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different varieties of CM, they have been classified into different categories for 
regulatory control according to their toxicity and degree of popularity in Hong 
Kong.  Having regard to the need of regulatory control, 605 types of Chm 
have been listed as 31 types of Schedule 1 Chm and 574 types of Schedule 2 
Chm respectively under the CMO.  Schedules 1 and 2 have clearly stated the 
origin of each Chm such as the information of the scientific name of plant or 
animal origin (including family, genus and species) and the medicinal parts for 
identification.  The Chm specified in Schedules 1 and 2 shall apply to the 
dried or processed form of such medicines and the following regulatory 
controls have been imposed – 
 
Regulation on import and export of Chm 
 
 According to the Import and Export (General) Regulations (Cap. 60A), 
all Schedule 1 Chm and five types of Schedule 2 Chm (namely Radix 
Clematidis, Flos Campsis, processed Radix Aconiti, processed Radix Aconiti 
Kusnezoffii and Radix Gentianae) are subject to licensing control. 
Importation/exportation of these Chm must be covered by an import/export 
licence. 
 
Regulation on sale of Chm 
 
(i) Licensed retailers or licensed wholesalers of Chm can only carry on their 

business related to the 605 types of Chm listed (including 31 types of 
Schedule 1 Chm and 574 types of Schedule 2 Chm) in the CMO at the 
premises specified in their licences ; 

 
(ii) Control for the 31 types of Chm listed in Schedule 1 is more stringent as 

they are toxic and regulatory controls are set out as follows – 
(a) Chm listed in Schedule 1 must be dispensed in accordance with a 

prescription given by a registered Chinese medicine practitioner and 
cannot be sold by retail;  

(b) No medicine traders shall possess, wholesale or dispense the Chm 
listed in Schedule 1 unless specified in their licences; and 

(c) To fulfil the requirements on recording Chm listed in Schedule 1, 
licensed retailers of Chm have to keep dispensing record and licensed 
wholesalers of Chm have to keep the related purchase and sales record.  

 
Regulation on CM traders 
 
 Regarding the regulation of Chinese medicine traders, any person who 
is engaged in the business of the retail and wholesale of Chm must obtain a 
relevant licence from the CMB and comply with the relevant practising 
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guidelines which include purchasing Chm only from reputable suppliers, 
ensuring the quality of Chm and their proper use, and keeping related 
transaction documents and records (for a period of not less than 2 years from 
the date of the transaction) to enable tracing of the source and distribution 
network of Chm suspected to have problems whenever necessary.   
 
 Most of the Chm currently sold in Hong Kong are imported as 
decoction pieces from the Mainland, and any business engaged in the 
production of decoction pieces in the Mainland must meet the requirements of 
the “Good Manufacturing Practice for Pharmaceutical Products” and 
accredited by the provincial Food and Drug Administration under the China 
Food and Drug Administration.  In addition, responsible personnel engaged in 
retail and wholesale business of Chm in Hong Kong should have basic 
knowledge of authentication of Chm to determine the authenticity and quality 
of Chm so as to ensure the safety of Chm used by public.  
 
 The DH often conducts inspections to the premises of licensed retailers 
and wholesalers of Chm to ensure their compliance with the requirements of 
the law and the practising guidelines.  As at 17 March 2017, the CMCHK has 
issued licences to 4 690 retailers and 935 wholesalers of Chm. 
 
Testing of Chm 
 
 At present, the DH adopts a two-pronged strategy to testing Chm.  
Firstly, the DH draws samples of around 45 Chm every month from the market 
for testing in order to monitor the quality and safety of the Chm regulated 
under the CMO.  The regular testing items include pesticides residues 
(including 20 testing parameters of Organochlorine pesticides and 17 testing 
parameters of Organophosphate pesticides), heavy metals content (including 
Arsenic, Cadmium, Lead and Mercury) and morphological identification to 
ensure that the Chm sold in the market are in compliance with the requirements 
on the safety as set out by the CMB and the origin and the medicinal parts of 
the Chm stipulated in the CMO.  Secondly, the DH conducts targeted testings, 
that is, samples of specific Chm will be obtained for testing in response to 
information collected from other channels, including adverse drug reaction 
reporting system, public complaints and referrals from other government 
departments.  
 
 The testing of pesticide residues and heavy metals in Chm is carried 
out by the Government Laboratory and consists of 2 stages.  The first stage 
involves tests on the Chm samples in their raw state before decoction to check 
whether they contain the 37 pesticides and 4 heavy metals and the respective 
residue levels/contents.  The second stage test is conducted to assess the 






