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	Declaration of confidentiality and impartiality
	



Confidentiality and independence applies to all levels of confidential information as well as any other form of information, which could harm Presafe Denmark A/S or customers of these, if this information is disclosed to unauthorized persons. 

The undersigned of this declaration hereby declare the following: 
 
1. I hereby bind myself not to surrender or make confidential information from Presafe Denmark A/S accessible to unauthorized persons. I bind myself to show the greatest possible reticence with regard to the information I obtain knowledge of in my contract with Presafe Denmark A/S.

2. I commit myself to comply with the demand for the proper use of keys and confidential code when I work at Presafe Denmark A/S

3. subject to the demand for confidentiality, impartiality and independence in accordance with the (current and I am valid) executive order of the Danish Ministry of the Interior and Health’s current executive order on medical devices and medical devices for in-vitro diagnostics.   
    
4. I cannot participate in certification/verification/inspection activities if  I offer or provide or have offered or provided, during the last three years, consultancy services to the manufacturer, his authorized representative, a supplier or a commercial competitor as regards Union(EU) requirements for the design, construction, marketing or maintenance of the products or processes under assessment. This does not preclude conformity assessment activities for manufacturers and economic operators mentioned above or general training activities relating to medical device regulations or related standards that are not client specific

5. I cannot participate in certification/verification/inspection activities in companies,  or in companies competing with companies,  where I have:
· Financial or other financially guaranteed rights or
· Other relations such as family or economic ties which can affect the competence to act.
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6. I will keep all documents related to my work in Presafe Denmark A/S, or which I obtain knowledge of, in such a manner that they are inaccessible to unauthorized persons.                                                                                                          

7. I must inform Lead auditor and/or head of department about any connection between myself and a company before agreement regarding participation on audit, inspection or product certification in the company in question is made.                                                                                

8. If doubt arises as to whether the rules have been respected, I hereby give my consent to Presafe Denmark A/S or the relevant authority to instigate a formal investigation.      

9. I am aware that the confidentiality also applies after termination of my employment/contract with Presafe Denmark A/S

10. I do not participate in the design, production, promotion, sale, supply or the installation of any medical device (devices Regulated under the Act) 
Neither am I the representative of any of these persons, nor can I in any other way be considered to be dependent on a particular result of the check.

11. I declare that I shall carry out the assessment and verification with the highest degree of expert integrity, independent of any kind of not objective pressure and influence.

12. Furthermore, I commit myself only to pass on information made available to me in the course of my working operations to the Competent Authority, Notified Bodies, EU’s MRA partners and others who have legal access to this information after authorization by the Head of Presafe Denmark A/S”.


Name _____________________________________________

Date:	______________________________________________

Signature:___________________________________________
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