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Information summary of Article 14 General obligations of distributors 
 

1.When making a device available on the market, distributors shall, in the context of their activities, act with due care 

in relation to the requirements applicable.  

This is asking you as a distributor to adhere to Article 14 of the MDR 2017/745. 

2.Before making a device available on the market, distributors shall verify that all of the following requirements are 

met:  

(a) the device has been CE marked and that the EU declaration of conformity of the device has been drawn up;  

All our contact lenses are covered by our certificates that can be found on our website.  

https://www.cantor-nissel.co.uk/certification  

(b) the device is accompanied by the information to be supplied by the manufacturer in accordance with Article 

10(11);  

Article 10(11) instructs that we as a manufacturer ensure our medical device is accompanied with an IFU 

https://www.cantor-nissel.co.uk/instructions-for-use (information for use) and that the label can be clearly 

read for the intended patient.  

(c) for imported devices, the importer has complied with the requirements set out in Article 13(3);  

As a distributor you do not need to complete this request.  

(d) that, where applicable, a UDI has been assigned by the manufacturer. In order to meet the requirements referred 

to in points (a), (b) and (d) of the first subparagraph the distributor may apply a sampling method that is 

representative of the devices supplied by that distributor. 

Our UDI will appear on our EU Declaration of Conformity. The UDI website is not currently up and running. 

Once it is, our EU Declaration of Conformity will be updated. 

Where a distributor considers or has reason to believe that a device is not in conformity with the requirements of this 

Regulation, it shall not make the device available on the market until it has been brought into conformity, and shall 

inform the manufacturer and, where applicable, the manufacturer's authorised representative, and the importer. 

Where the distributor considers or has reason to believe that the device presents a serious risk or is a falsified device, 

it shall also inform the competent authority of the Member State in which it is established.  

If you ever believe our contact lenses are not safe please let us know immediately along with our EU Authorised 
Representative. Emergo Europe, Prinsessegracht 20 4514 AP, The Hague, THE NETHERLANDS. 
 

3.Distributors shall ensure that, while the device is under their responsibility, storage or transport conditions comply 

with the conditions set by the manufacturer.  

You will be able to find more information on the contact lens storage and transportation within the relevant 

IFU (information for use).  

4.Distributors that consider or have reason to believe that a device which they have made available on the market is 

not in conformity with this Regulation shall immediately inform the manufacturer and, where applicable, the 
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manufacturer's authorised representative and the importer. Distributors shall co-operate with the manufacturer and, 

where applicable, the manufacturer's authorised representative, and the importer, and with competent authorities to 

ensure that the necessary corrective action to bring that device into conformity, to withdraw or to recall it, as 

appropriate, is taken. Where the distributor considers or has reason to believe that the device presents a serious risk, 

it shall also immediately inform the competent authorities of the Member States in which it made the device 

available, giving details, in particular, of the non-compliance and of any corrective action taken.  

If you ever believe our contact lenses are not safe please let us know immediately along with our EU 

Authorised Representative. Emergo Europe, Prinsessegracht 20 4514 AP, The Hague, THE NETHERLANDS. 

If you have full traceability of our lenses in case of a recall then this part is covered. If not then we need to 

discuss how you can record where the lenses have gone and what patient has taken ownership of them.  

5.Distributors that have received complaints or reports from healthcare professionals, patients or users about 

suspected incidents related to a device they have made available, shall immediately forward this information to the 

manufacturer and, where applicable, the manufacturer's authorised representative, and the importer. They shall 

keep a register of complaints, of non-conforming devices and of recalls and withdrawals, and keep the manufacturer 

and, where available, the authorised representative and the importer informed of such monitoring and provide them 

with any information upon their request.  

Only in the case of a serious complaint will you need to make our EU Authorised Representative aware of the 

complaint. General complaints regarding fit, power or colour issues will not need to be reported.  

6.Distributors shall, upon request by a competent authority, provide it with all the information and documentation 

that is at their disposal and is necessary to demonstrate the conformity of a device.  

Distributors shall be considered to have fulfilled the obligation referred to in the first subparagraph when the 

manufacturer or, where applicable, the authorised representative for the device in question provides the required 

information. Distributors shall cooperate with competent authorities, at their request, on any action taken to 

eliminate the risks posed by devices which they have made available on the market. Distributors, upon request by a 

competent authority, shall provide free samples of the device or, where that is impracticable, grant access to the 

device. 

We ask in the instance your local competent authority ask for any information regarding our medical device 

that you can please provide this information without delay.  

 

If you have any questions please do not hesitate to contact us.  
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