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.) )  for which  have been drawn up the EC type-examination certificate No…….. (number of the EC type certificate) by the notified body  …………………(Name, address and identification of the notified body) and(where it is the case, for category III PPE) which have been submited to the production control by the procedure ………… (. 'EC' quality control system for the final product/.  System for ensuring EC quality of production by means of   monitoring) according to the article .... (11A or 11B) of the european directive    89/686/CEE at the notified body …………………(Name, address and identification of the notified body)- certificate of 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.) and to submit the model for EC   type‑examination as referred to in Article 10 and (where it is the case, for category III PPE) to the procedure ………… (. 'EC' quality control system for the final product/.  System for ensuring EC quality of production by means of   monitoring). according to the article .... (11A or 11B) of the european directive    89/686/CEE at the notified body ICSPM- CS of INCDPM Bucharest (NB 1805), estabilished in Bucureşti, Romania, B-dul Ghencea No 35A, sector 6, cod postal  061692
It have been established the following agreement.
According to the agreement, the mentioned organizations declare that  
- 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 is covered by type examination certificate yyy.  The differences between the original submission and the new application are listed below/in the document ...... .    
- materials for execution : ………….. ;


- technology : ………….. ;


- marking : ………….. ;

- intended use : ………….. ;


- applied standards or specifications : ………….. ;


- manufacturer's technical file: ………….. ;


- information notice: ………….. ;

- means and facilities for quality control : ………….. ;


- location of manufacture plant: …………..  

Organisation 1 confirms that the certificates mentioned above are valid at the date of issue of this agreement and express its commitment  that:  : 


-  only product fully compliant with above mentioned type-examination certificate will be supplied to Organisation 2;


- will advise Organisation 2 of any changes affecting the validity of either the type-examination certificate and (where it is the case, for category III PPE) the article 11 supervision.  
 
- any proposed changes to the product will be sent to both the notified body and Organisation 2 before proceeding with the change;

 
- any proposed changes to the product will be sent to both the notified body ICSPM-CS and to Organisation 2, before proceeding with the change. 


- the original technical file as well as copies of  the mentioned certificates or of other  testing reports and communications issued by the notified bodies involved in application of the evaluation of conformity according to european Directive 89/686/CEE, and for category III PPE, article 11 documents, will be made available to the notified body ICSPM-CS to support the application for certification of Organisation 2.

 
- the notified body ICSPM-CS will have the permission to use any data and information and any conformity evidences existing in our organisation referring  to the « Product 1»  that are assesed to be adequate and applicable to the « Product 2»;


-the information file for the « Product 1» will be put at the dispozition of the Organisation 2,  which will be allowed to use it as a model for establishing the information file for the model « Product 2»; 


- will inform Organisation 2 of any incidents involving the products covered by the agreement;


-(where it is the case, for category III PPE)  to permit the acces of the representatives of ICSPM-CS in its own location of production,  in scope of surveyance, at intervals established by commun agreement, not less than one per year.  
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 inform Organisation 1 of any incidents involving the products covered by the agreement;


- will fulfill all the obligations described for manufacturers in European Directive 89/686/CEE regarding « Product 2»  supplied by Organisation 1    (to establish its own information file, to submit the model for  EC   type‑examination as referred to in Article 10 to the notified body, to ensure that the product(s) meet the requirements of the directive, to sign an EC declaration before placing CE marked product on the market); 


-  will assume the entire responsability for the conformity of the PPE « Product 2»  with the Basic health and safety requirements and the approved model in report to the notified body ICSPM-CS and to the control body ensuring the surveyance of the market., 

Organisation 1 nominates Organisation 2 and paricularly  …….. , employee of this organisation, as its reprezentative in relation to the notified body ICSPM, and declares that Organisation 2 is empowered to sign,  on behalf of Organisation 1, as manufacturere and applicant, the corresponding contracts and all the documents requiered by the notified body, as well as to make all the necessary corrections on the technical file referring to « Product 2»,  submited to the notified body. 
Organisation 1



Organisation 2
(Name and position of the person empowered to sign on behalf of

    the manufacturers).






………………..

Date ...........
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