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"#"$%! &'()*+',! -.! -+'./+'.0! *1! 02'! 34! 526,7)-(! 89'.0,! :7;')07<'! =>>?@?>@3"!
A2';'-10';B!3CD!:7;')07<'E!-./!02'!,F')717)!+'-,G;',!0*!9G-;-.0''!,-1'!-./!G.;',0;7)0'/!
-))',,! 0*! C-9.'07)! %',*.-.)'! $+-97.9! AC%$EH! -(*.9! 02'! (7.',! *1! 02'! F;*F*,-(,!

-..*G.)'/! 7.! 02'! ,')*./! I*)7-(! 5-;0.';,! "*.,G(0-07*.! /*)G+'.0! FGJ(7,2'/! J6! 02'!

"*++7,,7*.!*.!C-6!=KH!=>L>M!!
!

N2'!.''/! 1*;! ;'<7,7*.! (7',! 7.! 02'! 1-)0! 02-0! -/*F0'/! (7+70! <-(G',!&7((! F;'<'.0! 02'!G,'! *1!

C%$H!-!(71',-<7.9!0')2.*(*96!1*;!02'!/7-9.*,7,!-./!0;'-0+'.0!*1!+-.6!F-07'.0,H!.*&!-./!
7.! 02'! 1G0G;'M! ! N2'!+'/7)-(! F;*1',,7*.H!&2';'<';! F*,,7J('H! F;'1';,! 02'! G,'! *1! 7+-97.9!
+*/-(707',!&27)2!/*!.*0!G,'!7*.7,7.9!;-/7-07*.H!,G)2!-,!C%$H!0*!02*,'!&27)2!G,'!7*.7,7.9!

;-/7-07*.! 'M9M! OP%-6,M! N2'! )G;;'.0! :7;')07<'! 2*&'<';H! F;'<'.0,! 2'-(02)-;'! ,0-11! 1;*+!

-,,7,07.9!*;! )-;7.9! 1*;!F-07'.0,!/G;7.9!C%! 7+-97.9!*1! (71'! 02;'-0'.7.9!/7,'-,',!,G)2!-,!
)-.)';!-./!2'-;0!/7,'-,'M!DG;02';+*;'H!70!&*G(/!+-Q'!70!7+F*,,7J('!1*;!,';<7)'!F';,*..'(!

0*! 7.,0-((! -./!+-7.0-7.! ,6,0'+,! 7.!-.!'117)7'.0!+-..';M! $.! 02'!R>!6'-;,S!27,0*;6!*1! 02'!
G,'! *1!C-9.'07)! %',*.-.)'! 1*;!+'/7)-(! FG;F*,',!&702!+*;'! 02-.! K>>!+7((7*.! F-07'.0,!

0;'-0'/H! .*! .'9-07<'! 2'-(02! '11')0,! 2-<'! J''.! ;'F*;0'/! 1*;! F-07'.0,! *;! &*;Q';,! 02-0!

;'(-0'!0*!3CD!'TF*,G;'M!
!

"#"$%!7,!)*.<7.)'/!02-0!'T'+F07*.!*1!C%$!1;*+!02'!(7+70!<-(G',!7.!02'!3CD!:7;')07<'!7,!
.')',,-;6! 0*! '.,G;'! 02'! 1G0G;'! G.7+F'/'/! G,'! *1! C%$H! F-;07)G(-;(6! 1*;! )G007.9! '/9'!

;','-;)2! -./!C%P9G7/'/! 7.0';<'.07*.,M! $.! ;',F')0! 0*! 027,!+-U*;! -/<-.)'! 7.! 2'-(02)-;'!
0')2.*(*96H!)*.)';.,!)-.!)';0-7.(6!J'!J'00';!-//;',,'/!02;*G92!;',F*.,7J('!9G7/-.)'!0*!

+'/7)-(!-./!,';<7)'!F';,*..'(!02-.!('97,(-07*.M!!

!
"#"$%!-(,*!&'()*+',! 02'!1-)0! 02-0! 02'!J'.'170!*1!F-07'.0,!2-,!J''.!J-(-.)'/!&702! 02'!

;7,Q!-,,',,+'.0! )*.)';.7.9!3CD!'TF*,G;'!J6!-./! 1*;!+'/7)-(!F;*1',,7*.-(,M! !I-1'06!*1!

