
I have a business 

I want to import masks 

 

First step 

I'm not used to import 

Answers to my questions: 

Second step 

Am I subject to the principle of requisition? 

No if I import less than 5 million masks in a rolling quarter * 

Yes if I import more than 5 million masks in a rolling quarter *  

*decree n ° 2020-281 of 20 March 2020 

Third step  

What standards should these masks meet? 

Situation 1  « PPE and medical devices masks »  with CE marking 

Situation 2  « PPE » masks without CE marking but with marking of an equivalent international 

standard 

Situation 3  « medical device » masks without CE marking but with marking of an equivalent 

international standard 

Situation 4  « PPE » masks without CE marking nor marking of an equivalent international standard 

Situation 5  « medical device » masks without CE marking nor marking of an equivalent international 

standard 

Fourth step  

Do I have to pay customs duties and taxes? 

These masks are intended for: 

- A donation (CHU, EPHAD, local authorities, etc.): No customs duties and taxes (deductible)  

To benefit from the franchise, a simple and quick procedure (link below): 

- My employees: customs duties and VAT * 

* and sea grant for the overseas departments 

Fifth step  

What should I do to speed up the clearance of masks? 

I anticipate and secure my operations: I send all documents to my customs service provider or my 

customs office as soon as possible. 

A question? I contact my Economic Action Center (link below) 

 



First step: I'm not used to import (questions to ask yourself before importing) 

1) What corporate status should you choose? 

If you opt for the status of EURL, SARL, SAS, you will have a fiscal identifier and will be able to buy 

duty-free in the European Union (EU) and recover the VAT during your imports (to check and process 

with your accountant).  

If you choose self-employed status, you will pay VAT on imported goods without being able to deduct 

it. 

For more information :  - lautoentrepreneur.fr 

                                          - cci.fr 

        2) What is the EORI number? 

(Economic Operator Registration and Identification) 

This is a unique MANDATORY community identifier number, to be used for all your international 

transactions. It is valid throughout the EU. 

To obtain an EORI, contact the economic action center of the regional customs directorate in your 

region.  

 

3) What are the formalities for importing goods from a country outside the EU? 

The concept of import refers to commercial operations carried out within the territory of the EU on a 

good or a product coming from a country outside the EU, said third country (purchases outside the 

EU). 

An entry summary declaration including safety and security data must be sent to the first point of 

entry into the EU, for all third-party goods entering the customs territory of the Union. 

All goods imported from a country outside the EU are subject to a customs declaration and are 

subject to possible customs duties (up to 17%) and VAT. 

The rate of customs duty varies depending on the description of the goods and their origin. The 

applicable VAT rate differs according to the nature of the goods. 

 

4) What is the tariff type of a commodity? 

A commodity has a trade name and, from the customs angle, is listed according to a tariff 

classification number (harmonized system or HS), recognized at international level. 

This classification is fundamental for your business, because it conditions, for example, the 

determination of customs duty rates, the applicable commercial policy measures, the technical 

standards to be observed, etc.  

HS code: tariff coding of the goods. The first 6 digits are common to all countries. 

Ask your supplier for the first 6 digits of the HS code of your goods. 



RITA: the customs encyclopedia which allows you to determine the HS code and to know the 

additional specific requirements and regulations. 

How to access RITA?  

douane.gouv.fr 

 

5) What are the duties and taxes affecting my imported goods? 

Customs duty: calculated on the value of the goods + all costs (insurance, transport, etc.) until entry 

into the EU. 

VAT: calculated on the value of the goods plus all shipping and insurance costs up to the point of final 

delivery, as well as the amount of any customs duty. 

 

6) Why is the choice of incoterms decisive? 

(International Commercial Terms) 

They determine the mutual obligations of the seller and the buyer under an international purchase / 

sale contract.  

In terms of customs formalities, Incoterm: 

- Reflects the distribution of the respective responsibilities between the supplier and the 

buyer; 

- Is one of the key elements that determine the import customs value. 

For more information: douane.gouv.fr 

 

7) Who can clear my goods? 

In the majority of cases, the express transport company, the Post Office, your carrier or any other 

service provider can take care of all customs clearance formalities and advance to Customs the 

amount of any customs duties and VAT. They then charge these sums to the consignee, as well as 

service fees. These fees are sometimes wrongly called "customs fees", but they have no link with the 

tax collected on behalf of the Public Treasury. 

