
 

Appendix 2 

Quantity Thresholds for New Chemical Substances Subject to Standard Registration 

Annual 

Manufactured or 

Imported Quantity 

Substances 

classified as 

Carcinogenic, 

Mutagenic or Toxic 

for Reproduction 

(CMR) 

On-site Isolated 

Intermediates, 

Polymer, or 

substances for 

Scientific Research 

and Development 

(SRD) or for 

Product and 

Process Orientated 

Research and 

Development 

(PPORD) 

Other Chemical 

Substances 

Less than 1 ton Level 1 - - 

1 ton or more, but 

less than 10 tons 
Level 2 - Level 1 

10 tons or more, but 

less than 100 tons 
Level 3 Level 1 Level 2 

100 tons or more, 

but less than 1,000 

tons 

Level 4 Level 1 Level 3 

1,000 tons or more Level 4 Level 1 Level 4 

Notes: 

I. For 10 metric tons or more of a new chemical substance which meets the definition 

of being a CMR substance and concurrently meets the definition of on-site isolated 

intermediates, polymer, or substances for SRD or PPORD, the quantity threshold 

thereof shall be considered that for CMR substances. 

II. According to Article 29, after registration applications have been approved, the 

registrants shall proactively provide supplementary information based on the 

quantity thresholds when the actual manufactured or imported quantity increase 

leads to an increase in levels. 


