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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-office-ofthe-Secretary-during-hormal-office-
hots: —

(a) atthe office of the Secretary during normal office hours; and
(b) inany other manner the Board thmks fit.
(6) B fe/E : H i o
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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 reglster of pharmacists avarlable 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—

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

(b) to ascertain the particulars of the registration of the person.
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3. Clause 10 of the Bill — section 10(1) of the PPO

(1) Section 10(1)—
Repeal
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.



everything after “an offence”
Substitute a full stop.
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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" ({£72) has the same meaning as in Part IX (Forgery
and Related Offences) of the Crimes Ordinance (Cap 200).

(DTEAMRT > “{fi” (forges) Gl ikFREd (FISEIRITHRGT) (55200Z) 55 IXHER(1RiE R A
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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 |
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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 saleof poisons at such premises, that-
(a) the authorized seller of poisons is a fit and proper person to conduct the retail sale of
poisons;
(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-by-aregistered-pharmacist
or-in-his-presence-or-under-his-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.

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

Section:  [13 IRegistration of premises | 130/06/1997 |

(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) (EAEF I S EasH B v] (AdE B H s FR il B iE Frat e C ek i ey ~ B
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8. Clause 15(11) of the Bill — new section 16(2)(b)(iia) of PPO (for Chinesee text only)
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9. Clause 20(6) of the Bill — new section 25(3B) of the PPO (for Chinesee text only)

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



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-of the Board-undersubsection{3)-may-in-the-preseribed
manner-appeal-agatnstsuch-deciston decision or direction made in respect of the person under
subsection (2A), (3) e3AJ, (3A) or (3B) may, in the prescribed manner, appeal against the

decision or direction to the Trlbunal (Replaced 50 of 1980 S. 4)
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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 IL.N.30f1999 [15/01/1999 |

(b) BEGa)() ERTHE A EAT N BT RIRY ARYEEM SR % SR M E T Em=C
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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 IL.N.30f1999 [15/01/1999 |
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13. Clause 23(20) of the Bill — new section 29(1B)(b)(i) of the PPO

Section:  [29 [Power to make regulations I[L.N.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—
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.



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

(i) to which a provision in this Ordinance;-erin-a-regulation-made-underthissection;
applies; or
(1B) fEABN) MIE - B EEEGaY MEERRE RG] RVHRE
T AFERBIEET
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14. Clause 25(1) of the Bill — section 30(1)(aa) of the PPO

Section:  [30 IPharmacy 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)

(aa) any appeal against a direction-of the- Board-under-section-25(3) decision or direction of
the Board under section 25(2A), (3)-e+(3A}, (3A) or (3B); (Added 58 of 1986 s. 10)

(b) any appeal against-
(i) a decision of a committee of the Board in respect of which provision authorizing
such appeal is made in regulations under section 29; or
(ii) 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.
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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.



15. 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 | 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) and-(1); and

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

appointed under section 3(2)(g).

16. 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.

(2) 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 fire-s
recoverable civil debt.

(3) Toavoid doubt, this section does not affect any power conferred on the court under the
Costs in Criminal Cases Ordinance (Cap. 492).
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17. Clause 43 of the Bill — requlation 24(B) of the of the Pharmacy and Poisons Regulations
(Cap. 138A) (“PPR™)

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

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.



18. Clause 43 of the Bill — reqgulation 24B(b) of the PPR

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

An application to register premises under section 13 shall be-
(a) made to the Board in the form prescribed in the Eighth Schedule; and (See Eighth
Schedule, Form 15)
(b) submitted together with a copy of the certificate of registration of the registered

pharmacist in-whose-presence-or-underwhose-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.
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19. Clause 46(5) of the Bill —requlation 26(6) of the PPR

IRegulation: [26 IPharmacy and Poisons (Wholesale Licences) | 130/06/1997 |

p&rag%aph{%} appllcant or Ilcensed Wholesale dealer aggrleved by a deCIS|on of the Commlttee
under this regulation may, in the prescribed manner, appeal to the Tribunal against that decision.
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20. Clause 49 of the Bill — new regulation 28A(6) of the PPR

IRegulation: [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 attheoffice-of the Secretary-during-normal-office-hours. —

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

6) EHEH

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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21. 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.
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22. Clause 52 of the Bill — new requlation 30F(6) of the PPR

IRegulation: [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.
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23. Clause 55 of the Bill — requlation 33 of PPR

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

(4) Unless paragraph (4B) applies, a A licensed manufacturer must shalt 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-shel-life-of the-product-or 2-yearsafterthe last

transactionh-that-bateh-of products-whichever-is-the-shorter-period:1 year after the expiry date
of the product.
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(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—

(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 under regulation 31(4);
(B) the name of the products;

©) 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;

©) 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.
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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)  Inthis regulation—
batch number (It Z4F5%) has the meaning given by regulation 31(2)(c);
expiry date ({#£ FHHAE) has the meaning given by regulation 31(2)(d);
labelled container (77124 25 28), 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 (F12Ef} &) has the meaning given by regulation 36(3A);
primary container (5 NJg % gs), for a pharmaceutical product, means the container
that is in direct contact with the product;
registered particulars (31:ff}1%) has the meaning given by regulation 35A;
registrable particulars (HzF{ff}5£(%) has the meaning given by regulation 35A.”.”.
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24. Clause 58(3) of the Bill — regulation 36(1)(b) of PPR (for Chinese text only)

[Regulation: [36 [Registration of pharmaceutical products and IL.N. 227 of 2003 [19/12/2003 |
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25. Clause 58(10) of the Bill — new regulation 36(1A)(c) of the PPR (for Chinese text only)

[Regulation: [36 [Registration of pharmaceutical products and IL.N. 227 of 2003 [19/12/2003 |

© Fg RETERR G ER( BEIZIRIRIEE36B0) frés MR SRE I E 1 T#)
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26. Clause 59 of the Bill — heading of regulation 36B of the PPR(for Chinese text only)
27. Clause 59(4) of the Bill — regulation 36B(3) of the PPR (for Chinese text only)

28. Clause 59(6) of the Bill — new requlation 36B(3B) of the PPR (for Chinese text only)
29. Clause 59(7) of the Bill —requlation 36B(4) of the PPR (for Chinese text only)

Regulation: |36B Clinical trials and medicinal tests 30/06/1997
B PR VRSB B SRR
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30. Clause 62 of the Bill — new regulation 38B of the PPR (for English heading only)

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

31. New clause 63A of the Bill — requlation 40 of the PPR

IRegulation: |40 [Penalties | 130/06/1997 |

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(h)A2)3)+4-0r(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.
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EyEESY 33(1) ~ ()~ (3) ~ (4) ~ (UB)EL(S) ~ 34 ~ 35 ~ 36(1) ~ 36AG)(b) ~ 38(1) ~ 38AER3OfEY
B > BIEIEIE » —&CETE » IR AGRBIEE34EFE RIS -

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.



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

N2
TN

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

X 3 | [L.N. 134 of 2014 [31/10/2014 |

[SE MR EE3 RO Rl 225 FebeE10]

34. Clause 67(1) of the Bill — Fifth Schedule to the PPR (for Chinese text only)

e 5 A B S DT W e AR A 5545 [L.N. 132 of 2002 |19/07/2002
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35. Clause 70 of the Bill — new Schedule 10 (Poisons List) 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—

(@) 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

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.



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

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

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

(k) by adding “Vilanterol; its salts” after the item “Vigabatrin”.
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36. Clause 70 of the Bill — new Schedule 10 (Poisons L.ist) to the PPR (for Chinese text only)
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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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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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