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Food Ingredients Supervision Mechanism

Food ingredients

Food raw material

Food additive

Acidity regulator

Anticaking agent 

Antifoaming agent

Antioxidant

Food flavoring

Chewing gum bases

Processing aid for food industry

Food fortification substance
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Imported 
food

食品安全委员会

Ministry of 
Agriculture and 

Rural Affairs

National Health 
Commission

General Administration 

of Customs

State Administration for 
Market Regulation

The planting 
and breeding of 

food raw 
materials

Filing, export 
inspectionDomestic 

food

Filing, import 
inspection

Risk assessment, 
standard 

formulation

the State Council Food Safety Commission

Product 
registration

Food Ingredients Supervision Mechanism
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Food Safety Law

Hygienic 
standard(general)

Product standard Usage standard
Supervision 
regulation

• GB 2761-2017 Maximum 
Levels of Mycotoxins in 
Foods

• GB 2762-2017 Maximum 
Levels of Contaminants 
in Foods

• GB 2763-2016 Maximum 
Residue Limits for 
Pesticides in Food

• …

• GB 19644-2010 Milk 
Powder

• GB 1886.283-2016 food 
additive ethyl vanillin

• …

• GB 2760-2014 
Standard for Uses of 
Food Additives

• GB 14880-2012 
Standard for the Use 
of Nutritional 
Fortification 
Substances in Foods

• Announcement 
related to new food 
raw materials
…

• Administrative measures on 
food production permit

• Administrative measures on 
imported and exported food 
safety

• Administrative Measures on Safety 
Examination of New Food Raw 
Materials

• Administrative Measures for New 
Varieties of Food Additives

• …

Food Ingredients Supervision Mechanism

https://food.chemlinked.com/epublication/ebook/gb-2761-2017-national-food-safety-standard-maximum-levels-mycotoxins-foods
https://food.chemlinked.com/epublication/ebook/gb-2762-2017-national-food-safety-standard-maximum-levels-contaminants-foods
https://food.chemlinked.com/epublication/ebook/gb-2763-2016-national-food-safety-standard-maximum-residue-limits-pesticides-food
https://food.chemlinked.com/expert-article/ebook/gb-19644-2010-national-food-safety-standard-milk-powder
https://food.chemlinked.com/expert-article/ebook/gb-2760-2014-national-food-safety-standard-standard-uses-food-additives
https://food.chemlinked.com/expert-article/ebook/gb-14880-2012-national-food-safety-standard-standard-use-nutritional-fortification-substances-foods
https://food.chemlinked.com/expert-article/ebook/administrative-measures-safety-examination-new-food-raw-materials
https://food.chemlinked.com/expert-article/ebook/administrative-measures-new-varieties-food-additives


FOOD.CHEMLINKED.COM WWW.REACH24H.COM

02 China’s Regulatory Requirements for Food Ingredients 
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Type Judgement 

Common food raw materials (confirm) • Product standard

• Announcement issued by NHC

• Substances Used as Both Food and Traditional Chinese 

Medicine

New food raw materials • New food raw material announcement

Bacterial cultures • Bacterial Cultures that Can Be Used in Foods in China

• Bacterial Cultures that Can Be Used in Baby Foods in 

China

Regulatory Requirements for Food Raw Material

Permitted food raw materials 

http://bz.cfsa.net.cn/db
https://slps.wsjd.gov.cn/xwfb/gzcx/PassFileQuery.jsp
http://samr.cfda.gov.cn/WS01/CL1159/
https://slps.wsjd.gov.cn/xwfb/gzcx/PassFileQuery.jsp
https://food.chemlinked.com/f-lists/bacterial-cultures-used-in-baby-foods-in-China
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Type Judgement 

Prohibited

Raw materials that can only be used in 

health food

• Substances that can be used in health food

Raw materials that can only be used in drug • Pharmacopeia

non-common food raw material • Materials That Should Not be Used as Ordinary Food 

Raw Materials in China

Risk

Common food raw materials (public 

recognized)

• Foods that have been consumed for over 30 years in 

China

Regulatory Requirements for Food Raw Material

http://samr.cfda.gov.cn/WS01/CL1160/
http://www.drugfuture.com/standard/
https://food.chemlinked.com/f-lists/materials-not-used-as-ordinary-food-raw-materials-in-china
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Flaxseed 

Shanghai FDA

NHFPC (previous)

Regulatory Requirements for Food Raw Material

The food manufacturers in Shanghai should 
stop the production of common food that  

senecio cineraria or flaxseed is contained in. 

GB 19300-2014 Nuts and Seeds Food is 
applicable to flaxseed that can be directly 

consumed. 

http://pic.sogou.com/d?query=%D1%C7%C2%E9%D7%D1&st=255&mode=255&did=33
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Common food additives GB 2760-2014 and related announcement

Food fortification substance GB 14880-2012 and related announcement

Food flavoring and fragrance GB 2760-2014 Annex B

Food processing agent GB 2760-2014 Annex C

Basic substance and its ingredient 
in gumbased candy

GB 29987-2014

Regulatory Requirements for Food Additive

https://food.chemlinked.com/expert-article/ebook/gb-2760-2014-national-food-safety-standard-standard-uses-food-additives
https://food.chemlinked.com/expert-article/ebook/gb-14880-2012-national-food-safety-standard-standard-use-nutritional-fortification-substances-foods
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GB 2760 Annex A

Can thaumatin be added in biscuit?

