LC Paper No. CB(2)430/14-15(01)

Bills Committee on Pharmacy and Poisons (Amendment) Bill 2014

The Government’s Proposed Draft Committee Stage Amendments to
the Pharmacy and Poisons (Amendment) Bill 2014

We have mentioned in LC Paper No. CB(2)328/14-15(01) that the
Government intends to propose certain Committee Stage Amendments
(“CSAs”) to the Pharmacy and Poisons (Amendment) Bill 2014 (“the Bill™).
We have further made a few minor textual revisions to the CSAs', including the
textual revision in response to the issue raised by the Assistant Legal Advisor
of the Bills Committee in LC Paper No. CB(2)415/14-15(01) dated 26
November 2014. The revised brief description of the full set of draft CSAs is
at Table A of Annex | while the draft CSAs and the marked-up copy
incorporating the amendments? are in Annex 11 and Annex Il respectively
with a view to superseding LC Paper No. CB(2)328/14-15(01) for Members’
reference. We have also updated Table B of Annex I, which sets out the
amendments which are considered not necessary.

Food and Health Bureau
8 December 2014

Please refer to the CSAs for the Chinese text of clauses 24, 55(8), 58(6) and 62 of the Bill.

2 The marked-up copy is for reference only. It would be necessary to check against the final version
of the full set of CSAs to be moved by the Government.
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Annex |

Proposed Committee Stage Amendments
to the Pharmacy and Poisons (Amendment) Bill 2014 (*“the Bill)

Table A

Provisions to be amended

Brief description of the amendments

1. | Clause 6 of the Bill — section
4B(6) of the Pharmacy and
Poisons Ordinance (Cap.
138) (“PPQO”)

To amend section 4B(6) of the PPO so as to
require the Pharmacy and Poisons Board (“the
Board”) to make codes of conduct and codes
of practice available for inspection by the
public free of charge in any manner the Board
thinks fit (apart from making the codes
available at the Secretary’s office during
normal office).

2| Clause 7 of the Bill — section
5(2) of the PPO

To amend section 5(2) of the PPO so as to —

® specify the purposes of the register of
pharmacists. This is to ensure that the
operation of the register of pharmacists
complies with the data protection
principles enshrined in Schedule 1 to the
Personal Data (Privacy) Ordinance (Cap.
486) (“PDPQ”); and

® require the Secretary to make the register
of pharmacists available for inspection
by the public free of charge in any
manner the Secretary thinks fit (apart
from making the register available at the
Secretary’s office during normal office).

3. | Clause 10 of the Bill -
section 10(1) of the PPO

A textual amendment — to renumber the
clause amending section 10(1) of the PPO as
clause 10(1).

4. | Clause 10 of the Bill -
section 10(2) of the PPO

A textual amendment suggested by Assistant
Legal Adviser (“ALA”) of the Legislative
Council (“LegCo”) — to add “and Related
Offences” after “Forgery” in order to update
the reference in section 10(2) of the PPO to
the heading of Part IX of the Crimes
Ordinance (Cap. 200).

Please also see item 1 in Table B below.




Provisions to be amended

Brief description of the amendments

5. | Clause 12 of the Bill — | A textual amendment suggested by ALA - to
section 11(1) of the PPO add “ & 3" before “ 4" in the Chinese text
of this provision to tally with the expression
of “in his presence” in the English text.
6. | Clause 13 of the Bill — | A textual amendment suggested by ALA - to
section 13(4)(c) of the PPO replace “by a registered pharmacist or in his
presence or under his supervision” with “by a
registered pharmacist, or in the presence and
under the supervision of a registered
pharmacist” to align with section 11(1) of the
PPO.
7. | Clause 13(6) of the Bill — | A textual amendment - to replace “the
new subsections (7A) and | Secretary” in these two provisions with “the
(7B) under section 13 of the | Board” to correctly reflect the current
PPO practice.
8. | Clause 15(11) of the Bill — | A textual amendment suggested by ALA - to
new section 16(2)(b)(iia) of | add open inverted commas in the Chinese text
PPO of clause 15(11) of the Bill.
9. | Clause 20(6) of the Bill -new | A textual amendment suggested by ALA — to
section 25(3B) of the PPO replace “£ B ¢ ” in the Chinese text with
“# I & " to align with the English text.
10. | Clause 20(7) of the Bill — | An amendment in response to enquiry from
section 25(5) of the PPO ALA - to allow a person who is aggrieved by
a decision of the Board under section 25(3B)
to appeal against such decision.
11. | Clause 23(11) of the Bill — | A textual amendment suggested by ALA - to
new section 29(1)(jb) of the | replace “:ip P % % £ §#p crp B
PPO 27 in the Chinese text with “3&p M@ 2 &
E g zrp P 27 to align with the
English text.
12. | Clause 23(17) of the Bill — | A textual amendment — to replace “f&/*”
new section 29(1)(qb) of the | (wherever appearing) in the Chinese text of
PPO this provision with “§2-%” to align with the
current drafting practice.
13. | Clause 23(20) of the Bill — | A textual amendment - to replace “a

new section 29(1B)(b)(i) of
the PPO

provision in this Ordinance, or in a regulation
made under this section, applies” with “a
provision in this Ordinance applies”. Since
“Ordinance” is defined in section 3 of the
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Provisions to be amended

Brief description of the amendments

Interpretation and General Clauses Ordinance
(Cap. 1) (“IGCQO”) to include any subsidiary
legislation made under a particular piece of
Ordinance, “this Ordinance” in section
29(1B)(b)(i) of PPO is wide enough to cover
any regulation made under section 29 of PPO.
Therefore it is not necessary to expressly
mention “a regulation made under this
section” in section 29(1B)(b)(i).

14.

Clause 24 of the Bill — new
section 29A of the PPO

A textual amendment - to replace “GE ALY
M ErRa” (wherever appearing) in the Chinese
text of this provision with “f#L/,\ R EE R

B

15.

Clause 25(1) of the Bill —
section 30(1)(aa) of the PPO

An amendment in response to enquiry from
ALA - to allow a person who is aggrieved by
a decision of the Board under section 25(3B)
to appeal against such decision.

16.

Clause 26(2) of the Bill -
section 31(1)(a) of the PPO

A textual amendment suggested by ALA — to
replace “registered medical practitioners” in
the English text with “registered medical
practitioner” as there will be only one
registered medical practitioner appointed
upon repealing section 3(2)(i) of the PPO as
proposed by clause 5(4) of the Bill.

17.

Clause 30 of the Bill — new
section 34A of the PPO

To replace “fine” with “civil debt” in the new
section 34A(2) to reflect the policy intention
that the amount to be recovered as ordered by
the Court would be compensatory in nature in
line with the concept of recovery of costs.

For avoidance of doubt, to add a new
subsection (3) to preserve the power of the
Court to order costs under the Costs in
Criminal Cases Ordinance (Cap. 492)
(“CCCO”) in respect of a criminal case
convicted under the PPO, and for that matter
the relevant provisions under CCCO and its
subsidiary legislation will continue to apply.

18.

Clause 43 of the Bill -
regulation 24(B) of the of the

A textual amendment — to renumber the
clause repealing regulation 24B(a) of the PPR

Pharmacy and  Poisons | as clause 43(1).
Regulations (Cap. 138A)
(“PPR™)




Provisions to be amended

Brief description of the amendments

19.

Clause 43 of the Bill -
regulation 24B(b) of the PPR

A textual amendment suggested by ALA - to
replace “in whose presence or under whose
supervision” with “by whom or in whose
presence and under whose supervision” to
align with section 11(1) of the PPO.

20.

