
GE Healthcare

Followlng the provlsions ofthe medlcal devlces regula$on 2oul745.

Manufacturel

GE Vlntmsd Ultr.round AS

Sttandpromon.den 45,

3191 fioltsn, Norw.V
Sln8le Redstratlon Number (SRN): NO-MF-@0000553

Manufacturint Sites

GE Vingmed Ultrasound AS

Strandpromenaden 45

3L91 Horten, Norway

GE MedicalSystems (China) Co., Ltd.

No. 19, Changjiang Road

Wuxi National Hl-Tech Dev.Zone

214028 Jiangsu, China

Declare under our sole responsibility that the device:

Vivld S70N v205, Vlvld 560N verslon 206 and Vlvid S v203, v2(B, v2O5 to v206 UpG

Basic U0l-Ol| 84058218UG00252H9

ldentification number: 8D000100, BD00O1O5, BDOOO110, BOO0O115, BO2OO145

lntended Purpose: The vlvld s70N, vlvld sSoN ls a general-purpose ultrasound system, speclalized for
use ln cardlac imaging. lt is intended for ultrasound imagint, measurement, display and analysls of the
human body and fluld.

GMDN Code: 40763

GMDN Descrlption: Ultrasound system, lmatlng, cardlovascular

Class: lla

Chssiflcatlon rule (Annex VItl: Rule 10 (Acflve MD for Dtagnosis) and Rule 11 (Software)

To which this declaratlon relates ls ln conformlty with the requlrements ofthe medlcaldevlces regula on 2ou/745
that apply to lt, and with the requlrements of the dlrectlve 2ol7l65lEv on the restrlctlon of the use of certaln
hazardous substances in €lectrlcal and electronic equipment (RoHS), and the directive z1til53lEu on the radlo
equipment (REDI

Date of lssue: O4-OCr-2O22

Place of lssue: Horten
Name: Cherlotte JorBensen
Functlon: Sr, Regulatory Affairs Leader

slrnature: //.-brtfu*-
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Thls conformlty is based on the followlng elements:

. Technlcal oocumentatlon reference: Doc2644852, ofthe product to which this declaration relates.

. EC cerflficate 610 023782 0130

- Conformity assessment procedure followed: Annex lX excluding chspter ll
- Dellvered by ToV SUD Product Servtce cmbH, Rldlerstrasse ES, 80339 Munlch, Germany

{Notlfied Body 0123)

Date of issue:

Place of lssue:

Name:
Function:

Signaturer

04-ocr-2022
Horten
Charlotte JOrgensen

Sr. Regulatory Affaks Leader

/tu"*,*
//

This EC declaration of conformity supersedes the previous declaration dated 06-SEp-2022
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AODENDUM TO THE EC DECTARATION OF CONFORMtfi for Vivid S70N / Vivid S60N (v2o6)

Notct ured in ih. labla:
I commcrcl.l D.vl.. li.m€ lr usualv amr€d to tho devhelr) ln $. fom of a prcduct td.trrrttcrlron or r try labet under the iymhot "nE ,,l
2. o.vlc. Pm I rd.nrltr.! th. d.vtc.{r) ln rh! minuf..rrr./r d.n$t, mrnufrctu.lnt, rnd rrrvicr aosmrarition.

.nd rhipplntdoc0m.n$.

Horien, 04-OCr-2022

Commeraial Devi(e Name
w. verslontll

D6vlcc
part i l2l

GEHC Cat A lrl Deic,lptlon

Vivld 570N v206 80000100
H45511NC Vivid S70N v206 (manufactu.ed in Norway)
H45611MY Vlvld S70N v206 e0 (rnanufactured in Norway)
H45511WR livid 9ON v?q6 (with 0imension, manufactured in Norway
H45611WU Vlvid S70N v206 qD (wlth Dimension, manufactured in Norwav)

Vlvid 560N v206 80000105
H45611ND

-Vivid 
560Nv206 (manufactured in Norway

H45511MX Vlvid 560N v206 eD (rlanufactured ln Norway)

Vivid 570N v206CH 80000110

H45611NA Vivid 570N v206CH {manufactured in China)
H456t 1MW Vivid S70N v206CH eD (manufactured in Chinal
H45511WS Vivid 570N v206CH (with Dimension, manufactured in China)
H45611WV Vivid S70N v206CH eD lwith Dimension, manufact!red in China)

