
Ξ三N丨HON KOHDEN
sHANCHA】 KoHDEN MED1CALEuCTRoN】 C1NsTRUMENT CORp
Add:No567HuallCllcog Boi Road,shaoghai CompreheⅡ sivc Indllsud Deve⒗ pⅡ丫mtZme,
Follgxian Dod° t,sLmg1al,20I401,Chl11a

Te∶ ∶0086ˉ 21ˉ57436998        Fax:0086-21ˉ 59436936

DecⅡ aradoⅡ No。 :    sKR巨×Y-00004

EU/RE D1Ⅶ CTⅡⅤE DECLARAT10N oF CONFORMITY

Th二§:§ a declaraJoⅡ  made m accordaⅢ ce w二 th t⒒ e requ∶ remeⅡ t§ of D二reCjve

2014`53/EU Oft⒒ e Europea⒒ ParⅢameⅡt aⅢd ofthe CouⅡ cⅢ of16AprⅢ 2014oⅡ the
⒒armon茈 ajo⒒ of tLe law§ ofthe Ⅱ叮ember state§ reⅡ aJ⒒ g to t⒒e111ahg avaⅢable oⅡ  the
market of radh equ二 pmeΠ t。 T⒒e declaraJoⅡ  of coⅡ fOrm二ty沁 沁§ued uⅡder tlle§ole

re§poⅡ§山Ⅲ△y oft⒒ e maⅡ ufaCt△rer。

l、/Ianufacturer’ §NaⅢe:

Bu§hm§ Addrem:

EurOpea△ RepΠⅪe⒒tajve:

Addrem:

Product Name aⅡ d ModeⅡ Name:

No|0:fled Body、 Name aⅡ d No。 :

EU丬”pe eⅡa△1hajoⅡ CeⅡ刂flcate
No。 :

∈∈

sHANGHAI KOHDEN MEDICAL ELECTRONIC INsTRUMENT
CORR
No.567 Huanchcng Bei Road, shanghai COmprehcnsiⅤ e Indus臼HaI

Development Zone,Fengxhn DooHct,shangh茁 201401,Chna

NIHON KOHDEN EUROPE GmbH
RaiⅡ乜isenstrasse10,Dˉ 6I191Rosbach,Ger1nany

ELECTROCARD丨 OCRAPH

∪L Japan,丨 nC,`No.173】 (Modu丨 e Bl

ULAR2003038

ECG-3350

sta⒒dard App△ed:

Autho1「刂1z二 ed s二gⅡatory:

IEC6060I¨⒈2005
IEC60601¨Ⅱ Amcndment1∶ 20I2
IEC60601⋯ 1¨2∶ 2014
EN60601¨ 1ˉ2:2015
IEC60601¨ 2¨ 25∶ 2011

EN60601¨ 2¨ 25∶ 1995十 A1∶ 1999
IEC60601-2-25∶ 1993+A⒈ 1999
EN300328V2,I,1
EN30I893V2,I,1
EN62311:2008

JhoⅡng Lh
General Manager

Quality Managelnent Division

Place and date ofissuc
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ΞΞ N!HON KOHD叵N
sHANCHA】 KoHDEN MED1CAL ELECTRoN】 C1NsTRUMENT CORP
Add:No567Hua△ 山eΠg Bo Ro矾 shaⅡg0al Comprehensive1△ dustri"Deve∶opmont Zone,
Fmβ lan Dlsmct,sha△吵缸,⒛ 1401,C⒒ ma

Tcl: ω86⒓ 1ˉ 57436998       Fax: 008⒍ 2!ˉs7436936

DecⅡarado⒒ No。 : sKXY-00010

EC/MDD DECLAM10N OF CONFORMITY

Th:§ 二§a dec:arajoⅡ ⅡⅡade iⅡ accordance w二th the requireme⒒ t§ of CouncⅢ  D二recjve

93″2月EEC ofI4JuⅡe1993concerEL山 g ΠledhaⅡ de￠ce§ α DD93阿9/EEC)。

hⅡ aⅡufacturer’§Name:

Bu§山em Addrem:

EuropeaⅡ RepreseⅡ ta刂 0二`l`e:

Addrem:

Product Name a⒒ d ModeⅡ Name:

l、、【ojⅡed BOdy:

EC CeⅡ刂Flcate:

sta⒒dard App刂hd:

BsI Group The Nctherlands B.V

Address: say Building,JohⅡ M.Keynesplein9,1066EP Amstcrdanl,

Netherlands

Tel:     +31203460780
Number: 2797
CE585273
EN Is014971∶ 2012;IsO14971∶ 2012
EN Is013485:2016;Is013485∶ 2016
EN60601¨⒈2006+A1∶ 2013;IEC60601¨⒈2012repHnt