Clause 46(5) of the Bill -
regulation 26(6) of the PPR

An amendment in response to enquiry from
ALA - to allow an applicant or licensed
wholesale dealer who is aggrieved by a
decision of the Committee under subsection
(5B) of this provision to appeal against such
decision.

21.

Clause 49 of the Bill — new
regulation 28A(6) of the PPR

To amend new regulation 28A(6) of the PPR
so as to require the Board to make the GMP
Guide available for inspection by the public
free of charge in any manner the Board thinks
fit (apart from making the GMP Guide
available at the Secretary’s office during
normal office).

22,

Clause 52 of the Bill — new
regulation 30B(5) of the PPR

To amend new regulation 30B(5) of the PPR
so as to —

® specify the purposes of the register of
authorized persons. This is to ensure
that the operation of the register of
authorized persons complies with the
data protection principles enshrined in
Schedule 1 to the PDPO; and

® require the Secretary to make the register
of authorized persons available for
inspection by the public free of charge in
any manner the Secretary thinks fit
(apart from making the register available
at the Secretary’s office during normal
office).

23.

Clause 52 of the Bill — new
regulation 30F(6) of the PPR

An amendment in response to enquiry from
ALA - to allow a person who is aggrieved by
a decision of the Committee under subsection
(3) of this provision to appeal against such
decision.

24,

Clause 55 of the Bill -
regulation 33 of PPR

To amend regulation 33 of the PPR to provide
certain flexibility for manufacturers in
maintaining sample of finished products.
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Provisions to be amended

Brief description of the amendments

25.

Clause 58(3) of the Bill -
regulation 36(1)(b) of PPR

A textual amendment — To add “# % &]”
before “% 28A(1)” in the Chinese text.

(Regulation 2(5) of PPR provides that “Where
in these regulations reference is made to a
numbered section the reference shall be a
reference to that section of the Ordinance.”.
It is therefore not necessary to add “of the
Ordinance” after a numbered section in
PPR.)

26.

Clause 58(6) of the Bill -
regulation 36(1A)(a) of the
PPR

A textual amendment — to delete “® ™ in the
Chinese text of this provision.

27.

Clause 58(10) of the Bill -
new regulation 36(1A)(c) of
the PPR

A textual amendment — to replace “f&/&”
(wherever appearing) in the Chinese text of
this provision with “fg” to align with the
current drafting practice.

28.

New clause 59 (1A), clause
59(2) and new clause 59(2A)
of the Bill —regulation 36B
of the PPR (heading, new
regulation 36B(1), regulation
36B(1C)

A textual amendment — to replace “f&/& ”
(wherever appearing) in the Chinese text of
the heading and the relevant provisions with
“gesk 7 to align with the current drafting
practice.

29.

Clause 59(4) of the Bill -
regulation 36B(3) of the PPR

A textual amendment — to replace clause
59(4) in the Chinese text of the Bill with
“(4) %36B(3)ix —
B
BT 2 fgm ANREYZ Mt F 9
Y

TR G A eniE 1 LT o
 E AP R TR R SRR F A E R
WEP D > A EEP Oy a7 AW

” ”
5 o

The amendment is proposed since the current
Chinese text of clause 59(4) has the effect of
repealing the phrase of “( £ & ## £8 # #£12)”
in regulation 36B(3) of PPR. At the same
time, this phrase is also repealed by clause
59(5) of the Bill. Hence, the amendment is
needed to avoid double deletion as suggested
by ALA.
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Provisions to be amended

Brief description of the amendments

30. | Clause 59(6) of the Bill — | A textual amendment — to replace “f&/ ” in
new regulation 36B(3B) of | the Chinese text of this provision with “fik "
the PPR to align with the current drafting practice.

31. | Clause 59(7) of the Bill — | A textual amendment — to replace “f&/ ” in
regulation 36B(4) of the PPR | the Chinese text of this provision with “fijk

to align with the current drafting practice.

32. | Clause 62 of the Bill — new | Atextual amendment — to replace “Powers” in
regulation 38B of the PPR the heading of the provision in the English

text with “Power”.

33. | Clause 62 of the Bill — new | A textual amendment - to replace “# 7 & =
regulation 38B(2) of the PPR | #. % g ” (wherever appearing) in the Chinese

text of this provision with “i= 2 # 4 % &

34. | New clause 63A of the Bill - | A consequential amendment pursuant to
regulation 40 of the PPR CSAs proposed in item 23 above. To

provide for the penalties of breaching the
conditions for exemption, to add new clause
63A of the Bill to amend regulation 40 of the
PPR -

“63A. Regulation 40 amended (penalties)
Regulation 40 —

Repeal

“33(1), (2), (3), (4) or (5)”

Substitute

“33(1), (2), (3), (4), (4B) or (5)".".

35. | Clause 65(65) of the Bill — | As suggested by ALA, to repeal this clause as
First Schedule to the PPR the amendment set out has already been made

under section 2(1) of the Pharmacy and
Poisons (Amendment) Regulation 2014.

36. | Clause 66(1) of the Bill — | A textual amendment — to replace “*it % 5%
Third Schedule to the PPR "4 10” with “*¢ 452 10” in the Chinese

text of clause 66(1) of the Bill.

37. | Clause 67(1) of the Bill — | A textual amendment suggested by ALA — to

Fifth Schedule to the PPR

replace “ % *& {7 & i% (] 527(c)” with “ % %
7 & 1% 4] % 27(c)” in the Chinese text of the
heading of the Fifth Schedule to the PPR in
clause 67(1) of the Bill.




Provisions to be amended

Brief description of the amendments

38.

Clause 70 of the Bill — new
Schedule 10 (Poisons List) to
the PPR

A technical amendment suggested by ALA -
to add a total of 11 new substances into the
new Schedule 10 to the PPR. After the
Bill was introduced into the LegCo in
March 2014, a total of 11 new substances
have been added to Division A of Part | of
the Poisons List in the Schedule to the
Poisons List Regulations (Cap. 138B)
pursuant to the Poisons List (Amendment)
Regulation 2014 and Poisons List
(Amendment) (No. 2) Regulation 2014.

39.

Clause 70 of the Bill — new
Schedule 10 (Poisons List) to
the PPR

A textual amendment — to replace the
numbering of bulletin “(i)” with “(d)”; and
“(i1)” with “(e)” in the Chinese text under
“iy g »}g - ;]J ix =l %m;ﬁﬁdﬁi%u/ﬁ oh 1
so as to align the numbering of the English
text.




Table B

Amendments considered not
necessary after deliberation

Reasons

Section 10(2) of the PPO -
suggestion to replace “forges”
with “forgery”

We consider that “forges” in section 10(2)
extends to cover “forgery” by virtue of
section 5 of the IGCO. Section 5 of IGCO
provides that “[w]here any word or
expression is defined in any Ordinance, such
definition shall extend to the grammatical
variations and cognate expressions of such
word or expression”. For reference, other
ordinances contain similar definitions: section
37(2) of Dutiable Commodities Ordinance
(Cap. 109), section 42 of Immigration
Ordinance (Cap. 115), section 1A(1) of
Registration of Persons Ordinance (Cap. 177)
and section 15(4) of Business Registration
Ordinance (Cap. 310).

Section 19 of the PPO

We consider that the term *“#% %7” is an
appropriate Chinese equivalent of “finding”
(or “find”). This Chinese equivalent has
been used in regulations 6 and 9 of the
Pharmacists (Disciplinary Procedure)
Regulations (Cap. 138E). It is also
commonly found in other ordinances such as
section 307V of the Securities and Futures
Ordinance (Cap. 571) and section 149 of the
Competition Ordinance (Cap. 619).

