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MEE

(1) Scope of application

Not Applicable Exemption

> Medicine  (incl.  APIs), | > Naturally occurring substances

pesticide (incl.. pesticide Unprocessed or only physically processed; Extracted from
prodrug), veterinary drug,

cosmetic, food, food I oo o hernicall g
additive, feed, fead Natural polymers that have not been chemically processed;

the air in any way;

additive, fertilizer, etc. | Living substances whose chemical structure have not been

(excluding the above- |changed through chemical processing.
mentioned items which | > Non-commercial or unintentionally produced substances

are used for industrial Impurities; Chemical products; Waste water, waste gas,
purpose, and the raw

materials or intermediates

fo tas b rrarte ]| D Other special categories
items.) For  example: materials;  alloys; non-separating

4 > Radioactive material. intermediates; articles...

solid waste and by-products from the reaction.
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Enterprises engaged in the Production and trading

(2) Applicant

enterprises intending to export
new chemical substances to China

production or import of new
chemical substances in China

Produce _

Enterprises in China registered in accordance with laws and
able to independently bear legal responsibilities;

PrOceSS Overseas enterprises shall appoint a Chinese enterprise as
an agent to jointly fulfill obligations and bear responsibilities.

Import

322
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(3) Registration type
+ Regular registration (Q=10t/y)
Materials to be submitted:
O Application form;

O Test reports or data on physicochemical properties, health toxicity and ecotoxicity;
(The ecotoxicity test reports shall include test data acquired in accordance with relevant
standards using tested organisms from China)

O Environmental risk assessment report;

O Commitment to implement and transmit the environmental risk control measures
and environmental management requirements;

O Other information the applicant has already known on environmental and health
hazard characteristics and environmental risks;

6 O Socio-economic benefit analysis materials (for high-hazard chemicals).
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MEE

(3) Registration type
+ Simplified registration (1t/y<Q < 10t/y)

Materials to be submitted:
O Application form;

O Test reports or data on physicochemical properties, persistence, bioaccumulation

and aquatic ecotoxicity; (The ecotoxicity test reports shall include test data acquired in
accordance with relevant standards using tested organisms from China)

O Commitment to implement and transmit the environmental risk control measures;

O Other information the applicant has already known on environmental and health
hazard characteristics and environmental risks.
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(3) Registration type
+ Record (Q < 1t/y; Polymers with less than 2% new chemical monomers or reactants;
Polymers of low concern)

Materials to be submitted:

O Record form;

O Materials that certify to meet the corresponding condition;

O Commitment to implement and transmit the environmental risk control measures;

O Other information the applicant has already known on environmental and health
hazard characteristics and environmental risks.

The applicant can start activities in accordance with the record after submitting the materials.
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(3) Registration type

+ Serial registration
« An applicant applies for registration of multiple substances with similar
molecular structure, the same or similar uses, and similar test data.

« The quantity applied is the sum of the quantity for all substances.

+ Joint registration
« Two or more applicants jointly submit application materials and apply for
registration of the same substance at the same time.

« The quantity applied is the sum of the quantity for all applicants.

9
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MEE
(3) Registration type
+ New use environmental management registration
Regular registered new chemical substances shall be included in the IECSC after five years
since first registered. The following substances included in the IECSC shall be subject to
new uses environmental management.
« High-hazard chemical substances (The holder of the registration certificate changes use,
or others use the substance for industrial purpose)
« PB, PT, BT substances (used for industrial purpose other than permitted uses)

Materials to be submitted:
O Application form;
O Environmental exposure assessment reports and environmental risk control measures for
new uses;
10 O Socio-economic benefit analysis materials (for high-hazard chemicals).
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(4) Enterprise obligation

The Information transmitted: registration certificate number or
¢ record receipt number, applied use, environmental and health
hazard characteristics and environmental risk control measures,
environmental management requirements.

Establish record system of new chemical substances activity;
Regular and simplified registration materials and activity
@ records shall be kept for at least 10 years;

Record materials and activity records shall be kept for at least
3 years.