GB 2760 Annex E Food category list1 2

Regulatory Requirements for Food Additive
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GB 14880
Food Fortification 

Substance

Annex A Regulations on the Use of 
Nutritional Fortification Substances 

Annex B List of Allowable Compound 
Sources of Nutritional fortification 
substances

Annex C Nutritional fortification substances 
allowable for special dietary foods and their

compound sources

Annex D Description of food categories 
(names) 

Regulatory Requirements for Food Additive
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Annex D Food categories1

Modified milk powder for pregnant and lying-in women (vitamin A fortified)

Annex A Allowable varieties, application scope and 
dosage of nutritional fortification substances

2

Regulatory Requirements for Food Additive
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Annex B List of Allowable Compound Sources of Nutritional fortification substances3

Modified milk powder for pregnant and lying-in women 
(vitamin A fortified)

Regulatory Requirements for Food Additive
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National Health Commission：

• Inspection on food 

production/circulation permit

• Organize food’s technical 

review

CFSA:

• Technical review and raise 

corresponding  suggestion

Competent authorities

• Administrative Measures on 

Safety Examination of New 

Food Raw Materials

• Regulation for Application 

and Acceptance of New Food 

Raw Materials

• Review Procedures for Safety 

of New Food Raw Materials

Major regulations

How to Apply for New Food Raw Material in China

https://food.chemlinked.com/expert-article/ebook/regulation-application-and-acceptance-new-food-raw-materials
https://food.chemlinked.com/expert-article/ebook/review-procedures-safety-new-food-raw-materials
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Traditional eating habit means that a food has more than 30 years history of production and operation as a packaged

food product in certain region at provincial level and is not included in the Chinese Pharmacopoeia.

New food raw material

Basic principle—possess foods’ characteristics; poisonless and harmless

without traditional eating habits in China

animal, plant, 

microorganism

01 03 04

The original structure 

of food ingredients 

has changed

Other newly 

developed food raw 

materials

How to Apply for New Food Raw Material in China

Food extraction

02
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Application 
procedure

1

Materials 
required

2

Notes 

3

How to Apply for New Food Raw Material in China
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Material acceptance-

review results: 

5 months

Online application and 
submit materials on site

5 working daysMaterials 
review

Supplement 
material

Non-compliant

compliant

Accept

public consultation & 
technical review

Review 
extension

Recommend 
for approval Termination

Recommend 
for disapproval

NHC 
inform the 
applicant

Final decision 
made by NHC: 
approved or 

notThe applicant supplements 
materials within 1 year

NHC inform 
the applicant

NHC inform 
the applicant

60 working days

How to Apply for New Food Raw Material in China
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• Others 

--Soybean oligosaccharides (GB/T standard unveiled during 

technical review)

• substantial equivalence to new food raw materials

--Ginseng adventitious roots & Ginseng

• Regarded as or substantial equivalence to common food

--Mulberry leaf extraction & Mulberry leaf
The following are the same: 

species, source, biological 

property, major 

component, edible parts, 

usage amount, application 

scope, target group

The processing technique 

and quality specification 

are primarily the same.

Termination 

How to Apply for New Food Raw Material in China
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Online application system

https://slps.wsjd.gov.cn/

How to Apply for New Food Raw Material in China

https://slps.wsjd.gov.cn/
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1. application form;；

2. Research and development report of the new food raw material

3. Safety evaluation report;

4. Production techniques;

5. Reference standard (safety requirements, quality specification, test methods, etc);

6. Labels and instructions;

7. Research and utilization data at home and abroad, as well as safety-related data;；

8. Other supporting documents conducive to review and examination

How to Apply for New Food Raw Material in China
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1. The document issued by exporting country (region) proving production or 
sale of the product in the exporting country (region);

Production permit

2. The document issued by original country (region) proving the 
manufacturer go through certain inspection or certification

HACCP / GMP certificate

Pay attention:

• The supporting document must be the original one (by competent authority of original country or 

industry association)

• For those can not be provided with original copy, the document must be confirmed by issuance unit 

or embassy. 

For imported new substance

How to Apply for New Food Raw Material in China
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Competent authority

• Administrative Measures for 
New Varieties of Food 
Additives

• Provisions on Application and 

Acceptance of New Varieties 

of Food Additives

Major regulations

National Health Commission：

• Inspection on food 

production/circulation permit

• Organize food’s technical 

review

CFSA:

• Technical review and raise 

corresponding  suggestion

How to Apply for New Food Additive in China

https://food.chemlinked.com/expert-article/ebook/administrative-measures-new-varieties-food-additives
https://food.chemlinked.com/expert-article/ebook/provisions-application-and-acceptance-new-varieties-food-additives
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New food additive

food additives that 

are not included in 

the food safety 

national standard

01 02
food additives that 

are not included in 

the approval 

announcement issued 

by NHC;

03
food additives that 

require scope 

expansion or dosage 

increase

How to Apply for New Food Additive in China
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Application 
procedure

