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This document covers urgent actions that need to be taken by the Responsible 

Person who have made Article 13 notifications of products containing nanomaterials.  

Cosmetics Europe understands that over 400 nanomaterials have been notified to the 

Commission but the full requirements of Regulation 1223/2009 have not been met for most 

of them. As a result, products containing these materials are illegal and subject to 

recall from market. 

If Industry does not fully comply with nanomaterial aspects of Regulation 1223/2009, an 

additional risk is that our industry may be subject to further legal restrictions in future. 

Background 

The European Cosmetic Regulation 1223/2009 implemented new requirements for 

nanomaterials in Cosmetics that included a Cosmetic specific definition of a nanomaterial.  

In order to help companies implement this new regulation, Cosmetics Europe prepared a 

guidance pack consisting of the following elements which are attached to this document: 

 CE Nano Guidance package part 1  Compliance 

 CE Nano Guidance package part 2  Definition 

 CE Nano Guidance package part 3  Labelling 

 CE Nano Guidance package part 4  SAS Solubility 

 CE Nano Guidance package part 5  Legal Note 

 CE Nano Guidance package part 6  Precipitated Silica 
 

Through the Cosmetic Product Notification Portal (CPNP), the European Commission was 

notified of the use of over 400 nanomaterials being used in Cosmetic products on the 

market.  Only a small number of these (<10) are fully compliant with the requirements 

detailed in Regulation 1223/2009.  As a result, products containing the remaining notified 

nanomaterials are not compliant with the Regulation. In many cases it is however suspected 

that ingredients have been incorrectly notified as nanomaterials.  

The implications of products being on the market and not compliant with the 

Regulation is that they are illegal and could be subject to recall from the market. 

The EU Commission is obliged to publish a list of nanomaterials used in cosmetic 

products, which means that this situation may also become public and will attract 

strong criticism from politicians as well as NGOs. 

This document outlines the steps that should be taken by the Responsible Person who made 

Article 13 notifications of products containing nanomaterials.  This will help them to confirm 

whether their products are compliant with Regulation 1223/2009 and take the necessary 

steps if they are not compliant. 



Companies who have questions regarding any aspect of nanomaterial regulation as detailed 

in Regulation 1223/2009 should urgently review the attached Cosmetics Europe guidance 

pack and, if necessary, take the necessary actions. 

Cosmetics Europe offers a helpdesk to Responsible Persons for assistance and to discuss 

and find the correct way forward. Responsible Persons are invited to contact Cosmetics 

Europe irrespective of whether they are members of this association or not. All information 

and contacts will be handled in the strictest confidentiality. 

Contact: 

Florian Schellauf, Issue Manager Technical Regulatory Affairs 

Tel: +32-2-2276621 

Mobile: +32-473964196 

e-mail: fschellauf@cosmeticseurope.eu  



Compliance with 1223/2009 

 Full details are given in CE Nano Guidance package part 1 Compliance.  However, the 

following flowchart will help the Responsible Persons determine whether they have fully 

complied with 1223/2009 and the steps that need to be taken. 

 

An article 13 notification was made stating 
the product contains a nanomaterial 

Is the material a colourant, preservative or 
UV filter that is specifically listed as a 
nanomaterial in the relevant Annex of the 
Cosmetics Regulation or has received a 
favourable SCCS opinion? 

Was an Article 16 notification made 

The product is not compliant with 
Regulation 1223/2009 
Urgent action required 
Product could be recalled from market 

no 

yes 

yes 
no 

Is the product labelled with “nano” as a 
suffix to the ingredient in the INCI listing in 
accordance with Article 19? 

The product is compliant with 
Regulation 1223/2009. 
No further action required 

Is the material confirmed as a nanomaterial 
as defined in 1223/2009? 

