
Guidance Notes on “How to classify products as proprietary Chinese medicines” 

(Reference for the Trade) 

Aim 

According to section 119 of the Chinese Medicine Ordinance (Cap. 549, Laws of 

Hong Kong) (“the Ordinance”), no person shall sell, import or possess any proprietary 

Chinese medicine (“pCm”) unless the pCm is registered, otherwise it is an offence and the 

offender shall be liable to a maximum fine at level 6 and to imprisonment for 2 years. 

2. This Guidance Notes aim at assisting the trade to assess by themselves whether their

products fall within the definition of pCm under the Ordinance and subject to registration. 

Definition of pCm 

3. According to the Ordinance, pCm means any proprietary product –

(a) composed solely of the following as active ingredients –

(i) any Chinese herbal medicines; or

(ii) any materials of herbal, animal or mineral origin customarily used by the

Chinese; or

(iii) any medicines and materials referred to in subparagraphs (i) and (ii) of

paragraph 3(a) respectively;

(b) formulated in a finished dose form; and

(c) known or claimed to be used for the diagnosis, treatment, prevention or

alleviation of any disease or any symptom of a disease in human beings, or for

the regulation of the functional states of the human body.
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4. If a product conforms to all description mentioned in paragraph 3 (a), (b) and (c)

above, application for pCm registration is required to be made to the Chinese Medicines 

Board. 

5. If a product is not composed solely of the materials mentioned in subparagraphs (i) or

(ii) of paragraph 3(a) above (e.g. active ingredients containing western medicines), it does not

fall within the definition of pCm but may be governed by the Pharmacy and Poisons 

Ordinance.  Please refer to Chapter 138 of the Laws of Hong Kong for the related provisions 

of the Ordinance. 

6. As regards paragraph 3(a) above,

(a) according to the Ordinance, “active ingredient” in relation to a pCm, means a

substance or compound that is used or is intended to be used in the manufacture

of the pCm and that contributes to the pharmacological effect or effects of the

pCm;

(b) “Chinese herbal medicine” means any of the substances specified in Schedule 1

or 2 under the Ordinance; and

(c) (i) regarding “any materials of herbal, animal or mineral origin customarily

used by the Chinese”, the material should be documented in Chinese 

medicines classics or bibliographies such as the Pharmacopoeia of the 

People's Republic of China 《中華人民共和國藥典》, the ‘Zhonghua 

Bencao’《中華本草》, ‘Zhongyao Dacidin’  《中藥大辭典》, and ‘Quan 

Guo Zhong Cao Yao Ming Jian’ 《全國中草藥名鑒》, etc; 

(ii) in case the material or herbal medicine is not a species documented in any

Chinese medicines bibliography (e.g‘Zhonghua Bencao’or the

Pharmacopoeia of the People's Republic of China (Part I)), as far as the

material or herbal medicine is concerned, if documentary proof regarding
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taxonomyNote 1 and other evidence (e.g. reports on academic research) can 

be provided to prove that the material or herbal medicine is to be used for 

the diagnosis, treatment, prevention or alleviation of any disease or any 

symptom of a disease in human beings, or for the regulation of the 

functional states of the human body in accordance with Chinese medicine 

theories, it can be regarded as “a newly discovered Chinese herb” and an 

application for pCm registration can be made under the “New medicines 

category”. 

7. As regards paragraph 3(b) above,

(a) “formulated” means the product has gone through the manufacturing process

before its formation.  If the product is an intermediate product (which means a

substance or compound generated in the course of manufacture of a pCm and

which is to be used in further preparation or production process of the medicine),

it is not identified as a pCm; and

(b) “finished dose form” means the dose form of the product is documented in the

Pharmacopoeia of the People's Republic of China or other Chinese medicines

classics or is recognised by the trade of Chinese medicines. Soup pack that

contains processed herbal medicine(s); or packaged drinks that contains herbal

medicine(s) ingredients and does not have a recommended dose regimen, etc., are

not regarded as a finished dose form of pCm.

8. As regards paragraph 3(c) above,

Note 1  Taxonomy is the methodology and science of classification, including mainly botanical and zoological 

classification.  If the material is a newly discovered herbal medicine under the botanical category, reports 

written by experts in botany (i.e. reports issued by the Institute of Botany in Mainland China) should be 

provided and information on its botanical classification (family, genus, species, etc.) should be stated in 

detail; if the material is a newly discovered herbal medicine under the zoological category, the reports 

should be written by experts in zoology and information on its zoological classification (family, genus, 

species, etc.) should be stated in detail. 
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(a) “known” means whether the indication of medicinal or health-preserving effect

is  shown on the product, if the product has recognised medicinal or

health-preserving effect, i.e. the ingredients of the product are documented in

Chinese medicines bibliographies and their medicinal or health-preserving

effects are mentioned, it conforms with the description;

(b) “claimed” means whether the indication of medicinal or health-preserving effect

found on the product is true, if there is such indication of medicinal or

health-preserving effect, it conforms with the description;

(c) if a product is not to be used in human beings (e.g. medicines to be used in

animals), or not to be used for the diagnosis, treatment, prevention or alleviation

of any disease or any symptom of a disease in human beings, or not for the

regulation of the functional states of the human body, e.g. mosquito repellant, air

freshener, etc, without treatment or health-preserving effect claims, it is not

classified as a pCm.

Products not falling within the definition of pCm 

9. Since Chinese medicine has a long history of use and it has been used widely, if a

product containing herbal ingredients for internal or external application meets all three 

criteria in subparagraphs (a) and (b) below, it is not regarded as pCm- 

(a) a product for internal application-

(i) it is used in the form or manner of normal food (e.g. to be taken orally, and

usually without recommended dose regimens);

(ii) it does not contain any claim on curative or health care function; and

(iii) all Chinese herbs used in the product are generally being considered as food;

(b) a product for external application-

(i) it is to be spread, sprayed or applied on the surface of the human body;
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(ii) it does not contain any claim on curative or health care function; and

(iii) it can only be used for the purpose of cleansing, removing the odour of the

body , maintaining the skin in good condition or beautifying  the skin .

10. Given that materials used in Chinese medicines should be customarily used by the

Chinese and have always been natural materials of herbal, animal or mineral origin, the 

following four categories of ingredients are, under normal circumstances, not regarded as 

Chinese herbal medicines or materials of herbal, animal or mineral origin customarily used by 

the Chinese.  As such, if a product contains the following materials as active ingredients, it 

will not be classified as a pCm- 

(a) minerals (those not customarily used by the Chinese), vitamins, amino acids, etc;

(b) herbal ingredients not documented in any Chinese medicines classics or

bibliographies, but only in western herbal classics or bibliographies;

(c) (i) the medicinal part of the herbal ingredient is different from that

documented in Chinese medicines classics and therefore not regarded as 

materials of herbal, animal or mineral origin customarily used by the 

Chinese; 

(ii) if it is “a new medicinal part of a Chinese herb”, however, an application

for pCm registration can be made under the “New medicines category” and

the applicant should provide justifications of use in accordance with

Chinese medicine theories with relevant information, documents and

reports; or

(d) an isolated chemical constituent (with molecular structures) extracted and

purified from a herbal medicine, or a chemical constituent made by artificial

synthesis (unless otherwise specified).

Disclaimer 
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11. The Guidance Notes stated above are for reference only and should not be regarded as

a complete or definitive statement of the law. Should there be any doubts on the classification 

of a product, legal advice should be sought in this regard. 

6 / 6   05/2022




