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Date Released Rules on Declaration and Evaluation of Probiotics Health

March 20, 2019 Foods(Exposure Draft)

Government Agency , mEREFEESMBRSHITHE (ERERE)
State Administration Market Regulation
(SAMR)

Article 1: In order to strengthen the management of probiotics health foods,
standardize the declaration and review work, and ensure the safety, health care
functions and quality controllability of probiotics health foods these Regulations
are formulated in accordance with the Food Safety Law of People’s Republic of
China and Measures for the Registration and Filling of Health Food.

Article 2: Probiotics are living microorganisms that are beneficial to the health of
the host when ingested in sufficient quantities. Probiotics health food refers to
microbial products that use probiotics as the main functional ingredient with
necessary excipients and have a beneficial effect on human health when sufficient
guantities are ingested. Probiotic health foods must be safe to eat and must not
cause acute, subacute or chronic harm to the human body.

Article 3: The biological, genetic, and ergonomic properties of the strains used to
produce probiotics health foods should be clear and stable, the strains and their
metabolites must be non-toxic and harmless. The strains approved as food
ingredients by the national health administrative department can also be used in
health food. In addition to safety requirements, the strains should also have
sufficient researches and scientific consensus to support their health functions.

Article 4: For the application of probiotics health food, in addition to all dossiers
required in Measures for the Registration and Filling of Health Food, below
materials should also be provided:



4.1 Use basis of bacteria, the CoA of raw materials etc.

4.2 The genus name, species name and strain number. The genus and species
names should mark the corresponding Latin name.

4.3 Culture conditions (Medium, temperature etc.)
4.4 Source of the strain and safety materials domestic and foreign.

4.5 Strain Identification Report (including phenotypic characteristics and
identification results of genotype-based strain levels).

4.6 Safety evaluation reports such as pathogenicity test and drug resistance test.
4.7 Preservation method of the strain.
4.8 For domesticated strains, the domestication methods and agents are required.

4.9 Function researches and literature at the strain level.

Where the above materials involve technical and trade secrets, they may be
supplied to the relevant national regulatory authorities by the strain
manufacturer directly.

Article 5: The strain identification unit of probiotics health foods shall have the
inspection and identification qualification of the corresponding strains.

Article 6: The strains used for the production of probiotics health foods shall meet
the following conditions:

6.1 The strains used for health food production shall utilize the Seed Lot system.
The record, history, source and biological characteristics of primary seed lot shall
be verified. The master seed lot should be the seed lot preserved from the passage
and amplification of the primary seed lot. The working seed lot should be the seed
lot preserved from the passage and amplification of the master seed lot. The
biological characteristics of the working seed lot should be consistent with the
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primary seed lot. Each batch of master seed lot and working seed lot shall be kept,
verified and applied according to the rules. On the suitable medium, the master
seed shall not be passaged for more than 10 generations, the working seed lot
shall not be passaged for more than 5 generations.

6.2 The trial production unit shall have special departments and staffs to manage
the production strains, and establish the strains archives containing source,
history, screening, verification, preservation method, quantity and the use of the
strains.

6.3 Shall not add toxic or hazardous to the medium.

6.4 The strains used in production and the production process should be
consistent with the registration or filing.

Article 7: The place where probiotics health food samples are trial-produced shall
meet the following conditions:

7.1 Establish a good quality assurance system such as HACCP, and ensure it is
operated effectively.

7.2 Have a pilot production scale or above.

7.3 Must have workshops, facilities for the certain products. Must be equipped
with probiotics labs. The strains must be managed by specific personnel, the
person in charge should have professional knowledge in production management.
Should have detailed technical specifications and technical guarantees.

Article 8: Probiotics health foods shall have a live bacterial count of not less than
10° CFU/mL(g) for each strain during their shelf life.

Article 9: The labels and instructions for probiotics health foods shall comply with
the relevant provisions of the “Measures for the Registration and Filling of Health
Food” and clearly indicate the Chinese name and strain number of the strains.
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Article 10: Genetically modified strains and their metabolites shall not be used in
health foods.

Article 11: Functional herb or animal ingredients except the medium shouldn’t be
added to probiotics strains in their fermentation nor in the finished health foods.

Article 12: Production strains must not be changed.

Article 13: Probiotics health foods, when applying for renewal, should be provided
with safety evaluation data such as post-marketing crowd evaluation and after-
sales monitoring reports.

Article 14: The regulation is interpreted by the SAMR.

Article 15: These Provisions shall be implemented from XXXX/XX/XX. Where the

provisions issued in the past are inconsistent with these provisions, these
provisions shall prevail.

Supplementary

The health foods produced with the inactivated bacteria or metabolites, should
be named with the actual active ingredients’ name rather than Probiotics. In
addition, the naming should also follow Article 50 in Measures for the Registration
and Filling of Health Food.
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