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修訂《中醫藥條例》及《中藥規例》以賦權某些公職人員在指明的情況
下，禁止銷售中藥及其他在中成藥的製造過程中產生的物質
或合成物，亦賦權該等公職人員在指明的情況下，收回已銷
售的該等中藥、物質或合成物；並就相關事宜訂定條文。

由立法會制定。

第 1部

導言

1. 簡稱
本條例可引稱為《2017年中醫藥 (修訂 )條例》。

2. 修訂成文法則
第 2、3及 4部指明的成文法則現予修訂，修訂方式列於上
述各部。

本條例草案

旨在

Amend the Chinese Medicine Ordinance and the Chinese Medicines 
Regulation to confer powers on certain public officers to 
prohibit, in specified circumstances, the sale of Chinese 
medicines and other substances or compounds generated in the 
course of manufacture of proprietary Chinese medicines and to 
recall, in specified circumstances, the medicines, substances or 
compounds that have been sold; and to provide for related 
matters.

Enacted by the Legislative Council.

Part 1

Preliminary

1. Short title

This Ordinance may be cited as the Chinese Medicine 
(Amendment) Ordinance 2017.

2. Enactments amended

The enactments specified in Parts 2, 3 and 4 are amended as set 
out in those Parts.

A BILL

To
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Part 2

Amendments to Chinese Medicine Ordinance (Cap. 549)

3. Long title amended

The long title—

Repeal

everything after “to”

Substitute

“provide for the regulation of activities or matters relating 
to Chinese medicines, including the registration of 
practitioners of Chinese medicine, the licensing of traders 
in Chinese medicines, the registration of proprietary 
Chinese medicines and the manufacture, possession and 
sale of Chinese medicines.”.

4. Part XIVA added

After Part XIV—

Add

“Part XIVA

Chinese Medicine Safety Order

Division 1—Preliminary

 138A. Interpretation

In this Part—

第 2部

修訂《中醫藥條例》(第 549章 )

3. 修訂詳題
詳題——

廢除
在“旨在就”之後的所有字句
代以
“規管關乎中醫藥的活動或事宜，包括中醫的註冊、中
藥業者的領牌、中成藥的註冊及中藥的製造、管有及銷
售，訂定條文。”。

4. 加入第 XIVA部
在第 XIV部之後——

加入

“第 XIVA部

中藥安全令

第 1分部——導言

 138A. 釋義
在本部中——
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Chinese medicine or related product (中藥或相關產品) 
means—

 (a) a Chinese herbal medicine;

 (b) a proprietary Chinese medicine; or

 (c) an intermediate product;

Chinese medicine safety order (中藥安全令) means an 
order made under section 138B(1);

intermediate product (中間產品) means a substance or 
compound that is generated in the course of 
manufacture of a proprietary Chinese medicine and 
that is intended for use in the further preparation or 
production process of the medicine.

Division 2—Making of Chinese Medicine Safety 
Order

 138B. Chinese medicine safety order

 (1) The Director may, by order in writing, do either or 
both of the following—

 (a) prohibit the sale of a Chinese medicine or 
related product;

 (b) direct that a Chinese medicine or related 
product that has been sold be recalled and 
specify the way in which, and the period within 
which, the recall is to be conducted.

 (2) The grounds on which a Chinese medicine safety 
order may be made are set out in sections 138C and 
138D.

中間產品 (intermediate product)指在中成藥的製造過程
中產生，並擬用於該成藥的進一步調配或生產程序
的物質或合成物；

中藥安全令 (Chinese medicine safety order)指根據第
138B(1)條作出的命令；

中藥或相關產品 (Chinese medicine or related product)
指——

 (a) 中藥材；
 (b) 中成藥；或
 (c) 中間產品。

第 2分部——作出中藥安全令

 138B. 中藥安全令
 (1) 署長可藉書面命令，採取以下兩項或其中一項行

動——
 (a) 禁止銷售某中藥或相關產品；
 (b) 指示將已銷售的某中藥或相關產品收回，並指

明收回的方式及限期。
 (2) 署長可據以作出中藥安全令的理由列於第 138C及

138D條。
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 138C. Grounds for prohibiting sale

