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National Food Safety Standard 

General Principles for Infant Formula Food for Special Medical 

Purpose 

1 Scope 

This standard applies to special medical purpose infant formula food. 

2 Normative reference documents 

Documents referenced in this standard are essential for the application of this standard. 

For reference documents dated, only the dated version is applicable to this standard. For 

reference documents without dated, its latest version (including all amendments) is 

applicable to this standard. 

3 Terms and definitions  

3.1 Baby 

Refer to baby of 0 month to 12 months. 

3.2 Infant formula food for special medical purpose 

Refer to powdered or liquid formula designed and prepared for the nutritional needs of 

special medical conditions infants suffering from specific disorders, diseases or medical 

conditions, etc.. Under the guidance of doctor or clinical nutritionist, when eating 

separately or together with other foods, its energy and nutrient can meet the growth and 

development needs for infants at the age of 0 month to 6 months in special medical 

conditions. 

4 Technical requirements  

4.1 General requirements 

The formula of infant formula products for special medical purposes shall be based on the 

research result of medical science and nutritional science, its safety, nutritional adequacy 

and clinical effect shall be scientifically proven, when eating separately or together with 

other foods, it can meet the growth and development needs for infants at the age of 0 

month to 6 months in special medical conditions. 

The common categories and main technical requirements of special medical purpose 

infant formula food shall be in accordance with the regulations of Annex A of this standard. 

Special medical purpose formula food production conditions shall be in accordance with 

relevant state regulations. 

4.2 Material requirements 

Raw materials used in special medical purpose formula food shall be in accordance with 
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