Vivid S60N v206CH sD00011s H45611N8 Vivid 560N v206CH (manullectured in China)
H45611MV Vlvld 560N v206 CH eD lmanufactured in Chtna)

Vlvld 5 v203, v204, v205 to
v206 UPG

80200145
H45611N8 Vlvld S v203, v204, v205 to v206 UPG

H45611NF Vivid 5 v203, v204, v205 to v206 UPG eD
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Nolat:1, Ptobar aod.cce5rod$ m.Yc.,ry li! aE mart and, lrhEn rpplkable, the Nottflad aody numbar con05pondtng lo rhi tc Dlclarrdon und.r whlctl th. productrItr cl'm.ttld hv tn.k .nufecturlr. GE vr.8m.d t ltrilound A5 hr5 wrluEd th! lnuruEt .om!.Iulty ot th! d.vk.t rn comun ion wr$r vruJ soorviiion rn

to approprtat. m.thodr of lnt€rn.t mo.hortn& vsn..don, and vrltdaiton_
Z,Iypa tdantltiltthe dotraa ol protrltton .tatntl.lectrtE rhoct for aaih prob., ai tatlted on th. oro!.ltt.tf.

l;11i,,i1111,,"11,11;$."vk.h,inth!m.nur.cru,s,"c.tar"llndhu,u.rvrnaudedonco",i.tct 
tdocu,lly)t .'rly..tyi.tptot.Btrldquren,

Hort.n.o4.ocT.2o22 kK"!#ki%
sr. Re8ulatory AfatrflLeader
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l/o l1l
6EHC cat * trt Mvld

s70N
Vivld
s60N

ECG cable, adult, AHA H45571PY x x
ECG lead set, adult, AHA H4557lP2 x X
ECG caUe, adult, IEC H45571RA x X
EcG lead set, aduh, IEC H45571R8 x X
Lead/electrode neo AHA 600 H45571tu x x
Lead/ele.trode neo tEC 600 H45571Rl( x x
Adapter, ECG 3"lead H45571Rt- x x
Ext ECG Cable H45021t"1 x x
ECG cable, 6dult, AHA H45601S8 x x
ECG l.ad set, adult, AHA H456015C x x
ECG cable, adult, IEC H4560150 x X
ECG lead set, adult,l€C H456015E x x
ECG cable, neo, AHA H456015F x x
ECG cable, neo, IEC H456015G X x
Lead/electrode neo AHA 6OO H45601SH x x
Lead/electrode neo IEC 600 H45601SJ x X
Adapter, ECG 3-lead H45501SK X X

ACCCSSORT€S {U
GEHC Cat # Irl Vlvld

s70N
Vivld
s50N

us8 8/w vidio prnGi-----l H45601Y2 X x
USB 8/W printer support H456012S x X
DVD RW H456012C x X
USB color video printer H45561AA x x
Col taser Printer 220-240V H45541MJ X x
Col Laser Printer 100-120V H45541MH x X
5mart standby, Battery H45051A8 x
StoraSe box H4505lAC xl hTripedalfootswitch H46732tt x X
Stereo 6lasses for 3D visualiration, Set H45551MH x
5pectacle CaslnS H45551MJ
Anachrome 3D glasses H45551MK
Anachrome 30 gla5ses Clip-On Flips H45551M1 x S,R,L.
wt-ri trt / wiieress usa;da;G;- H45S91HS x
l5olated HDMt conve.ter/splitter H48982AN x
UPS 220-240v 50/60Hr H456111F x
uP5 5Uppgn l(rt H456111G x i-71

I l/o 
'nd 

A'calton€i .n.y c.rrY tho c!'mrrt and, whan .pptlobh, tho llot lsd Body n{mber cofi.ipondtnt to the Gc oerl.rilon u n!,€r wnth $ e prodscts .rccE'm"k'd bv tt.lt h!n!t.Gl!r.r. GE vl.thld ulr8ou.d as nlr vlnfl.d rh! mlru.t .o-p*iirrrtv iiirr. i."rr"r n.ornlh.tron with Mvrd ssoN/sron h
r!bl6(t to rpproprl.te methodi ot tntern.t monitorin& v€rtnca on, andealdaUon.

2' GEHC cati ldenllfl.i the d.vl.ek) h th€ m.nuL.turelr ..talot and ir uiu.tly tncbdedon commErclat doEum€nB [k. i.te cont..cr, od€r prcle5rint
docum.nB .n d rhipptnt do.um.nrr.

Horten,04-OCT,2022
Charlotte JorSens
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