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Pharmacy and Poisons (Amendment) (No. 2) 
Regulation 2022

(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

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

 (2) Sections 3(4), 5(4) and 6(4) come into operation on 18 
February 2023.

2. Pharmacy and Poisons Regulations amended

The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) 
are amended as set out in sections 3 to 6.

3. 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 “Caspofungin; its 
salts”—

Add

“Cedazuridine; its salts”.

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

Add

“Eptinezumab”.

2022年第 19號法律公告

《2022年藥劑業及毒藥 (修訂 ) (第 2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. 生效日期
 (1) 除第 (2)款另有規定外，本規例自其於憲報刊登當日起

實施。
 (2) 第 3(4)、5(4)及 6(4)條自 2023年 2月 18日起實施。

2. 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 3至 6條。

3. 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“西氯他寧；其鹽類”項目之後——
加入
“西達尿苷；其鹽類”。

 (2) 附表 1，A分部，在“艾度硫酸酯酶”項目之後——
加入
“艾普奈組單抗”。
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 (3) Schedule 1, Division A, after item “Icatibant; its salts; its 
esters; their salts”—

Add

“Icosapent ethyl when contained in pharmaceutical 
products indicated for the reduction of the risk of 
myocard ia l  in farc t ion ,  s t roke,  coronary 
revascularization, or unstable angina requiring 
hospitalization”.

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

Add

“Probenecid”.

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

Add

“Selinexor; its salts”.

4. Schedule 2 amended (articles exempted by regulation 8 from the 
provisions of the Ordinance and of these regulations)

Schedule 2, Group II, Division A, after the item relating to 
“Sodium fluoride”—

Add

“Tranexamic acid Topical preparations containing 
not more than 3% of tranexamic 
acid as cosmetic products not 
intended for the treatment of 
human ailments”.

 (3) 附表 1，A分部，在“乙酸美沙朵；其鹽類”項目之後——
加入
“二十碳五烯酸乙酯，但限於包含在適用於降低心肌梗
塞、中風、冠狀動脈血管重建或需要住院治療的不穩
定心絞痛風險的藥劑製品內者”。

 (4) 附表 1，A分部，在“丙環定；其鹽類”項目之後——
加入
“丙磺舒”。

 (5) 附表 1，A分部，在“福莫特羅及其鹽類，載於噴霧器時”
項目之後——
加入
“塞利尼索；其鹽類”。

4. 修訂附表 2 (獲第 8條豁免受本條例及本規例條文規限的物品 )

附表 2，第 II組，A分部，在關乎 “奎寧；其鹽類；其衍生 
物；它們的鹽類”的項目之後——

加入
“氨甲環酸 含有不多於 3%氨甲環酸而非擬

用於治療人類病患的外用化妝
製劑”。
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5. 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 “Caspofungin; its 
salts”—

Add

“Cedazuridine; its salts”.

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

Add

“Eptinezumab”.

 (3) Schedule 3, Division A, after item “Icatibant; its salts; its 
esters; their salts”—

Add

“Icosapent ethyl when contained in pharmaceutical 
products indicated for the reduction of the risk of 
myocard ia l  in farc t ion ,  s t roke,  coronary 
revascularization, or unstable angina requiring 
hospitalization”.

 (4) Schedule 3, Division A, after item “Prindolol; its salts”—

Add

“Probenecid”.

 (5) Schedule 3, Division A, after item “Selexipag; its salts”—

Add

“Selinexor; its salts”.

5. 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“西氯他寧；其鹽類”項目之後——
加入
“西達尿苷；其鹽類”。

 (2) 附表 3，A分部，在“艾度硫酸酯酶”項目之後——
加入
“艾普奈組單抗”。

 (3) 附表 3，A分部，在 “乙諾那林 (乙基去甲腎上腺素 )及
其鹽類，載於噴霧器時”項目之後——
加入
“二十碳五烯酸乙酯，但限於包含在適用於降低心肌梗
塞、中風、冠狀動脈血管重建或需要住院治療的不穩
定心絞痛風險的藥劑製品內者”。

 (4) 附表 3，A分部，在“丙硫噴地；其鹽類”項目之後——
加入
“丙磺舒”。

 (5) 附表 3，A分部，在“福莫特羅及其鹽類，載於噴霧器時”
項目之後——
加入
“塞利尼索；其鹽類”。
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6. Schedule 10 amended (Poisons List)

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

Add

“Cedazuridine; its salts”.