The Director may make an order under section 138B(1)(a) 
only if  the Director has reasonable grounds to believe 
that—

 (a) for a Chinese herbal medicine—

 (i) the medicine has been sold or distributed 
in contravention of section 109(2) or 
111(2);

 (ii) the medicine is dangerous or injurious to 
health, or unfit for use by human beings; 
or

 (iii) the order is necessary to prevent or reduce 
a possibility of danger to public health, or 
to mitigate any adverse consequence of a 
danger to public health;

 (b) for a proprietary Chinese medicine—

 (i) the medicine has been sold in contravention 
of section 119(1), 143 or 144;

 (ii) the medicine has been sold or distributed 
in contravention of section 134;

 (iii) the medicine has been manufactured in 
contravention of section 131;

 (iv) the medicine is dangerous or injurious to 
health, or unfit for use by human beings; 
or

 (v) the order is necessary to prevent or reduce 
a possibility of danger to public health, or 
to mitigate any adverse consequence of a 
danger to public health; and

 (c) for an intermediate product—

 138C. 禁止銷售的理由
只有在以下情況下，署長方可根據第 138B(1)(a)條作出
命令——

 (a) 就某中藥材而言，署長有合理理由相信——
 (i) 該藥材已在違反第 109(2)或 111(2)條的

情況下銷售或分銷；
 (ii) 該藥材危害或損害健康，或不宜供人使

用；或
 (iii) 有需要作出該命令，以防止或減少任何

對公眾衞生造成危害的可能性，或緩解
任何對公眾衞生造成的危害所帶來的不
良後果；

 (b) 就某中成藥而言，署長有合理理由相信——
 (i) 該成藥已在違反第 119(1)、143或 144條

的情況下銷售；
 (ii) 該成藥已在違反第 134條的情況下銷售或

分銷；
 (iii) 該成藥在違反第 131條的情況下製造；
 (iv) 該成藥危害或損害健康，或不宜供人使

用；或
 (v) 有需要作出該命令，以防止或減少任何

對公眾衞生造成危害的可能性，或緩解
任何對公眾衞生造成的危害所帶來的不
良後果；及

 (c) 就某中間產品而言，署長有合理理由相信——
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 (i) the product is dangerous or injurious to 
health, or unfit for use by human beings; 
or

 (ii) the order is necessary to prevent or reduce 
a possibility of danger to public health, or 
to mitigate any adverse consequence of a 
danger to public health.

 138D. Grounds for directing recall

The Director may make an order under section 138B(1)(b) 
only if  the Director has reasonable grounds to believe 
that—

 (a) for a Chinese herbal medicine—

 (i) the medicine has been sold or dispensed in 
contravention of section 109(1) or 111(1);

 (ii) the medicine has been sold or distributed 
in contravention of section 109(2) or 
111(2);

 (iii) the medicine is dangerous or injurious to 
health, or unfit for use by human beings; 
or

 (iv) the order is necessary to prevent or reduce 
a possibility of danger to public health, or 
to mitigate any adverse consequence of a 
danger to public health;

 (b) for a proprietary Chinese medicine—

 (i) the medicine has been sold in contravention 
of section 119(1), 143 or 144;

 (ii) the medicine has been sold or distributed 
in contravention of section 134;

 (i) 該產品危害或損害健康，或不宜供人使
用；或

 (ii) 有需要作出該命令，以防止或減少任何
對公眾衞生造成危害的可能性，或緩解
任何對公眾衞生造成的危害所帶來的不
良後果。

 138D. 指示收回的理由
只有在以下情況下，署長方可根據第 138B(1)(b)條作出
命令——

 (a) 就某中藥材而言，署長有合理理由相信——
 (i) 該藥材已在違反第 109(1)或 111(1)條的

情況下銷售或配發；
 (ii) 該藥材已在違反第 109(2)或 111(2)條的

情況下銷售或分銷；
 (iii) 該藥材危害或損害健康，或不宜供人使

用；或
 (iv) 有需要作出該命令，以防止或減少任何

對公眾衞生造成危害的可能性，或緩解
任何對公眾衞生造成的危害所帶來的不
良後果；

 (b) 就某中成藥而言，署長有合理理由相信——
 (i) 該成藥已在違反第 119(1)、143或 144條

的情況下銷售；
 (ii) 該成藥已在違反第 134條的情況下銷售或

分銷；
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 (iii) the medicine has been manufactured in 
contravention of section 131;

