
Certificato Number
205 CE

lnitial CertiUcation Date
19 March 1998

Certificat€ lssue Date
12 May 20OA

Certificate Expiry Date
18 June 2013

The cetliticatian is subjecl ta
the oryan izatian nainlaining
then systen in conpliance
wik the regulations stated
in this ceftincate, alowing
regular assessmerts €rd
fo I I ow i ng lh e @ n tracte d
requirenents of the l\lotified

fhis Ceftifrcate is for the
etclusive use afAMTACS
ctient and is proided pursuant
to lhe agrcenenl betuveen

AMTAC'S rcspon sibility and
abitity arc timited ta the tems

agreenent AMTAC asumes
no liability to any pafty, other

agreenenl, far any loss,

accasioned by the use of this
Cedilidte. Only the Clienl is
authonzed ta pemil @pying or
dishbution ot this Cediticate.
Any use af the AMTAC nane
ar one af ns matus for the sale
ar advenisenent ofthe tested
naleial, ptoduct or seNice
nust frsl be apprcved in

AMTAC Cedilicatian Se Nice s
Limiled is a llotifEd Body

9!4uEEC tor nedical
dev ices, w ilh idenlilibtion

AMTAC Ceiifi cation Se to ices

MKs 8NL, UK

+44 (A)1908 857 750
Enail: acsl@inbnek con

EC Certificate
PRODUCTION QUALITY ASSURANCE
Directive 93/42lEEC for Medical Devices, Annex V

We hereby declare that an examination of the under mentioned
production quality assurance system has been carried out following
the requirements of the UK national legislation to which the
undersigned is subjected, transposing Annex V of the Directive
93l42lEEC on medical devices. We certify that the production quality
system conforms with the relevant provisions of the aforementioned
legislation, and the result entitles the organization to use the CE 0473
marking on those products listed below.

Organization:

AEROTEL MEDICAL SYSTEMS
(1ee8) LrD

5 Hazoref Street. Holon. 58856. lsrael

Electrocardiographs and associated transmission/ monitoring
equipment as per attached schedule

Authorized Signatory:

Q, nrtq
AMTAC Certification Services Limited, Milton Keynes, UK



PRODUCT SCHEDULE FOR CERTIFICATE 205 CE
AEROTEL MEDIGAL SYSTEMS (1998) LTD

HEART\4EW

HEARTVIEW P12l8

BPTEL

HEARTONE

H2005A

H2006

HEARTLINE RECEIVING STATION (HRS)

MPI\4 SYSTEM
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