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

Add

“Eptinezumab”.

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

Add

“Icosapent ethyl when contained in pharmaceutical 
products indicated for the reduction of the risk of 
myocard ia l  in farc t ion ,  s t roke,  coronary 
revascularization, or unstable angina requiring 
hospitalization”.

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

Add

“Probenecid”.

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

Add

“Selinexor; its salts”.

6. 修訂附表 10 (毒藥表 )

 (1) 附表 10，第 2條，表，第 1部，A分部，在“西氯他寧；
其鹽類”項目之後——
加入
“西達尿苷；其鹽類”。

 (2) 附表 10，第 2條，表，第 1部，A分部，在 “艾度硫酸
酯酶”項目之後——
加入
“艾普奈組單抗”。

 (3) 附表 10，第 2條，表，第 1部，A分部，在 “二乙酰納
洛啡；其鹽類”項目之後——
加入
“二十碳五烯酸乙酯，但限於包含在適用於降低心肌梗
塞、中風、冠狀動脈血管重建或需要住院治療的不穩
定心絞痛風險的藥劑製品內者”。

 (4) 附表 10，第 2條，表，第 1部，A分部，在 “丙環定；
其鹽類”項目之後——
加入
“丙磺舒”。

 (5) 附表 10，第 2條，表，第 1部，A分部，在“嗎氯貝胺；
其鹽類”項目之後——
加入
“塞利尼索；其鹽類”。
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Ronald LAM Man-kin
Chairman, 

Pharmacy and Poisons Board

10 February 2022

藥劑業及毒藥管理局 
主席
林文健

2022年 2月 10日
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註釋
第 1段

Explanatory Note
Paragraph 1

註釋

本規例修訂《藥劑業及毒藥規例》(第 138章，附屬法例 A) 
(《主體規例》)的下述條文——

 (a) 附表 1的 A分部；
 (b) 附表 2的第 II組的 A分部；
 (c) 附表 3的 A分部；及
 (d) 附表 10所列的毒藥表的第 1部的 A分部。

2. 《主體規例》附表 1的 A分部、附表 3的 A分部及附表 10所
列的毒藥表的第 1部的A分部 (指明條文 )所列的物質的銷售、
供應、標籤及貯存，須符合特定規定。本規例將若干物質加
入指明條文。修訂的主要效力包括——

 (a) 該等新加入的物質的零售，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；

 (b) 該等新加入的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；及

 (c) 該等新加入的物質的零售，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。

Explanatory Note

This Regulation amends the following provisions of the 
Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) 
(principal Regulations)—

 (a) Division A of Schedule 1;

 (b) Division A of Group II of Schedule 2;

 (c) Division A of Schedule 3; and

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

2. The substances listed in Division A of Schedule 1, Division A 
of Schedule 3 and Division A of Part 1 of the Poisons List set 
out in Schedule 10 to the principal Regulations (specified 
provisions) are subject to specific requirements concerning sale, 
supply, labelling and storage. The Regulation adds certain 
substances to the specified provisions. Main effects of the 
amendments include—

 (a) that the sale, by retail, of the newly added substances 
may only be effected on the registered premises of an 
authorized seller of poisons by a registered 
pharmacist or in the presence and under the 
supervision of a registered pharmacist;

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

 (c) that the sale, by retail, of the newly added substances 
may only be effected on and in accordance with a 
prescription by a registered medical practitioner, 
registered dentist or registered veterinary surgeon.
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註釋
第 3段

Explanatory Note
Paragraph 3

3. 本規例亦將含有氨甲環酸的某種物品，加入《主體規例》附表
2的第 II組的 A分部，使《藥劑業及毒藥條例》(第 138章 )
及《主體規例》不適用於該物品 (但如該物品屬藥劑製品，則
在《主體規例》中關乎規管藥劑製品的某些條文，仍適用於該
物品 )。

3. The Regulation also adds an article containing tranexamic acid 
to Division A of Group II of Schedule 2 to the principal 
Regulations, such that the Pharmacy and Poisons Ordinance 
(Cap. 138) and the principal Regulations do not apply to the 
article (but if  the article is a pharmaceutical product, certain 
provisions of the principal Regulations relating to the 
regulation of pharmaceutical products still apply to the article).
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