 (iv) the medicine is dangerous or injurious to 
health, or unfit for use by human beings; 
or

 (v) the order is necessary to prevent or reduce 
a possibility of danger to public health, or 
to mitigate any adverse consequence of a 
danger to public health; and

 (c) for an intermediate product—

 (i) the product is dangerous or injurious to 
health, or unfit for use by human beings; 
or

 (ii) the order is necessary to prevent or reduce 
a possibility of danger to public health, or 
to mitigate any adverse consequence of a 
danger to public health.

 138E. Form of Chinese medicine safety order

A Chinese medicine safety order must be in the specified 
form and state the following—

 (a) the person or persons intended to be bound by 
the order;

 (b) the particulars of the Chinese medicine or 
related product that is the subject of the order;

 (c) the reason for making the order;

 (d) the prohibition or action required under the 
order;

 (e) for an order made under section 138B(1)(b), the 
period within which the recall is to be 
conducted;

 (iii) 該成藥在違反第 131條的情況下製造；
 (iv) 該成藥危害或損害健康，或不宜供人使

用；或
 (v) 有需要作出該命令，以防止或減少任何

對公眾衞生造成危害的可能性，或緩解
任何對公眾衞生造成的危害所帶來的不
良後果；及

 (c) 就某中間產品而言，署長有合理理由相信——
 (i) 該產品危害或損害健康，或不宜供人使

用；或
 (ii) 有需要作出該命令，以防止或減少任何

對公眾衞生造成危害的可能性，或緩解
任何對公眾衞生造成的危害所帶來的不
良後果。

 138E. 中藥安全令的格式
中藥安全令須採用指明格式，並述明以下各項——

 (a) 該命令擬約束的人士；
 (b) 該命令所針對的中藥或相關產品的詳情；
 (c) 作出該命令的原因；
 (d) 該命令所作出的禁止規定，或根據該命令須作

出的行動；
 (e) (就根據第 138B(1)(b)條作出的命令而言 )收

回的限期；
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 (f) the provision under which the order is made; 
and

 (g) the consequences of failing or refusing to 
comply with a requirement of the order.

 138F. Person bound by Chinese medicine safety order

 (1) A Chinese medicine safety order—

 (a) may be addressed to a particular person or 
particular persons; and

 (b) must be served on each person to whom it is 
addressed.

 (2) A Chinese medicine safety order is binding on a 
person to whom it is addressed only from the time it 
is served on the person.

Division 3—Variation or Revocation of Chinese 
Medicine Safety Order

 138G. Interpretation of Division 3

In this Division, a reference to a Chinese medicine safety 
order includes a Chinese medicine safety order that is 
varied under section 138H(1).

 138H. Variation of Chinese medicine safety order

 (1) The Director may, by order in writing, vary a 
Chinese medicine safety order.

 (2) An order made under subsection (1) (variation order) 
must be in the specified form and state the 
following—

 (a) the person or persons to whom the variation 
order is addressed;

 (f) 該命令所根據的條文；及
 (g) 不遵從或拒絕遵從該命令的規定的後果。

 138F. 中藥安全令所約束的人士
 (1) 中藥安全令——

 (a) 可致送某一或某些特定人士；及
 (b) 須送達該命令所致送的每一人。

 (2) 致送某人的中藥安全令，自送達該人之時起方對該
人具約束力。

第 3分部——更改或撤銷中藥安全令

 138G. 第 3分部的釋義
在本分部中，提述中藥安全令，包括根據第 138H(1)條
更改的中藥安全令。

 138H. 更改中藥安全令
 (1) 署長可藉書面命令，更改中藥安全令。
 (2) 根據第 (1)款作出的命令 (更改令 )須採用指明格式，

並述明以下各項——
 (a) 更改令所致送的人士；
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 (b) the order number of the Chinese medicine 
safety order to which the variation order relates;

 (c) the reason for making the variation order;

 (d) the details of the variation;

 (e) the provision under which the variation order is 
made; and

 (f) the consequences of failing or refusing to 
comply with a requirement of the Chinese 
medicine safety order.

