
Wc herewith declare tbat the above mentioned dcvic{s) and accessorics comply withthe reqtiirements of
&cECDirective 93|4AEEC, thatthc conformityassessrncntprocedures are oryleted, andtre devices(s)
is designed" manufacftred, and tested in accordance with the infonmtioncontained within ihe Tecbnical
File.

This dectaretion isibesed oni

MDD Classification and RationaL tra prAnncx D(, Rule l0
Confiormity Assessment Proccdure: MDD 93l42lEECAmex tr
Certification of Quality Sptcm: 19 January 20Ol

Menufecturer:

Device:
DeviceModels:
Ilevice Options:

Au.thorized EU Representrtive

Obelis s.a
34, Av.de Ternrrcn, bte 44
B- I 040 Brussels, Bclgium
Tet (32) 2i32.59.s4
Falc (32) 2332.&.0!
FMaiL nail(@obelis.net
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4E CLARATION O F CONFONUITY-
TO

MEDICAL DEVICES DIRECTIVE 93I42IEF;C

Instrornedix.
A Card Guard C,ompany
6779 MesaRidge Roa4 Suite 200
SanDicgo, CA 92121-29W

Cardiac Monitoring Equipment King ofHearts Express AF
LROSGXX
N/A

ffi57444
Bdtish Standards Institution
0086

EC Certification Nrrmber:
Issued by
NotifiedBodyNuu&€r:

DeviceTccbnical File
Coryleted By ResearchadDcveloprnentand QudityEngiporihg
Initial Rolease Date:Mty, 2002

Supplementar5l Infofmetion:

The productherewith has additionallybeon asscssed and conplies with the following
qrccifications and standar&:
safety: o EN6O601-I (1990)

o EN 6060I-2-25 (1993)
o EN60529

EMC: r EN 60601-l-2 (1993) Grorry l, Class B
o ENl497l

Issued brt

Instromedix"

Q€l2otc2fd- C-o6,oa

A&rdGuardbmpany
San Diego, C"alifonda U.SJq.



IMe herewith declare that ths above mentionsd acvic{s) and acccssorics corryly with the reqriirements of
the EC Directive 93(42IEEC, that tbc conformity asscssmcnt proccdures are coryletd and the devices(s)
is dasigned, manufactured, and tested inaccordance withfte inforrnationcontainedwithin iheTechnical
File.

this dectaretion isrbesed oni

MDD Classi:fication and Rational IIa per Annex D( Rule l0
Conformity Assessmnt Proccdtrre: MDD 93l42lEEOAnnex II
CcrtificationofQuality System: 19 January 2001

Manuf,ecturer:

Device:
DeviceModels:
DeviceOptions:

Authorized EU Representetive

Obetis s.a
34, Av.de Tcrnren, btc 44
B-l 040 Brussels, Betgium
Tel: Q2)2J32.59.54
trax- (32) 2.732.&.03
B-Mait rnilt@obelis.net
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4E CLARATION OF CONFONUrcY_
TO

MEDICAL DEVICES DIRECTTVE 93 I 42IEr;C

Instromedix.
A Card Guard C,ompany
6779 MesaRidge Roa{ Suite 200

' San Diego, CA 92121-2999

Cardiac Monitoring Equipment, King ofHearts Express AF
IROSGXX
N/A

cEs7444
Bdtish Standanls Institution
0086

EC CertiEcation Number:
Issucd by
NotifiedBodyNrrb€r:

DeviceTcchnical File
Coryleted By Research andDeveloprneotand QualityEngineering
Initial Rolease pate:May, 2A02

Supplementary Informetion:

The product herewith has additionally been asscssed and oorrplies with the fonowing
specifications and standards:
Safety: o EN6060l-l (1990)

o EN 6060I-2-25 (1993)
c EN60529

EMC: o EN6060l*l-2(1993) Grorp t, ClassB
o ENl497l

Issued bt
Instromedix'
ACardGuard &mpany
San Diego, Califomia U-SA

QSP2o*2Rry- C{6r0.