1

Materials 
required

2

Notes 

3

How to Apply for New Food Additive in China
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Material acceptance-

review results: 

5 months

Online application and 
submit materials on site

5 working daysMaterials 
review

Supplement 
material

Non-compliant

compliant

Accept

public consultation & 
technical review

Review 
extension

Recommend 
for approval Termination

Recommend 
for disapproval

NHC 
inform the 
applicant

Final decision 
made by NHC: 
approved or 

notThe applicant supplements 
materials within 1 year

NHC inform 
the applicant

NHC inform 
the applicant

60 working days

How to Apply for New Food Additive in China
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1. Application form

2. Generic name, function category, dosage and scope of use;

3. The supporting document to prove its technical necessity and intended using effects

4. Quality and specification requirements, production techniques and testing method as well as the

method or instructions to test the additive in food

5. Safety evaluation data, including production techniques, toxicological safety evaluation data or testing

reports and quality and specification testing report. (this item is not required for food additives

proposed to expand application scope or dosage increase

6. Label sample and instruction

7. The supporting document of its production and use issued by other countries

(region) / international organizations that are conducive to the safety evaluation

How to Apply for New Food Additive in China—Material 
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The function category and function 
mechanism of food additive

The effect contrast with and without
the food additive added in food

The effect contrast among food additives 
under the same function category

How to Apply for New Food Additive in China—Material 

Technical 
Necessity 
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No color agent
↓ ↓ ↓

Sorghum redMonascus red

Sensory contrast

The application scope 

of monascus red is 

extended to frozen 

surimi product

How to Apply for New Food Additive in China—Material 

1 2 3
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1. Application form

2. Generic name, function category, dosage and scope of use;

3. The supporting document to prove its technical necessity and intended using effects

4. Quality and specification requirements, production techniques and testing method as well as the

method or instructions to test the additive in food

5. Safety evaluation data, including production techniques, toxicological safety evaluation data or testing

reports and quality and specification testing report. (this item is not required for food additives

proposed to expand application scope or dosage increase

6. Label sample and instruction

7. The supporting document of its production and use issued by other countries

(region) / international organizations that are conducive to the safety evaluation

How to Apply for New Food Additive in China—Material 
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04 Access Requirements of Special Raw Materials
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Food Safety System Inspection Mechanism on Imported 
Countries/Regions

http://pub.fsciq.cn/approval/SitePages/Home.aspx

• Meat product
• Dairy product
• Aquatic 

product
• Bird’s nest

Imported food catalogue from 

countries/regions compliant with 

safety system inspection or having 

tradition trade with

• casing (for sausages)
• plant origin food
• Traditional Chinese 

medicine
• Honey products
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Dynamic management

The trade back to normal 
since Jun. 15, 2017

Malaysia
Bird’s nest

Food Safety System Inspection Mechanism on Imported 
Countries/Regions
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Overseas Food Manufacturer Registration

http://www.cnca.gov.cn/bsdt/ywzl/jkspjwscpqzc/

• China Approved Overseas Manufacturers-Dairy Products 

(except Infant Formula)

• China Approved Overseas Manufacturers-Infant Formula

• China Approved Overseas Manufacturers-Meat

• China Approved Overseas Manufacturers-Aquatic Products

• China Approved Overseas Manufacturers-Honey

• China Approved Overseas Manufacturers-Bird's Nest

https://food.chemlinked.com/f-lists/china-approved-overseas-manufacturers-dairy-products
https://food.chemlinked.com/f-lists/china-approved-overseas-manufacturers-infant-formula
https://food.chemlinked.com/f-lists/china-approved-overseas-manufacturers-meat
https://food.chemlinked.com/f-lists/china-approved-overseas-manufacturers-aquatic-products
https://food.chemlinked.com/approved-honey-overseas-manufacturers-china
https://food.chemlinked.com/f-lists/china-approved-overseas-manufacturers-birds-nest
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Dynamic management

Overseas Food Manufacturer Registration

The suspension 
on CNCA 
registration was 
lifted
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Inspection and quarantine system on imported 
animal and plant origin food

Inspection and quarantine:

• Meat product
• Aquatic product
• Some dairy products
• Some plant origin food
• Bird’s nest

Animal and plant epidemic, laws and 
regulation, ban, alert, risk assessment 
report, safety evaluation report
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Product category Food safety system inspection Manufacturer registration Inspection and quarantine

Dairy ★ ★
☆ (only raw milk, raw milk products, pasteurized milk, 

and modified milk processed by pasteurization are 
required)

Meat ★ ★ ☆ (excluding cooked meat product)

Grain ★ ★ ☆ (excluding processed grain like rice and flour)

Vegetable and vegetable products ☆ (excluding canned food) ☆ (excluding canned food) ☆ (fresh solanaceous vegetables only)

casing (for sausages) ★ ☆ (Chile only) ★

Traditional Chinese medicine ★
☆ (animal/plant-based traditional 

Chinese medicine only)
☆ (animal/plant-based traditional Chinese medicine 

only)

Aquatic and aquatic products ☆ ★ ☆

Bird’s nest ★ ★ ☆ (edible bird's nest only)）

Oil and fat refined from livestock and 
poultry animal at high temperature

★ ★

Grain products ☆ (rough finish products only) ☆ (access agreement)

Edible vegetable oil and oilseeds ☆ (oilseeds only)

Egg and egg products ★ ☆ (fresh egg only)

Dried nuts
☆ (the inspection and quarantine 

condition is P)
☆ (the inspection and quarantine condition is P)

Summary 



Thank you!