 (3) A variation order must be addressed to and served 
on each person bound by the Chinese medicine 
safety order.

 (4) A variation order is binding on a person to whom it 
is addressed only from the time it is served on the 
person.

 138I. Revocation of Chinese medicine safety order

 (1) The Director may, by order in writing, revoke a 
Chinese medicine safety order.

 (2) An order made under subsection (1) (revocation 
order) must be in the specified form and state the 
following—

 (a) the person or persons to whom the revocation 
order is addressed;

 (b) the order number of the Chinese medicine 
safety order to which the revocation order 
relates;

 (c) the reason for making the revocation order; and

 (d) the provision under which the revocation order 
is made.

 (b) 更改令所關乎的中藥安全令的命令編號；
 (c) 作出更改令的原因；
 (d) 該項更改的細節；
 (e) 更改令所根據的條文；及
 (f) 不遵從或拒絕遵從該中藥安全令的規定的後果。

 (3) 更改令須致送並送達有關中藥安全令所約束的每一
人。

 (4) 致送某人的更改令，自送達該人之時起方對該人具
約束力。

 138I. 撤銷中藥安全令
 (1) 署長可藉書面命令，撤銷中藥安全令。
 (2) 根據第 (1)款作出的命令 (撤銷令 )須採用指明格式，

並述明以下各項——
 (a) 撤銷令所致送的人士；
 (b) 撤銷令所關乎的中藥安全令的命令編號；
 (c) 作出撤銷令的原因；及
 (d) 撤銷令所根據的條文。
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 (3) A revocation order must be addressed to and served 
on each person bound by the Chinese medicine 
safety order.

 (4) A revocation order has effect on a person to whom it 
is addressed only from the time it is served on the 
person.

Division 4—Offence Relating to Chinese Medicine 
Safety Order

 138J. Interpretation of Division 4

In this Division, a reference to a Chinese medicine safety 
order includes a Chinese medicine safety order that is 
varied under section 138H(1).

 138K. Non-compliance is an offence

If  a person bound by a Chinese medicine safety order fails 
or refuses to comply with a requirement of the order, the 
person commits an offence and is liable to a fine at level 6 
and to imprisonment for 2 years.

 138L. Defence

 (1) It is a defence for a person charged under section 
138K to establish that the person had a reasonable 
excuse for the failure or refusal.

 (2) The person is to be taken to have established that the 
person had a reasonable excuse for the failure or 
refusal if—

 (a) sufficient evidence is adduced to raise an issue 
that the person had such a reasonable excuse; 
and

 (3) 撤銷令須致送並送達有關中藥安全令所約束的每一
人。

 (4) 致送某人的撤銷令，自送達該人之時起方對該人具
約束力。

第 4分部——關乎中藥安全令的罪行

 138J. 第 4分部的釋義
在本分部中，提述中藥安全令，包括根據第 138H(1)條
更改的中藥安全令。

 138K. 不遵從是罪行
受中藥安全令約束的人，如不遵從或拒絕遵從該命令的
規定，即屬犯罪，可處第 6級罰款及監禁 2年。

 138L. 免責辯護
 (1) 被控犯第 138K條所訂罪行的人，如證明自己對有

關不遵從或拒絕遵從有合理辯解，即可以此作為免
責辯護。

 (2) 在以下情況下，第 (1)款所述的人須視為已證明自
己對該項不遵從或拒絕遵從有合理辯解——

 (a) 所舉出的證據，已足夠帶出該人有該合理辯解
的爭論點；及
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 (b) the contrary is not proved by the prosecution 
beyond reasonable doubt.”.

5. Section 141 amended (right of appeal to Court of First Instance)

 (1) After section 141(1)—

Add

 “(1A) A person aggrieved by a Chinese medicine safety 
order may appeal to the Court of First Instance 
against the order within 1 month from the date of 
service of the order on the person.

 (1B) A person aggrieved by a variation order may appeal 
to the Court of First Instance against the order 
within 1 month from the date of service of the order 
on the person.”.