Is the material a colourant, preservative or 
UV filter? 

yes 

Correct the Article 13 notification in the 
CPNP 

no 

Make an Article 16 notification covering the 
material and label the product in 
accordance with Article 19 

Submit a safety dossier to the SCCS 
covering the nano form of the material and 
label the product in accordance with Article 
19 

yes 

no 

Review the raw material data to confirm 
whether the ingredient is a nanomaterial as 
defined in 1223/2009 

yes 

no 



 

Interpretation of the Nanomaterial Definition in 1223/2009 

 A nanomaterial is defined according to the Regulation EC 1223/2009 as follows: “an 

insoluble or biopersistent and intentionally manufactured material with one or more external 

dimensions, or an internal structure, on the scale from 1 to 100 nm” 

 

Full details on interpretation of this definition are given in CE Nano Guidance package part 2  

Definition.  In summary, a material must meet all of the elements of the definition in order 

that it is classified as a nanomaterial under 1223/2009.  ie: the material must meet the 

following points: 

 The material must be intentionally manufactured with the intention of obtaining 
nano-sized objects or structures and, 

 the material must be either insoluble or biopersistant and, 

 the material must have external dimensions or internal structures on the scale from 1 
to 100nm 

 

Materials that do not meet all aspects of the definition should not be classified as 

nanomaterials and products containing them must not be notified to the CPNP under Article 

13 as containing nanomaterials.  Note that when notifying the product in CPNP, only the 

nanomaterial must be identified as a nanomaterial and not the other ingredients in the 

formulation unless they also fully meet all elements of the definition of a nanomaterial. 

 

Note that other definitions of a nanomaterial (including the EU multi-sectorial 

Recommendation for a definition) are not relevant to Cosmetics in Europe and must not be 

considered when making CPNP notifications or labelling the product. 

 

 



 

Appendix  

This section of the document categorises materials that have been notified as nanomaterials 

in CPNP into 2 categories; 1) materials for which it is uncontested that a nano form exists 

and 2) materials that may exist as nanomaterials depending on their physicochemical 

properties.   

All other materials notified are believed to have been notified as nanomaterials in error and 

the CPNP entry should be modified. 

 

1) Materials for which it is confirmed that a nano form exists. 

Materials in this section are confirmed as nanomaterials under the Cosmetic Regulation and 

must meet the requirements of 1223/2009.  

CI 77266 

FULLERENES 

METHYLENE BIS-BENZOTRIAZOLYL 

TETRAMETHYLBUTYLPHENOL 

TITANIUM DIOXIDE 

ZINC OXIDE 

 

 

2) Materials that may be nanomaterials. 

Materials in this section may be nanomaterials depending on their physicochemical 

properties.  Materials in this section should be reviewed by the responsible person to 

determine whether they meet all elements of the Cosmetic definition of a nanomaterial as 

defined in 1223/2009 

ACETYL HEPTAPEPTIDE-9, COLLOIDAL GOLD 

ACETYL TETRAPEPTIDE-17, COLLOIDAL PLATINUM 

ACRYLATES COPOLYMER 

ACRYLATES/ACRYLAMIDE COPOLYMER 

ADIPIC ACID/NEOPENTYL GLYCOL/TRIMELLITIC ANHYDRIDE COPOLYMER 

ALUMINA 

ALUMINUM ZINC OXIDE 

AMODIMETHICONE 



BARIUM/CALCIUM/SILICON/TITANIUM OXIDE 

BISAMINO PEG/PPG-41/3 AMINOETHYL PG-PROPYL DIMETHICONE 

CALCIUM ALUMINUM BOROSILICATE 

CALCIUM CARBONATE 

CAPRYLOYL GLYCERIN/SEBACIC ACID COPOLYMER 

COLLOIDAL COPPER 

COLLOIDAL GOLD 

COLLOIDAL PLATINUM 

COLLOIDAL SILVER 

COLLOIDAL SULFUR 

HYDRATED SILICA 

HYDROXYAPATITE 

LITHIUM MAGNESIUM SODIUM SILICATE 

NYLON-11 

POLYETHYLENE 

POLYURETHANE-14 

POLYVINYL BUTYRAL 

SILICA 

SILICA DIMETHICONE SILYLATE 

SILICA DIMETHYL SILYLATE 

SILICA SILYLATE 

SILVER 

SILVER OXIDE 

SODIUM MAGNESIUM FLUOROSILICATE 

SODIUM MAGNESIUM SILICATE 

SODIUM POLYACRYLATE 

SODIUM PROPOXYHYDROXYPROPYL THIOSULFATE SILICA 

STYRENE/ACRYLATES COPOLYMER 

TRIMETHYLSILOXYSILICATE 

ZINC PYRITHIONE 

 