C%$!&*;Q';,H!-(;'-/6!;'9G(-0'/!J6!02'!34!C'/7)-(!:'<7)',!:7;')07<'!VR@?=@33"!-./!C%!
,-1'06!,0-./-;/!$3"@3W!X>X>LP=PRRLH!;'YG7;',!)*((-J*;-07*.!J'0&''.!7./G,0;6!-./!,*)7-(!
F-;0.';,M!

!

"#"$%!+'+J';,! -;'! )*++700'/! 0*! ,'007.9! -./! 7+F('+'.07.9! 02'! 2792',0! ,0-./-;/,! *1!
,-1'06! 1*;!02'7;!'YG7F+'.0M!Z'!<79*;*G,(6!,GFF*;0!)*.07.G7.9!F;*1',,7*.-(!/'<'(*F+'.0!
02;*G92! 9G7/-.)'!-./! 0;-7.7.9! 1*;!C%$!&*;Q';,! 7.! *;/';! 0*!+-7.0-7.! -./! /'<'(*F! 2792!

YG-(706!C%$!F;*)'/G;',!0*!02'!J'.'170!*1!-((M!
!
"#"$%!)-((,!GF*.!02'!34!$.,070G07*.,!1*;!-!,&710!-/*F07*.!*1!-((!.')',,-;6!-+'./+'.0,!0*!

02'!)G;;'.0!:7;')07<'! 0*!'.,G;'! 7+F('+'.0-07*.!J6!8F;7(!R>H!=>L=!-0! 02'! (-0',0M!N27,! 7,!

02'!*.(6!&-6!0*!'.,G;'!02-0!2'-(02!F;*1',,7*.-(,!-);*,,!02'!34!&7((!.*0!<7*(-0'!02'!0';+,!
*1!02'!F;','.0!:7;')07<'!&27('!F;*<7/7.9!2792!YG-(706!)-;'!1*;!)707['.,M!                                                 
1 The IEC standard has been published in OJEU as a harmonized standard, prescribing “state of the art” 
protection of patients and workers against electromagnetic fields, establishing conformity to the Essential 
Requirements from the Medical Device Directive 93/42/EEC.  
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KLM!")N3*,93!)(!,--!437.)*4!)(!,7.&N&.O!
"#"$%! ,GFF*;0,! -((! ,')0*;,! 0*! J'! 7.! ,)*F'H! F;*<7/'/! 02-0! 9**/! +'/7)-(! F;-)07)'! &702!

C-9.'07)!%',*.-.)'!AC%E!'YG7F+'.0!1*;!F-07'.0,!-./!1G0G;'!7..*<-07*.!&27)2!7,!<70-(!0*!

)707['.,S! 2'-(02)-;'! 7,! .*0! 2-+F';'/M! I-1'06! 1*;! &*;Q';,! A-./! F-07'.0,E! 7,! 02'! +*,0!
7+F*;0-.0!)*.,7/';-07*.!1*;!"#"$%!-./!70,!+'+J';,M!!

!
KLP!:*37&43!83(&'&.&)'4!

"#"$%! G./';,0-./,! 02-0! YG-(706! -./! 06F'! *1! &*;Q! ;'(-0',! 0*! 0;-7.7.9! -./! &*;Q';,!
9G7/-.)'M! 80! 02'! ,-+'! 07+'H! ,-1'06! *1! &*;Q';,! 7,! -/'YG-0'(6! -//;',,'/B! N2'! C%!

+-.G1-)0G;';! 7,! ;'YG7;'/! 0*! 7.,0;G)0! 02'! 2*,F70-(! 1*((*&7.9! 02'! $3"! X>X>LP=PRR!
,0-./-;/=M!N2'!7.,0;G)07*.,!*1!02'!,0-./-;/!7.)(G/'!-+*.9,0!*02';,!02'!.''/!1*;!0;-7.7.9!

*1!-((!F';,*..'(!-((*&'/!'.0';7.9!02'!\)*.0;*(('/!-))',,!-;'-]M!!

!
KLQ!1>2)40*3!-&+&.!N,-034!
"#"$%! 2-,! .*! )*.)';.! &702! 02'! F;7.)7F('! *1! [*.7.9H! 2*&'<';! 71! -/*F0'/! 70! +G,0! J'!

