in
pharmaceutical products;

(c) Epoprostenol

(d) Gemtuzumab ozogamicin;

(e) Indigo carmine;

()] Larotrectinib; its salts

(9) Nicardipine; its salts

(h) Risankizumab;

0] Semaglutide; and

) Sodium zirconium cyclosilicate.

4. In addition, the Board proposes —

(@) amending the existing entry of “Etidronic acid; its salts”
to “Etidronic acid; its salts; when contained in
pharmaceutical products” in Schedule 1, Schedule 3 and
Part 1 of the Poisons List in Schedule 10 of the
Regulations; and

(b) repealing the existing entry of “Pentoxifylline” under
“Pharmaceutical products for human parenteral
administration containing the following or their salts, as
active ingredients, except in mixture with insulin —”,
and replacing it by “Pentoxifylline; its salts” in
Schedule 1, Schedule 3 and Part 1 of the Poisons List in
Schedule 10 of the Regulations.

5. Details of the above drugs (in paragraphs 3 and 4) are set out at

Annex B. The Board considers the proposed amendments appropriate
in view of the potency, toxicity and potential side effects of the drugs.



THE AMENDMENT REGULATION

6. The Amendment Regulation proposes amending the relevant
Schedules to the Regulations in accordance to paragraphs 3 and 4.

LEGISLATIVE TIMETABLE

7. The legislative timetable shall be —
Publication in the Gazette 13 December 2019
Date of Commencement 13 December 2019 or

13 December 20202

IMPLICATIONS OF THE PROPOSAL

8. The proposal shall impose appropriate control on pharmaceutical
products which consist of the above drugs (in paragraphs 3 and 4). The
proposal allows the pharmaceutical products to be sold in the market
upon fulfillment of relevant regulations.

ENQUIRY

Q. For any enquiries, please contact Mr. Dan Chan, Assistant
Secretary for Food and Health (Health), at 3509 8956.

Food and Health Bureau
December 2019

1 For the drugs in paragraphs 3 and 4(a).

2 For the drugs in paragraph 4(b), the Board recommends that the proposed
amendment be implemented 12 months after the date of publication in the Gazette.
This is to give affected registration certification holders sufficient time to (a) recall
the affected products from the market and (b) re-label the affected products to comply
with the labelling requirements due to changes in sales control.



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019

Section 1

Pharmacy and Poisons (Amendment) (No. §5) Regulation

2019

(Made by the Pharmacy and Poisons Board under section 29(1B) of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the

Secretary for Food and Health)

1. Commencement

)

@

Subject to subsection (2), this Regulation comes into operation
on the day on which it is published in the Gazette.

Sections 3(7) and (9), 4(7) and (9) and 5(7) and (9) come into
operation on 13 December 2020.

Pharmacy and Poisons Regulations amended

The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are
amended as set out in sections 3, 4 and 5.

Schedule 1 amended (substances to which certain restrictions

with respect to the sale, supply, labelling and storage apply under
regulations 3, §, 6, 22 and 24)

M

@)

€))

Schedule 1, Division A, after item “Abciximab”—
Add
“Abemaciclib; its salts”.

Schedule 1, Division A, after item “Candesartan; its salts; its
esters; their salts”—
Add

“Cannabidiol; its salts; when contained in pharmaceutical
products”.

Schedule 1, Division A, item “Etidronic acid; its salts”, after
“salts”—

Annex A

Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019

Section 3

“4)

&)

©)

Q)

®

®

(10)

Add

“; when contained in pharmaceutical products”.

Schedule 1, Division A, after item “Gemfibrozil”—

Add

“Gemtuzumab ozogamicin”.

Schedule 1, Division A, after item “Laropiprant; its salts”—
Add

“Larotrectinib; its salts”.

Schedule 1, Division A, after item “Nevirapine; its salts”—
Add

“Nicardipine; its salts”.

Schedule 1, Division A, after item “Pentolinium; its salts”—
Add

“Pentoxifylline; its salts”.

Schedule 1, Division A, item “Pharmaceutical products for
human parenteral administration containing the following or
their salts, as active ingredients, except in mixture with
insulin”, after sub-item “Icodextrin’—

Add
“Indigo carmine”.

Schedule 1, Division A, item “Pharmaceutical products for
human parenteral administration containing the following or
their salts, as active ingredients, except in mixture with
insulin”—

Repeal sub-item “Pentoxifylline”.

Schedule 1, Division A, item “Prostaglandins, the following
and their derivatives”, after sub-item “Dinoprostone”—

Add
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Section 4

an

(12)

(13)

14

“Epoprostenol”.

Schedule 1, Division A, after item “Riociguat; its salts”—
Add

“Risankizumab”.

Schedule 1, Division A, after item “Selexipag; its salts”—
Add

“Semaglutide”.

