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China’s Regulatory Environment for Imported Baby Formula 

 

进口婴幼儿配方乳粉所面临的中国法规环境概览 
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Introduction  

China has become the second largest baby food and infant formula market in the world only 

after the USA. The Chinese market is a hotbed for imported baby formula because indigenous 

consumers have lost faith in the integrity of their domestic producers and the safety and quality 

of their produce since the notorious melamine scandal which involved Sanlu milk powder was 

exposed in 2008.  

 

At present, the high-end milk powder market in China has been dominated by Mead Johnson, 

Dumex, Wyeth, Nestle and Abbot. In 2012, the total market share of the top five foreign players 

reached 60 %, while domestic producers, represented by Yili, Beingmate, Shengyuan and Yashili 

occupied the remaining 40%. Multinational milk powder brands share many strengths in 

common, such as proven track records and a long history of safe production, strong R&D 

abilities, high level production technologies, as well as advanced quality control system and 

production management experience. All factors have ensured milk powders from those giants 

with high quality and a reputation unsurpassed globally. 

 

With a large population of babies and the phenomenal collective buying power of consumers, 

the demand for imported baby formula continues to grow. It is predicated that the number of 

newborns every year will exceed 17 million and the 0-3-year-old babies will amount to a 

staggering 50 million in the next few years. Last year, the total number of imported baby milk 

powder was 88,600 tons which represented a momentary value in excess of 981 million dollars, 
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most of which were from New Zealand, Netherland, Germany, Australia and America. Estimates 

predict that in 2013 more than 100,000 tons will be exported to China. 

 

To gain profits from huge baby formula market in China and ensure successful exportation, the 

key factor to consider is compliance with Chinese regulations on baby formula. This article is 

designed to provide a better and comprehensive understanding of the baby formula legislative 

system in China. Apart from a clear regulatory overview for baby formula, this article is also 

dedicated to analyze the impacts of recent and significant policies and clarify compliance duties. 

 

Institutional reform’s impact on supervision of baby formula  

In March of this year several ministries and governmental departments were reorganized, 

including the SFDA, which was elevated to ministerial level and renamed the “China Food and 

Drug Administration (CFDA)”, which is entitled with greater regulatory power, especially for food 

supervision.  

CFDA has taken over the responsibility of food production supervision from the AQSIQ and is 

now in charge of issuing food production licenses. Domestic baby formula manufacturers will 

no longer apply for the food production license from the AQSIQ but from the CFDA. In addition 

several rules regarding production of baby formula developed by the AQSIQ will also be revised 

by CFDA. The AQSIQ responsibilities are now mainly limited to controlling the import and export 

of baby formula. 

Regulatory Framework of Baby Formula in China  

Type Name Effective Date Remark 

President Order 9 of 

2009 

Food Safety Law  

[食品安全法] 
2009-6-1 

The law at the top of all 

food-related regulations 

State Council Decree 

536 of 2008 

Regulations on 

Supervision and 

Administration of the 

Quality and Safety of 

Dairy products [乳品

质量安全监督管理条例] 

2008-10-10 
The overarching regulation 

for dairy products 

AQSIQ Order 129 of 

2010 

Measures on the 

Administration of 

Food Production 

Licensing [食品生产许

可管理办法] 

2010-6-1 

The basis that requires all 

food producers in China, 

including baby formula 

manufacturers, to procure 

a production license 

AQSIQ 

Announcement 119 

of 2010 

Rules for the 

Examination of 

Licensing Criteria for 

Enterprises Producing 

Baby Formula 2010 

2010-11-4 

Preconditions for baby 

formula manufacturers in 

China to meet in order to 

get the production license 

http://www.gov.cn/flfg/2009-02/28/content_1246367.htm
http://www.gov.cn/zwgk/2008-10/10/content_1116657.htm
http://www.gov.cn/zwgk/2008-10/10/content_1116657.htm
http://www.gov.cn/zwgk/2008-10/10/content_1116657.htm
http://www.gov.cn/zwgk/2008-10/10/content_1116657.htm
http://www.gov.cn/zwgk/2008-10/10/content_1116657.htm
http://www.aqsiq.gov.cn/zwgk/jlgg/zjl/2010/201210/t20121015_235126.htm
http://www.aqsiq.gov.cn/zwgk/jlgg/zjl/2010/201210/t20121015_235126.htm
http://www.aqsiq.gov.cn/zwgk/jlgg/zjl/2010/201210/t20121015_235126.htm
http://www.aqsiq.gov.cn/zwgk/jlgg/zjl/2010/201210/t20121015_235126.htm
http://bgt.aqsiq.gov.cn/jlgg/zjgg/2010/201011/t20101104_160269.htm
http://bgt.aqsiq.gov.cn/jlgg/zjgg/2010/201011/t20101104_160269.htm
http://bgt.aqsiq.gov.cn/jlgg/zjgg/2010/201011/t20101104_160269.htm
http://bgt.aqsiq.gov.cn/jlgg/zjgg/2010/201011/t20101104_160269.htm
http://bgt.aqsiq.gov.cn/jlgg/zjgg/2010/201011/t20101104_160269.htm
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they can inquire their filing proceeding and amend the filing information.  

