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LOBBYING FOR COSMETIC COMPANIES

→ANSM
→European Commission
→ ISO, CEN , AFNOR
→ Foreign countries authorities

SHARED SERVICES

→Regulatory watch
→ Free Sale Certificates :  https://www.cosmedcvl.fr/
→Training
→Purchasing group
→Events, Congress
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WORLDWIDE REGULATORY WATCH – ACCESS TO THE DATABASE
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INTRODUCTION



Before 11 july 2013?

Cosmetics Directive76/768/EEC Adopted in 1976

Reasons for Recast
• Significant amendments

• Diverging transposition

• Simplifying procedures and streamlining terminology



DEFINITIONS



Cosmetic Product : “Any substance or mixture 

intended to be placed in contact with the external parts of 
the human body (epidermis, hair system, nails, lips and 
external genital organs) or with the teeth and the mucous 
membranes of the oral cavity with a view exclusively or 
mainly to cleaning them, perfuming them, changing their 
appearance, protecting them, keeping them in good 
condition or correcting body odours”



RESPONSIBLE PERSON



Responsible person

Only cosmetic products for which a legal or natural persons 

designated within the Community as ‘responsible person’ shall be 

placed on the market. 

Who is the responsible person?

•Manufacturer within EU

•Manufacturer outside EU –shall designate an RP within the EU

•Each Importer is RP

•Distributor is RP where he places product on the market under his 

name or modifies a product already on the market in such a way 

that compliance with the applicable requirements may be affected



1. Product classification

2. Ingredients compliance

3. GMP compliance

4. Labelling / Claims

5. Product information file including safety report

6. Notification

7. Cosmetovigilance

Obligations of the responsible person



Regulated substances



Compliance with annexes of restricted and prohibited 
ingredients:

• ANNEX 2  : prohibited ingredients
• ANNEX 3 : ingredients with restrictions 
• ANNEX 4 : authorized  colorants
• ANNEX 5 : authorized preservatives
• ANNEX 6 : authorized UV filter

Positive lists



Good manufacturing 
process



GMP Good Manufacturing Practices ISO 22716 or any 
other equivalent standard
• Self certification
• Possibility to a third party certification (not 

mandatory)



Labelling





Other regulatory/voluntary mentions

- Sunscreen labelling (EC’s recommandation)

- Aerosols

- Environment

- Labels



Language : 

Some Member States require mandatory
information in the language of their territory on :
• The function
• The content 
•Use and precautions



Claims



- Regulation (EC) 655/2013 on cosmetic claims 
sets 6 common cumulative criteria: 
➢Legal compliance
➢Truthfulness
➢Evidential support
➢Honesty
➢Fairness
➢Informed decision-making



PRODUCT INFORMATION 
FILE 



How to structure a PIF?

➢ Product description
➢ A clear link must be established between the cosmetic product and the Product Information 

File

➢ Cosmetic Product Safety Report (CPSR)
➢ Part A and B 

➢ Manufacturing method and GMP compliance 

➢ Evidence of the claimed effect

➢ Animal testing data   



•Part A: Information on the safety of the cosmetic product
Part A is intended to collect the numerous data necessary for the safety assessment of 
the product. It contains:
1.The quantitative and qualitative composition of the cosmetic product
2.Physical/chemicalcharacteristics and product stability data
3.Microbiological quality
4.Impurities, traces, and information about the packaging material
5.Normal and reasonably foreseeable use
6.Exposure to the cosmetic product
7.Exposure to substances
8.The toxicological profile of the substances
9.Adverse reactions (ARs) and serious adverse reactions (SARs)
10.Information on the cosmetic product

•Part B: Cosmetic product safety assessment



NOTIFICATION



Prior to placing the cosmetic product on the market the responsible
person shall submit, the following information to the Commission:

- the category of cosmetic product and its name or names, enabling
its specific identification;
- the name and address of the responsible person
- the country of origin in the case of import;
- the Member State in which the cosmetic product is to be placed
on the market;
- the contact details of a physical person to contact in the case of
necessity;
- the presence of substances in the form of nanomaterials
- the name and CAS number of substances classified as CMR, of
category 1A or 1B;
- the frame formulation allowing for prompt and appropriate
medical treatment in the event of difficulties.











COSMETOVIGILANCE



1/ Mandatory notification to the concerned 
Member State’s competent authorities and 
provide:
• All serious undesirable effects known to them;
• The name of the cosmetic product concerned (for 

its identification);
• The corrective measures they have taken, if any

2/ Mandatory cosmetovigilance process by 
registering all events that occur during the 
marketing.



3/ Mandatory reporting : all available data on 
UE and SUE relating to the cosmetic product 
must be reported. This includes statistical data.



OBLIGATIONS OF 
THE DISTRIBUTOR



• Verify labelling is compliant
• Language requirements
• Date of minimum durability
• Shall not make non-conforming product available
• Respect Storage and transport conditions
• Where a product presents a risk, inform the RP and the 

CA where the product is made available ( CPNP)
• Report serious undesirable effects



CONCLUSION