 (2) After section 141(3)—

Add

 “(4) In this section—

Chinese medicine safety order (中藥安全令) means an 
order made under section 138B(1);

variation order (更改令) means an order made under 
section 138H(1).”.

6. Section 159 substituted

Section 159—

Repeal the section

Substitute

 (b) 控方沒有提出足以排除合理疑點的相反證
明。”。

5. 修訂第 141條 (向原訟法庭上訴的權利 )

 (1) 在第 141(1)條之後——
加入

 “(1A) 任何人如因某中藥安全令而感到受屈，可在由該命
令送達該人的日期起計的 1個月內，向原訟法庭提
出針對該命令的上訴。

 (1B) 任何人如因某更改令而感到受屈，可在由該命令送
達該人的日期起計的 1個月內，向原訟法庭提出針
對該命令的上訴。”。

 (2) 在第 141(3)條之後——
加入

 “(4) 在本條中——
中藥安全令 (Chinese medicine safety order)指根據第

138B(1)條作出的命令；
更改令 (variation order)指根據第 138H(1)條作出的命

令。”。

6. 取代第 159條
第 159條——

廢除該條
代以
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 “159. Service of notices and orders

 (1) A notice or order required to be served or given 
(however described) under this Ordinance may be 
served or given—

 (a) for an individual—

 (i) by delivering it to the individual personally;

 (ii) by leaving it at the individual’s usual place 
of residence or business, or at the 
individual’s last known address; or

 (iii) by sending it by post or registered post to 
the individual’s usual place of residence or 
business, or to the individual’s last known 
address;

  (b) for a company as defined by section 2(1) of the 
Companies Ordinance (Cap. 622)—

 (i) by delivering it by hand to an officer of the 
company as defined by that section;

 (ii) by leaving it at the company’s registered 
office within the meaning of that 
Ordinance (registered office), at a place at 
which the company carries on business, or 
at the company’s last known address; or

 (iii) by sending it by post or registered post to 
the registered office, to a place at which the 
company carries on business, or to the 
company’s last known address; or

 (c) for a body corporate (other than a company 
described in paragraph (b))—

 “159. 通知及命令的送達
 (1) 根據本條例須送達或給予 (不論如何描述 )的通知

或命令，可藉下述方式送達或給予——
 (a) 就個別人士而言——

 (i) 將該通知或命令面交該個別人士；
 (ii) 將該通知或命令留在該個別人士的慣常

居住或營業地方，或該個別人士最後為
人所知的地址；或

 (iii) 以郵遞或掛號郵遞方式，將該通知或命
令寄往該個別人士的慣常居住或營業地
方，或該個別人士最後為人所知的地址；

 (b) 就《公司條例》(第 622章 )第 2(1)條所界定的
公司而言——

 (i) 將該通知或命令以專人交付該條所界定
的、該公司的高級人員；

 (ii) 將該通知或命令留在該條例所指的、該
公司的註冊辦事處 (註冊辦事處 )、該公
司經營業務的任何地方，或該公司最後
為人所知的地址；或

 (iii) 以郵遞或掛號郵遞方式，將該通知或命
令寄往註冊辦事處、該公司經營業務的
任何地方，或該公司最後為人所知的地
址；或

 (c) 就不屬 (b)段描述的公司的法人團體而言——
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 (i) by delivering it by hand to a director, 
chairperson, president, manager, secretary 
or other similar officer of the body 
corporate;

 (ii) by leaving it at a place at which the body 
corporate carries on business, or at the 
body corporate’s last known address; or

 (iii) by sending it by post or registered post to 
a place at which the body corporate carries 
on business, or to the body corporate’s last 
known address.

 (2) In the absence of evidence to the contrary, a notice 
or order served or given under subsection (1)(a)(ii), 
(b)(ii) or (c)(ii) is taken as having been served or 
given on the day immediately following the day on 
which it was left at the place or address mentioned in 
that subsection.

 (3) In the absence of evidence to the contrary, a notice 
or order served or given under subsection (1)(a)(iii), 
(b)(iii) or (c)(iii) is taken as having been served or 
given on the second day after the day on which it 
was posted.”.

