
 

Appendix 4 

Information Items, Regarding Hazard and Exposure Assessment, of New and Existing 

Chemical Substances Subject to Standard Registration 
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1. Hazard Assessment 

1.1 Human health hazard assessment 

of physicochemical properties 
 V V V 

1.2 Human health hazard assessment  V V V 

1.3 Environmental hazard assessment  V V V 

1.4 PBT (persistent, bioaccumulative 

and toxic) and vPvB (very 

persistent and very 

bioaccumulative) assessment 

 V V V 

2. Exposure Assessment 

2.1 Exposure scenario(s)  V V V 

2.2 Exposure estimation  V V V 

2.3 Risk characterization  V V V 

Notes: 

I. In each level of the standard registration, items marked with “V” should be submitted. 

II. Chemical substances annually manufactured or imported in quantity of 10 metric 

tons or more which do not meet any of following conditions may be exempted from 

submitting exposure assessments: 

A. Physicochemical properties hazardous to human health 

B. Human health hazard 

C. Environmental hazard 

D. Being persistent, bioaccumulative and toxic (PBT) 

E. Being very persistent and very bioaccumulative (vPvB) 

  