Section 25 of the PPO

We consider that “44%1]" conveys the meaning
of “having a name on the list” accurately.
“2%1" is not only used in the existing section
25(3) of the PPO, but also other sections such
as sections 5(4), 6, 7(1) and 10B(3). For
other recent examples adopting the term “34
51", please see section 15 of Residential Care
Homes (Persons with Disabilities) Ordinance
(Cap. 613) and section 232(1) of Companies
Ordinance (Cap. 622).

Clause 46(4) of the Bill — new
regulation 26(5A)(b)(i) of the
PPR

Clause 50(5) of the Bill — new
regulation 29(4A)(b)(i) of the
PPR

We note the enquiry of ALA on why the
phrase “an offence under the Ordinance or
any of the regulations made under section 29”
in these provisions could not be simplified to
“an offence under the Ordinance” in view that
“Ordinance” is defined in the IGCO to
include any subsidiary legislation made under
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Amendments considered not
necessary after deliberation

Reasons

Clause 52 of the Bill — new
regulation 30F(2)(c)(i) of the
PPR

a particular piece of Ordinance. We would
like to clarify that according to IGCO the
reference to an Ordinance should be
sufficient to include a reference to its
subsidiary legislation unless the contrary
intention appears from IGCO or the context
of any other Ordinance or instrument. In the
present case, arguably the reference to
“Ordinance” in the PPR is used to refer to the
PPO only (see e.g. regulations 2(5) and (6)
and 7 of PPR) rather than the PPO and its
subsidiary legislation, it is therefore
preferable to refer to the PPO and its
regulations (which are the regulations made
under section 29 of the PPO) in regulations
26(5A)(b)(1), 29(4A)(b)(i) and regulation
30F(2)(c)(i). As regards the PPO, it is
unlikely that the reference to “Ordinance”
will be interpreted as the reference to the PPO
only but not its subsidiary legislation

! The offence provisions
under PPO and PPR should
express fines in dollar terms
instead of fine levels, and it
should be clearly stipulated
in the offence provisions
that the level of fines and
imprisonment terms are the
maximum penalties which
the court might not apply
fully.

We would like to clarify that it has been
the practice of law drafting in Hong Kong
for more than 10 years to express fines
(other than daily fines and fixed penalties)
of up to $100,000 by reference to
“levels”.  Under section 113B of the
Criminal Procedure Ordinance (Cap. 221)
(“CPQ”), if in an Ordinance a fine for an
offence is specified by referring to a
“level”, the applicable fine is the amount
shown for that level in Schedule 8 to the
CPO. The Schedule specifies amounts
equivalent to level 1 ($2,000), level 2
($5,000), level 3 ($10,000), level 4
($25,000) and level 5 ($50,000) and level
6 ($100,000). In this regard, we
consider it appropriate for the Bill to
propose amending the offence provisions
of the PPO and PPR to follow that
established law drafting practice and
specify fines for offences not exceeding
$100,000 by referring to “fine levels”.




Amendments considered not
necessary after deliberation

Reasons

According to section 101F (penalties
prescribed to be deemed maximum
penalties) of the CPO, which is of general
application to the laws of Hong Kong
including the PPO and PPR, if a penalty
(fine or imprisonment) is specified for an
offence, that offence is punishable by a
penalty not exceeding it. It is therefore
not necessary to state that “a fine not
exceeding ...” or “the maximum fine is ...”
in the relevant offence provisions.
Whether to impose a maximum penalty
will rely on the court to decide after
taking into account the circumstances of
each individual case.

10




DRAFT Annex 11

Pharmacy and Poisons (Amendment) Bill 2014

Committee Stage

Amendments to be moved by the Secretary for Food and Health

Clause Amendment Proposed

6 In the proposed section 4B(6), by deleting everything after “of

charge” and substituting—

(a) atthe office of the Secretary during normal office hours;
and

(b) in any other manner the Board thinks fit.”.

7 By deleting the clause and substituting—
“7.  Section 5 amended (the register of pharmacists)

Section 5—
Repeal subsection (2)
Substitute

“(2) The Secretary must make the register of
pharmacists available for inspection by
the public free of charge at the office of
the Secretary during normal office
hours, and in any other manner the
Secretary thinks fit, so as to enable a
member of the public—

(a) to ascertain whether a person is a
registered pharmacist; and

(b) to ascertain the particulars of the

registration of the person.”.”.

10 By renumbering the clause as clause 10(1).



10

12

13

13(6)

15(11)

20(6)

20(7)

23(11)

DRAFT

By adding—
“(2) Section 10(2), after “Forgery”—
Add

“and Related Offences”.”.

In the Chinese text, by adding “/£5" before “E;i EX”.

By adding—
“(1A) Section 13(4)(c)—
Repeal

“by a registered pharmacist or in his presence or under
his supervision”

Substitute

“by a registered pharmacist, or in the presence and
under the supervision of a registered pharmacist”.”.

In the proposed section 13(7A) and (7B), by deleting “Secretary” and

substituting “Board”.

In the Chinese text, by adding “*” before “(iia)”.

In the proposed section 25(3B), in the Chinese text, by deleting “Z= 5

&7 and substituting “/& 5 5.

By deleting “or (3A)” and substituting “, (3A) or (3B)”.

In the proposed section 29(1)(jb), in the Chinese text, by deleting “ &z

" and substituting “akJ&”.



23(17)

23(20)

24

25(1)

26

30

30

43

43

DRAFT

In the proposed section 29(1)(gb), in the Chinese text, by deleting
“PK” (wherever appearing) and substituting “ffk”.

In the proposed section 29(1B)(b)(i), by deleting “, or in a regulation

made under this section,”.

In the proposed section 29A, in the Chinese text, by deleting “o & {it

N ax” (wherever appearing) and substituting “ft/\ R g,

By deleting “or (3A)” and substituting “, (3A) or (3B)”.

By deleting subclause (2) and substituting—
“(2) Section 31(1)(a)—
Repeal
“practitioners appointed under section 3(2)(h) and (i)”
Substitute

“practitioner appointed under section 3(2)(h)”.”.

In the proposed section 34A(2), by deleting “fine is recoverable” and

substituting “civil debt”.

In the proposed section 34A, by adding—

“(3) To avoid doubt, this section does not affect any power
conferred on the court under the Costs in Criminal
Cases Ordinance (Cap. 492).”.

By renumbering the clause as clause 43(1).

By adding—



DRAFT

“(2) Regulation 24B(b)—
Repeal
“in whose presence or under whose supervision”
Substitute

“by whom or in whose presence and under whose

supervision”.”.

40 By deleting subclause (5) and substituting—
“(5)  Regulation 26(6)—
Repeal
“person”
Substitute

“applicant or licensed wholesale dealer”.”.

49 In the proposed regulation 28A(6), by deleting everything after “of

charge” and substituting—

(@) atthe office of the Secretary during normal office hours;
and

(b) inany other manner the Board thinks fit.”.

52 In the proposed regulation 30B(5), by deleting “hours.” and

substituting—

“hours, and in any other manner the Secretary thinks fit, so as
to enable a member of the public—

(@) to ascertain whether a person is an authorized person;
and

(b) to ascertain the particulars of the registration of the
person.”.



DRAFT

52 In the proposed regulation 30F(6), by deleting “that paragraph” and

substituting “this regulation”.

55 By deleting subclause (5) and substituting—
“(5) Regulation 33(4)—
Repeal
“A manufacturer shall maintain”
Substitute
“Unless paragraph (4B) applies, a licensed

manufacturer must retain”.”.