7.0';.-07*.-((6!2-;+*.7,'/M!!

!
KLK!E3,40*3+3'.4!,'8!7,-70-,.&)'4!
"#"$%!2-,!.*!F;*J('+!&702!+'-,G;'+'.0!-./!)-()G(-07*.!*1!02'!/'<7)'!-,F')0,!-,!02'6!

-;'!)*<';'/!7.!$3"!X>X>LP=PRRM!3CD!7.!C%!7,!7.0'.07*.-((6!9'.';-0'/!-./!02';'1*;'!&'((!
)2-;-)0';7,'/!71!'TF;',,'/!7.!/7;')0(6!+'-,G;-J('!YG-.0707',M!$0!7,!.*0!)('-;!2*&'<';!2*&!
+'-,G;'+'.0!-./!)-()G(-07*.!)-.!J'!-)27'<'/!7.!<7<*M!!

!
KLR!H0&8,'73!()*!*&4=!,44344+3'.4!

"#"$%!+'+J';,! -;'! )*++700'/! 0*!+-7.0-7.7.9! 2792! ('<'(,! *1! ,-1'06! 1*;! J*02! F-07'.0,!
-./!&*;Q';,M!^'.';-((6!-((!+-.G1-)0G;',!*1!C%!'YG7F+'.0!-FF(6! $I#!L?V_LB=>>_H! 02'!

7.0';.-07*.-(! ,0-./-;/! *.! 02'!-FF(7)-07*.! *1! ;7,Q!+-.-9'+'.0! 0*!+'/7)-(! /'<7)',M! N27,!

06F'!*1!+'/7)-(!'YG7F+'.0! 7,!-(,*!)*+F(67.9!&702!3G;*F'-.!:7;')07<'!VR@?=@33"!&27)2!
7.)(G/',!F*,0!+-;Q'0!,G;<'7((-.)'M!

!
KLS!C03!(-3>&/&-&.O!&'!,!7)'.*)--38!T)*=&'9!3'N&*)'+3'.!

N2'!7.,0-((-07*.!*1!-.!C%$!,)-..';!7,!,GJU')0!0*!,0;7)0!7.,0-((-07*.!;'YG7;'+'.0,!&27)2!-(,*!

-11')0!02'!-))',,!0*!02'!,)-..';M!8.!C%!,6,0'+!7,!-(&-6,!(*)-0'/!7.!-!\)*.0;*(('/!-))',,!
-;'-`M! $0! '.)(*,',! 02'! ,F-)'!&702!-! ,0-07)!+-9.'07)! 17'(/! ,0;'.902! 'T)''/7.9! >MK+N! 0*!

F;*0')0! '<'.! F'*F('! &702! -)07<'! 7+F(-.0,M! N27,! )*.0;*(('/! &*;Q7.9! '.<7;*.+'.0! 7,! -!
)(*,'/! -;'-!&702! -))',,! )*.0;*(H! 7M'MH! F';+7007.9! -))',,! *.(6! 0*! F;*F';(6! 7.1*;+'/! -./!

0;-7.'/!F';,*..'(M!

!
KLU!E38&7,-!40*N3&--,'73!

"#"$%! 7,!*1! 02'!*F7.7*.!02-0!02'!F;*F*,-(,! 1*;!+'/7)-(!,G;<'7((-.)'!-;'!.*0!6'0!+-0G;'!
-./!.''/!1G;02';!/7,)G,,7*.!*1!-((!,0-Q'2*(/';,M!!
!

!

!                                                  
2 The IEC standard has been published in OJEU as a harmonized standard, prescribing “state of the art” 
protection of patients and workers against electromagnetic fields, establishing conformity to the Essential 
Requirements from the Medical Device Directive 93/42/EEC. 
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KLV!D;3!4237&(&7!7,43!)(!+38&7,-!,22-&7,.&)'4!,'8!*3-,.38!,7.&N&.&34!W*343,*7;I!

7-3,'&'9I!+,&'.3','73X!04&'9!'07-3,*!+,9'3.&7!*34)','73!WE%X!.37;')-)9O!
"#"$%! 1G((6! ,GFF*;0,! 02'! "*++7,,7*.S,! 7.0'.07*.! *1! 'T'+F07.9! 02'!+'/7)-(!C%! ,')0*;!
-./!-)07<707',!;'(-0'/!0*!02'!G,'!-./!/'<'(*F+'.0!*1!+'/7)-(!C%!0')2.7YG',!1;*+!J7./7.9!

