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Declaration No。 :     sKXY-10008

EU DECLARAT1ON OF CONFORMⅡTY

Thi§ i§ a declaratiom madein accordaⅢ ce WitL the requ∴rememt§ oft⒒ e follOwilig re:evamt

UⅡ ion harmoⅡ i§atioⅡ  legi§ :atio■ 。 The ma△ ufacturer a§§ure§ that !he device tLat i§

covered by the pre§ e■ t dec∶ aratioⅡ 沁h coⅡ fOrmity w∴t1thi§ Regu】a!io■ (EU)2● 17″45
for"Ⅱedica:Devices aⅡ d,:f applicab】 e,with aELy o!her re】 eva⒒tU⒒ ioEl legi§】a!ioⅢ tLat
provides for tLe ∶§§uiⅡ g of aⅡ  EU declaratiom∫

{∶::::∶:【扌⒊j∶
le declarat:om of    27O7co■ formi饣 、沁§ued u■ dert⒒ e§ole respoms山 ility σ

nIa■ufacturer’s Name:   sHANGHAI KOHDEN MEDICAL ELECTRONIC INsTRUMENT COR⒘

Addre§s:         No.567 Huancheng Bo Road, shanghai Comprehens"e Industrial
Devdopment Zone,Fengxian DttriGt,shangh碰 ,201401,China

sRN:             CN¨ MF¨000013567

Europea■

Repre§ entatj卜|`e:       NIHON KOHDEN EUROPE CmbH
Addre§§:               Raiffeisenstrasse IO,61191RosbaGh,Ge【

"lanysRN:            DE¨ AR⋯000010740

■ Regulation(EU)2017r945(△ IDR)

C】a§§:rlcatioEl`R二§k Class:   Ⅱa

CoⅡformity amessme△t

procedure:                  Annex IX ChaptorI and IIl

∈∈

No△rled Body

Namea△ d No。 :

EC Cert∶ 「lcate:

BsI GrOup The Nethθ rlands B●∴;2797
MDR748567

■  Directive2011肟 5月E11a11d201sr863月 EU
sta⒒ dard App【ied:          EN5o581∶ 2012

□ Direct"e2●1〃53肥U(RED)
NOtirled Body

NameaⅡ d No。 :

EU月”pe EⅡam二Ⅱat二(lm

Certirlcate N。 。:

staⅡdard AppⅢed:
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Ξ三N丨HON KOHD叵 N
sHANCHA1KoHDEN MED】CAL ELECTRoNlC1NsTRUMENT CORP
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Fc△gxjam Disuc1sha.g腼 ,20:40】 ,Ch∶ na

Te】 ∶ω8⒍ 21ˉ5,436” 8       Fax∶ ω86ˉ21-57436936

Product Name,Model Number aⅡ d Basic UDI-DⅡ :

Produc‘ Name
EleGtrOGardiograph

Declaratio■ IⅥ o。 :     sKXYˉ lO008

MhdeΠ l呼umber  Ba§ic UDI-DI  MDR
ECC¨2250    06970010880357    W

ROHs RED
W      ×

06970010880364      亻

06970010880371

06970010880388
s。nv`are k⒒ osˉ041E 06970010880876

Imtemded purp● sα  The shanghai Kohden ECG乇250electrOGaK⒒ograph t intended for medcal use to
process the electrical茁 gna!s produGGd by the heart,which are aGqored through山岣

or more clectrodes, and tO display wavefoli1is and/or prepare a record of these

eleG{刀 riGal茁 gnals.This deⅤ ice is a pOⅡ

";冱

Lble ECC aGqui茁 jon telliHnal which meas1res

up to 12¨ lead ECG wavefoli11s. The intended use is only for diagnosis, not for

mo"toHng of丬 tal phy茁 olo臼 cal paralneters.

ECC乇250o intended to be used by qualⅢ ed medGal personnel withh a medcal
faciliψ,suGh as hospital or cliniO and children and adults Gan be dagnosed with this

olectrOGardiograph.

The software k⒒ Qsˉ041E o the sofhvare for ECG⒓ 250.△ o1ucnded for up吕斌 ng.

Addi‘二ollal IElfOrmatio■ :

Along with diⅡorent Optional acGessories,OP NO.l00D,101D,102D,103D are provided.
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Quality Management Division

Place and date ofissue

Page 2 of2


