Measures on Environmental Management of
New Chemical Substances (Amendments)

(Version for Inter-Ministries Consultation)

May 2009
Chapter I GENERAL PROVISION ...........ccoooomumimreeureteeseeeeessesassaseesssssesaseesssssesanens 5
Article 1 (OBJECTIVE)........ooooiocoiuieeeeeeeeeeessesseeeseessessssssessesssssssssssssssssasssssssssaseans 5
Article 2 (APPLICABILITY) ......oooouiuieueectesteseeeeessessessssseessessessssssessesassssssssessneans 5
Article 3 (DEFINITIONS AND INVENTORY) ........ocevmurunrtnetereeeseessesesesssssenanean. 5
Article 4 (GENERAL MANAGEMENT POLICY).......c.coocuniuemueeeeeeeesseraeeeseeseenaennn. 5
Article 5 (MAIN SYSTEMS) .......coouiruimmeeceieteseeeeeessesssssssssssssssesssssssssessssssssssssseans 6
Article 6 (SCIENTIFIC SUPPORT) ..........ccoouiiueeceetieeeeeeceessesseseesessesssssesssssesaneans 6
Article 7 (DUE DILLIGENCE PRINCIPLE) .........cccoovueuecuesteeeeeceessessesaeeessessenanenn. 6
Chapter II NOTIFICATION PROCEDURE.............ccccocovooeurerereneeeeseessereeesesssenanens 7
Article 8 (TYPES OF NOTIFICATION) .........cooooeumuieuereeeceeseessesseessessesaseesssssssaneans 7
Article 9 (COMPLIANCE REQUIREMENT) ........cocoovimucuirteeeeeceessessesaeeessessenanenn. 8
Article 10 (FAST-TRACK NOTIFICATION) .......c.cccovurvruecurrueeseeeeessessesaesesssssssanean. 9
Article 11 (TESTING LABORATORIES) .......oooocueuieueeeeceestesseseeeessessesseesssssesanenn. 9
Article 12 (CONFIDENTIALITY REQUIREMENT) ..........cccoouuiveuniriereseesesssessnnn, 9
Chapter III REGISTRATION PROCESS .........cocoooiitimueeeeeetereeseeessessesseesssssesanens 9
Article 13 (NOTIFICATION AND REGISTRATION)........ccceovveuirirnreeresssensnnn, 9
Article 14 (REGISTRATION PROCESSING TIME)..........cccoooeueeuneuereeeceessenennans 11
Article 15 (REGISTRATION DETAILS) ........ooouomueueeueeceestesseeseeessessessssseessassesanes 11
Article 16 (REGISTRATION MODIFICATION AND RENEWAL).................... 12
Article 17 (PERIODIC PUBLICATION) ........oouourumuerueeceeseesseeseeessessessssssesssssnsanes 12

Chapter IV FOLLOW-UP COMPLIANCE CONTROL ..........ccccoiiiirienieeneene 12



Article 18 (CONDITION OF ENVIRONMENTAL IMPACT ASSESSMENT).. 12

Article 19 (RISK CONTROLT) .....cocoiiiiiiiiieie e 12
Article 20 (RISK CONTROL II) .......ooooiiiiieie e 13
Article 21 (RISK CONTROL ITI) ....coociiiiiieiee e iee e e e eeeese e e see e sseeesneeeeas 13
Article 22 (RESEARCH AND DEVELOPMENT CONTROL) ........ccccvvciienenn. 13
Article 23 (FIRST-TIME ACTIVITY REPORTING)........cccocoiimiriieieenee e 14
Article 24 (ANNUAL REPORTING) ......ccooiiiiiiiiieieesre e 14
Article 25 (RECORD-KEEPING) ........couiiiiiiiiiiiienieeeseee et eseeesseeeeseeeesseessneeeens 14
Article 26 (ADMINISTRATIVE CONTROL NOTICE).......ccccccieiiiieiiienceeeaeeenne 14
Article 27 (SUPERVISION AND INSPECTION) ......ccccoriiiiiiieeeeeeeeeeeee e 15
Article 28 (PROCESSING OF NEW INFORMATION).......ccccoiimmieerrerreenneenes 15
Article 29 (PUBLIC SUPERVISION)........cccooiiiiiiiienie e 15
Article 30 (CLOSURE OF OPERATION) ......oooiiiiiiiiieiieeeeeeeieeeseeeeseeeeseeessneeeens 15
Chapter V. INVENTORY MODIFICATION ........ccccooiiiiiieenreeseesee e e 16
Article 31 (INVENTORY ENTRY) .....ooiiiiiiiiiriiieeeeeeseeeeeeeseeeeseeessseeesseessneeeeas 16
Article 32 (EARLY ENTRY).......ooniurieeeeeeeeeeseeseeseessesesssessssssssssssessessessessesssssssssssenens 16
Article 33 (GENERAL REVIEW)........o.oouiuieeeseestestseseeseessesessessessesseseenssssessanens 16
Article 34 (FOLLOW-UP MANAGEMENT) ......cccoiiirierianee e 16
Chapter VI PENALTIES .........cooiiiiiieeere e 16

Article 35 (PENALITES BY MINISTRY OF ENVIRONMETNAL

PROTECTION) ......ooiiiiiiiiieiiee e eiee e se e sne s sse e s sne e same e sann e s sne e sameeesnnens 17
Article 36 (PENALTIIES BY LOCAL AUTHORITIES)........ccccoiiniiiinnenieee 17
Article 37 (PENALITIES ON INFRINGEMENTS) ........cccoiiinininnee e 18
Chapter VII SUPPLEMENTARY PROVISIONS.........cocooiiiiienee e 18
Article 38 (DEFINITIONS).......ccccoiiairerrieieesresreesseesnessessseessnesseesneesmeessessneesaes 18
Article 39 (RELATED DOCUMENTS)......ccccoitiriireerrerreesee e s esneeseesseesnee s 18

Article 40 (IMPLEMENTATION DATE)........ccooiiiienereesee e 19



Article 41 INTERPRETATION AUTHORITY)



Measures on Environmental Management of New
Chemical Substances (Amendments)

(Version for Inter-Ministries Consultation)

May 2009

Chapter I GENERAL PROVISION

Article 1 (OBJECTIVE)

The current Measures aim to control environmental risk of new chemical substances,
to ensure the public health and to protect the environment.

Article 2 (APPLICABILITY)

The current Measures are applicable to environmental management of the activities
in relation to the manufacture, import, processing and use of new chemical
substances within the territory of the People's Republic of China.

The management of pharmaceuticals, pesticides, veterinary medicine, cosmetics,
food addictive and feed addictive shall comply with relevant laws and regulations.
However, environmental risk management for raw materials and intermediates
used for the production of the aforementioned products shall comply with the
current Measures.

Article 3 (DEFINITIONS AND INVENTORY)

‘New chemical substances’ mentioned in the current Measures refer to chemical
substances that are not listed in the Chinese Inventory of Existing Chemical
Substances.

The Chinese Inventory of Existing Chemical Substances is established, adjusted and
published by the Ministry of Environmental Protection.

Article 4 (GENERAL MANAGEMENT POLICY)

The State shall implement the policy of prevention at the sources, classified
management and follow-up control in terms of the management of environmental
risks of new chemical substances.

In accordance with intrinsic hazard characteristics and degree of exposure, new
chemical substances are classified into general chemical substances, hazardous
chemical substances and chemical substances with environmental concern.
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