
  

(Guideline for the Trade) 

Registration Requirements of Excipients of Proprietary Chinese Medicines 

 

The Chinese Medicine Ordinance states that an “active ingredient” means a substance 

or compound that is used or is intended to be used in the manufacture of a proprietary 

Chinese medicine (pCm) and that contributes to the pharmacological effect or effects 

of the pCm. According to the Chinese Medicines Regulation (the Regulation), the 

“ingredients” in the master formula of a pCm include “active ingredients” and 

“excipients”. The Regulation also states that an “excipient” means a substance or 

compound that is used or intended to be used in the preparation or production of the 

medicine but which is not an active ingredient of the medicine. 

 

As set out in the Application Handbook for Registration of Proprietary Chinese 

Medicines, applicants who wish to apply for registration of any pCm should submit 

the master manufacturing formula of the pCm. The formula should include the names 

and quantities of all the Chinese herbs and “excipients” used. Common “excipients” 

include colourants, preservatives, binding agents, etc. In the course of producing drug 

preparations, “excipients” are often used. Therefore, having taken into consideration 

the need to ensure that the pCms can be used safely and meet certain quality standards, 

the Chinese Medicines Board (CMB) has formulated the registration requirements of 

“excipients” of pCms as guideline for the trade. 

 

Applicants have to provide the following information regarding “excipients” for 

assessment: 

 

1. Name and quantity used 

1.1. The name and quantity of each “excipient” used should be clearly specified in 

the “master formula” for the manufacture of the pCm, 

- the name should be the proper or chemical name (not the trade name); 

- the quantity used should be expressed as quantity (weight or volume) or 

percentage (convertible to actual weight or volume) per unit of 

preparation. 

 

2. Standards or reference documents 

2.1. Applicants have to specify and submit copies of the reference documents on 



  

the pharmacopoeial standards[Note 1] of the “excipients”. 

2.2. If an “excipient” is not included in the pharmacopoeias, copies of the reference 

documents on other similar official standards (e.g. “National Drug Standards 

of the People's Republic of China”) may be provided. 

2.3. For circumstances other than those described in 2.1 and 2.2 above, applicants 

have to submit the product specification of the “excipients” and supplementary 

documents to prove that they are safe and can be used as “excipients”. 

 

Regarding the submission of information on “excipients”, applicants should make 

reference to the requirements of other relevant legislations in Hong Kong (e.g. the 

requirements on preservatives under the Preservatives in Food Regulation (Cap 132 

BD, Laws of Hong Kong), the requirements on colouring matters under the Colouring 

Matter in Food Regulations (Cap 132H, Laws of Hong Kong), the requirements on 

sweeteners under the Sweeteners in Food Regulations (Cap 132U, Laws of Hong 

Kong), etc) and other related information (e.g. Inactive Ingredients Database of U.S. 

FDA for the dosage form and maximum potency amount recorded for use of the 

excipient, the relevant substances classified as GRAS (generally recognised as safe) 

by FDA, the “acceptable daily intake (ADI)” set by the Food and Agriculture 

Organization (FAO) of the United Nations, etc).  

 

The CMB may require applicants to provide other relevant documents and 

information in support of the application for registration, and will assess individual 

applications for registration based on the information provided by the applicants. 

Such applications will only be approved when the requirements on safety, quality and 

efficacy are met. 

 

[Note] Generally speaking, pharmacopoeial standards refer to the standards of excipients recorded 

in the Chinese Pharmacopoeia, British Pharmacopoeia, United States Pharmacopoeia, 

Japanese Pharmacopoeia, European Pharmacopoeia and the pharmacopoeias of other 

developed countries (e.g. Korea). 


