
i:\yr02-03\0210_0_f\hs1025cb2-1-1e.doc

For discussion Paper No. CB(2)1/02-03(01)
on 25 October 2002

Legislative Council Panel on Health Services
Meeting on 25 October 2002

Regulatory Control on Chinese Medicines

Purpose

The purpose of this paper is to seek Members’ views on the

regulatory framework for Chinese medicines proposed by the Chinese Medicine

Council of Hong Kong.

Background

2. The Chinese Medicine Ordinance (Cap. 549) (“the Ordinance”) was

enacted by the Legislative Council in July 1999 to provide a statutory

framework for the regulation of the practice, use, trading and manufacture of

Chinese medicines in Hong Kong.  The Chinese Medicine Council of Hong

Kong (“the Council”) was established in September 1999 under the Ordinance

to develop and implement these regulatory measures.

3. With the making of the relevant subsidiary legislation in May 2000,

the Council commenced in August 2000 the registration exercise for practising

Chinese medicine practitioners under the transitional arrangements provided in

the Ordinance.  The names of listed Chinese medicine practitioners were

announced in December 2001.  The first batch of registered Chinese medicine

practitioners will be announced shortly.
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4.   Under the regulatory framework, all retailers and wholesalers of

Chinese herbal medicines as well as wholesalers and manufacturers of

proprietary Chinese medicines will be subject to licensing control to ensure

proper storage, handling and dispensing of Chinese herbal medicines as well as

manufacturing of proprietary Chinese medicines.  Moreover, all proprietary

Chinese medicines manufactured or offered for sale in Hong Kong will need to

be individually registered with the Council, having regard to the safety, quality

and efficacy of the medicines concerned.

5. The Council has finalised the regulatory measures to control the

trading and manufacture of Chinese medicines, which will be presented in the

form of two regulations to be tabled at the Legislative Council.  The provisions

of the two draft regulations are summarised below for Members’ consideration.

(A) The Chinese Medicine Regulation

6. The Chinese Medicine Regulation sets out the licensing requirements

and practising conditions of all Chinese medicines traders as well as the

registration and labeling requirements for proprietary Chinese medicines.  The

more significant provisions of the Regulation include -

(a) Licensing Requirements of Chinese Medicines Traders –

(i) Retailers and wholesalers of Chinese herbal medicines have to

ensure suitable storage area and facilities are available for the

retail and wholesale of Chinese herbal medicines and that

Schedule 1note1 medicines are stored effectively separated from

                                             
note1 31 potent Chinese herbal medicines listed in Schedule 1 of the Chinese Medicine Ordinance.
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Schedule 2note2 medicines or materials.  Moreover, where

Chinese herbal medicines are to be dispensed, the retailer

should ensure that the business premises have adequate space

and suitable facilities for the dispensing and he must nominate

a person with the required knowledge and experience to be

responsible for the supervision of the dispensing.

(ii) Manufacturers and wholesalers of proprietary Chinese

medicines shall ensure that the sanitary and hygiene conditions

of the premises are suitable for the manufacture and wholesale

of proprietary Chinese medicines and that suitable storage area

and facilities are available.  In addition, manufacturers should

ensure that Schedule 1 medicines are stored effectively

separated from Schedule 2 medicines or materials.  Moreover,

a manufacturer must nominate a person with the required

knowledge and experience to be responsible for the supervision

of the manufacture of proprietary Chinese medicines.

(b) Duties of licensed retailers and wholesalers of Chinese herbal

medicines – In addition to the licensing requirements which an

applicant has to satisfy the Medicines Board when lodging an

application for a licence, retailers and wholesalers of Chinese herbal

medicines have to comply with the following duties: -

(i) Retailers or wholesalers of Chinese herbal medicines have to

ensure that their business premises are maintained in sanitary

                                             
note2 574 Chinese herbal medicines commonly used in Hong Kong listed in Schedule 2 of the Chinese Medicine
Ordinance.
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condition and that adequate space and suitable facilities are

available for storing Chinese herbal medicines.  In addition,

each type of Chinese herbal medicines should be stored in a

separate labeled container.

