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According to Annex IV of the Regulation 20171745 of the European Parliament and of the Council of
5 April 2017, concerning medical devices, we

Itamar Medical Ltd. (The Manufacturer)

Declare under our sole responsibility that the listed product:

12 Pneumotic Endo probes (Catalog Number: AC1600005)

Basic UDI-Dl: 7 290 t0922AC I 6000M8

Intended use: The EndoPAT (EndoPATx/EncloPAT2000) device is a non-invasive device,
intencied for usc as a diagnostic aid in the detection of coronary artery Endothelial Dysfunction
(positive or ncgative) using a reactive hyperemia proccdure.
The EndoPAT (EndoPATx/EndoPAT2000) device has bcen shown to be predictivc of coronary
artcry Endothelial Dysftrnction in the following paticnt population: patients with signs or
symptoms ol ischemic heart diseasc, who arc indicated for coronaly artery angiography, but
who lack angiographic evidence ofobstructive coronary artcry diseasc. Thc device is intcnded
to be ttsed in a hospital or clinic environment by competent health profbssionats.
The EndoPAT (EndoPATx/EndoPAT20OO) clevice is not intencled fbr use as a screening test in
the general patient population. It is intendcd to supplemcnt, not substitute, the physician's
decision-making process. lt shoulcl be used in conjunction with knowledge of the patient,s
history and other clinical findings.

Meets the provisions of the Regulation 20 171745 of 5 April 2017 concerning medical devices,
which apply to the product.
Confonnity assessment was perfornred according to Annex IX (Chapther I & 3) of the Medical
Device Regulation (QS cerlificare ISO 13485:2016 no. MD 685192).
The product confbrm to prodttct and production standards and common specificatiols listed in
RDF068703 - List of Applicd Standards EndopATx.
Theproduct confbrms to the general safbty andperlormance requirements of the Mecjical Device
Regulation.
Theproduct is classifled as Class I, according to Rule I and Rulc l3 in Annex VIII olthe Mcdical
Device Regulation.

Name and address of the
Authorized Representative

Alazy Croup GmbH
The Squaire l2
Am Flughaf'en
60549 Frankfurt am Main
Germany
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