Schedule 1, Division A, after item “Sodium nitroprusside”—
Add

“Sodium zirconium cyclosilicate™.

Schedule 1, Chinese text, Division A, item “fE5F 5 A BEHY
BERES - WEESWERBERE MU TYE L E M
¥ HHEREENEAYIRIN —

Repeal

“HARRE EAESY

Substitute

“TEHEE RAEEYINE.

4, Schedule 3 amended (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)

(D

@

Schedule 3, Division A, after item “Abciximab”—
Add
“Abemaciclib; its salts”.

Schedule 3, Division A, after item “Candesartan; its salts; its
esters; their salts”—

Add

Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019

Section 4 4
“Cannabidiol; its salts; when contained in pharmaceutical
products”.

(3) Schedule 3, Division A, item “Etidronic acid; its salts”, after
“salts”—

Add
“; when contained in pharmaceutical products”.

(4) Schedule 3, Division A, after item “Gemfibrozil”—
Add
“Gemtuzumab ozogamicin”.

(5) Schedule 3, Division A, after item “Laropiprant; its salts”—
Add
“Larotrectinib; its salts”.

(6) Schedule 3, Division A, after item “Nevirapine; its salts”—
Add
“Nicardipine; its salts”.

(7) Schedule 3, Division A, after item “Pentolinium; its salts”—
Add
“Pentoxifylline; its salts”.

(8) Schedule 3, Division A, item “Pharmaceutical products for
human parenteral administration containing the following or
their salts, as active ingredients, except in mixture with
insulin”, after sub-item “Icodextrin”—

Add
“Indigo carmine”.
(9) Schedule 3, Division A, item “Pharmaceutical products for

human parenteral administration containing the following or
their salts, as active ingredients, except in mixture with
insulin”—



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019

Section 5

(10)

an

(12)

(13)

(14)

Repeal sub-item “Pentoxifylline”.

Schedule 3, Division A, item “Prostaglandins, the following
and their derivatives”, after sub-item “Dinoprostone”—

Add

“Epoprostenol”.

Schedule 3, Division A, after item “Riociguat; its salts”—
Add

“Risankizumab”.

Schedule 3, Division A, after item “Selexipag; its salts”—
Add

“Semaglutide”.

Schedule 3, Division A, after item “Sodium nitroprusside”—
Add

“Sodium zirconium cyclosilicate”,

Schedule 3, Chinese text, Division A, item “f£35F A A\ B2HY
SERBLE. > U6 A (TE AE RS M FE e Pl
B HBEBREERIESYIRIN—

Repeal

“BR B ENESY

Substitute

“TEHEE ZNRENE.

S. Schedule 10 amended (Poisons List)

€]

Schedule 10, section 2, Table, Part 1, Division A, after item
“Abciximab”—

Add
“Abemaciclib; its salts”.

Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019

Section 5 6

(2) Schedule 10, section 2, Table, Part 1, Division A, after item
“Candesartan; its salts; its esters; their salts”—
Add
“Cannabidiol; its salts; when contained in pharmaceutical

products”.

(3) Schedule 10, section 2, Table, Part 1, Division A, item
“Etidronic acid; its salts”, after “salts”—
Add
“; when contained in pharmaceutical products”.

(4) Schedule 10, section 2, Table, Part 1, Division A, after item
“Gemfibrozil”—
Add
“Gemtuzumab ozogamicin”.

(5) Schedule 10, section 2, Table, Part 1, Division A, after item
“Laropiprant; its salts”—
Add
“Larotrectinib; its salts”.

(6) Schedule 10, section 2, Table, Part 1, Division A, after item
“Nevirapine; its salts”—
Add
“Nicardipine; its salts”,

(7) Schedule 10, section 2, Table, Part 1, Division A, after item
“Pentolinium; its salts”—
Add
“Pentoxifylline; its salts”.

(8) Schedule 10, section 2, Table, Part 1, Division A, item

“Pharmaceutical products for human parenteral administration
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Section 5

7

€)

(10)

an

(12)

(13)

(14

containing the following or their salts, as active ingredients,
except in mixture with insulin”, after sub-item “Icodextrin”—

Add
“Indigo carmine™.

Schedule 10, section 2, Table, Part 1, Division A, item
“Pharmaceutical products for human parenteral administration
containing the following or their salts, as active ingredients,
except in mixture with insulin”—

Repeal sub-item “Pentoxifylline”.

Schedule 10, section 2, Table, Part 1, Division A, item
“Prostaglandins, the following and their derivatives”, after sub-
item “Dinoprostone”—

Add
“Epoprostenol”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Riociguat; its salts”—

Add

“Risankizumab”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Selexipag; its salts”—

Add

“Semaglutide”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Sodium nitroprusside”—

Add

“Sodium zirconium cyclosilicate”.