55 By adding—
“(6A)  After regulation 33(4)—
Add

“(4A) Paragraph (4B) applies to a licensed manufacturer
in respect of a batch of pharmaceutical products if
all of the following conditions are satisfied—

(@) the products are enclosed in a primary
container in which the products are to be
sold or supplied;

(b) the process of manufacture that the
manufacturer carries out, in respect of the
products, only involves one or more of the
following—

(i) adding a package insert;
(if) replacing a package insert;

(iii)  (if the products are intended for export)
affixing a label to any labelled
container of the products, and the label
does not obscure, change or obliterate
any of the following appearing on that
labelled container—

(A) particulars required to be labelled



DRAFT

under regulation 31(4);
(B) the name of the products;
(C) the batch number of the products;
(D) the expiry date of the products;

(iv) (if the products are not intended for
export) affixing a label to any labelled
container of the products, and the label
does not obscure, change or obliterate
any of the following appearing on that
labelled container—

(A) the registered particulars of the
products;

(B) the batch number of the products;
(C) the expiry date of the products;

(c) throughout the process of manufacture, the
primary container remains closed.

(4B) The manufacturer is only required to retain a
sample of the following of the batch of finished
products for a period of not less than 1 year after
the expiry date of the products—

(a) if paragraph (4A)(b)(i) applies, the package
insert added,

(b) if paragraph (4A)(b)(ii) applies, the
replacing package insert;

(c) if paragraph (4A)(b)(iii) or (iv) applies, the

label affixed.”.”.
55 By deleting subclause (8) and substituting—
“(8) After regulation 33(5)—

Add

“(6) Despite paragraphs (4) and (4B)(c), a licensed
manufacturer is not required to comply with
paragraph (4) or (4B)(c) (as applicable) in respect
of a batch of pharmaceutical products if the
manufacturer is not regarded as manufacturing the



58(3)

58(6)

58(10)

59

DRAFT

products for the purposes of regulation 29(1).
(7) In this regulation—

batch number (#itZX4F5%) has the meaning given by
regulation 31(2)(c);

expiry date ({5 A HAFRE) has the meaning given by
regulation 31(2)(d);

labelled container (FFiZ4 A 7%), for a pharmaceutical
product, means a container of the product on
which the following particulars appear—

(@) the name of the product;
(b) the batch number of the product;
(c) the expiry date of the product;

package insert (‘E22Ef1H) has the meaning given by
regulation 36(3A);

primary container (£ [NJ@ & %), for a pharmaceutical
product, means the container that is in direct
contact with the product;

registered particulars (E£{fftE£ &) has the meaning
given by regulation 35A;

registrable particulars (HzE:fi}5%[%) has the meaning
given by regulation 35A.”.”.

In the Chinese text, by adding “Z {5z {41 before “Z5 28A(1)".

In the Chinese text, by deleting “jfij”.

In the proposed regulation 36(1A)(c), in the Chinese text, by deleting

“PK™ (wherever appearing) and substituting “f£”.

By adding before subclause (1)—

“(1A)

Regulation 36B, Chinese text, heading—



DRAFT

8
Repeal
uﬁn
Substitute
u;._l*”.n.
59(2) In the proposed regulation 36B(1), in the Chinese text, by deleting

“FK” (wherever appearing) and substituting “H£”.

59 By adding—
“(2A) Regulation 36B(1C), Chinese text—
Repeal
Substitute
“HR
59 In the Chinese text, by deleting subclause (4) and substituting—
“(4) 25 36BR)fE —
2153
1R - TZRIMAE " 2RI )
L

“EERREE IR ERAFARR T - TS5
e ARG B S P e Y IR NS - TRZRE
HIE A S8 57 - ™.

59(6) In the proposed regulation 36B(3B), in the Chinese text, by deleting
“PR™ and substituting “AR”.

59(7) In the Chinese text, by deleting “F£” and substituting “fRk”.



62

62

New

65

66(1)

67(1)

70

DRAFT

In the proposed regulation 38B, in the English text, in the heading, by

deleting “Powers” and substituting “Power”.

In the proposed regulation 38B(2), in the Chinese text, by deleting “#

LN R (wherever appearing) and substituting “ft/\ iR Fp &,

By adding—
“63A. Regulation 40 amended (penalties)
Regulation 40—
Repeal
“33(1), (2), 3), (4) or (5)"
Substitute
“33(1), (2), (3), (4), (4B) or (5)".”.

By deleting subclause (65).

In the Chinese text, by deleting “[{fZ% 10” and substituting “10”.

In the Chinese text, by deleting “Z<{&{5Ig9” and substituting “ZA<{g45l

In the proposed Schedule 10, in section 2, in the Table, in Part I, in

Division A—

(@) by adding “5-Aminolevulinic acid; its salts; its derivatives; their
salts” after the item “Aminoglutethimide”;

(b) Dby adding “Cobicistat; its salts” after the item “Clozapine; its
salts”;

(c) Dby adding “Dapagliflozin; its salts” after the item “Dalteparin;
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(d)

(€)
()

(@)
(h)

()

(k)

DRAFT
10

its salts™;
by adding “Elvitegravir; its salts” after the item “Eltrombopag;
its salts; its esters; their salts™;
by adding “Lixisenatide” after the item “Lithium sulphate”;
by adding “Mifepristone; its salts; its esters; their salts” after the
item “Midodrine; its salts”;
by adding “Perampanel” after the item “Pentolinium; its salts”;
by adding “Pertuzumab” after the item “Perindoprilat; its salts;
its esters; their salts”;
by adding “Regorafenib; its salts” after the item “Recombinant
human erythropoietin®;
by adding “Tofacitinib; its salts” after the item “Todralazine; its
salts™;

by adding “Vilanterol; its salts” after the item “Vigabatrin”.

In the proposed Schedule 10, in the Chinese text, in section 2, in the

Table, in Part 11, in Division A, by deleting—

“()  HURRMSERIAIEEE 5 B
(i) LFENGUE ; HEE”

and substituting—

“(d)  HIHRHT A3 FEZE 5 BY
() ZELMEME ; HEEAE".



Annex |11

1. Clause 6 of the Bill — section 4B(6) of the Pharmacy and Poisons Ordinance (Cap. 138)
(“PPO")

Section:  |4B [Codes of conduct and codes of practice | |

(6) The Board must make a copy of every code of conduct and code of practice available for

inspection by the public free of charge atthe-effice-ofthe Seeretary-during normal-office-
hotrs: —

(a) at the office of the Secretary during normal office hours; and

(b) inany other manner the Board thlnks fit.

(6) "EHE/E

aa=r A . AERAE/ E“JZEF'E[ P

HJ 2715 (W= yawwaY =od]

(a) EE‘%?)JV MRFE PSR AR K
(b) PUEEERRBEEEMIT
tefitEn (FTRTAT) R (BSESFRT) BYSOR - SRR R EER -

2. Clause 7 of the Bill — section 5(2) of the PPO

Section: |5 [The register of pharmacists 30/06/1997 |

(2)  The Secretary must make the register of pharmacists available for inspection by the public
free of charge at the office of the Secretary during normal office hours, and in any other manner
the Secretary thinks fit, so as to enable a member of the public—

(a) to ascertain whether a person is a registered pharmacist; and

(b) to ascertain the particulars of the registration of the person.

) fdﬁ%éﬁ@ﬁﬁ%&%?ﬁWﬁéﬁﬁ’c)ﬂ%&% > R UHFE R G EHVHA G - fEAEERIET M - 4t
NRREER » AR LR

(a) ﬁﬁﬁ%)\%@%ﬁ%‘%ﬁﬂﬁﬂﬁ hid

(b)  WEERZ AHVEEITHTEEE -

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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3. Clause 10 of the Bill — section 10(1) of the PPO

(1) Section 10(1)—
Repeal
everything after “an offence”
Substitute a full stop.

