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修訂《藥劑業及毒藥條例》及《藥劑業及毒藥規例》，以規管先進療法
製品的製造、供應、標籤，和規管就該等製品備存紀錄；並
就相關事宜訂定條文。

由立法會制定。

第 1部

導言

1. 簡稱及生效日期
 (1) 本條例可引稱為《2019年藥劑業及毒藥 (修訂 )條例》。
 (2) 本條例自食物及衞生局局長以憲報公告指定的日期起實

施。

2. 修訂成文法則
第 2及 3部指明的成文法則現予修訂，修訂方式列於該兩部。

Amend the Pharmacy and Poisons Ordinance and the Pharmacy and 
Poisons Regulations to regulate the manufacture, supply and 
labelling of, and the keeping of records relating to, advanced 
therapy products; and to provide for related matters.

Enacted by the Legislative Council.

Part 1

Preliminary

1.	 Short title and commencement

	 (1)	 This Ordinance may be cited as the Pharmacy and Poisons 
(Amendment) Ordinance 2019.

	 (2)	 This Ordinance comes into operation on a day to be 
appointed by the Secretary for Food and Health by notice 
published in the Gazette.

2.	 Enactments amended

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

本條例草案

旨在

A BILL

To
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Part 2

Amendments to Pharmacy and Poisons Ordinance  
(Cap. 138)

3.	 Section 2 amended (interpretation)

	 (1)	 Section 2(1)—

Repeal the definition of manufacture

Substitute

“manufacture (製造), in relation to a pharmaceutical 
product—

	 (a)	 means—

	 (i)	 the preparation of the product, from 
purchase or acquisition of materials, 
through processing and packaging, to its 
completion as a finished product for 
clinical trial, sale or distribution; or

	 (ii)	 the repackaging of the product as a 
finished product for clinical trial, sale or 
distribution; but

	 (b)	 does not include the individual dispensing on a 
prescription or otherwise of the product if  the 
product—

	 (i)	 is not an advanced therapy product; or

	 (ii)	 is an advanced therapy product the 
dispensing of which does not involve 
substantial manipulation of cells or 
tissues;”.

第 2部

修訂《藥劑業及毒藥條例》(第 138章 )

3. 修訂第 2條 (釋義 )

 (1) 第 2(1)條——
廢除製造的定義
代以
“製造 (manufacture)就某藥劑製品而言——

 (a) 指——
 (i) 配製該製品 (從購買或取得物料，經過處

理和包裝，至成為製成品 )以供臨牀試
驗、銷售或分發；或

 (ii) 將該製品再包裝成為製成品，以供臨牀
試驗、銷售或分發；但

 (b) 在以下情況下，不包括按照處方或以其他方式
個別配發該製品——

 (i) 該製品不是先進療法製品；或
 (ii) 該製品是先進療法製品，而配發該製品

不涉及實質處理細胞或組織；”。
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	 (2)	 Section 2(1)—

Repeal the definition of pharmaceutical product and 
medicine.

	 (3)	 Section 2(1)—

Add in alphabetical order

“advanced therapy product (先進療法製品) means any of 
the following products that is for human use—

	 (a)	 a gene therapy product;

	 (b)	 a somatic cell therapy product;

	 (c)	 a tissue engineered product;

gene therapy product (基因療法製品)—

	 (a)	 means a product—

	 (i)	 that contains an active substance 
containing or consisting of a recombinant 
nucleic acid that may be used in or 
administered to human beings with a view 
to regulating, repairing, replacing, adding 
or deleting a genetic sequence; and

	 (ii)	 the therapeutic, prophylactic or diagnostic 
effect of which relates directly to—

	 (A)	 the recombinant nucleic acid sequence 
it contains; or

	 (B)	 the product of genetic expression of 
that sequence; but

	 (b)	 does not include a vaccine against an infectious 
disease;

manufacturer (製造商), in relation to a pharmaceutical 
product, means a person who manufactures the 
product;

 (2) 第 2(1)條——
廢除藥劑製品及藥物的定義。

 (3) 第 2(1)條——
按筆劃數目順序加入
“先進療法製品 (advanced therapy product)指任何以下

用於人類的製品——
 (a) 基因療法製品；
 (b) 體細胞療法製品；
 (c) 組織工程製品；
基因療法製品 (gene therapy product)——