Schedule 10, Chinese text, section 2, Table, Part 1, Division A,
item “BEFH AABEIVEERIBLG > WEESWERERRT)E
TYESEMREE - RS RN EAYIRIN—

Section 5

Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019

Repeal

“ERBRRE
Substitute

“TEHRE REAVRGYINE.

Chairman,
Pharmacy and Poisons Board

5 December 2019



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019
Explanatory Note
Paragraph 1 9

Explanatory Note

This Regulation amends the Pharmacy and Poisons Regulations
(Cap. 138 sub. leg. A) (principal Regulations) to add new items and
sub-items to, and remove certain sub-items from, the following
schedules to the principal Regulations—

(a) Division A of Schedule 1 (substances to which certain
restrictions with respect to the sale, supply, labelling and
storage apply);

(b) Division A of Schedule 3 (substances required to be sold
by retail only upon a prescription given by a registered
medical practitioner, registered dentist or registered
veterinary surgeon); and

(c) Division A of Part 1 of the Poisons List set out in
Schedule 10.
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Pharmacy and Poisons (Amendment) (No. 5) Regulation 2019
Supplementary Information to the Legislative Council
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Drug Name Proposed Classification Remarks
-~ R
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Abemaciclib; its salts | Part 1 of Schedule 10, This drug is used for the treatment of women with hormone receptor positive,
Schedule 1 and Schedule 3 human epidermal growth factor receptor 2 negative locally advanced or
poison metastatic breast cancer in combination with an aromatase inhibitor or

fulvestrant as initial endocrine-based therapy, or in women who have
received prior endocrine therapy.

In pre- or perimenopausal women, the endocrine therapy should be combined
with a luteinising hormone-releasing hormone agonist.

Side effects include diarrhoea, neutropenia, infections, nausea and fatigue.

Its use should be decided by a doctor based on the patient’s conditions.
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Cannabidiol; its salts;

when contained in
pharmaceutical
product

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is wused for the treatment of seizures associated with
Lennox-Gastaut syndrome or Dravet syndrome in patients 2 years of age and
older.

Side effects include somnolence, decreased appetite, diarrhoea, fatigue and
rash.

Its use should be decided by a doctor based on the patient’s conditions.
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ItL 8559 FH 1Y V& P B Lennox-Gastaut 4% 5 iE 2k Dravet 44 A [88 FY B T HY
FApkE DL FRyEE -

SR P ) \
RIEH EFEIEHR ~ BRI ~ BRIE ~ 55 B2
(S FH S B4 > ZH B A A B LR E -
Epoprostenol Part 1 of Schedule 10, This drug is used for the treatment of pulmonary arterial hypertension (PAH)

Schedule 1 and Schedule 3
poison

(under the entry of
“Prostaglandins, the
following and their
derivatives—")

(idiopathic or heritable PAH and PAH associated with connective tissue
diseases) in adult patients with WHO Functional Class I11-1V symptoms to
Improve exercise capacity.

It is also used in haemodialysis in adult in emergency situations when use of
heparin carries a high risk of causing or exacerbating bleeding or when
heparin is otherwise contraindicated.

Side effects include headache, facial flushing, nausea, vomiting and
diarrhoea.

Its use should be decided by a doctor based on the patient’s conditions.
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RIVE I EFEEER ~ EE0EIAL ~ B0 ~ & R ARTE -
(EFH I EEY 8 - ZH A B A0 NIEURE -
Gemtuzumab Part 1 of Schedule 10, This drug is used for combination therapy with daunorubicin and cytarabine
0zogamicin Schedule 1 and Schedule 3 [for the treatment of patients age 15 years and above with previously

poison

untreated, de novo CD33-positive acute myeloid leukaemia, except acute
promyelocytic leukaemia.

Side effects include infection, haemorrhage, haemoglobin decreased,
platelets decreased and white blood cells decreased.
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Its use should be decided by a doctor based on the patient’s conditions.

SLEEYBSRAI B R KBRS S R - FTEaRIS UL EBAEE
PECD331 = (5 MRy e MR AR ME B s (Bt -2 Rz AR B s Pk
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(SE L ZEYIEAS > SRR AR IR LA

Indigo carmine

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

(to be put under the entry
of “Pharmaceutical
products for human
parenteral administration
containing the following or

This drug is used for localising ureteral orifices as well as ureteral fistulas
during cystoscopy and ureteral catherization.

Side effects include hypersensitivity reactions, hypertension, bradycardia,
nausea and vomiting.

Its use should be decided by a doctor based on the patient’s conditions.
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Larotrectinib; its salts

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for the treatment of adult and paediatric patients with solid
tumours that:

have a neurotrophic tyrosine receptor kinase gene fusion without a
known acquired resistance mutation,
are metastatic or where surgical resection is likely to result in severe
morbidity, and

have no satisfactory treatment options.
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Side effects include fatigue, nausea, dizziness, vomiting and anaemia.