IEC60601ˉ 2¨ 25∶ 20I1

EN60601¨ l¨2∶2015;IEC60601⋯ 1¨2:2014
IsO10993¨ 5∶2009
IsO10993¨ 10∶2010
Iso10993¨ 12∶2012
EN60601¨ l¨6:2010+A1∶2015;IEC60601¨ Iˉ6:2010+A1∶20I3

EN62366:2008+A⒈ 2015;IEC62366:2007+A⒈ 2014
IEC62I33∶2002
EN62304∶ 200⒍A⒈2015;IEC62304∶ 2006十A⒈ 2015
EN104⒈ 2008+AI∶ 2013
EN IsO15223⋯⒈2016

ECG¨3350

Qs¨335E

Cla§茁Flca|←:on:               Ⅱa

Eac⒒ Hhd Of medhaI dσ
"ce tO whkh t⒒

e Fu■ QuaⅢty AmuraⅡce Procedure§ (AΠ⒒ex II excⅡudhg
secjo⒒ 4)have bee⒒ appⅡed compⅡ e§ Ⅵ″th the appⅡ二cabⅡ e provl§二on§ ofthe e§§eⅡjaⅡ requ二reme⒒ t§,t⒒e

cla§§二flC臼 jo⒒ ruⅡ e§,at eac⒒ §tage,fro■lt⒒e de§二gⅡ ofthe de△刂ce unjⅡ  it§ FmaⅡ in§pecjoⅡ before behg

§uppkd。

r
丶

″

〓
ι

盯

sHANGHAI KOHDEN MEDICAL ELECTRONIC1NsTRUMENT
CORP
NO,567Huancheng Bo Road,shanghai Comprehensive Indus臼 Hal

DevclOpment ZOne,Fengxian DisHct,shan臼 hai,201401,China

NIHON KOHDEN EUROPE GmbH
Rainhisenstrassc10,D-6119I Rosbach,Geェ 】l!any

ElectrOcardhgraph

soBhvare kit

1hoⅡng L讪

Quality Management Division
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Ξ三N!HON KOHDEN
sH^NCHA!κ 0HDEN MED[CAL E△ ECTR0N!C NsTRuMENT CoR⒘
A扭:No‘ 67H!灿c岫gD‘iRm￠ shai g” ai Co咖cnsivc Ⅱ

"0ust"础
Ⅱ vc!op咖 !zooC

Fm贤讪 0i晌扎助锕画
",⒛
[婀 [Chj岔

Fax|∞⒔0氵 0夕
"ω
⒗

Dec】 arajoⅡ No.:  sK/RXY O0009

RoHs DECLARATION OF CONFORnIITY

This is a decl"njon made io acoordaice wlth tho requirements of Cou△ cil Dircctivo

201%5`EU of 8 J刂 ne 2θ ll aod 2015/863`I"J of 3】  March 2015 conComiog tho

restocjoo of th0 use of certaio ⒒azardolls sob$tances in elec勹 ncal aid eleotrO11io

equipment

∈∈

MaΠ刂faC刂】l:rer’o Name:
BⅡ豇11eo心 Addreoo:

sHANCHA】 K0H1,EN MED】CAL ELECrRoN】 c1NstRuMENT cORP

No567Huanoheng Bel Road,shanghal ComprcⅡ eⅡsive hdllsdal
Deve!opmoⅡ t Zone,FeⅡ gxiaⅡ Dis伍 ot,slia△ghai,201401,Ch1oa

We hercby◆o"~that hllQwi】gp∞ductls)conhno to ul° Eur。p°an Unlors Restncth△ oo Use of
Hazardolls sllbstanoes io Elco臼 iCal and Electro"c equlpmcnt(RoHs)Direα lvc201Ⅳ86s/EU for|o⒒
rcgulated sllbstaices lis!ed below

Pri,d!ct Name(o): ELECTROCARD10GRAI’H  ECG-3350
ACCBssORY Iσ T        YD-321D
ACCBssORY KIT        YDˉ322D
ACCEssORY KIT        YD-323D+
ACCEssORY KIT       YDˉ 324D
BA⋯ RY PACK        NKB-301V
(ⅢYDˉ323D oona冫n】st。 1)~6)bofore△lN2021 )

List ofcovlrtlo1ocⅡ tally bazardolls substaioos∶

1)1L/9ad

勿Mercu〃
3)Cadmlum

o HCxavalc。 t Ch∞miom
5)P°lybrominated blphe】 yls(PBB)

⊙Polybrom1oated dlphciyl ejle:∴ ;σBDEl
●Bi$p忄tllyjlexyl)ph山alate(DBHP)
gl Butyl bcizyl phtLalate(BBP)

叻Dlblltyl p⒒ th缸 a】e(DBP)
1θ)Di。ω。tyl phthalate(D1BP〉

Ha=Ij:onized staildads Appl∶ ed∶

All七△orLed sigⅡato=y:

shaighal,Cll乩 /

Place a△ d date ofisslle Goierd Man坨 er

Quality MailageineⅡt Divi$ion
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