
DgcnnnmoN oF ConroRurY

we' 
Norav Medical Ltd'

4 Hamada st., Yokneam, lsrael2069202

hereby declare under our sole responsibility that the medical device(s) as detailed below, for the application of Pc

based Resting ECG, Stress lest ECe Telemeiry fCe, and Ambulatory ECG conform and meet the full provisions of the

Medical Device Directive 93/42 EEC, as amended by the Directive 2oo7 /47 /EC and the implementation of the Medical

Device Directive into British Legislation, Sl 618;2012.

We have appointed the Certification Body

BSI - British Standord lnstitution

Say Building. John M Keynesplein g' 1066 EP Atusterdom' The Nethe ands

toassessandregisterourQua|ityManagementsystemaccordingtoENlsoTg4Ss:2oT6andtoactasourNotified
Body to audit us in accordance with Annex ,, ofthe Medical Devices Directive'

NotiJied Body lD:

lso Certificate lD:

Ec certificate lD:

MD 680735 lssue date: 24'07'2078 Exoirvdate: 26.02,2025

cE 680339 lssue date: 22.08.2078 Expirydate: 76.08'2023

MDSAP Certificate lDi MDSAP 693097 lssue date: 72.06.2020 Expiry date: 26.02.2025

The medical device(s)

classification rules of:

Classification;
List of applied Standards: NV'01.{X).05

listed below have been classified in accordance with the Medical Devices Diredive

Annex lx, Rule 10 - "Active devices intended for dlagnosis, if they are intended to allow

direct diagnosis or monito.ing of vital physiological processes (Electrocardiographs)"

lla

Produds covered bv this declaration:

1200M
12007
1200HR

ECG-USBl(EX, EXR)

12005
1200w + wR
Telemetry Sydem
NR Series

PC based system fot 12 lead Resting EC6

Slmple single channel ECG Add-on device with Trigger output

PC based High Resolution system for 12 lead Resting- and Stress Test ECG

Simple single channel ECG Add-on device

PC based svstem for 12lead Resting-and Stress Test EcG

Wiretess Pc based system for 12lead Resting- and Stress Test EcG

PC ba5edTelemetry system; NM-700 with NR-314-T

NR-302. NR-314, NR-31+l NR-12O7, NR-1207-3, NR-1207-E

Availabfe Software Options fo( the PC-ECG 1200 Se esl

51&32(StressTestEc6.&AdvancedSttessTestECGI,ll{MeasurementtoolforRestlngECG)'
12 & 13 (Measurement tool, incl. Automatic Intetpretation, M1{12lead longterm Resting ECG}'

L1(Late Potential Analysis), and H1(Heart Rat€ va ria bility Analysis)

Analvsis Software for Ambulatory EcG {Holter)i Nlr-3ot

Patient and ECG Management system ldatabase):

NEMS-A& NEM$q PC based data managementtool for Local& Network applications

NEMS-Cloud WEB based data managementtool

within those requirements we prepared the required technical documentation, put !nto p,ace corrective adion and

vigilance procedures and have appointed Norov Medicol GmbH, christof-Ruthor-weg 70 ' 55252 Mdinz-Kdstel '
Getmany, to a(l. as our Authorized Representative in the European Community'

This declaration of conformity is valid from its issuance until the expiry date of the accompanying CE Certificate'

Authorised Signatory:

30.05,2022. Yoknedm,lsruel
Date Place

(DUTCI{MEN"M"

rDNO 1oo9600o33 ief

Name
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