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IUROPIAN AU I I.IOIIIZET) RFPIìESFNTATIVI] (EC RFP) OI':

NAME: HE^RI.SYNC INc.

ÀDr)|ìESS: 5643 frt.yM()Ul-l-t Ro^D,'ANN 
^t(ßoR, 

Mtcl-ilc^N 48105, US^

AS Sl-lPlltA'lFl) ¡\NL) Df MANDI-D ßY TÌll, At-()RÊMt--N f lONtt) Dltl.Ecl-lV[.

The Manufacturer declares that the Class I ' device complies with the Direct¡ve including all essenlial requirements

The Manufacturer has provided Otrelis s a (O.E,A,R.C.) wi
Council Directive 93l42|EEC article 14 requirements, ¡nclud
Vll) confirming that their Class I medical device, as stipulak
the European Council Directive 93l42lEEC

The notification of the following medical device has been cc
compliance with the European Council Directive 93l42lEEC

CIASS I MFDICAI- DIVICE: PLEASE sEE ANNEX

As ol the 2010112015, and as long as lhe Manufacturer will continue complying with thelere aÞov,e mÊnt¡oned
requirements", he therefore:

- ls required to affix the CE marking on this device;

- May place this device in the European community terr¡tory,
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¡rÊ\ Obelis I uropean Authorized Fìepre is a member o[
ff¡\\ the Furopeán Associâtion of Auilro tives (E.A.A.R.),qy 
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'âlso âpplicâble to class I s & m
" snd provided that the product clssifæl¡on will nol be rejæted by the æmpetent authorit¡es
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