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Preface 

 

The Guidance is compiled according to Article 6 of the Measures for the 

Environmental Management Registration of New Chemical Substances (Order No. 12 

of the Ministry of Ecology and Environment of the P. R. China, hereinafter referred to 

as the Measures) in order to standardize the environmental management registration of 

new chemical substances, guide the applicants and the presentative agents in 

completing the environmental management registration of new chemical substances 

and fulfil responsibilities and obligations as specified in the Measures. 

 

The Guidance is a supporting normative document for the implementation of the 

Measures, which details the relevant provisions of the Measures and specifies the 

implementation requirements. The Guidance mainly includes the scope of registration, 

registration types, registration procedure, requirements for regisreation application 

materials, special provisions for polymers, and new usage registration for 

environmental management, re-registration, change, withdrawal and revocation of 

registration certificate, and tracking management after registration. 

 

The Guidance shall primarily be applicable to the applicants, the representative agents 

and the processors and users of new chemical substances. The applicants and the 

representative agents shall according to the requirements of the Measures and the 

Guidance carry out environmental management registration of new chemical 

substances, implement tracking management requirements and take effective measures 

to prevent and control the environmental risks of new chemical substances. Processors 

and users of new chemical substances shall implement environmental risk control 

measures and environmental management requirements. 

 

The Guidance will be revised in due course according to the actual management 

needs.  
  



3 

Table of Content 
 

I. Environmental Management Registration Scope of New Chemical Substances  .............................................. 1 

(I) Scope of substances subject to registration.................................................................................................................. 1 

(II) Scope of applicable territories .................................................................................................................................... 3 

(III) Type of activities  ..................................................................................................................................................... 3 

(IV) Applicant and representative agent  .......................................................................................................................... 3  

II. Types of Environmental Management Registration of New Chemical Substances  ........................................ 4 

(I) Registration types  ....................................................................................................................................................... 4 

(II) Special forms of regular and simplified registrations  ................................................................................................ 5  

III. Procedures for Environmental Management Registration of New Chemical Substances  ........................... 5 

(I) Preparation for registration application  ...................................................................................................................... 5 

(II) Submission of application materials ........................................................................................................................... 6 

(III) Procedures for regular and simplified registrations  ................................................................................................. 6 

(IV) Record notification procedure .................................................................................................................................. 8 

IV. Requirements for Application Materials for Environmental Management Registration of New Chemical 

Substances  .................................................................................................................................................................. 9 

(I) Format requirements for application materials  ........................................................................................................... 9 

(II) Content requirements for application materials ......................................................................................................... 9 

(III) Requirements for application data source and quality  ........................................................................................... 10 

(IV) Data requirements for regular and simplified registration applications  ................................................................. 13 

(V) Determination criteria for highly hazardous chemical substances  .......................................................................... 22 

(VI) Application material requirements for special forms of registration  ..................................................................... 25 

(VII) Requirements for environmental risk assessment report  ...................................................................................... 25 

(VIII) Requirements for social and economic benefit analysis report  ........................................................................... 33 

(IX) Requirements for information protection ............................................................................................................... 36 

V. Special Provisions on Polymers  ......................................................................................................................... 37 

(1) Nomenclature  ........................................................................................................................................................... 37 

(II) Record notification requirements for polymers  ....................................................................................................... 39 

(III) Regular and simplified registration requirements for polymers  ............................................................................. 40 



4 

VI. New Usage Registration, Re-registration, Registration Certificate Modification, Withdrawal and 

Revocation  ................................................................................................................................................................ 41 

(I) New usage environmental management registration ................................................................................................. 41 

(II) Re-registration  ......................................................................................................................................................... 42 

(III) Change of registration certificate  ........................................................................................................................... 42 

(IV) Withdrawal of registration application  .................................................................................................................. 43 

(V) Application for revocation of registration certificate  .............................................................................................. 43 

(VI) Change/Withdrawal/Revocation of registration certificate in accordance with the law  ........................................ 44 

VII. Tracking Management Requirements for New Chemical Substances after Registration  ......................... 44 

(I) General requirements  ................................................................................................................................................ 44 

(II) Information transmission ......................................................................................................................................... 44 

(III) Post-registration activity report  .............................................................................................................................. 45 