(ii) A retailer has to keep invoice or other documents evidencing

business transactions for not less than 2 years from the date of

transaction, containing relevant details such as the date of the

transaction and the name and quantity of the medicine acquired

or received.  Retailers who dispense Schedule 1 medicines

have to ensure that dispensation of such medicine is in

accordance with a prescription given by a registered Chinese

medicine practitioners and that records of transaction with

relevant details such as the name and address of the registered

Chinese medicine practitioner are kept for not less than 2 years

from the date of the transaction.

(iii) Where processing of Chinese herbal medicines is conducted, a

wholesaler has to ensure adequate equipment and facilities are

available for the processing.  In addition, he should ensure

that relevant particulars of each processing such as the name

and quantity of the medicine or mixture used in the processing

and the name of the person who supervises the processing are

recorded and that such record are kept for not less than 2 years

from the completion date of processing.

(iv) A wholesaler of Chinese herbal medicines is required to set up

a system of control for the complete recall of any Chinese

herbal medicines sold or distributed by him should it be
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considered necessary.  He is also required to keep transaction

records in respect of Chinese herbal medicines for not less than

2 years from the date of transaction.

(v) A wholesaler of Schedule 1 medicines is permitted to sell or

distribute any such medicines only to the authorized persons

which include registered Chinese medicine practitioners and

other licensed retailers and wholesalers of Schedule 1

medicines.

   

(c) Duties of licensed manufacturers of proprietary Chinese

medicines - In addition to the licensing requirements, manufacturers

of proprietary Chinese medicines have to observe the following

duties -

(i) A manufacturer should ensure that the humidity, lighting,

temperature and ventilation of his business premises are

suitable for the storage of materials and intermediate products

generated and medicines manufactured, as well as for the

manufacturing processes conducted.

(ii) He should take adequate steps to prevent contamination of any

ingredient, intermediate product generated or medicines

manufactured during the manufacturing process.

(iii) He should put in place a system of control for the complete

recall for all intermediate products generated or proprietary

Chinese medicine manufactured in the course of manufacture

sold or distributed by him should it be considered necessary.
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(iv) A manufacturer has to keep a control sample of each batch of

intermediate product generated and proprietary Chinese

medicine manufactured by him from the date of generation or

manufacture for not less than 2 years from the date of last

transaction or expiry date of the batch of product/medicine.

(v) A manufacturer shall ensure that manufacturing and transaction

records relating to each manufacturing process, sale or

distribution of proprietary Chinese medicines are kept for not

less than 2 years from the expiry date of the medicines.

(d) Registration of proprietary Chinese medicine - All proprietary

Chinese medicines manufactured or offered for sale in Hong Kong

will need to be individually registered with the Council, having

regard to the safety, quality and efficacy of the medicines concerned.

The following particulars are required to be registered for a

proprietary Chinese medicine –

(i) its Chinese and English name;

(ii) its dose form;

(iii) the name and quantity of each of its active ingredient:

(iv) the name and quantity of each of its excipient (if any);

(v) its specification;

(vi) its indication (if any);

(vii) its dosage and method of usage;

(viii) each of its labels to be attached or printed on its package;

(ix) the package insert to be supplied for its sale inside Hong Kong;
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(x) each of the package inserts to be supplied for its sales outside

Hong Kong (if any) ;

(xi) the name and address of each of its manufacturers; and

(xii) its function or pharmacological action.

(e) Labelling of Containers by wholesalers - Under the Ordinance, a

wholesaler in Chinese herbal medicines shall attach or print on each

container of Chinese herbal medicine a label in a conspicuous

position, or cause a label to be so attached or printed.

(i) A label on a container in which Schedule 1 Chinese herbal

medicines are stored shall include the following-

(a) the name, at least in Chinese, of the medicine;

(b) the name of the wholesaler;

(c) the batch number of the medicine;

(d) a warning containing the Chinese text: “毒性㆗藥” or

“毒性㆗葯”; and

(e) a warning containing the English text: “Toxic Chinese

Medicine” (if appropriate).

(ii) A label attached to a container in which Schedule 2 medicines

are stored shall -

(a) include the name, at least in Chinese, of the medicine;

and

(b) has the name of the medicine being clearly and

distinctly set out.