 (i) 將該通知或命令以專人交付該法人團體
的董事、主席、會長、經理、秘書或擔任
相類職位的人員；

 (ii) 將該通知或命令留在該法人團體經營業
務的任何地方，或該法人團體最後為人
所知的地址；或

 (iii) 以郵遞或掛號郵遞方式，將該通知或命
令寄往該法人團體經營業務的任何地方，
或該法人團體最後為人所知的地址。

 (2) 在沒有相反證據的情況下，根據第 (1)(a)(ii)、(b)(ii)
或 (c)(ii)款送達或給予的通知或命令，須視為在該
通知或命令留在該款所述的地方或地址之日的翌日
送達或給予。

 (3) 在沒有相反證據的情況下，根據第 (1)(a)(iii)、(b)(iii)
或 (c)(iii)款送達或給予的通知或命令，須視為在寄
出該通知或命令當日起計的第三日送達或給予。”。
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Part 3

Amendments to Chinese Medicines Regulation (Cap. 
549 sub. leg. F)

7. Section 2 amended (interpretation)

Section 2—

Repeal the definition of intermediate product

Substitute

“intermediate product (中間產品) has the meaning given 
by section 138A of the Ordinance;”.

8. Section 11 amended (general duties of holders of wholesaler 
licences in Chinese herbal medicines)

Section 11(i)—

Repeal

everything after “recall of”

Substitute

“a Chinese herbal medicine sold or distributed by the 
licence holder.”.

9. Section 16 amended (general duties of holders of manufacturer 
licences)

 (1) Section 16—

Renumber the section as section 16(1).

 (2) Section 16(1)(q)—

Repeal

everything after “recall of”

第 3部

修訂《中藥規例》(第 549章，附屬法例 F)

7. 修訂第 2條 (釋義 )

第 2條——
廢除中間產品的定義
代以
“中間產品 (intermediate product)具有本條例第 138A條

所給予的涵義；”。

8. 修訂第 11條 (中藥材批發商牌照的持牌人的一般職責 )

第 11(i)條——
廢除
在“須能”之後的所有字句
代以
“令該持牌人所銷售或分銷的中藥材得以迅速及在切實
可行範圍內全部收回。”。

9. 修訂第 16條 (製造商牌照的持牌人的一般職責 )

 (1) 第 16條——
將該條重編為第 16(1)條。

 (2) 第 16(1)(q)條——
廢除
在“須能”之後的所有字句



第 3部
第 10條

Part 3
Clause 10

Chinese Medicine (Amendment) Bill 2017《2017年中醫藥 (修訂 )條例草案》

C1124 C1125

Substitute

“a specified product;”.

 (3) After section 16(1)—

Add

 “(2) In this section—

specified product (指明產品), in relation to a holder of a 
manufacturer licence, means—

 (a) an intermediate product that is generated in the 
course of manufacture of a proprietary Chinese 
medicine by the licence holder and that is sold 
or distributed by that licence holder; or

 (b) a proprietary Chinese medicine that is 
manufactured and sold or distributed by the 
licence holder.”.

10. Section 20 amended (general duties of holders of wholesaler 
licences in proprietary Chinese medicines)

Section 20(g)—

Repeal

everything after “recall of”

Substitute

“a proprietary Chinese medicine sold or distributed by the 
licence holder.”.

代以
“令指明產品得以迅速及在切實可行範圍內全部收回；”。

 (3) 在第 16(1)條之後——
加入

 “(2) 在本條中——
指明產品 (specified product)就製造商牌照的持牌人而

言，指——
 (a) 在持牌人製造中成藥的過程中所產生的並由該

持牌人銷售或分銷的中間產品；或
 (b) 持牌人所製造並銷售或分銷的中成藥。”。

10. 修訂第 20條 (中成藥批發商牌照的持牌人的一般職責 )

第 20(g)條——
廢除
在“須能”之後的所有字句
代以
“令該持牌人所銷售或分銷的中成藥得以迅速及在切實
可行範圍內全部收回。”。
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Part 4

Related Amendments

Division 1—Amendment to Chinese Medicine Practitioners 
(Registration) Regulation (Cap. 549 sub. leg. C)

11. Section 35 repealed (proof of service of documents)

Section 35—

Repeal the section.