(1) Z810(1) ffr—o
JEEER
FEUIR” ZIBRHIF A5
RELEg5E -

4. Clause 10 of the Bill — section 10(2) of the PPO

Section:  [10 [Misuse of certificates of registration 60 of 2000 01/07/1997 |

(2) In this section, the expression "forges" ({£7%) has the same meaning as in Part IX (Forgery
and Related Offences) of the Crimes Ordinance (Cap 200).

(FEARMRT > “{fyit(forges) —mHYHFEL (FIEIRITIRET) (SH200F2)BIXE((FE KA
[BEHYIETT) T % s A AH ] -

5. Clause 12 of the Bill —section 11(1) of the PPO (for Chinesee text only)

Section:  [11 |Authorized sellers of poisons | 30/06/1997 |

(D T 161@53’]%%@? &FH%@?U% &)\IE*TZ]I?E%IEI’JIE‘“(%’%?@) BREEETE
BEEERS  Aie e RN EIRHE - BNRIEAIREIZ 5 E R MR AT - EEEM S
BIAETT > BERE M ERERAYAE %E%SEXT (T

6. Clause 13 of the Bill — section 13(4)(c) of the PPO
Section:  [13 [Registration of premises | 30/06/1997 |

(4) The Board shall not register premises under subsection (3) unless it is satisfied, in relation to
the retail sale of poisons at such premises, that -
(a) the authorized seller of poisons is a fit and proper person to conduct the retail sale of
poisons;

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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(b) the premises are suitable for conducting the retail sale of poisons thereon;

(c) the actual sale of poisons will be conducted on the premises-byaregistered-pharmaeist
or-t-his-presence-or-underhis-supervision by a registered pharmacist, or in the presence

and under the supervision of a registered pharmacist, in accordance with section 11(1);
and

(d) the premises will be under the control of a registered pharmacist in accordance with
section 12.

4) FRIFEEEMAE R TN E B R EW NS > BRIASIRIE S Q)4 e At
.HIH. _

\lJ

(a) EERFER B EETEREEGEENA
(b) ZEATEGIFREEZT EHIEEBIAR

(o) BFEERTE IR BRI 1DIR \ 7 EHER
B AR T > N Ba P > EEETEERIATAETT - S ERE T EeRIRTH AL
s NHET K

(d) PR PR e IR 1 210k F i s B2 ] -

=} J

7. Clause 13(6) of the Bill — new subsections (7A) and (7B) under section 13 of the PPO

Section:  [13 [Registration of premises | 30/06/1997 |

(7A) An authorized seller of poisons may apply to the Seeretary Board for approval to alter the
entry, contained in the register of premises, relating to any premises registered in respect of the
authorized seller of poisons.

(7B) If the Seeretary Board approves the alteration, the authorized seller of poisons must pay the
prescribed fee for the alteration.

(TA) (EfIERZHE B EEEH B r vl (MM B B 5 FH At » SR s Pt i Bk T P HY ~ B
TARREZ B9 8 P st el R AT Y RCIH
(7B) WS EE B E I - ARG B A R E I STETHEM -

8. Clause 15(11) of the Bill — new section 16(2)(b)(iia) of PPO (for Chinesee text only)

(11) FEZH16Q)b)G) Rz ——
A
“(ila) FERHBEN R I BRI e B YRR - (R E: 50 -

9. Clause 20(6) of the Bill — new section 25(3B) of the PPO (for Chinesee text only)

Section: |25 |Listed sellers of poisons | 130/06/1997 |

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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(3B) EHFAAEER HEE R IIAGRFAVRIR T - BT TIRIEER Q) FUAFHEVETR > Rl
A3 R - SEIH AR FRAE @?QEHHWLLE TR G AR T
A LER SN - e~ EER ETEHN LR > ZESEHFERHZ H AT - HE
ZEZE YRS T -

10. Clause 20(7) of the Bill — section 25(5) of the PPO

Section:  [25 |Listed sellers of poisons | 30/06/1997 |

(5) Any person aggrieved by a direction-ofthe Board-undersubseetion{(3)-may;in-the preseribed-
manner-appealagainstsuch-deeiston decision or direction made in respect of the person under
subsection (2A), (3) er(3A), (3A) or (3B) may, in the prescribed manner, appeal against the
decision or direction to the Tribunal. (Replaced 50 of 1980 s. 4)

(5) (L A EHES =
RFRIEERQA) » (3)%7% (3A)UZ(3B),T)\WE§1’EEHEI’JJIE&? ‘T‘ffﬁﬂ??ﬂx)z ’ﬂﬁfﬂ%ﬁf
A =N GIE: /e s l ntei

/] —‘ H f/ e H—ri‘ HH > = =y /—‘—r“ﬁ[]

11. Clause 23(11) of the Bill — new section 29(1)(jb) of the PPO (for Chinese text only)

Section: 29 [Power to make regulations ILN.30f1999 [15/01/1999 |

(b) WLGa)(@) B Aty (LA N BT A A A HIRE M St et M IE T e Rl
R B 3 SR A T BRSO RARETE RS > BEiF{E (] _EAHy A S & &5
BB PURGRIETESE ~ HUH ~ Eiy Rt - B OGEMARI g s B &G
Mgt EFFETERRSC » MiETHEE NS I & RIE s S Ay LR I 3 R R
E

12. Clause 23(17) of the Bill — new section 29(1)(gb) of the PPO (for Chinese text only)

Section:  [29 [Power to make regulations ILN.30f1999 [15/01/1999 |

B
S k
[

(ab) ?ﬁ%ﬂ%)\”@_ Emﬁ%%uﬂ%&%ﬁb%L TEYHEETEWRL - BlEs AR
s R SIS ISR T E (R0 sUHUH BRI 1 1 L peag B &5 s o i
e HE AR T E RS E‘jiﬁ EAEEIHERE N N ESEETERS > BEESR -
HUMSCERE i dY DategiaE - MR o FEEIHE R SUE S S S E MRt LEFET
Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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MRS > DA Ry FREE T T At s B BRI K 28 il sg IR M & FIE T E 15
s

13. Clause 23(20) of the Bill — new section 29(1B)(b)(i) of the PPO

Section:  [29 [Power to make regulations ILN.30f1999 [15/01/1999 |

(1B) Despite subsection (1), the Board may, subject to the approval of the Secretary for Food
and Health and section 31, by regulation, amend—

(a) the Poisons List; or

(b) any list, in a regulation made under subsection (1), of any substances or articles—

(1) to which a provision in this Ordinance;erinaregulation-made-underthis-seetion;

applies; or

(1B) @EASN) SOHRE - EHEERGRY EERERIAELTER31 RIVRE
o AR BIEET
() BFEER T B
(b) FEARIESE(D) FGETILHIARBIHY ~ FF& LA TSR E YV E By 8 ——
PR

() AMERBIHIERSCE V) E ) 2R AR R B
BEn e B

(i) FEFRRIMAZ B SOR RV E S -

14. Clause 24 of the Bill — new section 29A of the PPO (for Chinese text only)

[Section: ~ [29A  [Power of the Board to specify forms |

(1) B AHEHAE R APREHE ARSI {5 RS 2 -
Q) WAEEREFIREAREEY > EHEEA
() FEIEFEIHAREA - RAEHVIR SR AR SOR - &R B AR
K
(b) LUEHEFR HE@ErEMT - RIS HSOR > e LA R R B AR

15. Clause 25(1) of the Bill — section 30(1)(aa) of the PPO

Section:  [30 |Pharmacy and Poisons Appeal Tribunal [L.N. 130 of 2007 [01/07/2007 |

(1) There shall be a Pharmacy and Poisons Appeal Tribunal (in this Ordinance referred to as "the
Tribunal") with jurisdiction to hear and determine-
(a) any appeal against a decision of the Board under section 13(3) or (7); (Replaced 58 of
1986 s. 10)

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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(aa) any appeal against a direction-of the Beardunderseetion25(3) decision or direction of
the Board under section 25(2A), (3)-e+343, (3A) or (3B); (Added 58 of 1986 s. 10)

(ab) any appeal against a decision of the Board under any regulations made under section
29; and
(b) any appeal against-
(1) a decision of a committee of the Board in respect of which provision authorizing
such appeal is made in regulations under section 29; or
(i1) a decision of the Board in the performance by the Board under section 4A(8) of any
function of a committee of the Board which, if made by the committee in exercise of
such functions, would be a decision to which subparagraph (i) applies.