'TF*,G;'!(7+70!<-(G',M!!
!
N27,! /')7,7*.! &'((! ;'1(')0,! 02'! ;',G(0,! *1! 02'! ,0G/6! *1! 8F;7(! =>>aH! 7+F-)0! -,,',,+'.0!
)*./G)0'/! J6! 02'! D$"3NN$! )*.,*;07G+! -./! *F7.7*.! *1! 02'! '.07;'! C%! )*++G.706M!

"*+FG(,*;6!)*+F(7-.)'!&702!02'!'TF*,G;'! (7+70!<-(G',!&*G(/!2-+F';!02'!1G0G;'!G,'!*1!
C%M!!
!

W*.'!*1! 02'!F;*F*,'/! (7+70!<-(G',! A'T)'F0! $3"!X>X>LP=PRRE!/*',!-//;',,! 02'! 7,,G'!*1!
02'! G,'! *1!C%! 1*;! <G(.';-J('! F-07'.0! 9;*GF,M! N2'! 'T7,07.9! $"W$%5! (7+70! <-(G',! 2'-<7(6!
;',0;7)0! +*<'+'.0! 7.! 02'! <7)7.706! *1! 02'! +-9.'0M! 8! F;-)07)-(! &*;Q1(*&! &*G(/! J'!

7+F*,,7J('M!8,,',,7.9!02'!J',0!F;*F*,'/!(7+70!<-(G',!;'<'-(,!02-0!-!9-F!;'+-7.,!0*!1G(17(!

02'!;'YG7;'+'.0,!1*;!C%M!3T-+F(',!*1!F;*)'/G;',!02-0!&7((!J'!'T)(G/'/!-;'!02*,'!&2';'!
,0-11! 7,!;'YG7;'/!0*!+*.70*;!02'!F-07'.0H!,G)2!-,!,+-((!)27(/;'.H!-.',02'07['/!*;!)-;/7-)!
F-07'.0,M! $.! -//707*.H! F;*9;',,! *1! +'/7)-(! ,)7'.)',! 7,! F;*27J70'/! 71! 7.0';<'.07*.-(!

;-/7*(*97,0,! *;! )-;/7*(*97,0,! -;'! .*0! -((*&'/! 0*! &*;Q! 7.! 02'! )(*,'! <7)7.706! *1! 02'! C%!
+-)27.'M!8,!-!;',G(0H!02'6!&7((!2-<'!0*!)*.07.G'!&*;Q7.9!&702!2-;+1G(!OP;-6,M!

!
YL!B)'Z/&'8&'9!+3,40*34!

"#"$%!-9;'',!02-0!J*02!'+F(*6';,!-./!&*;Q';,!*;9-.7,-07*.,!2-<'!-.!7+F*;0-.0!;*('!0*!
F(-6! -./! 7,! ;'-/6! 0*! &*;Q! 0*9'02';! *.! .*.PJ7./7.9! +'-,G;',! -./! 02'7;! ,G))',,1G(!
7+F('+'.0-07*.M! N2G,H! "#"$%! 1G((6! ,GFF*;0,! 02'! 7/'-! *1! -! \3G;*F'-.! 9**/! F;-)07)'!

9G7/-.)'`!/;-10'/!J6!&*;Q';,!-./!'+F(*6';,!*1!-((!,0-Q'2*(/';,!&27)2!7,!7+F('+'.0'/!7.!
-((!C'+J';!I0-0',M!N2'!:G0)2!F-F';!\5;-)07)-(!%G(',! 1*;!3+F(*6'',`! 1;*+!bG(6!=>>a!*;!
02'! 8+';7)-.! "*(('9'! *1! %-/7*(*96! A8"%E! \^G7/-.)'!:*)G+'.0! 1*;! I-1'! C%! 5;-)07)',`!

)*G(/!,';<'!-,!,0-;07.9!F*7.0! 1*;!,-1'!-./!;',F*.,7J('!F;-)07)',! 7.!)(7.7)-(!-./!;','-;)2!

C%!'.<7;*.+'.0,M!!
!