Division 2—Amendment to Chinese Medicine Practitioners 
(Discipline) Regulation (Cap. 549 sub. leg. D)

12. Part IV repealed (miscellaneous)

Part IV—

Repeal the Part.

第 4部

相關修訂

第 1分部——修訂《中醫 (註冊 )規例》(第 549章，附屬
法例 C)

11. 廢除第 35條 (文件的送達證明 )

第 35條——
廢除該條。

第 2分部——修訂《中醫 (紀律 )規例》(第 549章，附屬
法例 D)

12. 廢除第 IV部 (雜項條文 )

第 IV部——
廢除該部。
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Explanatory Memorandum
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Explanatory Memorandum

The main purpose of this Bill is to amend the Chinese 
Medicine Ordinance (Cap. 549) (Ordinance) to empower the 
Director to prohibit, in specified circumstances, the sale of 
Chinese medicines and intermediate products and to recall, in 
specified circumstances, the medicines and intermediate 
products that have been sold.

Notes—

The expression Director is defined in section 2(1) of the Ordinance to 
mean the Director of Health or a Deputy Director of Health.

The expression sell is defined in section 2(1) of the Ordinance to 
include—

 (a) offer or expose for sale;

 (b) supply without payment; and

 (c) offer or expose for supply without payment,

and sale and seller are to be construed accordingly.

2. The Bill is divided into 4 Parts.

Part 1—Preliminary

3. Clause 1 sets out the short title.

Part 2—Amendments to Ordinance

4. Clause 3 amends the long title of the Ordinance.

5. Clause 4 adds a new Part XIVA to the Ordinance. The new 
Part XIVA consists of 12 sections, new sections 138A to 138L.

6. The new section 138A defines terms used in the new Part 
XIVA.

摘要說明

本條例草案的主要目的，是修訂《中醫藥條例》(第 549章 ) (《條
例》)，以賦權署長在指明的情況下，禁止銷售中藥及中間產
品，及在指明的情況下，收回該等已銷售的中藥及中間產品。

附註——

署長一詞，根據《條例》第 2(1)條，指衞生署署長或衞生署副署長。

銷售一詞，根據《條例》第 2(1)條，包括——

 (a) 提供出售或為出售而展示；

 (b) 無償供應；及

 (c) 提供作無償供應或為無償供應而展示，

而銷售及銷售商亦據此解釋。

2. 本條例草案分為 4部。

第 1部——導言

3. 草案第 1條列出簡稱。

第 2部——修訂《條例》

4. 草案第 3條修訂《條例》的詳題。

5. 草案第 4條在《條例》中加入新訂第 XIVA部。新訂第 XIVA
部包含 12條，即新訂第 138A至 138L條。

6. 新訂第 138A條界定在新訂第 XIVA部中使用的詞語。
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7. The new section 138B(1) empowers the Director to make an 
order (Chinese medicine safety order)—

 (a) to prohibit the sale of a Chinese medicine or related 
product; and

 (b) to direct the recall of a Chinese medicine or related 
product.

8. The grounds on which the Director may make a Chinese 
medicine safety order to prohibit the sale, or to direct a recall, 
of a Chinese medicine or related product are provided for in 
the new sections 138C and 138D.

9. The new section 138E provides for the form of a Chinese 
medicine safety order.

10. The new section 138F further provides for the persons bound 
by a Chinese medicine safety order.

11. The new section 138H empowers the Director to make an order 
to vary a Chinese medicine safety order (variation order) and 
provides for the form of a variation order and its effect. The 
new section 138I empowers the Director to make an order to 
revoke a Chinese medicine safety order (revocation order) and 
provides for the form of a revocation order and its effect. These 
2 new sections also apply to a Chinese medicine safety order 
that has been varied by a variation order.

12. The new section 138K provides for the legal consequences for 
failing or refusing to comply with a Chinese medicine safety 
order or a Chinese medicine safety order that has been varied 
under the new section 138H(1). The new section 138L provides 
for a defence for the failure or refusal and the burden to fall on 
the defendant to establish the defence.

