NOTIFIED BODY No. 1293

EC Certificate
~ Full Quality Assurance System .
Directive 98!79!&'0 on In Vitro Diagnostic | Medical Devices of the European Parﬂamant

‘and of the Council (IVDD}, Annax IV excluding (4, 8) (Module H) transposed into “Slovak governmen'

: decree No 569I2001 Celfectaon of Laws ‘as amended

No. 40055/1 01!1!201 2!CE Rev 3

EvPUas, Not:ﬁed Bmdy No 1293 has audited the quality system in accerdanna with wan Annex W i found '

.'ihat quahty syszem meets !he reqmrements af IVElD Annex ™.

-_Manufactuner and Faciﬂty




Certificate No.:

Description:

40085/101/1/2012/CE

»
Original certificates issued

June ?._:_'Z”‘_". 20-‘_12

40055/101/1/2012/CE Rev.1

Addition of new relevant report

July 1%, 2015

 40055/101/1/2012/CE Rev.2

Charige of the address form -
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