Registration Conditions and Control Inspection Points for Overseas Manufacturers of food for special dietary uses
Registration Number:
Enterprise Name:
Address:
Date of filling:
Instructions:
1. According to the Regulations of the People's Republic of China on the Registration and Administration of Overseas Manufacturers of Imported Food (Decree No.248 of the General Administration of Customs of China), the production conditions of overseas manufacturers of food for special dietary uses applying for registration in China shall conform to Chinese laws, regulations, standards and normative documents. The checklist is for the overseas competent authorities of imported food for special dietary uses to carry out official inspections on manufacturers of food for special dietary uses based on the listed main conditions, legal bases and inspection points. At the same time, overseas manufacturers of food for special dietary uses fill in and submit supporting materials based on the listed main conditions and legal bases, and carry out self-examination against the inspection focuses for self-assessment prior to submitting the registration application.
2. Overseas competent authorities and overseas manufacturers of food for special dietary uses shall make the conformity determination truthfully based on the actual circumstances of the inspection.
3. The application materials shall be completed in Chinese or English, and the content shall be truthful and complete. Appendices shall be numbered, and their numbers and contents shall accurately correspond to the item numbers and contents in the column of "Filling Requirements and Supporting Materials". A directory of supporting materials shall be submitted concurrently.



	Item
	Conditions and Basis
	Completion Requirements and Supporting Materials
	Conformity Determination
	Remarks

	1. Basic information of the enterprise

	1.1
Enterprise name, address, registration number, approval authority
	Articles 9 and 10 of the Regulations of the People's Republic of China on the Registration and Administration of Overseas Manufacturers of Imported Food (Decree No. 248 of General Administration of Customs of China)
	1.1.1 Complete Form 1: "Basic Information Form for Overseas Manufacturers of Imported Food for Special Dietary Uses"
	□Conforming
□Non- conforming
	

	1.2
Information on products to be exported to China 
	1. National Food Safety Standard - Infant Formula(GB 10765-2021); National Food Safety Standard - Older Infant Formula(GB10766-2021); National Food Safety Standard -Young Children Formula(GB10767-2021);
2. National Food Safety Standard -General Rules for Infant Formula food  for Special Medical Purposes (GB 25596-2010; GB 25596-2025); National Food Safety Standard - General Rules of Food for Special Medical Purposes(GB 29922-2013);
3. National Food Safety Standard Cereal-based Complementary Foods for Infants and Young Children (GB 10769-2025) ; National Food Safety Standard - Canned complementary Foods for Infants and Young Children(GB 10770-2025);
4.National Food Safety Standard -   Complementary Food supplement (GB 22570-2014); National Food Safety Standard - General Rules for Sports Nutrition Food (GB 24154-2015);  National Food Safety Standard - Nutritional Supplement Food for Pregnant Women and Lactating Mothers (GB 31601-2015).
	1.2.1 Specify the standards that the product(s) applied for registration comply with.
1.2.2 For formula food for special medical purposes registered with China's food safety supervision and administration department, provide the relevant registration certificate (if applicable).
	□Conforming
□Non- conforming
	

	2. Enterprise location and workshop layout

	2.1 
Enterprise siting and plant environment
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section 3;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 3.2.

	2.1.1 Provide a site layout plan, indicating the names of different operational areas.
2.1.2 Provide photographs of the factory’s surrounding environment, with information indicating the type of area (e.g., urban, suburban, industrial, agricultural, residential) indicated in the pictures.
	□Conforming
□Non- conforming
	

	2.2
Workshop design and layout

	1. National Food Safety Standard General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section 4;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 4.2;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 4.2.
	2.2.1 Provide a workshop floor plan indicating the flow of personnel and material, the function of different processing areas, and the extent of the areas with different cleanliness levels.
	□Conforming
□Non- conforming
	

	3. Facilities and equipment

	3.1
Production and processing equipment
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section  5.2;
2. National Food Safety Standard - Hygienic Specifications of Cannery (GB 8950-2016), Section 5.5;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 5.5;
4. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 5.2.
	3.1.1 Provide a list of main equipment and facilities, along with their design processing capability.
	□Conforming
□Non- conforming

	

	3.2
Warehousing facilities
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013), Section  5.1.5,(GB 14881-2025)Section5.1.8;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 5.1.5.
	3.2.1 Provide internal photos of the storage facilities, as well as information on storage capacity and temperature control requirements (if applicable). 
3.2.2 If there is a cold storage, provide the temperature control requirements and monitoring methods (if applicable). 
	□Conforming
□Non- conforming
	

