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Ce 1ca 10 Ser ic s 

European Authorized Representative 

Service Contract 

This European Authorized Representativa Service Contract of 8 pages {the Contraer) 
is made as of 12 May 2020, between EUROPECERT located al Als tr 97, 41063 
Monchengladbach, G rmany (hereínafter referred to as •EAR•), and 

C1 

Subiect of Contract 

To mañ<et a Medica! Oevice in Europe, a CE Mark is required. To obtain the CE Mark, 

the following Oirectives must be fulfilled: 

Council Directive 93/42/EEC conceming medical 

devices (MDD 93/42/EEC) in its latest version 

As required in Annex 1, "Essential Requirements• Article 13.3 of the Directtve 
93/42/EEC of the European Council dat d 14 June 1993, (OfficiaJ Joumal of the 
European Communities No. L 169 /1-43, dated 12 July 1993), the Manufacturer 
appoints EARª to be his Authorized Representative as defined in Artide 1 (2. ): G} of 
the Directiva 93/42/EEC in Europa. 11EAR• does not act as a sales agent or distributor. 

C2 

Re ponsibilltf of EUROPECERT 

In addition to the activiti s, ªEAR• i re pon · 1 far the followmg: 

1. EUROPECERT will accept all possible mcidents/near incident rom nd us rs
of th m dical devices of the Manufacturer. EUROPECERT wtl I o gather
information from distributors of the m dical devic s of the Manufactur r. To
fulfil its responsibility the Manufacture disclose the name and addre s of the
di tributo if r que ted and cure that all hi main di tri uta know the name
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