Agreement

(related to certification of a model under own mark) 
Between

 Organisation 1(Business name and full address of the original manufacturer).
having the quality of original manufacturer of the PPE « Product 1» ( Description of the PPE – mark or code, type, serial number, etc.) )  which is submitted (has been submitted to an “UE type-examination” (module B) according to Annex V of the REGULATION (EU) 2016/425 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 9 March 2016 on personal protective equipment and repealing Council Directive 89/686/EEC (designated below as “Regulation (EU) 2016/425”) at the notified body of INCDPM (NB 2756), against the standard/standards / for which the notified body ………. issued the UE type certificate No……  (number of the UE type certificate) 
(where it is the case, for category III PPE) 
and which have been submitted to the procedure established in the art. 19, first line, letter c), point i) and Annex VII of the  Regulation (EU) 2016/425“ -conformity to type based on internal production control plus supervised product checks at random intervals (module C2) at the notified body …. …………………(Name, address and identification of the notified body) which issued the test report for annual checking No……;  
or

and which have been submitted to the procedure established in the art. 19, first line, letter c), point ii) and Annex VIII of the  Regulation (EU) 2016/425“ - conformity to type based on quality assurance of the production process (module D)  (module D) at the notified body …. …………………(Name, address and identification of the notified body) which issued the approval  No……;  

and  
Organisation 2 (Business name and full address of the organisation that intends to place the product on to the market in its own name – own brand manufacturer),  having the intention of placing the mentionned PPE on to the market in its own name, respectively  as « Product 2» (Description of the PPE – new mark or code, type, serial number, etc.)  
It have been established the following agreement.
According to this agreement, the mentioned organizations declare that  
1. PPE designated as « Product 2» which will be put on the market in its own name by Organisation 2 is physically identical to « Product 1» which has been the object of the mentioned procedure of evaluation of conformity, with the following differences: marking the name of the manufacturer and the unique code of product  
2. Organisation 1 expresses its commitment that, during period of validity of the documents issued by the notified body for the  «Product 2»:  : 

· only products fully compliant with the type-examination certificate issued by the notified body will be supplied to Organisation 2;

· will advise Organisation 2 of any changes affecting the validity of either the type-examination certificate and/or any other approvals issued by notified bodies, according to the provisions of the Regulation (EU) 2016/425, if applicable;  
· wiil inform both the notified body and Organisation 2 regarding any proposed changes to the product, before proceeding with the changes;

· will make available to the Organisation 2. the original technical documentation related to the reference model, «Product 1»  as well as , if it is the case, the copies of the certificates or of other  testing reports and communications issued by the notified bodies involved in application of the evaluation of conformity according to the Regulation (EU) 2016/425 related to the mentioned model and will allow that those documents to be submitted to the notified body NB 2756  to support the application for evaluation of conformity according to Regulation (EU) 2016/425 of the model under own brand , as « Product 2»;
· will give to the notified body of INCDPM (NB 2756) the permission to use any data and information and any conformity evidences existing in Organisation 1 referring  to the reference model « Product 1»  that are assessed to be adequate and applicable to the own brand model, « Product 2»;

· will allow Organisation 2 to adapt the manufacturer's instructions and information for PPE « Product 1»  and / or its components in order to be applicable to the « Product 2»  model;

· will inform Organisation 2 of any incidents involving the products covered by the agreement and the taken measures;

· (where it is the case, for category III PPE)  allow that the PIP procedure chosen for the risk category III be carried out concurrently for the basic model and the model manufactured under the own brand of the manufacturer Organisation 2. 

3. Organisation 2 express its commitment  that:
· there will not be made other modifications on the « Product 2»  in report to « Product 1», that those established by this agreement;
· will fulfil all obligations resulting from Regulation (EU) 2016/425, as a manufacturer under its own brand of «Product 2»  

· will take full responsibility for the notified body and the market surveillance authorities regarding the compliance of «Product 2»   with the essential health and safety requirements and the model under own brand approved by a notified body;
· will quickly adopt measures similar to those set out by Organisation 1 in the event of incidents that it has committed; 

· communicate to Organisation 1 any incidents involving the products covered by this Agreement and the measures taken; 

· will immediately cease the placing on the market of «Product 2»  specimens if Organisation 1 informs them that the «Product 1»   attestation of conformity has been suspended or withdrawn or by the notified body involved or that restrictive measures or prohibition of  the placing on the market of «Product 1» specimens have been taken.
4. Organisation 2 nominates Organisation 1 and particularly  …….. , employee of this organisation, as its representative in relation to the notified body, and declares that this person is empowered to sign,  on behalf of Organisation 2,  the corresponding contracts and all the documents required by the notified body, as well as to make all the necessary corrections on the technical file referring to « Product 2»,  submitted to the notified body. 
or
5.  Organisation 2 will signa an independent contract with the notified body and designates ….. , employee of its organisation, as its representative in relation to the notified body, and declares that this person is empowered to sign, on behalf of Organisation 2, as manufacturer and applicant, the corresponding contracts and all the documents required by the notified body, as well as to make all the necessary corrections on the technical file referring to « Product 2»,  submitted to the notified body. 

	Organisation 1 

Legal representative of the manufacturer of the basic model(s) 

Name, surname, function

Date:
	Organisation 2
Legal representative of the own brand manufacturer   
Name, surname, function

Date:
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