	4. Supply of water/steam/ice

	4.1
Supply of water/steam/ice
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section  5.1.1;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 5.5.5.
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 8.4.
	4.1.1 Provide photographs of self-provided or secondary water supply facilities, and specify the food protection measures in place, such as the assignment of responsible personnel, locked assess, and any other relevant controls (if applicable). 
4.1.2 Provide a monitoring plan for production and processing water, as well as ice/steam that comes into direct contact with food, including the items, methods, frequency, records, test results, and the most recent two test reports for bacteriological examination (if applicable). 
	□Conforming
□Non- conforming
	

	5. Raw materials and packaging materials

	5.1
Main raw materials for product
	1.National Food Safety Standard - Infant Formula (GB 10765-2021), Section 3.1, National Food Safety Standard - Older Infant Formula(GB10766-2021), Section 3.1, National Food Safety Standard -  young children Formula (GB 10767-2021), Section 3.1;
2. National Food Safety Standard Cereal-based complementary foods for infants and young children (GB 10769-2010), Section 5.1, National Food Safety Standard Cereal-based complementary foods for infants and young children (GB 10769-2025), Section 4.1;
3. National Food Safety Standard - Canned complementary foods for infants and young children (GB 10770-2025), Section 4.1;
4.National Food Safety Standard - General Rules for Infant Formula food for Special Medical Purposes (GB 25596-2025), Section  3.2;
5. National Food Safety Standard -   Complementary Food supplement (GB 22570-2014), Section 3.2;
6. National Food Safety Standard - Nutritional Supplement Food for Pregnant Women and Lactating Mothers (GB 31601-2015), Section 3.2;
7. National Food Safety Standard - General Rules for Sports Nutrition Food (GB 24154-2015), Section 4.1, 4.3.
	5.1.1 Provide the acceptance criteria for main raw materials, including the inspection items and specifications.
5.1.2 Provide a list of product ingredients.
5.1.3 If the main raw materials contain raw milk, vegetables (including cultivated edible mushrooms), meat and meat products, bee products, aquatic products, or edible bird's nests, the country of origin of the raw materials shall be provided.
	□Conforming
□Non- conforming

	

	5.2
Other raw materials (including food additives, nutritional fortification substances, and edible bacterial cultures)
	1.National Food Safety Standard -  Standard for Uses of Food Additives (GB 2760-2024 );
2. National Food Safety Standard -  Standard for the Use of Nutritional Fortification Substances in Food (GB 14880-2012);
3. List of Bacteria Permitted for Use in Food, List of Bacteria Permitted for Use in Infant Food, and relevant announcements on novel food ingredients.
	5.2.1 List all food additives used in the product by their specific functional purposes.
5.2.2 List the compound sources of all nutritional fortification substances.
	□Conforming
□Non- conforming
	

	5.3
Packaging materials that come into direct contact with food
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section 7.4;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 7.1.4, 7.2.4;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 7.1;
4. National Food Safety Standard - Hygienic Specifications of Cannery (GB 8950-2016), Section 7.3, 7.5, 7.6.
	5.3.1 List the quality and safety standards for packaging materials that come into direct contact with food. Or provide a statement from the enterprise confirming that the packaging materials in direct contact with food comply with applicable Chinese laws, regulations, and standards.
	□Conforming
□Non- conforming
	

	5.4
Audit of raw material suppliers
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section  7.2,7.3;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 7.12, 7.1.3;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 7.4
	5.4.1 Provide an audit system for raw material suppliers, including procedures for supplier selection, audit, and evaluation.
	□Conforming
□Non- conforming

	

	6. Production processing control

	6.1 
Food safety control in the production process
	1. National Food Safety Standard - Hazard Analysis and Critical Control Point (HACCP) System General Requirements for Food Processing Plant (GB/T 27341-2009).
2. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section 8;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 8；
4. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 8.
	6.1.1 Provide the production and processing flowchart, hazard analysis worksheet, and HACCP plan for all products intended for exported to China.
6.1.2 Provide monitoring records for each CCP. If any deviations from the critical limits have occurred, provide the corresponding corrective action records.
	□Conforming
□Non- conforming

	

	6.2
Production process
	1. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 8.2.1,8.3.1;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purpose (GB 29923-2023), Section 8.2, 8.4, 8.5, 8.6, 8.7, 8.8；
3. National Food Safety Standard - Hygienic Specifications of Cannery (GB 8950-2016), Section 8.3, 8.4, 8.5.
	6.2.1 Provide a process flow diagram, specifying key process parameters (such as heat treatment temperature and time), along with a description of the process.
6.2.2 For products involving a heat treatment process, provide the temperature/time variation curve of the heat treatment (if applicable).
	□Conforming
□Non- conforming
	

	6.3
Packaging and product labeling
	1. National Food Safety Standard  General Standard for the Labeling of Prepackaged Foods for Special Dietary Uses (GB 13432);
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purpose (GB 29923-2023), Section 8.8.4；
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 8.2.6;
4. National Food Safety Standard - Hygienic Specifications of Cannery (GB 8950-2016), Section 8.2.2, 8.4
	6.3.1 Provide sample labels for products intended to be exported to China.
6.3.2 Provide the procedure for leak testing, which shall at a minimum include inspection points, methods, and frequency. (Applicable to products manufactured using commercial aseptic processes).

