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2020年第 126號法律公告

《2020年藥劑業及毒藥 (修訂 ) (第 3號 )規例》

(由藥劑業及毒藥管理局根據《藥劑業及毒藥條例》(第 138章 )第
29(1B)條在食物及衞生局局長批准下訂立 )

1. 修訂《藥劑業及毒藥規例》
《藥劑業及毒藥規例》(第 138章，附屬法例 A)現予修訂，修
訂方式列於第 2、3及 4條。

2. 修訂附表 1 (關於銷售、供應、標籤及貯存的限制根據第 3、
5、6、22及 24條而適用的物質 )

 (1) 附表 1，A分部，在“厄洛替尼；其鹽類”項目之後——
加入
“厄達替尼；其鹽類”。

 (2) 附表 1，A分部，“供注射入人體的藥劑製品，並包含 
(作為有效成分 )以下物質或它們的鹽類，但在與胰島
素的混合物內者除外”項目，在“布替他酯”分項之前——
加入
“布洛芬”。

 (3) 附表 1，A分部，在“羅庫銨；其鹽類”項目之後——
加入
“羅莫組單抗”。

L.N. 126 of 2020

Pharmacy and Poisons (Amendment) (No. 3) Regulation 
2020

(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.	 Pharmacy and Poisons Regulations amended

The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) 
are amended as set out in sections 2, 3 and 4.

2.	 Schedule 1 amended (substances to which certain restrictions with 
respect to the sale, supply, labelling and storage apply under 
regulations 3, 5, 6, 22 and 24)

	 (1)	 Schedule 1, Division A, after item “Eptifibatide; its 
salts”—

Add

“Erdafitinib; its salts”.

	 (2)	 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 “Hyoscine”—

Add

“Ibuprofen”.

	 (3)	 Schedule 1, Division A, after item “Romiplostim”—

Add

“Romosozumab”.
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3.	 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)

	 (1)	 Schedule 3, Division A, after item “Eptifibatide; its 
salts”—

Add

“Erdafitinib; its salts”.

	 (2)	 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 “Hyoscine”—

Add

“Ibuprofen”.

	 (3)	 Schedule 3, Division A, after item “Romiplostim”—

Add

“Romosozumab”.

4.	 Schedule 10 amended (Poisons List)

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

Add

“Erdafitinib; its salts”.

	 (2)	 Schedule 10, section 2, Table, Part 1, Division A, after 
item “Romiplostim”—

Add

“Romosozumab”.

3. 修訂附表 3 (第 9條規定僅可按照註冊醫生、註冊牙醫或註
冊獸醫開出的處方而以零售方式銷售的物質 )

 (1) 附表 3，A分部，在“厄洛替尼；其鹽類”項目之後——
加入
“厄達替尼；其鹽類”。

 (2) 附表 3，A分部，“供注射入人體的藥劑製品，並包含 (作
為有效成分 )以下物質或它們的鹽類，但在與胰島素的
混合物內者除外”項目，在“布替他酯”分項之前——
加入
“布洛芬”。

 (3) 附表 3，A分部，在“羅庫銨；其鹽類”項目之後——
加入
“羅莫組單抗”。

4. 修訂附表 10 (毒藥表 )

 (1) 附表 10，第 2條，表，第 1部，A分部，在“厄洛替尼；
其鹽類”項目之後——
加入
“厄達替尼；其鹽類”。

 (2) 附表 10，第 2條，表，第 1部，A分部，在“羅索沙星；
其鹽類”項目之後——
加入
“羅莫組單抗”。
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註釋
第 1段

Explanatory Note
Paragraph 1

Explanatory Note

This Regulation amends the Pharmacy and Poisons Regulations 
(Cap. 138 sub. leg. A) to add 2 items to—

	 (a)	 Division A of Schedule 1;

	 (b)	 Division A of Schedule 3; and

	 (c)	 Division A of Part 1 of the Poisons List set out in 
Schedule 10.

2.	 The amendments relate to requirements concerning sale, supply, 
labelling and storage. Main effects of the amendments 
include—

	 (a)	 that the sale, by retail, of substances specified in 
those 2 new items—

	 (i)	 may only be effected on registered premises of 
an authorized seller of poisons by a registered 
pharmacist or in the presence and under the 
supervision of a registered pharmacist; and

	 (ii)	 may only be effected on and in accordance with 
a prescription by a registered medical 
practitioner, registered dentist or registered 
veterinary surgeon; and

	 (b)	 that the substances, if  stored in retail premises, must 
be stored in a part of the premises to which 
customers are not permitted access.

3.	 The Regulation also adds 1 sub-item to an item in Division A 
of Schedule 1 and Division A of Schedule 3, which sub-item is 
already in Division A of Part 1 of the Poisons List.

註釋

本規例修訂《藥劑業及毒藥規例》(第 138章，附屬法例 A)，
以將 2個項目加入——

 (a) 附表 1的 A分部；
 (b) 附表 3的 A分部；及
 (c) 附表 10所列的毒藥表的第 1部的 A分部。

2. 上述修訂涉及銷售、供應、標籤及貯存的規定。修訂的主要
效力包括——

 (a) 上述 2個新項目所指明的物質，其零售——
 (i) 只可在獲授權毒藥銷售商的註冊處所內，由註

冊藥劑師進行，或於註冊藥劑師在場監督下進
行；及

 (ii) 只可在註冊醫生、註冊牙醫或註冊獸醫開出的
處方下，按照該處方進行；及

 (b) 該等物質如貯存於零售處所，須貯存於處所中不准
顧客進入的部分。

3. 本規例亦將 1個分項加入一個在附表 1的 A分部及附表 3的
A分部中的項目 (該分項已納入毒藥表的第 1部的 A分部 )。
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