Contact Us

Email: food@chemlinked.com | Skype: ChemLinked Official
Tel: +86 571 8710 3822 | Fax: +86 571 8700 7566

Visit food.chemlinkd.com for more info…



China Food Ingredients: Specialty Foods

July 12, 2018

Maxwell Heston from REACH24H Consulting Group
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Overview of special food supervision system in China01

Regulatory requirements for ingredients used in infant 

formula
02

Regulatory requirements for ingredients used in health food03

Regulatory requirements for ingredients used in food for 

special medical purpose
04
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Overview of special food supervision system in China01



food.chemlinked.com www.reach24h.com

Supervision Mechanism

Special food

Infant formula

Food for special 

medical purpose

Health food

For infants aged 0~6 months

For older infants and young children aged 

6~36 months

FSMP intended for infants

Other FSMP

Nutrition supplement

Functional claims
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Supervision Mechanism

S
trin

g
e
n

c
y

Ordinary 

food

Health      

food

FSMP

Drug

Infant 

formula

Consumer demand
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Supervision Mechanism

Overseas

products

食品安全委员会

Ministry of Agriculture 
and Rural Affairs

National Health 
Commission

General Administration 
of Customs

State Administration 
for Market Regulation

Cultivation of raw 

food materials
Filing, export inspection 

and sampling

Domestic 

products

Filing, import inspection

Risk assessment, 

standards drafting

Commission on Food Safety 

of State Council

Registration
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Specialty Food

Infant formula Health food FSMP

• Registration of 

overseas manufacturer

• Registration of formula 

• Filing of nutritional 

supplements

• Health food with 

function claims 

(registration required)

Supervision Mechanism

• Registration of product 
formula



food.chemlinked.com www.reach24h.com

Laws and Regulations

Trunk

Branch
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Laws and Regulations

Laws & regulations

Food Safety Law

Provisions on the Implementation of Food Safety Law

Administrative Measures for the Registration of Product Formula of Infant Formula Milk Powder

Administrative Measures for the Registration of FSMP

Administrative Measures for the Registration and Filing of Health foods

Administrative Measures for the Safety Review of New Food Raw Materials

Administrative of New Varieties of Food Additives

Announcements
No.7-2017 Announcement on ten new good raw materials

No.8-2016 Announcement on new varieties of food additives

National food 

safety 

standards

General

standards

GB 2760-2014 Standard for the Use of Food Additives

GB 14880-2012 Standard for the Use of nutrition fortification substances

Product

standards

GB 10765-2010 infant formula food

GB 10767-2010 elder and young children formula food

GB 25596-2010 General Rules for Infant Formula Food for Special Medical Purpose

GB 29922-2013 General Rules for Food for Special Medical Purpose

GB 16740-2014 health food

GB 11674-2010 whey powder & whey protein powder

Inspection 

standards

GB 5413 collection

GB 5009 collection
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The Composition of Special Food

other usable raw 

materials

new food

raw materials food additives

Components

1

ordinary food raw 

materials

2 3

4
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Regulatory Requirements for ingredients used in infant formula02
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Requirements for Infant Formula Ingredients

For infants aged 0~6 months

Raw and auxiliary materials

Requirements

Milk, bean and their products Plant oil Vitamin Mineral 

To be safe, meet nutrition demand;

No gluten contained;

No bovine colostrum or its products;

No hydrogenated oil or fats;

No irradiated raw material;

Ash of whey powder ≤1.5%, ash of whey protein powder ≤5.5%;

Carbohydrate of dairy based infant formula: first choice is lactose, or the polymer of lactose and glucose;

Pre-gelatinazed starch & No fructose.

Permitted monomer amino acids

L-Phenylalanine L-Cysteine L-Leucine L-Tyrosine L- Tryptophan L-Histidine
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For children aged 6~36 months

Requirements 

Milk, bean and their products Plant oil Vitamin Mineral 

To be safe, meet nutrition demand;

No bovine colostrum or its products;

No hydrogenated oil or fats;

No irradiated raw and auxiliary materials;

Requirements for Infant Formula Ingredients

Raw and auxiliary materials
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婴儿配方食品—添加剂

No gluten contained;

In accordance with relevant regulations;

G 2760 & GB 14880 (no flavor and fragrance)

In accordance with relevant regulations;

G 2760 & GB 14880

Requirements for Infant Formula Ingredients 
—— additives

For infants aged 0~6 months

For children aged 6~36 months
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Vitamin
• L-Ascorbic acid
• Vitamin B2
• D-Biotin

Mineral
• Sodium chloride
• Copper sulfate
• Sodium selenite

Others
• Galactooligosaccharide
• DHA/ARA
• OPO
• Lutein
• Nucleotide
• Lactoferrin
• Casein phosphopeptides (CPP)
• Casein calcium peptide (CCP)

Acidity conditioner
• citric acid, trisodium citrate
• calcium hydroxide
• .....