(f) Labelling of package of proprietary Chinese medicines
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(i)   The package of proprietary Chinese medicines for the purpose

of sale must be labeled.  A label on a package of proprietary Chinese

medicine shall include at least in Chinese the following particulars –

(a) the name of the medicine;

(b) the name of main active ingredients;

(c) the name of the country or territory in which the

medicine is produced;

(d) the registration number of the medicine;

(e) the name of the holder of the certificate of registration of

the medicine;

(f) its packing specification;

(g) its dosage and method of usage;

(h) its expiry date; and

(i) its batch number.

(ii) Some Chinese medicine practitioners may commission a

licensed manufacturer to manufacture Chinese medicines for a

patient or a number of patients under his direct care.   For

medicines so manufactured for internal application or both

internal and external application of a patient under the direct

care of the Chinese medicine practitioner, the label should

include at least in Chinese the following information:

(a) the name and address of the Chinese medicine

practitioner;

(b) the name and address of the manufacturer who

manufactures the medicine;

(c) the date on which it is produced;
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(d) the name and quantity of each ingredient listed in the

prescription;

(e) a statement containing the following text-

(A) “須按照㆗醫指示使用” or

(B) “須按照㆗医指示使用”;

(f) a statement containing the English text:  “To be used

only in accordance with the instructions of a Chinese

medicines practitioner” (if appropriate);

(g) a statement containing the following Chinese text –

(A) “只供㆗醫施用於或供應予獲開給本成藥的處

方，並且是由他直接治理的病㆟” or

(B) “只供㆗医施用于或供应予获开給本成葯的处

方，并且是由他直接治理的病㆟”;

(h) a statement containing the English text: “To be supplied

to a Chinese medicine practitioner solely for the purpose

of administering or supplying to the patient to whom the

prescription of this medicine is given and who is under

his direct care” (if appropriate);

(i) its packing specification;

(j)  its dose form;

(k)  its expiry date; and

(l) its batch number.

(iii) For medicines manufactured for external application of a

patient or a number of patients under the direct care of the

Chinese medicine practitioners, the label has to include at least

in Chinese the following information –
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(a) the name and address of the Chinese medicine

practitioner;

(b) the name and address of the manufacturer who

manufactures the medicine;

(c) the date on which it is produced;

(d) the name and quantity of each ingredient listed in the

prescription;

(e) a statement containing the following text-

(A) “須按照㆗醫指示使用” or

(B) “須按照㆗医指示使用”.

(f) a statement containing the English text:  “To be used

only in accordance with the instructions of a Chinese

medicines practitioner” (if appropriate);

(g) a statement containing the following Chinese text –

(A) “只供㆗醫施用於或供應予由他直接治理的病

㆟” or

(B) “只供㆗医施用于或供应予由他直接治理的病

㆟”;

(h) a statement containing the English text: “To be supplied

to a Chinese medicine practitioner solely for the purpose

of administering or supplying to a patient or patients

under his direct care” (if appropriate);

(i) a statement containing the Chinese text:  “只供外用”;

(j) a statement containing the English text: “For external

application only” (if appropriate);

(k) its packing specification;

(l) its dose from;

(m) its expiry date; and
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(n) its batch number.

(iv) An exporter of proprietary Chinese medicine manufactured in

Hong Kong shall ensure that a label on the outermost package

of the medicine likely to be sold or distributed to an ultimate

user of the medicine shall include the following particulars:

(a) the name of the medicine;

(b) the name of the holder of the certificate of registration of

the medicine; and

(c) the registration number of the medicine.

(v) Package of proprietary Chinese medicines in special/small size

on sale in Hong Kong, not being the outermost package to be

sold or distributed to an ultimate user of the medicine has the

following labeling requirements :-

(a) if the medicine is in the form of a strip pack, blister pack

or similar article, the label should include, at least in

Chinese, the following particulars :

- the name of the medicine;

- the name of the holder of the certificate of
registration of the medicine;

- its expiry date;

- its packing specification; and

- its batch number;
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(b) if the medicine is in the form of an ampoule, vial or

similar receptacle with not more than 10 ml capacity or

equivalent; or contains a single dose in the form of a pill,

the label of the medicine should include, at least in

Chinese, the name of the medicine.

