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Annex – 8 

CONDITIONALATIES REGARDING CLASSIFICATION AND NOTIFICATION OF 

SUBSTANCES 

 

1- Manufacturing of substances on their own or in a mixture one tonne or more per producer 

or importer per year, 

2- Importing of substances on their own or in a mixture  one tonne or more per producer or 

importer per year, 

 

3- Substance is present in articles in quantities totalling over one tonne per producer or 

importer per year and it is intended to be released, 

 

4-  Substance is present in polymers in quantities totalling over one tonne per producer or 

importer per year provided that those polymer consists of 2 % weight by weight (w/w) or 

more of such monomer substance(s) or other substance(s) in the form of monomeric units and 

chemically bound substance(s) and the total quantity of such monomer substance(s) or other 

substance(s) makes up one tonne or more per year. 

 

5- Substances which are present in articles in quantities totalling over one tonne per producer 

or importer per year and present a concentration above 0,1 % weight by weight (w/w) in those 

articles and which: 

a) are classified as carcinogenic, mutagenic or toxic to reproduction, category 1A,1B or 

category 2,or 

b) show persistent, bioaccumulative and toxic (PBT) properties, or 

c) very persistent and very bioaccumulative (vPvB) properties, or 

ç) substances — such as those having endocrine disrupting properties or those having 

persistent, bioaccumulative and toxic properties or very persistent and very bioaccumulative 

properties, which do not fulfil the criteria of points (b) or (c) — for which there is scientific 

evidence of probable serious effects to human health or the environment which give rise to an 

equivalent level of concern to those of other substances listed in points (a) to (c). 
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