(1) PREEITEEmIZE K 55 aE LB HIR(EARBITRE A “BHE" ) ZEREEFEAEE
RERS S HRIE E—
() SHEHEBREE13Q)EMNGIEHIAE MY 5T (F1986F-55 5857 55 1014k
)
(aa) FLEHE SRE 25O/ ER252A) ~ (3)EBA) ~ BA)SKBBYEIEHATRE
R i=PNIIEreaanti O SIS
(ab) WUE B S HARIE B0 GRE T I AR B E A E R AT 3 5 &
(b) Bt FHIAEmEHAY E5F—
() EHEE MEMZESERIAE  MREE 290G T IR G E it E R Es
B EERAIRSCE 5
(i) EHBIEREREIAQHRITE HEE MMIZ B G MIBREERE YA E
a2 R Rt HHi% 22 B g E T % E AR E > S8 ETRIEr i HE A -

16. Clause 26(2) of the Bill —section 31(1)(a) of the PPO (for English text only)

Section: |31 [Poisons Committee | 130/06/1997 |

(1) For the purposes of advising the Board on the classification and distribution of poisons in
Part I and Part Ilof the Poisons List and matters relating to the control of the manufacture and
distribution of poisons and pharmaceutical products, there shall be a Poisons Committee
consisting of-

(a) the registered medical practitioners appointed under section 3(2)(h) ard-(); and

(b) 5 other members of the Board appointed by the Board, including 2 of the members

appointed under section 3(2)(g).

17. Clause 30 of the Bill — new section 34A of the PPO

Section: 34A Recovery of costs and expenses of collecting or
analysing poisons or pharmaceutical products etc.

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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(1) If a person is convicted of an offence under this Ordinance, the court may order the person to
pay to the Government the sum the court considers appropriate for the costs and expenses
reasonably incurred by the Government in relation to the collection, analysis or examination of a
poison, pharmaceutical product or any other substance for the purpose of the criminal
proceedings.

(2) A sum ordered to be paid under subsection (1) is recoverable in the same manner as a fine-is
reeoverable civil debt.

(3) To avoid doubt, this section does not affect any power conferred on the court under the
Costs in Criminal Cases Ordinance (Cap. 492).

(1) WFEABEEALAGRBIFTETIRIT » 1MBUF SRR R A BT SR A AR A s ~ (EBREL
Tt 4%  SERBLNL S EAT HANY R S F KBS TRRE Al an S 2 N HBUF S AERS
ForikaZ F 8 H MG B E R0 -

2) JERREMRIESE) Ao @ TR - iR IRIES SRR BERNMEE T - TLUEST -
(3) RyEkEH - ArA 8 NBZEMERERRE]) FA2F)IR T AR EMHET] -

18. Clause 43 of the Bill — requlation 24(B) of the of the Pharmacy and Poisons Regqulations
(Cap. 138A) (“PPR™)

(1) Regulation 24B—
Repeal paragraph (a).

19. Clause 43 of the Bill — requlation 24B(b) of the PPR

[Regulation: [24B |Applications to register premises under section 13 | 30/06/1997 |

An application to register premises under section 13 shall be-

Schedule; Form15)
(b) submitted together with a copy of the certificate of registration of the registered
pharmacist in-whese-presence-or-under-whese-supervision by whom or in whose presence

and under whose supervision the actual sale of poisons will be conducted under section
11(1) of the Ordinance.

FRIBARBIZE 13 PR h i Pk MY F 35 7 —

Q g

(b) i [F] 7 BelE: T S El (25 220y E PR BN B R G ARIR A GRBISE 1 LD PR fEd i 4
RS - R SERIAAETT - BUERZ SRR eSS B N TRV TR
HERIA—HFEA -

Note:

Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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20. Clause 46(5) of the Bill —requlation 26(6) of the PPR

IRegulation: [26 |Pharmacy and Poisons (Wholesale Licences) | 30/06/1997 |

pa%&gmphé}— apphcant or licensed wholesale dealer aggrleved by a dec1510n of the Commlttee
under this regulation may, in the prescribed manner, appeal to the Tribunal against that decision.

(6) Ao

@%—H@%&E@éﬁ%@ﬁ%ﬁ%ﬁ%ﬁﬁﬂ%@ )\Yhﬁ%ﬁbéﬁﬁ/&lﬁ 7FF’<§C)’EK{I+T’E$E’J/J1%
MRVEIZJE - AZETHAY T SRR E RIRF Hpa e BT -

21. Clause 49 of the Bill — new regulation 28A(6) of the PPR

[Regulation: [28A  |Good Manufacturing Practice Guide | |

(6) The Board must make a copy of the GMP Guide available for inspection by the public free of

charge at the oftice of the Sceretary during normal oftice hours, —

(a) atthe office of the Secretary during normal office hours; and
(b) in any other manner the Board thinks fit.

(6) EHEEHA . ¢

@ £ IE%?#F/ \HTF'aﬁWE’\MiE’JW%F@ )52
(b) VEHER B HAGE

fefft (FE51) BOR > AR REER -

22. Clause 52 of the Bill — new regulation 30B(5) of the PPR

[Regulation: [30B |Register of authorized persons | |

(5) The Secretary must make the register available for inspection by the public free of charge at
the office of the Secretary during normal office heurs: hours, and in any other manner the
Secretary thinks fit, so as to enable a member of the public—

(a) to ascertain whether a person is an authorized person; and

(b) to ascertain the particulars of the registration of the person.

(5) PE AL IR I A N SR e R e e e e B I R »
DIHER R e HA =0 $2fEa i - SRR B AR > DI )\ BE —

PN

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.

Revisions made in red are amendments proposed by the Administration’s CSAs.
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() MEEFRNEEEREN K
(b) FEEZ ARIEEMHYEETS -

23. Clause 52 of the Bill — new regulation 30F(6) of the PPR

[Regulation: [30F |Cancellation or suspension etc. of registration as| | |

(6) A person mentioned in paragraph (1) who is aggrieved by a decision made in respect of the
person under that-paragraph-this regulation may, in the prescribed manner, appeal to the
Tribunal against that decision.

(6) ZE (1)) A DR AR s A et LB A T RS » T T 2 bk
SRSE B L -

24. Clause 55 of the Bill — regulation 33 of PPR

[Regulation: [33 Duties of manufacturers | 30/06/1997 |

(4) Unless paragraph (4B) applies, a A licensed manufacturer must shall maintain-retain a
control sample of each batch of finished products under conditions of storage suitable to that

product for a period of not less than the-normal-shelf-life-of the produect-or 2-yearsafter the last
transaction-in-that batech-of produets-whicheveris-the shorter pertod:1 year after the expiry date

of the product.

