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The trigger for all those changes in classification and labelling 

is the CLP Regulation ( "Classification, Labelling and 

Packaging”)  from 2008: 

 

   It complements the REACH Regulation, 

   It replaces the current Dangerous Substance Directive 

   and aligns the EU System to the Globally Harmonized 

   System (GHS) 

   for harmonized communication of hazard information 

   of chemicals 

   and should promote regulatory efficiency. 
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In simplified and pictorial terms it means: 
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Already in 2002 IMA–EUROSIL recommended its member 

companies quartz flour products which contains more than 10 

% by weight of respirable ( < 5 µm in diam.) particles to classify 

and label according the former Dangerous Substance Directive: 

Danger Symbol: 

 

  

  

Signal Word:  Harmful (Xn) 

  

Risk Phrase: 

R 48/20, Danger of serious damage to health by prolonged 

              exposure through inhalation 
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With the reasoning our material is no ‘quartz flour’ and already 

the knowledge by ‘In Vitro’ Cell Experiments’ that NSE has a 

considerably lower toxicity level than other quartz-containing 

products we did not follow the IMA-EUROSIL recommendation. 

In the years have been coming up our decision has been 

reinforced  by new mineralogical findings which show that the 

silica portion of NSE is in fact no quartz but a very unique 

mixture of amorphous and crypto-crystalline silica. 
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With transition to the new and more stringent CLP-Regulation 

we found us in the obligation to ‘describe’ the still existing 

hazard of silicosis adequately.  

After having carefully weighed the legal consequences ( -> 

IARC‘s cancer-classification for RCS, minimization of potential 

claims for compensation) IMA–EUROSIL advised its members 

to label quartz containing products with the STOT- symbol ( -> 

related only to the respirable fraction!) : 
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Starting Situation 
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Danger Symbol: 

 

  

  

Signal Word:  Danger 

  

Hazard Statements: 

H 372, Causes damage to organs through prolonged or 

            repeated inhalation. 

 

Precautionary Statements: 

P 260, Do not breathe dust. 

P 284, In case of inadequate ventilation wear respiratory 

           protection. 
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Symbol Message 
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This labeling  do not express an acute  danger! 

 

But it gives a hint that prolonged inhalation of airborne 

NSE  – i.e. 8h daily on 220 workdays/year over 10 to 20 

years without any respiratory protection – may lead to 

                   silicosis. 

... and very important: 

Only if our material is present pure or unbounded in a 

powdery preparation only then the labeling is relevant and 

has to be applied! 
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What is the situation in a  non-powdery  matrix like 

preparations of varnishes, paints, adhesives, polishes and 

much more? 

 

Will our material be incorporated in a water or solvent 

based binder-containing preparation the potential to 

generate respirable fine-dust is stopped:  

The route of exposition described by H 372 ceases to be 

valid and therefore the corresponding STOT symbol equally 

is not necessary anymore. 
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This afore-mentioned evaluation is based upon regulation 

(EG) Nr.1272/2008 (CLP-Regulation), ANNEX I “CLASSI-

FICATION AND LABELLING REQUIREMENTS FOR 

HAZARDOUS SUBSTANCES AND MIXTURES, 1.1.1.5“: 

 

“For the purpose of classification for health hazards, route 

of exposure, mechanistic information and metabolism 

studies are pertinent to determining the relevance of an 

effect in humans. When such information, as far as there is 

reassurance about the robustness and quality of the data, 

raises doubt about relevance in humans, a lower 

classification may be warranted. When there is scientific 

evidence that the mechanism or mode of action is not 

relevant to humans, the substance or mixture should 

not be classified.” 
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Customer Response 
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To convince our customers of the new GHS classification 

and labeling situation has been not as easy as thought. 

 

There have been misunderstandings like: 

 

         It’s an acute dangerous product 

         It’s a carcinogenic substance 

         … and very surprising: the rule 1.1.1.5 could not be 

                                                                            managed! 

            -> led eventual to the STOT labeling of a liquid 

                varnish mixture! 
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This situation was for our customers for sure not 

acceptable. 

 

“Get rid of the STOT classification and labeling other-

wise we are not in the position to use your material 

anymore!” 
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The Solution ‚Dustiness‘ 

 

 

© 2015, all rights reserved, Hoffmann Mineral GmbH, Neuburg 

Basically all decisions concerning classification in GHS 

depends on the question ‚How much by weight of the 

hazardous substance(s) is contained in the mixture?‘ 

 

In our specific case the part of respirable (A-dust) 

crypto-crystalline silica is the hazardous substance. 
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The Solution ‚Dustiness‘ 
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Traditionally the A-dust fraction will be measured by laser-

granulometric grain size analysis of aqueous dispersions 

and leads beyond all question to a weight share of 30 to 

90% and with that definitely to a STOT classification. 

 

… but is this the truth to assess a workplace 

atmosphere? 
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The Solution ‚Dustiness‘ 
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The tendency that airborne SILLITIN particles show a high 

level of agglomeration ability has been known qualitatively 

since decades. 

 

With the ‘Dustiness Conception’ of the standard EN 

15051-3 ‘Workplace Exposure – Measurement of the 

Dustiness of Bulk Materials’  this effect can now be 

quantified. 
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The Solution ‚Dustiness‘ 
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Based on method and measurement results we can 

adhere to the following facts: 
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  It is an EN Norm therefore it’s ‘State of the Art’ 

 

  It is an objective scientifically reproducible method 

 

  Already the precursor of this norm has been mentioned 

   in an EC Guidance Document ‘as suitable to determine  

   biologically relevant size fractions’ 

 

  The results in an impressive manner show the big 

    difference between ‘air-borne’ and ‘water-dispersed’ 

    situation 
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The Solution ‚Dustiness‘ 
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… and addition the most import finding is: 
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  The results confirmed the assumption of a strong 

    agglomeration tendency and the fraction of respirable 

    crypto-crystalline silica were found in the range of 

    0.001 to 0.06 % by weight for our whole product line. 

 

  In conjunction with the GHS weight percentage limita- 

    tion of   ≥ 0.1 % by weight   for hazardous substances 

    no classification resp. labeling is required. 
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SDS History  -> prior 2008  
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SDS History  ->  2008 - 2010 
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SDS History  ->  2011 - 2013 
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Summary and Result / SDS History  
->  2013 til today 
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Thank You for Your 

Patience! 
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