Antioxidant
• Ascorbyl palmitate

Emulsifying agent, stabilizer, thickening agent
• mono-and diglycerides

of fatty acids
• carob bean gum
• carrageenan
• phospolipid

Requirements for Infant Formula Ingredients

ADDITIVES
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Permitted strain

Lactobacillus *

acidophilus

Strain No: NCFM

Bifidobacterium

animalis

Strain No: Bb-12

Bifidobacterium

lactis

Strain No: HN019 

Bi-07

Lactobacillus 

rhamnosus

Strain No: LGG

HN001

Lactobacillus

reuteri

Strain No: DSM

17938

Lactobacillus 

fermentum

Strain No: CECT

5716

Bifidobacterium

breve

Strain No: M-16V

* Confined to formula 

food for children above 

1 years old

Requirements for Infant Formula Ingredients
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Raw material

nutrition fortification substances

Emulsifying 

agent

Strain

Requirements for Infant Formula Ingredients

Skim milk

Vitamin A

Bifidobacterium animals

Vitamin D

phospholipid
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Regulatory requirements for ingredients used in health food03
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 Food standards & 

relevant provisions

Raw and auxiliary 

materials  Food additives: GB 2760

 nutrition fortification 

substances: GB 14880 & 

relevant provisions

Food additives

Requirements for Health Food Ingredients
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01

02

03

04

05

06

Requirements for Health Food Ingredients

— health food for registration

General food ingredients, food additives, substances in pharmacopoeia;

New food ingredients;

Substances traditionally used as both food and Chinese medicine (87 items);

Substances allowed to be used in health food (114 items);

Probiotics allowed to be used in health food (10 items);

Substances prohibited from health food (59 items).

https://food.chemlinked.com/f-lists/substances-used-as-both-food-and-traditional-chinese-medicine?page_ak=2.8&page=3
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Probiotic allowed in health food

中文名 外文名

两岐双岐杆菌 Bifidobacterium bifidum

婴儿双岐杆菌 B. infantis

长双岐杆菌 B. longum

短双岐杆菌 B. breve

青春双岐杆菌 B. adolescentis

保加利亚乳杆菌 Lactobacillus. Bulgaricus

嗜酸乳杆菌 L. acidophilus

干酪乳杆菌干酪亚种 L. Casei subsp. Casei

嗜热链球菌 Streptococcus thermophilus

罗伊氏乳杆菌 Lactobacillus reuteri

Requirements for Health Food Ingredients

— health food for registration



food.chemlinked.com www.reach24h.com

Principles of using health food ingredients

Rationality

Necessity

Safety

Requirements for Health Food Ingredients

— health food for registration
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Raw materials 69 Auxiliary materials 179

•No harm to health;

•Not for covering food spoilage;

•Not for covering flaws, fakeness, or impurity;

•Not denting the function and nutrition of 

products；

•Lower usage level as soon as possible；

•Processing agent shall be used in line with 

GB2760 and relevant provisions.

Calcium：12

Magnesium：5

Potassium：5

Manganese：2

Ferrum：5

Zinc：6

Selenium：3

Copper：2

Vitamin A：3

Vitamin D：2

Vitamin B1：2

Vitamin B2：2

Vitamin B6：1

Vitamin B12：1  

niacin：2 

folic acid：1

biotin：1  

choline：1 

Vitamin C：4  

Vitamin K：2 

pantothenic acid：1  

Vitamin E：6

Requirements for Health Food Ingredients

—health food for filing
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Raw material auxiliary material

Raw materials 

auxiliary 

materials

 Case study 

Requirements for Health Food Ingredients

—health food for filing

Vitamin C
Starch etc.

Acerola Cherry extract

Sorbitol etc.
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1. Enhancing immune 

function ▲

2. Aiding blood lipids 

reduction

3. Aiding blood sugar 

reduction

4. Increasing antioxidants

5. Improving memory 6. Relieving body fatigue ▲ 7. Relieving eye fatigue● 8. Facilitating lead excretion

9. Clearing throat 10. Aiding blood pressure 

reduction

11. Improving sleep ▲ 12. Increasing milk secretion 

and anti-mutation

13. Improving endurance 

during anoxia ▲

14. Aiding protection against 

irradiation ▲

15. Aiding weight loss 16. Improving growth and 

development

17. Increasing bone density 

▲

18. Improving nutritional 

anemia

19. Aiding protection against 

chemical liver injury ▲

20. Removing acne●

21. Removing chloasma● 22. Improving skin moisture●23. Improving skin oil ●
content

24. Regulating enteric 

bacteria flora

25. Facilitating digestion 26. Improving constipation 27. Aiding protection against 

gastric mucosa

Functional Claims

● human experiment only; ▲ animal experiment only; the rest need both experiments.

Requirements for Health Food Ingredients

—health food for filing
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Regulatory requirements for ingredients used in FSMP04
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Requirements for FSMP Ingredients

 Lactose free formula or low lactose formula food

 Partially hydrolyzed milk protein formula food

 Extensively hydrolyzed milk protein formula or amino acid-based formula food

 Premature or low birth weight infant formula food

 Breast milk nutrition food

 Amino acid metabolism disorder formula food

FSMP intended for infants
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Other FSMP

 Nutritionally complete formula food

• For people aged 1~10;

• For people aged above 10.