4) FRIEBEBFEH - @E'J%H%*”Lﬁ/ﬁﬁ%i%b*”}ﬂ&%ﬁ’ﬂ {I%H’?\HZ!K @f i
Tz B HIFEDL - Fr i xR R
o N LU RSN xi%u%
PR Ry AR 12 1Y 1 fF—

(4A)Paragraph (4B) applies to a licensed manufacturer in respect of a batch of
pharmaceutical products if all of the following conditions are satisfied—
(a) the products are enclosed in a primary container in which the products are to be
sold or supplied;
(b)the process of manufacture that the manufacturer carries out, in respect of the
products, only involves one or more of the following—

(1) adding a package insert;

(i) replacing a package insert;

(111) (if the products are intended for export) affixing a label to any labelled
container of the products, and the label does not obscure, change or obliterate any of
the following appearing on that labelled container—

(A) particulars required to be labelled under regulation 31(4);
(B) the name of the products;
©) the batch number of the products;

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.

9



(D) the expiry date of the products;
(iv) (if the products are not intended for export) affixing a
label to any labelled container of the products, and the label
does not obscure, change or obliterate any of the following
appearing on that labelled container—
(A) the registered particulars of the products;
(B) the batch number of the products;
(©) the expiry date of the products;
(c) throughout the process of manufacture, the primary container remains
closed.

(4B) The manufacturer is only required to retain a sample of the following of the batch
of finished products for a period of not less than 1 year after the expiry date of the
products—

(a) if paragraph (4A)(b)(i) applies, the package insert added;
(b) if paragraph (4A)(b)(ii) applies, the replacing package insert;
(c) ifparagraph (4A)(b)(iii) or (iv) applies, the label affixed.

(4A) LU TFATEIRAERTS - ISR @B) R R SR S 5 48 P iR R e ilis
e
() ZEHLEHEE—EaNEESAN » MzER S S ER |
(b) #ZBLE PR SR ETTIVELE R > R R DU N —HHE SN —TEE R —
(1) IMAEZEENE ;
(i) B E LN E

(i) (A% FRmn b (E DA R SR A R s s I REIEE: - 1y

IR A Tl BRI BT YRR —
(A) TR L R E AN AR SARIHAEETS
(B) % F R anHy#4HE
(C) ZF R AR o
(D) &% F LAY AR
(iv) (1% B an I BRE(F HH COAE (LT R4 TR o iR A ds LI
AEREE: - M2 A Tl ~ B R F s B FrR R N HTER —
(A) Z R R
(B) & F R AL AR |
(©) ZFH AR
0 FFEHEERET > ERANEES - ERGEREE -
(4B) A RHEGE R R BRHE AV B an ey LB s akey — A - (e
R EIARIN 3% 5 B an I B SRR HY 1A —
() HFEEAOG)OFEDIAREERE
(b) (AR (AA)b) ) AR BN H
(©) (WIFEEA)(b)iD)Ev)K 2 )BT RS AR -

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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(6) Despite paragraphs (4) and (4B)(c), a licensed manufacturer is not required to
comply with paragraph (4) or (4B)(c) (as applicable) in respect of a batch of
pharmaceutical products if the manufacturer is not regarded as manufacturing the
products for the purposes of regulation 29(1).

(7)  In this regulation—
batch number (it Z(455%) has the meaning given by regulation 31(2)(c);
expiry date ({£ FHHAFR) has the meaning given by regulation 31(2)(d);
labelled container (512475 2%), for a pharmaceutical product, means a container of
the product on which the following particulars appear—
(a) the name of the product;
(b) the batch number of the product;
(c) the expiry date of the product;
package insert (E1ZEf(f ) has the meaning given by regulation 36(3A);
primary container (5N /&% g8), for a pharmaceutical product, means the container
that is in direct contact with the product;
registered particulars (F3{ff}z¥]%) has the meaning given by regulation 35A;
registrable particulars (JHzF:fift5%15%) has the meaning given by regulation 35A.”.”.

(6) EEABMA)UB)CRATRE » AIHFFRPEE A B SR 20(1) 5k T = 0L R S it 22
il an - PR S R AR 4 B an il B 56 (4) Z@B) ()-K (R RT & B A I 7E) -

(7) ARG —
BEHTE (package insert) H A F36(3AVREE TiZaaHs
X4 7E (batch numben) E 312 (0) k& T4 HHER 5
FPE# 2 A (labelled container) FLEERIHL LI S > fa Bz By - BUR DL T aF B S e —
(a) ZELEAYETE
(b) ZBEAIHEREGEE
(c) =z Ehay(E AR
EFRR (expiry date) LA EE31Q)(A)REE T 34 a0 0H S
RAEEZS (primary container) EEERIEL LT S - 15 E B R 2R A S
EEMFEIS (registered particulars) A B35 AR T % sal VS
JHFEMFENS (registrable particulars) B S5 35A MR T4 sal s ©

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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25. Clause 58(3) of the Bill — requlation 36(1)(b) of PPR (for Chinese text only)
26. Clause 58(6) of the Bill — regulation 36(1A)(a) of the PPR (for Chinese text only)
27. Clause 58(10) of the Bill — new regulation 36(1A)(c) of the PPR (for Chinese text only)

IRegulation: [36 IRegistration of pharmaceutical products and IL.N. 227 0f 2003 [19/12/2003 |

(D) BREEA) ~ AIB)K(COFSEEREI - (E NN EHE « B E N3-S e
SreE o S EHA F AR E A (T e8I 3L R EE » IRIEZ s/ E el MY A RS
B — (198758855 AENE ¢ 199555636650 A A1)
() (A% ZERIB B E BAE & AELENN) SLEr A RIFFHELERT » W FFRtt s
BUERAR SNSRI 14840 MRIEZEYY  Zaldn/AslsE sEm B nsiE -
RN o] ez At a3 v S B fE a1
(b) (A% &5 B ShE e B E T DI M 7 BUE IR AR Z528A (1) 24(3) 16
FTERAnY ~ % S8 B s E i AT BN 5
(c) TEEALIMETTHVRLERHTA R 3 A% - B AE - (% - REABGHH 7%
@Ej o

(1A) AT SRR EPTE S MYIEN - AR B A % 2R R s B Y B A B
s FH—
() EfATE—

2 i
il

E VAN Tons

(ab) FHEEMEE A= st i o 58 R GRS AT E AR & (£ > SR T EREE &
AR E g E R SR (A

(b) BB GRS D E & A LSMNETT;

(© Frg RETERRGER( FEIZIRIRIESE36B0) R HHEEAIR SR E
1778 Mt * 54

(d) R R TS HIEN( RrEr e IARIESE36B(3) (R IV EEY GG E EITE)
ThEA

28. Clause 59 of the Bill — heading of regulation 36B of the PPR(for Chinese text only)
29. Clause 59(4) of the Bill — requlation 36B(3) of the PPR (for Chinese text only)

30. Clause 59(6) of the Bill — new regulation 36B(3B) of the PPR (for Chinese text only)
31. Clause 59(7) of the Bill —regulation 36B(4) of the PPR (for Chinese text only)

Regulation: |36B Clinical trials and medicinal tests 30/06/1997
R SN A b o8
Note:

Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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(1) (BTN NBETERARGER - s PR T e T rT_Eaicstbe - (BaT2 AMREE
F03) FERERNGERREE - M bz Rz sEHE T - RSG5 -

(1A) (B AAGHBYIE TV, > S PRE T T EAOHE - (B0 ATRIE
F3) AIEZFEEYNEGEHE - Tfﬁibﬂﬂﬂ%cﬁ?é@ﬁ%iLﬁ A BI4h -

