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Structuration des règlements 

sur les substances chimiques en 

Europe
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Les substances et produits chimiques règlementés 
selon leurs usages
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Produits sans AMM:

•Dispositifs médicaux

•Produits cosmétiques

• Produits nécessitant une 

AMM:

– Médicaments

– Produits biocides

– Produits 

phytopharmaceutiques

• Substances chimiques : REACH

– Enregistrement

– Evaluation 

– Autorisation

– Restriction

- Santé humaine
- Environnement

- Listes positives 
et/ou

- Listes négatives AMM: Autorisation de mise sur le marché 

SVHC PE

CLP PE

CLP PE

6



Substance extrêmement préoccupante (SVHC)



Quels guides d’évaluation?



Level 5

In vivo assay providing comprehensive data over more extensive parts of the life cycle

Level 4

In vivo assay providing data on adverse effects on endocrine endpoints

Level 3

In vivo assay providing data on endocrine mechanism/pathway

Level 2

In vitro assays providing data on endocrine mechanism/pathway

Level 1
Existing data and non-test information (phys/chem, production/use, QSAR, predictions)

mammalian non-mammalian
(may be mutually informative)
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Pour identifier les SA phytopharmaceutiques et Biocides présentant des

propriétés de perturbations endocriniennes pour l’Homme et les organismes

non-cibles, l’EFSA et l’ECHA ont développé un document guide (GD) applicable

au 07/06/2018:
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Quelques exemples de substances 

identifiées SVHC PE sous REACH
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Identification of endocrine disruptors under REACH

Molecular Cellular Organ Organism Population

Considered ED according to the WHO/IPCS definition

ED mode 

of action

QSAR, read-across, In vitro or

In vivo screening tests

Apical adverse 

effects

In vivo single or multigen

tests targeting ED relevant 

adverse effects

Plausible link
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Note: “
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Nouvelles classes de danger 

pour les PEs



Quoted from FOURTH ANNUAL FORUM ON ENDOCRINE DISRUPTORS September, 2022 Brussels FOURTH ANNUAL FORUM ON ENDOCRINE DISRUPTORS -

Streaming Service of the European Commission (europa.eu)

•

•

https://webcast.ec.europa.eu/fourth-annual-forum-on-endocrine-disruptors-22-09-21


Quoted from FOURTH ANNUAL FORUM ON ENDOCRINE DISRUPTORS September, 2022 Brussels FOURTH ANNUAL FORUM ON ENDOCRINE DISRUPTORS -

Streaming Service of the European Commission (europa.eu)

•

•

•

https://webcast.ec.europa.eu/fourth-annual-forum-on-endocrine-disruptors-22-09-21


Cf. Acte délégué modifiant le règlement CLP; acte délégué devant entrer en vigueur en début d’année 

après examen par le Parlement européen et le Conseil :https://environment.ec.europa.eu/system/files/2022-

12/Delegated%20Regulation%20amending%20Regulation%2012722008.pdf

https://environment.ec.europa.eu/system/files/2022-12/Annexes%20to%20the%20Delegated%20Regulation.pdf

https://environment.ec.europa.eu/system/files/2022-12/Delegated Regulation amending Regulation 12722008.pdf
https://environment.ec.europa.eu/system/files/2022-12/Annexes to the Delegated Regulation.pdf


Where there is evidence conclusively demonstrating that the adverse effects are 

not relevant to humans, the substance shall not be considered an endocrine 

disruptor for human health. 

https://environment.ec.europa.eu/system/files/2022-12/Delegated Regulation amending Regulation 12722008.pdf
https://environment.ec.europa.eu/system/files/2022-12/Annexes to the Delegated Regulation.pdf




ED List
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https://edlists.org/


•

•

•

•

•

•
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Merci pour votre attention
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Résorcinol
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