 Special full nutritional formula food

 Nutritionally incomplete formula food

• Nutrient module

• Electrolyte formula

• Thickener module

• Liquid formula

• Formula for amino acid metabolic patients

• For diabetics;

• For respiratory system disease patients;

• For kidney disease patients;

• For cancer patients;

• For hepatopaths;

• For muscle attenuation syndrome patients;

• For patients with trauma, infection, surgery or 

other stress condition;

• For patients with inflammatory bowel disease;

• For food protein allergy sufferers;

• For patients with intractable epilepsy;

• For patients with gastrointestinal disorders, 

pancreatitis;

• For patients with fatty acid metabolism;

• For patients with obesity, fat reducing surgery.

Requirements for FSMP Ingredients
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• Cause no damage to infants’ health.

• Gluten-free.

• No hydrogenated oils or fats.

• No irradiated ingredients.

• Lactose and glucose polymers should be the preferred carbohydrates in FSMP intended for infants if 

no special occasion such as lactose intolerance. Gelatinized starched only. No fructose.

• According to special requirements arising from the disease(s), disorder(s), or medical condition(s), L-

type monomer amino acids, their minerals and ones compiled in GB 14880 could be added to 

formula.

• No bovine colostrum or its products;

• In accordance with relevant standards and provisions.

• GB 2760 & GB 14880.

Raw materials

Food additives & nutrition fortification substances

Requirements for FSMP Ingredients 

— FSMP intended for infants
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 Case study

ingredients

ingredients

L- proline etc.

Lactose, maltodextrin, plant oil Hydrolyzed whey

Requirements for FSMP Ingredients 

— FSMP intended for infants
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• GB 25596, GB 29922 etc.

• Food ingredients only (no unknown substances)

• Substances that are both drug and food, health food, drugs are prohibited.

• For people aged 1~10: refer to GB 2760 varieties and amounts of food additives allowed in infant 

formula.

• For people aged over 10: refer to GB 2760 varieties and amounts of food additives allowed in 

same or similar products.

• Specifications shall be in line with relevant standards and provisions.

• According to special demands, one or more amino acids are allowed to be added (GB 29922 

appendix B and/or GB 14880).

• Other components shall be in line with relevant regulations.

Raw materials

Food additives & nutrition fortification substances

Requirements for FSMP Ingredients 

— other FSMP
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Case study Translated version:

Solid corn syrup, sugar, plant oil(sunflower oil, 

soybean oil, MCT (>2%) ), concentrate milk 

protein powder, FOS, concentrate whey protein 

powder, minerals(potassium citrate…), soybean 

protein isolate powder, edible falvoring (vanilla 

bean concrete, vanillin, ehytl vanillin), vitamins 

(Choline chloride, L-ascorbic acid…), DHA 

(source: crypthecodinium cohnii), AA (source: 

mortierella alpina), taurine, Bifidobacterium 

(>106CFU/g), Inositol, Lactobacillus acidophilus 

(>106CFU/g), L-carnitine

Requirements for FSMP Ingredients 

— other FSMP
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Summary

SPECIAL

FOOD
Classification

Supervision and 

Inspection

Ingredients Requirements 

for Ingredients

Case Study

Market
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Recommended Reading

Regulatory analysis

• Probiotics in Infant Formula

E-book

• Health Food Raw Materials Directory (1st Batch)

• List of Auxiliary Materials for Health Food Filing and Terms of Use (Trial)

• Administrative Measures on Health Food Raw Material Directory and Health Function Directory (Consultation 

Draft)

• Regulation for Application and Acceptance of New Food Raw Materials

• Administrative Measures for Registration and Filing of Health Foods

Flist

• Bacterial Cultures that Can Be Used in Baby Foods in China

• Essential and Optional Ingredients in Formula for Infants and Young Children in China

https://food.chemlinked.com/expert-article/probiotics-infant-formula
https://food.chemlinked.com/epublication/ebook/health-food-raw-materials-directory-1st-batch
https://food.chemlinked.com/epublication/ebook/list-auxiliary-materials-health-food-filing-and-terms-use-trial
https://food.chemlinked.com/expert-article/ebook/administrative-measures-health-food-raw-material-directory-and-health-function-directory-consultation-draft
https://food.chemlinked.com/expert-article/ebook/regulation-application-and-acceptance-new-food-raw-materials
https://food.chemlinked.com/expert-article/ebook/administrative-measures-registration-and-filing-health-foods
https://food.chemlinked.com/f-lists/bacterial-cultures-used-in-baby-foods-in-China
https://www.chemlinked.com/cnpd/infant/addBrand
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& Latest Updates