(1B) EM ANERER(D) i(1A) 7 BVEIUIE » mlpRsh2 SRETRK -

(1C) Rt NJHHE TS ﬁ%%nit%“&%ﬁﬂ% EFTEEYIAE - ZAUEHEZ S gL - I
b _EFFFROGTHHAVE A -

(2) BRANVEHFEHA WL%%M%%%&%J%Y/EJJE’JWEJi
(3) Z—‘?E—H‘ W?E%TED%EI’JEEHZEKZH{Q :

g ZyCasr i =z = 4 E*?’S%@E ﬁﬂJDB’J{H
#FE’J%EKE? 5*&[%?5 E%T%JEE’J&U%%J% "Eﬁiﬁﬁﬁ%ﬂﬂniﬁ;ﬁ% > fiakae HEHY
HROYA S F -
(BA) ZEGUELR - FUURIEEQ) FHEIAREEE - AR -
(3B) ZE & iJHUHEEHR SRS E B E YR EE IS - SUE CIEHREARIA - i 5
B EAGEEIRE  Be BRI E AR AS M ESE - MEE g T LA RIaiE
5

() ERRAREHASENRAA - BENZEHEFIAGRE © =

(b) TR RHITEZE GG AR =AY -
(30 ZEGUMRIEEC) FIEEHHEE - AT AR e B MEVER > WHEZ
AT - AR SR -
(D) Z S EUMRIREEGB) ok » FERUH S 3 REI0E - At T AR SR A
NHUH S 1 58 ( ﬁ%ﬁfﬂﬁxﬁﬁﬁm) AYIBAT » ZEAEZ AN - i B E Y
(4) fEfRAHEE N eiER e & s HIEEEHER A A NEB SR ALRE
R E T RLEI 2 - AEE TR G20 B E R sa e BT

32. Clause 62 of the Bill — new regulation 38B of the PPR (for English heading only)
33. Clasue 62 of the Bill — new regulation 38B(2) of the PPR (for Chinese text only)

[Regulation: [38B [Powers-to specify forms | |

Q) WEEMBIREAREN - EHFEHA
(a) FEIEFEIARFREA - RAFHVIR SRR ISR B AR B AR
)i
(b) VBB FR HE@Er AT - R HSOR > g2l R R B AR -

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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34. New clause 63A of the Bill — requlation 40 of the PPR

[Regulation: [40 [Penalties | 30/06/1997 |

Any person who contravenes any of the provisions of regulation 9(1) or (4), 10, 10A, 11, 12, 15,
16(1) or (2), 18, 19, 20, 21(1) or (2), 22(2), (3), (4) or (5), 23(1), (2) or (3), 24, 25, 27, 28, 29(1),
30(1), 31(1), 32, 33(H2)3)+-ee(5) 33(1), (2), (3), (4), (4B) or (5), 34, 35, 36(1),
36A(6)(b), 38(1), 38A or 39 commits an offence and is liable on conviction to the penalties
specified in section 34 of the Ordinance.

e NGB FEIDEE) ~ 10~ 10A ~ 11~ 12~ 15~ 16(DEZQ) ~ 18~ 19~ 20 ~ 21(DEL(2) ~ 22(2)

(3) ~ WELS) ~ 23(1) ~ QERB3) ~ 24 ~ 25~ 27 ~ 28 ~ 29(1) ~ 30(1) ~ 31(1) ~ 32 ~ 333y~
=5y 33(1) ~ ()~ (B) ~ (4) ~ (4B)E(5) ~ 34 ~ 35 ~ 36(1) ~ 36A6)(b) ~ 38(1) ~ 38ABKIOERHY

AR - BIEIESE - —&EJE @ AR ARG 345 AATIET -

35. Clause 65(65) of the Bill — First Schedule to the PPR

36. Clause 66(1) of the Bill = Third Schedule to the PPR (for Chinese text only)

GEX 3 | [L.N. 13402014 [31/10/2014 |

[SE9CDAREE 3 FL Ol Re i 225 Refi210]

Note:

Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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37. Clause 67(1) of the Bill — Fifth Schedule to the PPR (for Chinese text only)

e 5 T AR B DT (MR e AR A 2515 IL.N. 132 0£2002 19/07/2002
{EET R IR R B T AR B1E927(c) 2(ca) 16T
FRIEARHFIELS BRETHHN T

38. Clause 70 of the Bill — new Schedule 10 (Poisons L.ist) to the PPR
(not in marked-up version)

In the proposed Schedule 10, in section 2, in the Table, in Part I, in
Division A—

(a) by adding “5-Aminolevulinic acid; its salts; its derivatives; their
salts” after the item “Aminoglutethimide”;

(b) by adding “Cobicistat; its salts” after the item “Clozapine; its
salts”;

(c) by adding “Dapagliflozin; its salts™ after the item “Dalteparin; its
salts”;

(d) by adding “Elvitegravir; its salts” after the item “Eltrombopag; its
salts; its esters; their salts”;

(e) by adding “Lixisenatide” after the item “Lithium sulphate”;

() by adding “Mifepristone; its salts; its esters; their salts” after the
item “Midodrine; its salts”;

(g) by adding “Perampanel” after the item “Pentolinium; its salts”;
(h) by adding “Pertuzumab” after the item “Perindoprilat; its salts; its
esters; their salts”;

(1) by adding “Regorafenib; its salts” after the item “Recombinant
human erythropoietin”;

() by adding “Tofacitinib; its salts” after the item “Todralazine; its
salts”;

(k) by adding “Vilanterol; its salts” after the item “Vigabatrin”.

TR R 10 - RS20 T fER T fESEIE T » FEATER T —
() TE RAELbAf 0 HEE TR EH 2 1A S-S KNS © FHEDE
HOTAY)  EMvEss”
(b) FEREERETHE Z IS EEEIMf - FETE” |
(©) (4l a " HH ZRINAELS S HEH”
(d) FENEEHIRHEE Z DA e & HETE
(e) TEFIALARIE ¢ HEISTIH H Z A A H AL |
(f) fERAIERE B8 Bl eMevEEEE 2@ Ak
JEEIEE  FEDE - HEE - EravEsT
(2) EMEREE"HE 2 Bt miEss”
(h) FE e @ BB IR E Z IR 2 BREE 0
() E AT IHE ZAiin A eIk  HETE”
Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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() FEFEHEERHH ZRIMATEEE A » HES
(k) FE“HEARR IHH ZRAIDAHERIR &8 © HEE -

39. Clause 70 of the Bill — new Schedule 10 (Poisons L.ist) to the PPR (for Chinese text only)

PRSP ey R AT BV SRR, - TR SRR 2 A YR
Fl BHIA SrERTY AR B AE
(a) WL EEE =S ~ PEEEER ~ 7[RI~ v~ 51
C GEER( B - LHVE - SERAEYER - S AR e )
A=W - AIIEEEGILIE B TR #0.01%
(b) dmEziEEzLEE A S AN R AR & HILLK - RIIEEEFILL
HE ARSI ENEE% 5 K
(o) WnziEaEsEEmEAEEE - RIEESI LI EEH T A EE0.1% -
B&A NI rEaER SR B PRI ——
() HIRRKTRS HYEEE © =5
€iye) LEMELE - HETH
AR HEE
RFFEEFA  HEE
HIFFA -
A5 PRSI  ELEEIH
it HEREA
s o FLERE
HEEER) » FLEEE
YORFTEE - HEE

Note:
Revisions made in purple are amendments proposed by the Pharmacy and Poisons (Amendment) Bill 2014.
Revisions made in red are amendments proposed by the Administration’s CSAs.
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