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EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

CERTIFICATE

"CE (MDD) NOTIFICATION

Ref. No.: JW3678-2015 Date: 20/01/2015
Order No.: JW3512-2014

THIS IS TO CERTIFY THAT. ACCORDING TO THE EUROPEAN COUNCIL DIRECTIVE 93/42/EEC WE, HERE
AT OBELIS S.A. (O.EA.RC.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE
FUROPEAN AUTHORIZED REPRESENTATIVE (EC RFP) OF:

NAME: HEART SYNC INC.
ADDRESS: 5643 PLYMOUTH ROAD,"ANN ARBOR, MICHIGAN 48105, USA

AS STIPULATED AND DFMANDED BY THE AFOREMENTIONED DIRECTIVE.
The Manufacturer declares that the Class | * device complies with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a, (O.E.A.R.C.} wiih all the appropriate declarations as per lhe Europaan
Council Directive 93/42/EEC article 14 requirements, including the EC Declaration of Conformily (according to Annex
VII) confirming that their Class | medical device, as stipulated here below, isfare fullilling the appliuame feqmrem‘ents of
the European Council Directive 93/42/EEC, 3 \

£ \
The notification of the following medical device has been completed by Obelis s.a. (O.E, ARC. ) on lhe 19.‘01!201J m
compliance with the European Council Directive 93/42/EEC: - arlicle 14 raqutremenls Aty

CLASS | MEDICAL DEVICE: PLEASE SEE ANNEX A - LIST OF DEVICES (1 I’(\(’P l DI VILH

As of the 20/01/2015, and as long as the Manufacturer will continue complying with the here. aboye mentioned
requirements**, he therefore:

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

- May place this device in the European community territory, S E
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Obelis Curopean Authorized Representative Center is a member ol
the European Association of Aulhorized Representatives (E.AAR.),
ISO 9001 :2008 and ISO 13485 : 2003 cerliled in accordance (o
the profession of a European Authorized Representative.

“also applicable to Class | s & m
** and provided that the product classificalion will not be rejected by the competent authorities
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