(g) Requirements for Package Inserts - A package insert of a

proprietary Chinese medicine on sale in Hong Kong shall include, at

least in Chinese, the following particulars –

(a) the name of the medicine;

(b) the name of main active ingredients and their respective

quantities;

(c) the name of the holder of the certificate of registration of the

medicine;

(d) its dosage and method of usage;

(e) its functions or pharmacological action;

(f) its indications (if any);

(g) its contra-indications (if any);

(h) its side-effects (if any);

(i) its toxic effects (if any);

(j) the precautions to be taken regarding its use (if any);

(k) its storage instructions; and

(l) its packing specification.

(h) Exemptions – The Regulation provides for exemptions from certain

provisions of the Ordinance to cater for the need of the Chinese

medicine trade and profession.  The main exemptions include -
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(i) Sections 119 (proprietary Chinese medicines to be registered)

and 144 (package inserts for proprietary Chinese medicines)

shall not apply if the medicine is

- for internal application or both internal and external

application, and the medicine is to be administered or

supplied to the patient to whom the prescription is given

and who is under the direct care of the Chinese medicine

practitioner; or

- for external application only, and the medicine is to be

administered or supplied to a patient or patients under the

direct care of the Chinese medicine practitioner; and

- the Medicines Board has received from the manufacturer,

at least 1 working day before the day on which the

manufacturing process of the medicine begins, a written

notification being accompanied by an undertaking.

(ii) Sections 143 (proprietary Chinese medicines to be labeled) and

144 (package inserts for proprietary Chinese medicines) shall

not apply if the medicine is

- compounded by or under the supervision of a registered or

listed Chinese medicine practitioner at his premises for the

use of a patient under his direct care ; or

- compounded by or under the supervision of a responsible

person at the premises of a licensed retailer in accordance

with a prescription given by a registered or listed Chinese

medicine practitioner.
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(B)The Chinese Medicines Traders (Regulatory) Regulation

7. The Chinese Medicines Traders (Regulatory) Regulation provides for

the procedures to be adopted by the Regulatory Committee of Chinese

Medicines Traders (“Regulatory Committee”) and the Chinese Medicines Board

(“the Medicines Board”) in dealing with complaints or information against

licensed Chinese medicines traders under the Ordinance, as follows –

    

 (i) Upon receipt of complaint or information against a Chinese

medicine trader, the Secretary to the Medicines Board shall

submit the complaint or information to the Regulatory

Committee for investigation and consideration.

(ii) The Regulatory Committee chairman may invite the

complainant to provide further clarification or evidence to

support his complaint and seek legal advice or any other

assistance as appropriate.

(iii) The Regulatory Committee chairman, shall, after consideration

of further clarification, evidence and legal advice or assistance,

fix a date for the Committee to consider the complaint or

information.

(iv) The Regulatory Committee chairman shall then inform the

defendant about the date of the meeting and the complaint or

information received and invite him to submit representation or

explanation or any statement in mitigation before the meeting.
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If the defendant considers necessary, he may attend the

Committee meeting to make oral representation.

(v) The Committee meeting for consideration of a complaint shall

be held in private.  After consideration of the case and written

and oral representation and explanation submitted by the

defendant, the Committee shall submit its recommendation to

the Medicines Board on whether it should exercise its power

under section 139 (powers to suspend or revoke licences) or the

case is found to be groundless and should not be further

pursued.

(vi) Prior to the meeting of the Medicines Board to consider the

recommendation of the Regulatory Committee, which should be

held in private, the defendant may submit any explanation,

representations or statement in mitigation in advance and attend

the meeting to make oral representation.

(vii) If the Board decides to suspend or revoke a licence, such

decision shall not take immediate effect to allow time for the

concerned trader to lodge an appeal to the Court of First

Instance whose decision is final.

Consultation with the trade

8. We have organised over 20 open fora to consult the Chinese

medicines traders on the proposed regulatory measures in the past year.  Views

of concerned parties have been taken into account in finalising the draft

Regulations.
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Advice sought

9. Members are invited to comment on the proposed arrangements in

paragraphs 6 to 7.  Subject to Members’ views, the two Regulations will be

made by the Chinese Medicine Council of Hong Kong and introduced into the

Legislative Council later this year and the proposed regulatory control on

Chinese medicine will be implemented by phases from 2003.

Health, Welfare and Food Bureau
October 2002