 (a) 指符合以下說明的製品——
 (i) 含有一種有效物質，該物質含有重組核

酸或由重組核酸組成，而該核酸可應用
或施用於人類，以期調節、修補、置換、
加入或刪除基因序列；及

 (ii) 其治療、預防或診斷功效，直接關乎——
 (A) 該製品包含的重組核酸序列；或
 (B) 該序列的基因表達產物；但

 (b) 不包括抗傳染病的疫苗；
組織工程製品 (tissue engineered product)——

 (a) 指符合以下說明的製品——
 (i) 含有符合任何以下說明的細胞或組織，

或由符合任何以下說明的細胞或組織組
成——
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medicine (藥物) has the same meaning as in the definition 
of pharmaceutical product;

pharmaceutical product (藥劑製品)—

	 (a)	 means a substance or combination of substances 
that—

	 (i)	 is presented as having properties for 
treating or preventing disease in human 
beings or animals; or

	 (ii)	 may be used in or administered to human 
beings or animals with a view to—

	 (A)	 restoring, correcting or modifying 
physiological functions by exerting a 
pharmacological, immunological or 
metabolic action; or

	 (B)	 making a medical diagnosis; and

	 (b)	 includes an advanced therapy product;

somatic cell therapy product (體細胞療法製品) means a 
product that—

	 (a)	 contains or consists of any of the following cells 
or tissues—

	 (i)	 cells or tissues that have been subject to 
substantial manipulation so that their 
biological characteristics, physiological 
functions or structural properties relevant 
for the intended clinical use have been 
altered;

	 (ii)	 cells or tissues that are not intended to be 
used for the same essential functions in 
their recipient as in their donor; and

 (A) 該等細胞或組織經實質處理，以致
其與擬作的再生、修補或置換相關
的生物特質、生理功能或結構特性，
已有所變更；

 (B) 該等細胞或組織，並非擬在其受贈
者及捐贈者的體內，用於相同的基
本功能；及

 (ii) 對該製品的表述或其狀況顯示，該製品
具有的特性，使其可用於再生、修補或置
換人體組織，或該製品可應用或施用於
人類，以期再生、修補或置換人體組織；
但

 (b) 不包括符合以下說明的製品——
 (i) 純粹含有非活性人類或動物細胞或組織，

或純粹由非活性人類或動物細胞或組織
組成；及

 (ii) 並非主要透過藥理、免疫或新陳代謝作
用而發揮作用；

實質處理 (substantial manipulation)就細胞或組織而言，
不包括附表所列的處理工序；

製造商 (manufacturer)就某藥劑製品而言，指製造該製
品的人；

藥物 (medicine)的涵義與藥劑製品的定義中該詞的涵義
相同；



第 2部
第 3條

Part 2﻿
Clause 3

Pharmacy and Poisons (Amendment) Bill 2019《201﻿9年藥劑業及毒藥 (修訂 )條例草案》

C1078 C1079

	 (b)	 is presented as having properties for, or may be 
used in or administered to human beings with a 
view to—

	 (i)	 treating, preventing or diagnosing a 
disease; or

	 (ii)	 restoring, correcting or modifying 
physiological functions,

through the pharmacological, immunological or 
metabolic action of those cells or tissues;

substantial manipulation (實質處理), in relation to cells or 
tissues, does not include the manipulation processes 
set out in the Schedule;

tissue engineered product (組織工程製品)—

	 (a)	 means a product that—

	 (i)	 contains or consists of any of the following 
cells or tissues—

	 (A)	 cells or tissues that have been subject 
to substantial manipulation so that 
their biological characteristics, 
physiological functions or structural 
properties relevant for the intended 
regeneration, repair or replacement 
have been altered;

	 (B)	 cells or tissues that are not intended 
to be used for the same essential 
functions in their recipient as in their 
donor; and

	 (ii)	 is presented as having properties for, or 
may be used in or administered to human 
beings with a view to, regenerating, 
repairing or replacing a human tissue; but

