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Disclaimer

This is an unofficial document provided by ChemLinked (chemlinked.com), a platform of

REACH24H Consulting Group, as an informational service to assist non-Chinese companies to
better understand the Asia Pacific regulatory environment and importation compliance

requirements especially China Chemical, Cosmetic, Food and Agrochemical regulatory issues.

This document should only be used as a reference and in case of any discrepancy between the

English and Chinese versions the original Chinese version shall prevail.

Nondisclosure:

You may not disclose this document to anyone else without the written permission of ChemLinked.

For further clarification and questions, you can read our Privacy Polices or contact us at
food@chemlinked.com
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National Food Safety Standard
Good Manufacturing Practice for Foods for Special Medical Purposes

1. Scope

This standard specifies basic requirements and management rules for sites, facilities and staff in
each link of production process of foods for special medical purposes, from raw material purchase,

processing, packaging to storage and transportation.

This standard applies to the manufacturing enterprises of foods for special medical purposes

(including infant formula foods for special medical purposes).
2. Terms and Definitions

Terms and definitions stipulated in GB 14881 “National Food Safety Standard General Hygienic

Regulation for Food Production” and the followings apply to this standard.
2.1 Foods for special medical purposes

Foods for special medical purposes refer to the foods that are specially processed or formulated
to meet the special requirements of those suffering from food intake restriction, digestion and
absorption disturbance, and metabolic disorder or under specific disease conditions, for nutrients
or dietary. This kind of products must be used singly or in combination with other foods under the
guidance of doctors or clinical nutritionists. Formulation of foods for special medical purpose shall
rely on the medical and (or) nutritional research result. The safety and clinical application (effect)

shall comply with the scientific verification.
2.2 Cleaning work area

Work area with high cleanliness requirement, such as the processes (including weighing and
batching) contacting air environment and filling workshops for liquid products, and workshops for

storage, filling and inner packaging of bare semi-finished powder products to be packed.
2.3 Quasi-cleaning work area

Work areas with cleanliness requirement lower than that of cleaning work area, such as raw &

auxiliary material preprocessing workshop.

2.4 Commonly work area
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