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Ma⒒ufacturer、 Name:   sHANGHAlKOHDEN MED【 CAL ELECTRONIC INsTRUMENT CORR

Addrem:

sm:

Europeam
Repre§entative:       N】 HON KOHDEN EUROPE GmbH
Addre§§:               Raiffeisenstrasse10,61191Rosbach,Ge"1】 any
sRN:            DE¨ AR~O00010740

■ Regula"o■ (EU)2● 17″45rMDR)
Cla§茁rlcat:。 Ll/Risk Clas§ :    Ha

ComFormity a沁 es§mem!
procedure:                  Annex IX ChapterI and II】

NOtiⅡed Body
Nameand No。 :

EC Cert∶ rlcate:

BsI Croup The Netherlands B.V;2797

MDR748567

■  Direct~e2●11朽拥 Ua■d2● 15rB6⒊℃u
stamdard App△ ed:          EN5o581∶ 2012

■ D:rect"e2OI4‘ γEU(RED)
Notifled Body

Namea■ d NO。 :       uL Japan,Inc.,NO,】 731(Module B)
EU月”pe Eェamhathm
cer△r1cate No。 :         uLAV107ll0

staEldard App】 ied:         lEc6o6o1¨ ⒈2005,IEC60601-l Amendmentl:2012
IEC60601¨ l¨ 2∶2014
IEC60601¨ 2¨ 25:2011

EN60601⋯ 2ˉ25:1995+Al∶ 1999
IEC60601¨ 2¨ 25∶ 1933+Al:1999
EN300328V2.2.2
EN301893V2,1,l
EN62311∶ 2008
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Prod"c‘ l呼ame,MOdeⅡ l丨umber alLd Basic UDI¨ DI:

Product Name

ElectrocaH"ograph

Dec】arat:o■ No。:    sKXYˉ 10007A

Hhde:Number  Ba§ ic UD⒈ DⅡ

ECG¨3150      :::::l:::ECG¨

MDR RoHs

W     ∨

RED

√

sOiware k⒒ Qs¨315E
697001088Qs¨

315E9T

Accessory k" YD¨311D
697001088YD¨
311D7J

Accessory k⒈ YD⋯312D
697001088YD⋯
312D7M

Accessory k⒒ YD¨313D
697001088YD¨
313D70

YDˉ314D

Iェ‘emded p"rpose:  The shangho Κohden ECGˉ3150electrocaHHograph o⒈ ucnded foΓ  medcal use to
prOGess the deCuGal茁 gnds produOed by the heart,which are acquircd through】

ol`、

`oor mOre eleGtrodes, and to display wavefo】 iils and/or prepare a reGOrd of these

elecuGal signals.This device is a pomble EcG acquisition teIlilinal which measures

up to 12-lead ECG wavefoIlils。 The intended use is only for diagnosis,not for

mon"oH△g of"ta!phy茁 olo臼cal parameters.

ECCˉs150沁 intended to be used by qualiΠ ed medGal persO1Lnel withh a medcal
faci!i刂 :)`,suGh as hospital or clht and children and adults can be dagnosed with th沁
electrocardiograph.

Thesomare Ht Qs~315E t the so臼 hⅤare fOr ECGˉ 3150.△ o intended for upgradhg.

Add:t∶ oⅡa:I⒒fOrmat:● El:

ACGessory k⒒
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314D7T
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