藥劑製品 (pharmaceutical product)——
 (a) 指符合以下說明的物質或物質組合——

 (i) 對該物質或物質組合的表述或其狀況顯
示，該物質或物質組合具有的特性，使其
可用於治療或預防人類或動物的疾病；
或

 (ii) 可應用或施用於人類或動物，以期——
 (A) 透過藥理、免疫或新陳代謝作用，

恢復、矯正或改變生理機能；或
 (B) 作出醫學診斷；及

 (b) 包括先進療法製品；
體細胞療法製品 (somatic cell therapy product)指符合以

下說明的製品——
 (a) 含有符合任何以下說明的細胞或組織，或由符

合任何以下說明的細胞或組織組成——
 (i) 該等細胞或組織經實質處理，以致其與

擬作的臨牀用途相關的生物特質、生理
功能或結構特性，已有所變更；

 (ii) 該等細胞或組織，並非擬在其受贈者及
捐贈者的體內，用於相同的基本功能；及

 (b) 對該製品的表述或其狀況顯示，該製品具有的
特性，使其可產生以下作用，或該製品可應用
或施用於人類，以期產生以下作用——
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	 (b)	 does not include a product that—

	 (i)	 contains or consists of exclusively non-
viable human or animal cells or tissues; 
and

	 (ii)	 does not act principally by pharmacological, 
immunological or metabolic action;”.

4.	 Section 38 and Schedule added

After section 37—

Add

	 “38.	 Amendment of Schedule

The Director of Health may, by notice published in the 
Gazette, amend the Schedule.

Schedule

[ss. 2 & 38]

Manipulation Processes that are Not Substantial 
Manipulations

1.	 Cutting

2.	 Grinding

3.	 Shaping

4.	 Centrifugation

 (i) 透過該等細胞或組織的藥理、免疫或新
陳代謝作用，治療、預防或診斷疾病；或

 (ii) 透過該等細胞或組織的藥理、免疫或新
陳代謝作用，恢復、矯正或改變生理機
能。”。

4. 加入第 38條及附表
在第 37條之後——

加入

 “38. 修訂附表
衞生署署長可藉於憲報刊登的公告，修訂附表。

附表

[第 2及 38條 ]

不屬實質處理的處理工序

1. 切割

2. 研磨

3. 造形

4. 離心轉動
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5.	 Soaking in antibiotic or antimicrobial solutions

6.	 Sterilization

7.	 Irradiation

8.	 Cell separation, concentration or purification

9.	 Filtering

10.	 Lyophilization

11.	 Freezing

12.	 Cryopreservation

13.	 Vitrification”.

5. 浸泡在抗生素或抗微生物溶液之中

6. 消毒

7. 輻射

8. 細胞分離、濃化或淨化

9. 過濾

10. 凍乾

11. 冷凍

12. 凍存

13. 玻璃化”。
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Part 3

Amendments to Pharmacy and Poisons Regulations 
(Cap. 138 sub. leg. A)

5.	 Regulation 2 amended (interpretation)

	 (1)	 Regulation 2(1)—

Add in alphabetical order

“expiry date (使用期限)—see paragraph (1A);”.

	 (2)	 After regulation 2(1)—

Add

	 “(1A)	 For the purposes of these regulations, the expiry date 
of a pharmaceutical product is the date determined 
by the manufacturer of the product—

	 (a)	 on the basis of the product’s specifications; and

	 (b)	 on the assumption that the product is stored 
under conditions suitable to it,

as the date after which the product should not be 
used.”.

6.	 Regulation 22 amended (supply of medicines to out-patients from 
certain institutions, etc.)

Regulation 22(1)—

Repeal

“and this Part, shall apply”

Substitute

“, this Part and Part 7, applies”.

第 3部

修訂《藥劑業及毒藥規例》(第 138章，附屬法例 A)

5. 修訂第 2條 (釋義 )

 (1) 第 2(1)條——
按筆劃數目順序加入
“使用期限 (expiry date)——參閱第 (1A)款；”。

 (2) 在第 2(1)條之後——
加入

 “(1A) 就本規例而言，如某藥劑製品的製造商——
 (a) 以該製品的規格為基礎；及
 (b) 在 “該製品是在適合該製品的情況下儲存”此

項的假設之下，
斷定在某日期後不應使用該製品，該日期即為該製
品的使用期限。”。

6. 修訂第 22條 (由某些機構供應藥物予門診病人等 )

第 22(1)條——
廢除
“及本部”

代以
“、本部及第 7部”。
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7.	 Regulation 28 amended (records to be kept by licensed wholesale 
dealers or licensed manufacturers)

After regulation 28(2)(c)—

Add

	 “(ca)	 for an advanced therapy product supplied for use by 
a registered medical practitioner or registered 
dentist—the name and address of the practitioner or 
dentist;”.