Its use should be decided by a doctor based on the patient’s conditions.

FEEEY et A B ACHE R LR LU M E AR R A
- ERACNAVRRIIEEMEZEE T > HIR SR el AR
BN
- BEREENERSE > BEEZIMITUIPRR AT e B EE
- RAEEEHEFEEH -

BIEHERESS ~ W0 ~ 2 ~ TEH &I -
{E LB > JAFHRE AR NI DUAE -

Nicardipine; its salts

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for the treatment of acute life-threatening hypertension,
particularly in the event of:

- Malignant arterial hypertension/Hypertensive encephalopathy;

- Aortic dissection, when short acting beta-blocker therapy is not
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suitable, or in combination with a beta-blocker when beta-blockade
alone is not effective;

- Severe pre-eclampsia, when other intravenous antihypertensive agents
are not recommended or are contraindicated.

The drug is also used for the treatment of post-operative hypertension.

Side effects include headache, dizziness, peripheral oedema, palpitations and
flushing.

Its use should be decided by a doctor based on the patient’s conditions.

JERHF  HERE  [FER100YF1ES » [FFR1K Iﬁt%’%#@ﬁﬁﬁ\/mg%réiﬁ FHYSMER » TCHBAELL N AYEM |

ff =354 S B s BRI BR T HE s

- BN B ZEEIHEEREANES - BOE 2R A
SR A B B ~Z Ao R R — Tﬂ?fiﬁﬁ {F EEIARHEER G

- B HAMAECT R EPUS M BREEY) A R H R A T 0 (R EE
FRARTHAR & -
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Pentoxifylline; its

salts

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for prolongation of walking distance in adult patients with
chronic peripheral arterial occlusive disease at Fontaine stage Ilb
(intermittent claudication) if other measures such as walking training,
angioplasty and/or reconstructive procedures cannot be performed or are not
indicated.

It is also used in inner ear dysfunction caused by circulatory disorders
(including hardness of hearing, sudden hearing loss).

Side effects include flushing, nausea, vomiting, bloatedness and diarrhoea.

Its use should be decided by a doctor based on the patient’s conditions.




Annex B

B

Drug Name

L2

Proposed Classification

e 2 bl

Remarks

et

B A A - LB

M

P2 100V 150 » ffR1A
b2 35545

IEEEY RS B e M A B BAREAZE M By Fontaine 1b&k (FRIRIERLAT)
AR A - I HE HAE S G5 1T aI6R - e R il R/ e EE v
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RITE A ELFERIL ~ BE0 ~ Ta: ~ SRAR SRR -
{58 F LEEEL A » JAFBE AR R AN B IURE -

Risankizumab

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

This drug is used for the treatment of moderate to severe plaque psoriasis in
adults who are candidates for systemic therapy.

Side effects include upper respiratory infections, headache, pruritus, fatigue
and injection site reactions.

Its use should be decided by a doctor based on the patient’s conditions.

10
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Semaglutide Part 1 of Schedule 10, This drug is indicated for the treatment of adults with insufficiently

Schedule 1 and Schedule 3
poison

controlled type 2 diabetes mellitus as an adjunct to diet and exercise
- as monotherapy when metformin is considered inappropriate due to
intolerance or contraindications.
- In addition to other medicinal products for the treatment of diabetes.

Side effects include hypoglycaemia, nausea, diarrhoea, dizziness and
decreased appetite.

Its use should be decided by a doctor based on the patient’s conditions.

11
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Sodium zirconium
cyclosilicate

R 2 LT

Part 1 of Schedule 10,
Schedule 1 and Schedule 3
poison

Ff 2100V 1ED > MfRLK
=235 4%

This drug is indicated for the treatment of hyperkalaemia in adult patients.
Side effects include hypokalaemia and oedema related events.

Its use should be decided by a doctor based on the patient’s conditions.
tEEEI IR e A S P ERY B AL

IlE R AL (R i kKRR RE TR -

(EFH e - ZAA B AR NIEUAE -
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Etidronic acid; its
salts; when contained
in pharmaceutical
product

Ll - HEE
B HRNESE

SERI BN

Part 1 of Schedule 10,

Schedule 1 and Schedule 3

poison

FF 2100V 1E > MifR1K

b2 3545

This drug is used for the treatment of symptomatic Paget’s disease of bone
and in the prevention and treatment and heterotopic ossification following
total hip replacement or due to spinal cord injury.

Side effects include diarrhea and nausea.

Its use should be decided by a doctor based on patient’s conditions

SEEEY R G ERE RS e BB - MR B TERS B G B B i <=
BT E TR SN B R B R AT A2 B A E 1L -

EIVEH AR KL
{5 LB > JAHB AR A BEIURE -
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