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Regulation’s Main Points

Article 75 Functional claims of health food should be based on scientific researches. Health food
should not cause any acute, sub-acute or chronic hazards to human.

The catalog of health food ingredients and catalog of permitted health functional claims are
promulgated and amended by the CFDA along with health departments of national congress and
state administration of traditional Chinese Medicine.

The names, allowed potencies and corresponding functional claims of the ingredients should be
included into the health food ingredients catalog. Ingredients listed in health food ingredients can be
used only in health food.

Article 76 Health food using ingredients not listed in the health food ingredients catalog and health
food imported for the first time should be registered with CFDA. However, health food imported for
the first time belongs to vitamins and minerals should be filed with CFDA. Other health food should
be filed with provincial CFDA.

Imported Health food products should be approved for sale by authorities of the exporting country
or region.

Article 77 Research report, product formulation, process of manufacturing, safety and health
function evaluation, label, instruction, samples along with relevant proving dossiers should be
submitted for registration of health food products. CFDA is responsible for health food products
evaluation. Products meeting the safety standards and functional claim requirements can be
registered. CFDA should state the reasons for rejecting the registration in written documents. Food
ingredients registered as health food products with CFDA, which is not listed in health food
ingredients catalog, should be included into health food ingredients catalog without delay.

In the case of health food products that need to be filed, food formulation, process of manufacturing,
label, instruction and dossiers of safety and functional claims should be submitted.



Article 78 Labels and instructions of health food product should not contain description of disease
prevention or treatment. They should be real and consistent with registered or filed information
which include applicable groups, unsuitable groups, functional ingredients or key ingredient and
their contents, with the statement “This product is not a substitute of medicine.” The functions and
contents of health food products must be consistent with the label and instruction.

Article 79 Advertisements of health food should contain a statement of “This product is not a
substitute of medicine.” Besides, it must comply with article 78.Provincal CFDA is in responsible for
the approval of the content of health food advertisements. The list of approved health food
advertisement and the contents should be updated and published without delay by provincial CFDA.

Article 37 Safety evaluation materials should be submitted to Health Administration Departments of
State Congress when health food products use new food ingredients, new food additives or new
ingredient related to food. Health Administration Departments should review the materials in 60
days. Products meeting the safety would be approved and published. CFDA should state the reasons
for rejecting the registration in written documents.

Article 62 E-Commerce companies or merchants should undergo real name registration with online
third party food trading platform, and the responsibility in management of food safety should be
clarified. The platform should also examine the license of related companies and merchants.

Article 83 Companies manufacturing health food, medical food, infant formula food and food for
special groups should build up production quality management system according to its products by
good manufacture procedure. Companies should do routine self-check of the system and report it to
county CFDA.

Article 93 Foreign exporters, manufactures or its entrusted Chinese importers could submit the
finish product’s foreign or global standards to Heath Administration Department of State Congress
for imported food without any national standard. The departments are responsible for evaluating
the standards. The standards that meet the Chinese safety standards can be applied temporarily and
then enact national standard in time.
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