1.1 FCM Regulation System

1.2 Overview of Regulation Status

1.3 Regulation Updating
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1.1 FCM Regulation System

Nov 18, 2016

53

GB 4806.1-2016



General Standard Product Standard Testing Standard GMP

GB 4806 collection of 

product standards

GB 31604 collection of 

testing standards

GB 4806.1-2016

General Safety 

Requirements

GB 4806.3-2016 Enamel

GB31604.1-2015 

General Rules for Migration

Test

GB 4806.4-2016 Ceramic

GB 9685-2016

Standard for Uses of 

Additives in FCM

GB 4806.5-2016 Glass

GB 5009.156-2016

General Rules for Pre-

Treatment of Migration Test

GB 31603-2015

General Hygienic 

Code for 

Production

GB 4806.6-2016 

Plastic Resin

GB 4806.7-2016 

Plastic Materials & Articles

……

……

1.1 FCM Regulation System



1.1 FCM Regulation System

1.2 Overview of Regulation Status

1.3 Regulation Updating



Category Name

General Standard

（2 items）

GB4806.1-2016 General Safety Requirements on FCM 

GB 9685-2016 Standard for the Use of Additives in FCM

Product Standard

（10 items）

GB 4806.2-GB4806.11
Nipples, enamelware, ceramic ware, glass products, plastic resin, plastic 
materials & products, paper and board materials & products, metal 
materials & articles, paints and coatings, rubber materials & articles 

GMP

（1 items）
GB31603-2015 General Hygienic Code for Production of FCM

Testing Method

（51 items）

GB 31604.1-2015 General Rules for Migration Test of FCM

GB 5009.156-2016 General Principles for Pre-Treatment Method of 
Migration Test of FCM

GB 31604.2-GB31604.49 、GB4789.15 → 49 corresponding testing 
methods

1.2 Overview of Regulation Status



1.2 Overview of Regulation Status

Category Item Name Condition

Product

Standard

（9 items）

Food contact metal materials and articles Being revised

Food contact paper and paperboard materials and articles Being revised

Food contact plastic resin and plastic materials and articles Being integrated & revised

Food contact bamboo, wood and cork products Consultation draft

Composite food contact materials and articles Consultation draft

Food contact adhesive Being developed

Food contact cellophane Being developed

Food contact ink Being developed

Food contact starch-based plastic materials and articles Consultation draft

Testing

Standard

（3 items）

General Rules for Migration Test of Food Contact Materials and Articles Being revised

The Detection Method of Migration Amount 5-Ethylidene-2-norbornene Being developed

The detection method of FCM residual solvent Being developed



1.1 FCM Regulation System

1.2 Overview of Regulation Status

1.3 Regulation Updating



1.3 Regulation Updating

Food contact adhesive

2014: project establishment & drafting

2016: seminar held in Beijing

• Positive list

• Research on substance necessity

• Migration test



1.3 Regulation Updating

Food contact  ink

2016：project establishment

At present: investigation and 

research

• Direct & indirect contact ink

• Condition of migration test

• Detection & evaluation of  harmful 

substances in ink

• Study on the barrier effect of base material  

• Study on risk prevention & control



2. Supervision Dynamics 
in FCM



2.1 Summary of Product Quality Sampling 2017

2.2 Key Points of Product Quality Sampling in 2018

2.3 National Product Quality Sampling Plan 2018
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2.1 Product Quality Sampling 2017

