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National food safety standard 

Good manufacturing practice for formulated foods for special medical purposes 

1. Scope 

This Standard specifies the basic requirements and management rules for sites, facilities, 

personnel of raw materials purchase, processing, packaging, storage, transportation and 

other sections in the production of formulated foods for special medical purposes. 

This Standard applies to production enterprises of formulated foods for special medical 

purposes (including infant formulated foods for special medical purposes). 

2. Terms and definitions 

The terms and definitions defined in GB 14881 National food safety standard General 

hygienic regulation for food production and following terms and definitions apply to this 

Standard. 

2.1 Formulated foods for special medical purposes 

For formulated foods specially processed and prepared to meet special needs for nutrient 

or food of groups with limited food intake, digestion and absorption disorders, metabolic 

disturbance or in the state of specific diseases, such products should be ate alone or 

combined with other food under the guidance of a doctor or a clinical dietitian. Formulated 

foods for special medical purposes should be based on research results of medicine and 

(or) nutriology and be scientifically validated for safety and clinical applications (effects). 

2.2 Cleaning work area 

The work areas required high cleanliness, such as procedures and bottling zones in which 

liquid products contact with the air environment (including weighing, filling), workshops 

with exposed powdery products and workshops for storage, filling and inner packed of 

to-be-packaged semi-finished products. 

2.3 Quasi-cleaning work area 

The work areas required a lower cleanliness than cleaning work areas, such as 

pre-treatment workshops of raw materials. 

2.4 Commonly work area 
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