 

 The filing of importers or agents with local CIQs  

Consignees of import foods shall apply for filing to the CIQs in their respective industry and 

commerce registration center and submit the following materials: 

1. A completed application form of consignees; 

2. A copy of industry and commerce business license, organization code certificate, 

identification paper of the legal representative, registration form for the filing and 

recording of foreign trade operators, with the original submitted for verification at the 

same time; 

3. Quality and safety management system of the enterprise; 

4. Organization structure, department functions and job responsibilities concerning food 

safety; 

5. Planned food category of operation and storage location; 

6. Explanations, including the food category and quantity, reporting on the last two years’ 

history of food importing, processing and marketing; 

Similar to exporters’ filing, consignees need also fill and submit the application form 

through the filing management system (http://ire.eciq.cn) and submit required 

information to obtain a file number.  

     After products are imported, importers must keep the import and sales information on 

record for a minimum of 2 years for future reference  

Note: Exporters and importers can refer to the Administrative Provisions on Filing of Importers 

and Exporters of Imported Foods for more specific requirements for filing obligations.  

 

In general, the entire workflow of CIQs on the imported milk powder will include the following 

steps: 

Finish the registration of manufacturers and record-filing of exporters and importers     

Acceptance and review of documents for port inspection and quarantine      Review and filing 

of labels of prepackaged dairy products     Spot-check (including check on the compliance of 

label contents)     Issue the Inspection and Quarantine Certificate to allow import      

Supervising importers to deal with those unqualified dairy products (if found)      Check the 

record of import and distribution by importers  

 

Importers should prepare the following documents for port inspection of baby formula imported 

for the first time:  

 Necessary documents, such as contract, invoice, packing list, bill of lading, etc.; 

 A health certificate (see samples here) issued by the competent authority in the exporting 

country and confirmed by Chinese government, which must be able to prove: 

 Raw materials are from healthy animals; 

 The products don’t carry or spread animal epidemic disease; 

 The manufacturer is under supervision of the government  

 The product is safe and edible 

(In reality due to different governmental structures and management, some countries may 

http://ire.eciq.cn/
http://www.aqsiq.gov.cn/zwgk/jlgg/zjgg/2011_1/201205/t20120523_218426.htm
http://www.aqsiq.gov.cn/zwgk/jlgg/zjgg/2011_1/201205/t20120523_218426.htm
http://jckspaqj.aqsiq.gov.cn/ybzspjyjy/ggshrzpzsyb/
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Annex 2: List of Testing Items for Baby Formula Imported not for the First Time 

Milk-based Foods for 

Infants and Yong 

Children [乳基婴幼儿配

方食品] 

Protein [蛋白质] 

Fat [脂肪] 

Vitamin A [维生素 A] 

Vitamin D [维生素 D] 

Vitamin E [维生素 E] 

Vitamin k1 [维生素 K1] 

Vitamin B1 [维生素 B1] 

Vitamin B2 [维生素 B2] 

Vitamin B6 [维生素 B6] 

Vitamin B12 [维生素 B12] 

Folic acid [叶酸] 

Pantothenic acid [泛酸] 

Biotin [生物素] 

Choline [胆碱] (if added) 

Inositol [肌醇] (if added) 

Taurine [牛磺酸] (if added) 

Arachidonic acid [左旋肉碱] (if added) 

Calcium [钙] 

Phosphorus [磷] 

Iodine [碘] 

Selenium [硒](if added) 

Iron [铁] 

Copper [铜] 

Zinc [锌] 

commercial sterilization [商业无菌] (for liquid 

product) 

Aerobic Plate Count [菌落总数] ( not for products 

added with active bacteria (aerobic probiotics and 

facultative anaerobic probiotics) 

Coliforms [大肠菌群] 

Salmonella [沙门氏菌] 

Enterobacter Salazakii [阪崎肠杆菌] (for product eaten 

by infants of 0~6 months) 

Staphylococcus Aureus [金黄色葡萄球菌] 

Nitrite [硝酸盐](not for older infants and young 

children formula added with vegetables and fruit) 

Nitrate [亚硝酸盐] 

Lead [铅] 

Aflatoxins M1 [黄曲霉毒素 M1] 
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