For more information: douane.gouv.fr 

 

 

 

 

 

 

 



Third step: What standards should these masks meet? (Summary Table) 

Situation 1:  

Concerned masks: protective masks (personal protective equipment and medical devices) 

Standards: CE 

Imports of: 

 - Protective masks (personal protective equipment and medical devices); 

- CE marking 

- All consignees 

- All vectors (Delt@G, Delt@X). 

 

What should my file include? 

The importer must ensure the presence of: 

1) For medical devices 

A declaration of conformity from the manufacturer (or the authorized representative or the 

importer), in French or English including at least: 

- the name and address of the manufacturer 

- the product reference - the reference to Directive 93/42/EEC and to Annex VII 

- the applied European standard 

 

2) For the personal protective equipment 

 

- A declaration of conformity (see previous point except that we are targeting regulation 

2016/425 of March 9th, 2016 and a PPE standard). 

- a valid certificate of conformity from the notified authority for the product under 

consideration. 

Note: 

- the service can request technical documents such as test reports if necessary 

- the attention of operators is drawn to the verification of the validity and authenticity of the 

certificate 

 

Nota bene: in all cases, it is recommended to complete the file with photos of the products and their 

packaging. 

 

 

 

 



Situation 2: 

Concerned masks: protective masks (personal protective equipment) 

Standards: equivalent international standard (no CE marking) 

Imports of: 

- protective masks falling under the category of personal protective equipment; 

- without CE marking 

- having an international standard marking included in the circular on; 

- whoever the consignee is, including healthcare professionals; 

- All vectors (Delt@G, Delt@X). 

 

The importer must ensure the presence of: 

A declaration of conformity from the manufacturer (or the authorized representative or the 

importer), in French or English, including at least: 

- the name and address of the manufacturer; 

- the product reference; 

- reference to the regulations; 

- the equivalent international standard; 

- marking of the international standard accompanied by documentation identifying the 

standard recognized as equivalent (valid report from a laboratory accredited by the State 

issuing the standard); 

- proof of the request (with acknowledgment of receipt of the request by the notified body) 

for an EU certificate of conformity with the notified body, reported by any means (email, 

etc.). 

The list of European notified bodies competent in these sectors is available on the European 

Union website: link 

 

Situation 3 

Concerned masks: protective masks (medical device) 

Standards: equivalent international standard (no CE marking) 

Imports of: 

- protective masks falling under the category of medical devices; 

- without CE marking  

- having an international standard marking included in the circular on; 

- whoever the consignee is, including healthcare professionals; 

- All vectors (Delt@G, Delt@X). 



The importer must submit a file relating to the international standard whose equivalence is 

claimed. 

The importer must ensure the presence of: 

A declaration of conformity from the manufacturer (or the authorized representative or the 

importer), in French or English including at least: 

- the name and address of the manufacturer; 

- the product reference; 

- the reference to Directive 93/42/EEC and to Annex VII; 

- the equivalent international standard. 

 

Please note that the service can request technical documents such as test reports if necessary. 

 

Situation 4 

Concerned masks: protective masks (personal protective equipment) 

Standards: no CE marking or equivalent international standard 

Imports of: 

- protective masks falling under the category of personal protective equipment; 

- without CE marking or reference to the standards included in the circular; 

- intended for the protection needs of business personnel, including healthcare professionals; 

- All vectors (Delt@G, Delt@X). 

 

The importer must ensure the presence of: 

A declaration of conformity from the manufacturer (or the authorized representative or the 

importer), in French or English including at least: 

- the name and address of the manufacturer; 

- the product reference; 

- reference to the regulations; 

- the equivalent European or international standard 

- a valid certificate of conformity from the notified body for the product under consideration. 

Note: - the service can, if necessary, request technical documents such as test reports 

- The attention of operators is drawn to the verification of the validity and authenticity of the 

certificate. 

 

 

 



Situation 5 

Concerned masks: protective masks (medical device) 

Standards: no CE marking or equivalent international standard  

Imports of: 

- protective masks belonging to the category of medical devices; 

- without CE marking or reference to the standards included in the circular; 

- intended for the protection needs of business personnel, including healthcare professionals; 

- All vectors (Delt@G, Delt@X). 

 

The importer must ensure the presence of: 

The importer must submit a file relating to the claimed manufacturing standard. 

A declaration of conformity from the manufacturer (or the authorized representative or the 

importer), in French or English including at least: 

- the name and address of the manufacturer; 

- the product reference; 

- the reference to Directive 93/42/EEC and to Annex VII; 

- the equivalent international standard 

- test reports or a valid report from a laboratory recognized by the state issuing the standard. 