8.	 Regulation 29 amended (licensing of manufacturers)

Regulation 29(1A)(a)(i)—

Repeal

“or (f)”

Substitute

“, (f) or (g)”.

9.	 Regulation 31 amended (labelling by licensed manufacturers)

	 (1)	 Regulation 31(1)—

Repeal subparagraph (d)

Substitute

	 “(d)	 for a pharmaceutical product registered under 
regulation 36—the number of the registration 
certificate issued under regulation 36(5);”. 

	 (2)	 Regulation 31(1)(e)—

Repeal

“and”.

	 (3)	 Regulation 31(1)(f)—

Repeal the full stop

Substitute a semicolon.

7. 修訂第 28條 (持牌批發商或持牌製造商須備存的紀錄 )

在第 28(2)(c)條之後——
加入

 “(ca) 就供應予註冊醫生或註冊牙醫使用的先進療法製品
而言——該醫生或牙醫的姓名及地址；”。

8. 修訂第 29條 (發牌予製造商 )

第 29(1A)(a)(i)條——
廢除
“或 (f)”

代以
“、(f)或 (g)”。

9. 修訂第 31條 (由持牌製造商加上標籤 )

 (1) 第 31(1)條——
廢除 (d)段
代以

 “(d) 就根據第 36條註冊的藥劑製品而言——根據第
36(5)條發出的註冊證明書的編號；”。

 (2) 第 31(1)(e)條——
廢除
“及”。

 (3) 第 31(1)(f)條——
廢除句號
代以分號。
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	 (4)	 After regulation 31(1)(f)—

Add

	 “(g)	 for an advanced therapy product—

	 (i)	 the product code, and the unique donation 
identifier, assigned in accordance with the codes 
of practice issued by the Board; and

	 (ii)	 if  the product is for autologous use only—

	 (A)	 the unique recipient identifier assigned in 
accordance with the codes of practice 
issued by the Board; and

	 (B)	 the English words “For autologous use 
only” or the Chinese characters “只供自體
使用”.”.

	 (5)	 Regulation 31(2)(c)(ii)—

Repeal the semicolon

Substitute a full stop.

	 (6)	 Regulation 31(2)—

Repeal subparagraph (d).

10.	 Regulation 33 amended (duties of licensed manufacturers 
regarding identity, purity, safety, etc.)

	 (1)	 Regulation 33(4), after “(4B)”—

Add

“or (4D)”.

	 (2)	 After regulation 33(4B)—

Add

	 “(4C)	 Paragraph (4D) applies to a licensed manufacturer of 
an advanced therapy product containing or consisting 
of cells or tissues.

 (4) 在第 31(1)(f)條之後——
加入

 “(g) 就先進療法製品而言——
 (i) 按照管理局發出的《執業守則》而編配的製品

代碼及獨特捐贈標識符；及
 (ii) 如該製品只供自體使用——

 (A) 按照管理局發出的《執業守則》而編配的
獨特受贈者標識符；及

 (B) “For autologous use only”的英文字句或
“只供自體使用”的中文字樣。”。

 (5) 第 31(2)(c)(ii)條——
廢除分號
代以句號。

 (6) 第 31(2)條——
廢除 (d)段。

10. 修訂第 33條 (持牌製造商在本質、純度、安全等方面的責任 )

 (1) 第 33(4)條，在 “(4B)”之後——
加入
“或 (4D)”。

 (2) 在第 33(4B)條之後——
加入

 “(4C) 第 (4D)款適用於含有細胞或組織 (或由細胞或組
織組成 )的先進療法製品的持牌製造商。
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	 (4D)	 The manufacturer is only required to keep 
photographs that clearly present the particulars 
mentioned in regulation 31(1) of each batch of 
finished products for a period of not less than 1 year 
after the expiry date of the products.”.