	□Conforming
□Non- conforming

	

	7. Cleaning and disinfection

	7.1
Cleaning and disinfection procedures for production lines
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013), Section  8.2.1,(GB 14881-2025)Section  8.1.1;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 6.2, 8;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 6.3, 8;
4. National Food Safety Standard - Hygienic Specifications of Cannery (GB 8950-2016), Section 8.2.1.
	7.1.1 Provide cleaning and disinfection procedures covering the entire production line.
7.1.2 For systems using CIP (Clean in Place), provide the cleaning and disinfection procedures which shall  include the following (if applicable):
CIP plan and frequency; types, action time, concentration, target, and temperature of disinfectants used; measures for verifying cleaning and disinfection effectiveness; measures to prevent product contaminating from the CIP process.
7.1.3 For processes using dry cleaning methods, provide the cleaning and disinfection procedures, frequency, and measures for verifying the effectiveness (if applicable).
	□Conforming
□Non- conforming
	

	8. Product Quality and Safety Control System

	8.1
In-process inspection and control
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013), Section  8.2,(GB 14881-2025)Section 8.1;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 6.2, 8;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 8.2.5, 9.
	8.1.1 Provide an in-process inspection plan, including the following items organized by process sequence: inspection contents, parameters, frequency, and verification.
	□Conforming
□Non- conforming

	

	8.2
Inspection of finished product
	1. National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013,GB 14881-2025), Section 9;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 9;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 10.
	8.1.2 Provide the testing plan, testing standards, and testing reports for the last two batches of the final products intended for export to China.
	□Conforming
□Non- conforming
	

	9. Chemical and Pest control

	9.1
Chemical pollution control
	National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013) Section 8.3,(GB 14881-2025)Section 8.2;
	9.1.1 Provide a management system to prevent chemical pollution. 
	□Conforming
□Non- conforming
	

	9.2 
Pest control
	National Food Safety Standard - General Hygienic Regulation for Food Enterprise (GB14881-2013) Section 6.4, (GB14881-2025) Section 6.5.
	9.2.1 Provide pest control methods and a layout plan of control points. If pest control is outsourced to a third party, provide the qualifications of the third party.
	□Conforming
□Non- conforming
	

	10. Product traceability and recall

	10.1
Product traceability and recall
	1. National Food Safety Standard General Hygienic Regulation for Food Enterprise (GB14881-2013,GB14881-2025), Section 11;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 12.
	10.1.1 Briefly describe the product traceability procedure.
10.1.2 Provide the Product recall system.
	□Conforming
□Non- conforming
	

	11. Staff health management and training

	11.1 
Staff health management and hygiene requirements
	1. National Food Safety Standard  General Hygienic Regulation for Food Enterprise (GB14881-2013) Section  6.3,,(GB14881-2025) Section6.4;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purpose (GB 29923-2023), Section 6.4
	11.1.1 Provide staff health management system, including pre-employment health checks and periodic physical requirements.
	□Conforming
□Non- conforming
	

	11.2 
Staff training
	[bookmark: _GoBack]1. National Food Safety Standard General Hygienic Regulation for Food Enterprise (GB14881-2013,GB14881-2025), Section 12;
2. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Infants and Young Children (GB 23790-2023), Section 12;
3. National Food Safety Standard - Good Manufacturing Practice for Formula Foods for Special Medical Purposes (GB 29923-2023), Section 13.
	11.2.1 Provide the staff training system, along with the most recent training records, including the training plan, content, and assessment records for the past year.
	□Conforming
□Non- conforming
	

	12. Declaration

	12.1 
Enterprise declaration
	1.Articles 9 of the Regulations of the People's Republic of China on the Registration and Administration of Overseas Manufacturers of Imported Food 
	
	□Conforming
□Non- conforming
	

	12.2 Confirmation by competent authority
	1.Articles 8 of the Regulations of the People's Republic of China on the Registration and Administration of Overseas Manufacturers of Imported Food 
	
	□Conforming
□Non- conforming
	