(IV) Information disclosure  ........................................................................................................................................... 45 

(V) New hazard information and environmental risk tracking  ...................................................................................... 45 

(VI) Data retention ......................................................................................................................................................... 45 

(VII) Take environmental supervision and management  ............................................................................................... 46 

(VIII) Listing chemical substances into IECSC  ............................................................................................................ 46 

VIII. Contact Information  ...................................................................................................................................... 48 



Guidance on MEE Order No.12   

ChemLinked Team, REACH24H Consulting Group | http://chemical.chemlinked.com                                                                                                                  

14F, #3 Bldg., Haichuang Technology Center, No. 1288 Wenyi West Road, Hangzhou, China. PC: 311121 

Tel: +86 571 8700 7591 | Fax: +86 571 8700 7566 | Email: chemical@chemlinked.com  

Guidance on the Environmental Management Registration of New 
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I. Environmental Management Registration Scope of New Chemical Substances 

(I) Scope of substances subject to registration 

1. Substances subject to registration 

New chemical substances refer to chemical substances that are not listed in the Inventory of Existing Chemical 

Substances of China (hereinafter referred to as the IECSC). For chemical substances that have been listed into 

the IECSC and subject to new usage environmental management, they are subject to environmental management 

as new chemical substances if they are used for industrial applications other than the permitted uses. 

New chemical substances are subject to environmental management registration of new chemical substances 

prior to manufacture or import according to the Measures.  

New chemical substances, whether in the form of pure substances or mixture components, fall under the scope 

of registration. 

Chemical substances of variable composition and complex reaction products, etc. without unique and with 

uncertain molecular structure, and polymers, if identified as new chemical substances, fall under the scope of 

registration. 

2. Inapplicable categories 

The Measures does not apply to the following chemical substances or products, for which the environmental 

management registration of new chemical substances is not required: 

(1) Pharmaceuticals (including active pharmaceutical ingredients), pesticides (including pesticide technical), 

veterinary drugs (including active pharmaceutical ingredients), cosmetics, food, food additives, feed, feed 

additives, fertilizers, etc.; 

However, for aforementioned products that are intended to be used in other industrial applications, and those 

used as raw materials or intermediates for production of the aforementioned products, if identified as new 

chemical substances, the Measures shall apply. 

(2) Radioactive materials. 

3. Categories of exemption 

Chemical substances or products that conform to the following requirements are exempt from the environmental 

management registration of new chemical substances. 

(1) Naturally occurring substances 

1) Unprocessed substances or substances physically processed only by manual, mechanical or gravitational 

means, or by dissolution in water, by flotation or by heating solely to remove water, etc.; 

2) Substances extracted from air by any means; 

3) Natural polymers that have not been chemically processed; 

4) Living substances that have not been chemically processed to change their chemical structures, such as 

ribonucleic acid, desoxyribonucleic acid, proteins and other biomacromolecules. 

(2) Non-commercial or non-intentional produced substances 

1) Impurities, which do not contribute to product functions, may come from raw materials or secondary or 

http://chemical.chemlinked.com/
mailto:chemical@chemlinked.com


REMOVE CHEMICAL REGULATORY BARRIERS 
EXPEDITE ASIA MARKET ACCESS

· In-time regulatory information and market access requirements 

· Supported by local and experienced technically adept technical team 

· Strategic partnerships with competent authorities and industrial associations worldwide

· Customized consulting service for complete compliance solutions.

Free trial

 Free

Standard

Corporate

Special

SUBSCRIBE TO 
CHEMLINKED NOW

OUR SERVICES

Information
News, Alerts

Knowledge
Pedia-articles, 

Regulatory Analysis, Market Insights, Reports

Databases
Regulatory Database, 

English Translations, Lists/Inventories, Q&A

Training
Webinars, Online courses, Offline events

Solutions
Translation, Consultancy, Advertising, 

Tailored Regulatory Report, 

Business-matching services, 

Tailored online and offline training

Visit our website for more information about AP chemical News & Regulation updates 

14th Floor, Building 3, Haichuang Technology Center, 1288 West Wen Yi Road, Hangzhou, China (311121)

Tel: +86 (0)571 8609 4444    /      Fax: +86 571 8700 7566      /      E-mail: chemical@chemlinked.com