	 (3)	 Regulation 33(6)—

Repeal

“and (4B)(c)”

Substitute

“, (4B)(c) and (4D)”.

	 (4)	 Regulation 33(6)—

Repeal

“or (4B)(c)”

Substitute

“, (4B)(c) or (4D)”.

	 (5)	 Regulation 33(7)—

Repeal the definition of expiry date.

11.	 Regulation 35 amended (records to be kept by licensed 
manufacturers)

	 (1)	 After regulation 35(1)(c)—

Add

	 “(ca)	 for an advanced therapy product sold or supplied for 
use by a registered medical practitioner or registered 
dentist—the name and address of the practitioner or 
dentist;”.

	 (2)	 Regulation 35(1)(f)—

Repeal

“thereon by him; and”

 (4D) 有關製造商只須就每批製成品，備存清晰呈現第
31(1)條所述的詳情的照片，為期不短於該等製成
品的使用期限後的 1年。”。

 (3) 第 33(6)條——
廢除
“及 (4B)(c)”

代以
“、(4B)(c)及 (4D)”。

 (4) 第 33(6)條——
廢除
“或 (4B)(c)”

代以
“、(4B)(c)或 (4D)”。

 (5) 第 33(7)條——
廢除使用期限的定義。

11. 修訂第 35條 (持牌製造商須備存的紀錄 )

 (1) 在第 35(1)(c)條之後——
加入

 “(ca) 就銷售予或供應予註冊醫生或註冊牙醫使用的先進
療法製品而言——該醫生或牙醫的姓名及地址；”。

 (2) 第 35(1)(f)條——
廢除
在“以及”之後的所有字句
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Substitute

“on the complaints by the manufacturer;”.

	 (3)	 Regulation 35(1)(g)—

Repeal

“retained.”

Substitute

“retained; and”.

	 (4)	 After regulation 35(1)(g)—

Add

	 “(h)	 for an advanced therapy product containing or 
consisting of cells or tissues—

	 (i)	 the name and address of the person from whom 
the cells or tissues used for the preparation of 
the product were obtained; and

	 (ii)	 the unique donation identifier assigned in 
accordance with the codes of practice issued by 
the Board.”.

	 (5)	 Regulation 35(2)—

Repeal

“or (g)”

Substitute

“, (g) or (h)”.

	 (6)	 Regulation 35(3), after “(1)(c)”—

Add

“or (ca)”.

代以
“該製造商就該等投訴採取的行動；”。

 (3) 第 35(1)(g)條——
廢除
“結果。”

代以
“結果；及”。

 (4) 在第 35(1)(g)條之後——
加入

 “(h) 就含有細胞或組織 (或由細胞或組織組成 )的先進
療法製品而言——

 (i) 提供配製該製品的細胞或組織的人的姓名或名
稱，以及其地址；及

 (ii) 按照管理局發出的《執業守則》而編配的獨特
捐贈標識符。”。

 (5) 第 35(2)條——
廢除
“或 (g)”

代以
“、(g)或 (h)”。

 (6) 第 35(3)條，在 “(1)(c)”之後——
加入
“或 (ca)”。
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12.	 Regulation 36 amended (registration of pharmaceutical products 
and substances)

Regulation 36—

Repeal paragraph (4)

Substitute

	 “(4)	 Prototypes of the sales packs, and proposed wordings 
of the labels, of the product or substance must be 
made available for inspection by the Committee.”.

13.	 Regulation 39 amended (period of keeping of records)

	 (1)	 Regulation 39, heading—

Repeal

“Period of keeping”

Substitute

“Keeping and transfer”.

	 (2)	 Regulation 39—

Renumber the regulation as regulation 39(1).

	 (3)	 Regulation 39(1)—

Repeal

“All—”

Substitute

“Subject to paragraph (2), all—”.

	 (4)	 Regulation 39(1)(e)—

Repeal

“all”.