7. 新訂第 138B(1)條賦權署長作出命令 (中藥安全令 )，以——
 (a) 禁止銷售中藥或相關產品；及
 (b) 指示收回中藥或相關產品。

8. 新訂第 138C及 138D條訂定署長可據以作出中藥安全令，以
禁止銷售中藥或相關產品，或以指示收回中藥或相關產品的
理由。

9. 新訂第 138E條訂定中藥安全令的格式。

10. 新訂第 138F條進一步訂定中藥安全令所約束的人士。

11. 新訂第 138H條賦權署長作出命令以更改中藥安全令 (更改令 )
並訂定更改令的格式及效力。新訂第 138I條賦權署長作出命
令以撤銷中藥安全令 (撤銷令 )並訂定撤銷令的格式及效力。
該 2條新條文亦適用於已被更改令更改的中藥安全令。

12. 新訂第 138K條訂定不遵從或拒絕遵從中藥安全令或已根據
新訂第 138H(1)條更改的中藥安全令的法律後果。新訂第
138L條就該項不遵從或拒絕遵從訂定免責辯護，並訂定證明
有免責辯護的責任在於被告人。
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13. 草案第 5條修訂《條例》第 141條，以訂定針對中藥安全令或
更改令而上訴的權利。

14. 草案第 6條以新訂第 159條取代《條例》現行的第 159條。新
訂第 159條列明可按何種方式送達或給予根據《條例》須送達
或給予的通知或命令 (見新訂第 159(1)條 )。該條亦訂定該通
知或命令在指明情況下視為已送達或給予的時間 (見新訂第
159(2)及 (3)條 )。

第 3部——修訂《中藥規例》

15. 草案第 7條修訂《中藥規例》(第 549章，附屬法例 F) (《規例》)
第 2條。該條是釋義條文。

16. 草案第 8條修訂《規例》第 11(i)條，以調整所需的管控制度，
令中藥材得以迅速及在切實可行範圍內全部收回。

17. 草案第 9條修訂《規例》第 16(1)(q)條，以調整所需的管控制
度，令中間產品及中成藥得以迅速及在切實可行範圍內全部
收回。

18. 草案第 10條修訂《規例》第 20(g)條，以調整所需的管控制度，
令中成藥得以迅速及在切實可行範圍內全部收回。

13. Clause 5 amends section 141 of the Ordinance to provide for a 
right to appeal against a Chinese medicine safety order or a 
variation order.

14. Clause 6 replaces the existing section 159 of the Ordinance 
with a new section 159. The new section 159 sets out the way in 
which a notice or order required to be served or given under 
the Ordinance may be served or given (see the new section 
159(1)). It also provides for the time at which such a notice or 
order is taken as having been served or given in specified 
circumstances (see the new section 159(2) and (3)). 

Part 3—Amendments to Chinese Medicines Regulation

15. Clause 7 amends section 2 of the Chinese Medicines Regulation 
(Cap. 549 sub. leg. F) (Regulation). That section is an 
interpretation provision.

16. Clause 8 amends section 11(i) of the Regulation to adjust the 
system of control required to enable the rapid and, so far as 
practicable, complete recall of Chinese herbal medicines.

17. Clause 9 amends section 16(1)(q) of the Regulation to adjust 
the system of control required to enable the rapid and, so far 
as practicable, complete recall of intermediate products and 
proprietary Chinese medicines.

18. Clause 10 amends section 20(g) of the Regulation to adjust the 
system of control required to enable the rapid and, so far as 
practicable, complete recall of proprietary Chinese medicines.
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第 4部——相關修訂

19. 草案第 11及 12條廢除《中醫 (註冊 )規例》(第 549章，附屬
法例 C)及《中醫 (紀律 )規例》(第 549章，附屬法例 D)中關
乎證明已送達文件的條文。

Part 4—Related Amendments

19. Clauses 11 and 12 repeal provisions of the Chinese Medicine 
Practitioners (Registration) Regulation (Cap. 549 sub. leg. C) 
and the Chinese Medicine Practitioners (Discipline) Regulation 
(Cap. 549 sub. leg. D) that relate to proving that documents 
have been served.
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