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Declaration
of

Conformity

Re f : f .i5tr1;'"r62_,0 12 1 0rivi-oiv_e ri g

The ft4anufacturer et medical devices SpA - Via de Zinis, 6 - 38011 cavareno {Tret)to). lrafu
cleclares under its exclusive responsibility lhat the product:

ra Denomination: ar2.l00 view
Lr Reference Nurnber: 90600062
u Type: Electrocardiograph
s Classification: lla

to v'rhich this declaratiotr refers. is confornul rryith the prescriptions of the 93/42ICEE Medicat
Devices Directive, dated 14 June 1993.

The folloling Harmonizerl Stancjards are applicable:

u EN 50601-1: 1990 + A1: 1992 + A2: i995 + A13: 1995

u EN 60601-1-2:1993

rit EN 60601-2-25: 1995 + A1:1999

s EN 1441: 1997 E

The following operatitrg restrictions apply to tlie product in orrler to insure confonnity to the above
mentioned Directive: '"the prctduct,llusf 0e usec/ as specifled in accompanying clocurnentation
supplietl by the nanufacturer".

Carrareno, 14 Aprile 2003

lng. Attilio Castelti
li.,lanaging Director
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Bei: DC-Classe lla

The Manufacturer et medical devices SpA, headquariers in Via de Zinis, 6 - 3801 1
Cavareno (Trento) - ltaly, declares under its exclusive responsibility that the medical
device, whose data are specified in the label located on the warranty certificate,

Risk class:

to which this declaration refers,

. complies with the essentlal requirements and the prescriptions of the 
,Directive93l42lEEC;,.  ,  ,  , . ,

. has bee4:itlt es.!,gnedi:,r,l'rlnanufactured and tested acco-rding to,i;,:ithe,:llriQualily
Vanagomefii',,Sysiam l,tatisfying the requirements of Ann"*..11l:ot:.',the,,,rDireciive
9.,3/,42JEEOi:r$he'Notified Body responsible of the applicatioh:of:lthe:'procedures set
:ouilj :l*nnex V is Nemko AS, Gaustadalleen 30 ;'llPOi;Box,73 Blindern - 0314

'...'osl|(.N"*ay)' ldentification N' 0470' 
.t . '... ,, '.,:

:1', t ' 
',':,:,,:The product must be used as speclfe d in accompanyin-g 'documentation supplied by the

manufacturer.

Dichiarazione di Conformitd
alla Direttiva%|4ACEE

Declaration of Conformity to
Directive $|4AEEC
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Ing. Attilio Casteili,':, :,,,:, :
(President C.E.O1 ""' ' "'

"^ An
A  I l  t ) .  t i l t  n l
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Questa dichiarazione 6 stata redatta conformemente alla norma EN 45014 - This declaraiion nas been drafiec
according to EN 45014

el medical devices SbA
Via de Zinis, 6 - 3801 1 Cavareno (TN) haly

Tel. +39 0463 850125 - Fax +39 0463 850088
more at : w.etmed.biz or etmEjq-elgred.bi?

Sistema di gestione quaiita
certificato semndo EN ISO

9001: 2000 - EN ISO
'13485: 2003 Certilicaio N.

800275



Dichiarazione di Conformitd
al la Direttiv a 9?l 421 CEE

Declaration of ConformitY to
Directive 93|4UEEC
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Ref: DC-CIasse lla

Classe di rischio:

24.02.1997le successive modif icazioni ;

Cavare nb tr1.il,2l A3 l 2007

r : : , ,  : , : : :  . ; :  i : : : : : ' : : i i :  ; ; : : . : : . .

Ing. Attilio Caetetti:.:..,..,,t',,.'.
(Presidente)

Questa dichiarazione d stata redatta conformemente alla norma EN 45014 - This deciaration nas bsen oiatiei
according to EN 45014

ll fabbricante et medical devices S.p.A., con sede in Via de Zinis, 6 - 3801 1 Cavareno
(Trento) - ltalia, dichiara sotto la propria esclusiva responsabilitd che il dispositivo
medico'(vedi dati sulla etichetta nominativa posta sul retro del certificato di garanzia)

cui si riferisce la presente dichiarazione,

. d conforme ai requisiti;r;essenziali ed alle disposizioni della Direttiva ,DlSnogitiv!
medici 93/42/98E,.:liecepita in ltalia con il Decreto Legislativo'|N:1;46:del

. b oroobttato e:r,fabbiiCato in accordo al Sistema di gesiibne,lfbrlia.i.6gttt,n on'
soUOijta',,,i,.requisiti Oi cui all'Allegato V della Direttivalr'93/42lcEE. L'Organismo

:.1f$otili6ffiibsponsabile dell'applicaziepe rlglle-progeduie;{e5crlte nell'Allegato V d
li'',lNld:kot'AS, Gaustadalleen 30 - PO Box 73 BlindeJn,,;l,03l4 Oslo (Norway), N' di

,:..li'.',,i1iAgntiticazione 0470. i,'.,,. ,, , ,,', .'
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Sistema di geslione qualital
certificato secondo EN ISO

9001: 2000 - EN ISO
13485: 2003 Certiiicato N.

800274