	 (5)	 After regulation 39(1)—

Add

12. 修訂第 36條 (藥劑製品及物質的註冊 )

第 36條——
廢除第 (4)款
代以

 “(4) 製品或物質的銷售包的原型及擬用的標籤字句，須
提供予委員會檢查。”。

13. 修訂第 39條 (備存紀錄的期間 )

 (1) 第 39條，標題——
廢除
“紀錄的期間”

代以
“和移交紀錄”。

 (2) 第 39條——
將該條重編為第 39(1)條。

 (3) 第 39(1)條——
廢除
“所有——”

代以
“除第 (2)款另有規定外，所有——”。

 (4) 第 39(1)(e)條——
廢除
“所有”。

 (5) 在第 39(1)條之後——
加入
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	 “(2)	 For an advanced therapy product—

	 (a)	 all books, records and documents required to be 
kept or retained in respect of the product under 
regulations 28 and 35(1)(a), (b), (c), (ca) and (h) 
(specified documents) must be preserved by the 
relevant licensed wholesale dealer or licensed 
manufacturer (specified person) for a period of 
30 years after the expiry date of the product;

	 (b)	 if, before the period referred to in subparagraph 
(a) expires, the specified person—

	 (i)	 becomes insolvent or bankrupt; or

	 (ii)	 has entered into a voluntary arrangement 
as defined by section 2 of the Bankruptcy 
Ordinance (Cap. 6) with the specified 
person’s creditors,

the specified person must transfer the specified 
documents to the Board as soon as practicable 
after the specified person becomes insolvent or 
bankrupt or has entered into the arrangement; and

	 (c)	 if, before the period referred to in subparagraph 
(a) expires, the specified person ceases to 
operate as a licensed wholesale dealer or 
licensed manufacturer, the specified person must 
transfer the specified documents to the Board 
within 14 days after the cessation.”.

14.	 Regulation 40 amended (penalties)

Regulation 40, after “(4B)”—

Add

“, (4D)”.

 “(2) 就先進療法製品而言——
 (a) 根據第 28 及 35(1)(a)、(b)、(c)、(ca) 及 (h) 條

規定就該製品而備存或保留的所有簿冊、紀錄
及文件 (指明文件 )，須由有關持牌批發商或
持牌製造商 (指明人士 )保存，保存期為該製
品的使用期限後的 30年；

 (b) 如在 (a)段提述的期間屆滿之前，指明人士——
 (i) 無力償債或破產；或
 (ii) 已與其債務人作出《破產條例》(第 6章 )

第 2條所界定的自願安排，
該人士須在其無力償債或破產或作出該安排
後，在切實可行的範圍內，盡快將指明文件移
交管理局；及

 (c) 如在 (a)段提述的期間屆滿之前，指明人士停
止以持牌批發商或持牌製造商身分營運，該人
士須在停止營運後的 14日內，將指明文件移
交管理局。”。

14. 修訂第 40條 (罰則 )

第 40條，在“(4B)”之後——
加入
“、(4D)”。
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第 1﻿段

Explanatory Memorandum
Paragraph 1

Explanatory Memorandum

	 The main purpose of this Bill is to regulate advanced therapy 
products (ATPs) under the legislative framework of the 
Pharmacy and Poisons Ordinance (Cap. 138) (Ordinance) and 
the Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) 
(Regulations).

2.	 The Bill contains 3 Parts.

Part 1—Preliminary

3.	 Clause 1 sets out the short title and provides for 
commencement.

Part 2—Amendments to Ordinance

4.	 Clause 3 amends section 2(1) of the Ordinance to repeal and 
substitute certain definitions used in the Ordinance. In 
particular—

	 (a)	 the expression “manufacture”, under the new 
definition—

	 (i)	 includes the preparation of pharmaceutical 
products, or the repackaging of pharmaceutical 
products as finished products, for clinical trial; 
but

	 (ii)	 does not include the individual dispensing of 
pharmaceutical products under certain 
circumstances (clause 3(1)); and

	 (b)	 the expression “pharmaceutical product”, under the 
new definition, includes ATPs (clause 3(3)).

