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MaⅡ ufacturer、 Name:   sHANGHAI KOHDEN MEDICAL ELECTRON】CINsTRuMENT CORR
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NIHON KOHDEN EUROPE GmbH
Raiffeisenstrasse10,61191Rosbach,Ge"11any
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BsI GrOup The Netherlands B.V;2797
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PrOd"ct Name,MOdel Numberamd Ba茁 c UDIˉ DI:

Dec:ara"om No。 :   sKXYˉ 10005A

Product Name

ElectrOcardiograph

Mode】 r、】u111ber

ECG-3350

Ba§ic UDI-DI

697001088ECCˉ
33506Ⅴ

MDR RoHs

W     √

RED

W

sohare k" Qsˉ335E
697001088Qsˉ

335EA5

AGcessoFy k" YD¨32】 D 697001088YD-
321D7P

Accessory kit YD⋯322D
697001088YD-
322D7s

AGcessory k" YDˉ323D
697001088YD¨
323D7V

AGOessory k⒈ YD-324D

Im!Gmded purpose:  The shangh茁 Κohden ECCˉ3350electrOcardhgraph is intended for medcal use to
process the deciicd茁 gnds produced by the heart,wHch are aGq"red through mo
Or moΓe e】eGtrodes, and to display wavefo!】 l】s and/or prepare a record of thesG
eleOtHcal signals.This deviGe is a po:∵ !able ECC acquis⒒ ion teji1ェ inal which measures
up to 12¨ lead ECG wavefo:j:ls. The intended use is only foΓ  diagnosis, not for
mo"toHng Of"tal phy茁 olo凹 cal parameters.

ECCˉ3350t intended to be used by qualifled medcal pGrsonnel witHn a medcal

facil、、such as hospital or c"nic and ch"dren and adults can be diagnosed w】 th this

electrocardiOgraph.

The sOfhⅤ are Ht Qsˉ 335E o the sofhⅤare for ECCˉ 3350.⒒ t intended for upJ铽ng.

Addi!:o■ a】 ImforElLat二 o△ :

697001088YD¨
324D7Y
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Place and da!e ofissue

Quality Managcment Division
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