1506

926

75
0

200

400

600

800

1000

1200

1400

1600

plastic paper and paperboard food machinery

Food-Related Products Sampling Data in 2017

sampling batches



Product 

category
Product Defect rate Problems

plastics
RCPP, retort pouch, box

0.5%
Stain resistance

Melamine tableware Barrier function

paper & board

Food wrap paper

4.1%

Sensory indexes

Cup stiffness

Fluorescent substance

Anti-seepage（oil）

Anti-seepage（water）

Food packaging board

Paper bag

Paper can

Paper cup

Paper tableware

Paper box

……

food machinery

Slicing machine

53.3%

Aluminum physical and 

chemical index- cadmium

Internal wiring

……

Dough mixer

2.1 Product Quality Sampling 2017



small-sized 
entreprises

76%

large entreprises
3%

medium-sized 
entreprises

21%

Sampling Data of Food Related Products Enterprise Scale 
in 2017

2.1 Product Quality Sampling 2017



Features of Product Quality Sampling 2017

1. Tracking and sampling licensed products;

2. Selecting technical laboratories；

3. Expanding the range of products for inspection；

4. Giving priority to physiochemical indexes.

2.1 Product Quality Sampling 2017



2.1 Summary of Product Quality Sampling 2017

2.2 Key Points of Product Quality Sampling in 2018

2.3 National Product Quality Sampling Plan 2018



2.2 Key Points of Sampling 2018

Stringent Supervision

1. licensing

2. Inspection & Sampling

3. Risk control

Highlighting the supervision over quality and safety of food related products 

Key Materials for Strict Inspection

Plastics, paper, metal, glass



2.1 Summary of Product Quality Sampling 2017

2.2 Key Points of Product Quality Sampling in 2018

2.3 National Product Quality Sampling Plan 2018



category product

Plastics

Thin plastic bag or film

Plastic container

Plastic tool

Composite

materials

polymer-aluminum packaging 

material

Paper
Food packaging paper & board

Food contact paper container

Metal

Food contact metal utensils and tools

Pressure cooker

Food contact metal lid

Food contact metal can

Glass

Glass wine bottle

Food container

Food contact utensils

Food machinery Household processing equipment

2.3 National Sampling Plan 2018

National Product Quality 

Sampling Plan 2018

1. Food contact materials：

plastics；paper & board；metal；glass 

products；

2. Household electronics：

electric oven；pressure cooker；kitchen 

machinery；heating kettle；auto rice 

cooker；



3. Compliance Challenges Under 

New National Standards System



3.1 How to Deliver Declaration of Compliance (DoC)

3.2 Data Requirements for New Substance Registration

3.3 Good Manufacturing Practice（GMP）



3.1 How to Deliver Declaration of Compliance (DoC)

3.2 Data Requirements for New Substance Registration

3.3 Good Manufacturing Practice（GMP）



3.1 How to Deliver DoC

Substances 

manufacturer

Intermediate 
materials 

manufacturer

Finished 
product 

manufacturer

Finished 
product user

Consumer



Role
• Chemical substance/intermediate 

materials/finished product manufacturer?

Compliance 

confirmation

• Upstream DoC

• Turn to relevant regulations

Content

• Manufacturer info

• Product info

• Compliance info

• Restrictions

3.1 How to Deliver DoC



Declaration of Compliance (Chemical substance)

Product name:

Chemical name (if applicable):

Manufacturer (if applicable):

Contact information (if applicable):

Declarant:

Contact information:

Usage condition (applies to final product):

Regulatory compliance:

Usage notice:

Responsibility statement:

Signature:        

Date:          

Substance info

Manufacturer info

Compliance info & restrictions

3.1 How to Deliver DoC



FCA No./ Name CAS No.

(if applicable)

Standard/

Announcement

Limits

FCA1089/

Tris(nonylphenyl) phosphite

26523-78-4 GB 9685-2016 Application scope & maximum level / %:

PE, PP, PS, ABS, PA, PET, PC; appropriate dose;

ND (nonylphenyl, SML (T), group No. 21)

FCA0065 552-30-7 GB 9685-2016 Application scope & maximum level / %:

PET:2%;

5 (SML (T), group No. 21)

Methylmethacrylate-

ethylacrylate-

trimethylolpropane

trimethacrylate copolymer

59779-17-8 Announcement No.10 

- 2016

Application scope & maximum level / %:

6.0 (expressed as methacrylic acid, SML)；
6.0 (expressed as acrylic acid, SML)；
0.05 (expressed as trimethylol propyl triacrylate,

SML).

Code A218 —— GB 9685-2016 30 (SML (T), group No. 21)

ND (Acrylonitrile, SML, DL=0.01mg/kg)

3.1 How to Deliver DoC

Appendix: List of Restricted Substances and Their Limits



3.1 How to Make Compliant Claims

3.2 Data Requirements for New Substance Registration

3.3 Good Manufacturing Practice（GMP）



3.2 Data Requirements for New Substance Registration

Data Requirements

Application form

Physicochemical data

Migration data

Toxicology data

Authorization in other countries



Dossier 
Submission

Data Integrity 
Assessment

supplement 
materials

Technical review

Unapproved Approved

Not complete
Complete

complete

Not complete
Fail Pass

3.2 Data Requirements for New Substance Registration



3.1 How to Make Compliant Claims

3.2 Data Requirements for New Substance Registration

3.3 Good Manufacturing Practice（GMP）



3.3 Good Manufacturing Practice（GMP）

GB 4806.1-2016 Provision 3.7:

“The manufacture of food contact materials and articles 

shall comply with GB 31603”



GMP

Environment

Equipment

PersonnelQuality

Management

3.3 Good Manufacturing Practice（GMP）



4. REACH24H Services



Compliance 
service

FCM 
consultation

Declaration of 
Compliance

New substance 
registration

FCM compliance 
report

FCM compliance 
training

Test supervision

Regulation

Translation

Our Services



Recommended Reading

Foodpedia

• Food Contact Materials Regulation

Regulatory analysis

• An Analysis of China New Food Contact Material Substances in 2017

• Chinese New Food Contact Material Standard System and the Impact on Industry

Report

• Interpretation of Guideline on Identification of Food Contact Materials Used in Household Appliances in China

• Checklists of National Sampling of Food Contact Materials and Articles in China

Webinar

• Regulatory Requirements for Thermoplastic Elastomer in China, USA and EU

• Supply Chain Responsibilities and Declaration of Compliance for Food Contact Materials & Articles in China

• China Regulatory System for Food Contact Materials and Interpretation of GB9685 New Version

https://food.chemlinked.com/foodpedia/china-food-contact-materials-regulation
https://food.chemlinked.com/expert-article/analysis-china-new-food-contact-material-substances-2017
https://food.chemlinked.com/expert-article/chinese-new-food-contact-material-standard-system-and-impact-industry
https://food.chemlinked.com/node/6938
https://food.chemlinked.com/node/6838
https://food.chemlinked.com/new-webinar/regulatory-requirements-thermoplastic-elastomer-china-usa-and-eu
https://food.chemlinked.com/new-webinar/supply-chain-responsibilities-and-declaration-compliance-food-contact-materials-articles-china
https://food.chemlinked.com/new-webinar/china-regulatory-system-food-contact-materials-and-interpretation-gb9685-new-version
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