
Internationa I Certifications

Soqplipawith the requirgqefi{ afplicable to DifeOtiw.gStTgtEC,af lyD.

This is to certiff that the technical documentation as required for the device has been
reviewed and found to comply with the requirements and the relevantharmonized
European srandards: gt-l iso l+gzt=zgtg,lio 9001:2015, ISo 13485:zaL6,
EN 15?23 -L:2AL6, EN ISO 1.8t13-2:20i1, EN 61010-2-LBL:203.7,
EN 61326-2-2:202L.

::
Any.change qf the Medical Device shall_be immgdiatelli reportqd to EC
I N T E F.|{ AT I O NA L C E RTIFICATION S in ofder [o elarnine validity,cf,this
certificate

Certificate confirms that the product/equipment cornplies with the Essential Safety
Requirements and Objectives of Mentioned Directive / Standard and refers to the
sample(s) provided for testing I Certification.
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