Regular registration: Producers and processors should disclose
© the information on implementation of environmental risk control
measures and environmental management requirements.

11
D
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(4) Enterprise obligation

Regular registration and simplified registration

Initial Be submitted within 60 days since the first production or

arcet;‘(’)irtty the first import and transfer to the processor

registration with environmental management

ment on the certificate to submit annual reports

Annual

report e submitted by 30 April each year, starting from the

ext year of the registration




2. Technical standards system of environmental risk assessment and control of chemical substances @'}f

Technical specification for nomenclature of chemical substances for environmental management
(HJ 1357-2024) &

Release date: March, 2024

Objective: To standardize the naming of chemical substances in environmental management,
support new chemical substances environmental management registration, management of
the IECSC, and environmental risk assessment and control of chemical substances.

Naming requirements:

Mono-constituent substance

Chemicals with definite constituent :
Multi-constituent substance

Chemical substances with variable
carbon chain length

UVCB ) .
Chemical substances from oil, coal, etc

Enzyme chemicals

13



https://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/202403/t20240327_1069389.html
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https://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/202403/t20240327_1069389.html

2. Technical standards system of environmental risk assessment and control of chemical substances @

Technical guidance for aquatic toxicity testing of difficult test chemicals (Draft for Comment) &

The period for soliciting opinions: December 20, 2024 to February 17, 2025

Objective: To standardize the aquatic toxicity testing of difficult test chemicals, support the

environmental management registration of new chemical substances and the environmental
risk assessment of chemical substances.

Main contents:

Difficult test attribute identification

Analysis of exposure

Improvement of testing
methods

Insoluble Colored concentration and
: : Preparation of the test solution characterization of
Volatile Hydrophobic . | toxicity results
degradable Selection and maintenance of
(photolysis, hydrolysis, oxidation, lonized exposure systems
Biodegradation) Sample collection and
Adsorptive Multi-constituent

preservation
unknown and
Complexed

14 complex composition



https://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/202412/t20241226_1099390.html
https://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/202412/t20241226_1099390.html
https://www.mee.gov.cn/xxgk2018/xxgk/xxgk06/202412/t20241226_1099390.html

3. Supplement to the List of Existing Chemical Substances in China (IECSC) Y

Announcement on Supplementing and Amending the List of Existing Chemical Substances
in China

Release date: April, 2025

® Supplement 44 chemical substances to List of Existing Chemical Substances in China
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3. Supplement to the List of Existing Chemical Substances in China (IECSC) @}r

Announcement on Supplementing and Amending the List of Existing Chemical Substances

in China
Release date: April, 2025

® Change the permitted uses of 2 chemical substances in the List of Existing Chemical Substances in China
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3. Implement environmental management on Import and Export of toxic chemicg :'?

Anyone who imports or exports toxic chemicals listed in the Lists of Toxic Chemicals Strictly Restricted

in China shall apply to the MEE for a release notice.

& List of Toxic Chemicals Strictly Restricted in China (2023) MEE

Release October, 2023
time
Type of 9
substance

MOFCOM
GACC

Substances regulated under the Stockholm Convention, the Rotterdam Convention,
the Minamata Convention and their related amendments:

1.Perfluorooctane sulfonic acid, its salts and
perfluorooctane sulfonyl fluoride
substance 2.Mercury (including mixtures composed of
mercury and other substances containing at
least 95 per cent mercury by weight, including
alloys of mercury)
17 3.Tetramethyllead

4 Tetraethyllead

5.Polychlorinated terphenyls (PCTS)
6. Tributyltin compounds

7. Short-chain chlorinated paraffins
8. Decabde

9. Perfluorooctanoic acid, its salts
and related compounds


https://www.mee.gov.cn/xxgk2018/xxgk/xxgk01/202310/t20231019_1043580.html

D iz A Rt A priEs N
@qﬂ ARLFIEESFIBE &

Ministry of Ecology and Environment of the People's Republic of China

\~ Thanks

010-65645763

chem@mee.gov.cn

010-65645767

12 East Chang 'an Avenue, Dongcheng District, Beijing
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