摘要說明

 本條例草案的主要目的，是在《藥劑業及毒藥條例》(第 138章 )
(《條例》)及《藥劑業及毒藥規例》(第 138章，附屬法例 A) 
(《規例》)的法律框架下規管先進療法製品。

2. 本條例草案載有 3部。

第 1部——導言

3. 草案第 1條列出簡稱，並就生效日期訂定條文。

第 2部——修訂《條例》

4. 草案第 3條修訂《條例》第 2(1)條，廢除及取代在《條例》中使
用的某些定義。具體而言——

 (a) 根據新的定義，“製造”一詞——
 (i) 包括配製藥劑製品，或將藥劑製品再包裝成為

製成品，以供臨牀試驗；但
 (ii) 在某些情況下，不包括個別配發藥劑製品 (草

案第 3(1)條 )；及
 (b) 根據新的定義，“藥劑製品”一詞包括先進療法製品

(草案第 3(3)條 )。
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Explanatory Memorandum
Paragraph 5

5.	 Clause 3(3) also adds certain definitions used in the Ordinance, 
including—

	 (a)	 advanced therapy product;

	 (b)	 gene therapy product;

	 (c)	 somatic cell therapy product; and

	 (d)	 tissue engineered product.

6.	 Clause 4 adds a Schedule to the Ordinance to set out a list of 
manipulation processes that are not substantial manipulations, 
and adds section 38 to the Ordinance to empower the Director 
of Health to amend the Schedule.

Part 3—Amendments to Regulations

7.	 Clause 5 amends regulation 2 of the Regulations to add the 
definition of expiry date.

8.	 Clause 6 amends regulation 22(1) of the Regulations so that 
the exception provided for in that regulation does not apply to 
the manufacture of pharmaceutical products.

9.	 Clause 7 amends regulation 28(2) of the Regulations to provide 
for the records that must be kept by licensed wholesale dealers 
or licensed manufacturers for each transaction by which ATPs 
are supplied for use by registered medical practitioners or 
registered dentists.

10.	 Clause 9 amends regulation 31 of the Regulations to provide 
for the labelling requirements in relation to ATPs and registered 
pharmaceutical products.

5. 草案第 3(3)條亦加入在《條例》中使用的某些定義，包括——
 (a) 先進療法製品；
 (b) 基因療法製品；
 (c) 體細胞療法製品；及
 (d) 組織工程製品。

6. 草案第 4條在《條例》中加入附表，列出不屬實質處理的處理
工序的清單，並在《條例》中加入第 38條，賦權衞生署署長
修訂附表。

第 3部——修訂《規例》

7. 草案第 5條修訂《規例》第 2條，加入使用期限的定義。

8. 草案第 6條修訂《規例》第 22(1)條，使該條訂定的例外條文
不適用於製造藥劑製品。

9. 草案第 7條修訂《規例》第 28(2)條，就持牌批發商或持牌製
造商須就供應先進療法製品予註冊醫生或註冊牙醫使用的每
項交易而備存的紀錄，訂定條文。

10. 草案第 9條修訂《規例》第 31條，訂定先進療法製品及註冊
藥劑製品的標籤規定。
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Explanatory Memorandum
Paragraph 11

11.	 Clause 10 amends regulation 33 of the Regulations to require 
the licensed manufacturers of ATPs containing or consisting of 
cells or tissues to keep photographs of the particulars of the 
products.

12.	 Clause 11 amends regulation 35 of the Regulations to provide 
for the records that must be kept by licensed manufacturers of 
ATPs.

13.	 Clause 12 amends regulation 36 of the Regulations to remove 
the requirement in relation to the submission of actual sale 
packs of pharmaceutical products or substances.

14.	 Clause 13 amends regulation 39 of the Regulations to provide 
for—

	 (a)	 the period for which records must be kept by licensed 
wholesale dealers or licensed manufacturers in 
relation to ATPs; and

	 (b)	 the transfer of records if  the record keeper is no 
longer in business.

11. 草案第 10條修訂《規例》第 33條，規定含有細胞或組織 (或
由細胞或組織組成 )的先進療法製品的持牌製造商，備存該
等製品的詳情的照片。

12. 草案第 11條修訂《規例》第 35條，訂定先進療法製品的持牌
製造商須備存的紀錄。

13. 草案第 12條修訂《規例》第 36條，刪去呈交藥劑製品或物質
的實際銷售包的規定。

14. 草案第 13條修訂《規例》第 39條，就以下事宜訂定條文——
 (a) 持牌批發商或持牌製造商須就先進療法製品備存紀

錄的期間；及
 (b) 如備存紀錄的人不再營運，須移交紀錄。
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