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MEDiCAL SYSTEM OPERバ TION GROUP
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EC‐CONFOEMITY DECLARATION

Manufacturer

Hitacl� Medical Co】 甲oration

4‐ 14‐ 1,Soto‐Ka�la,Chiyoda・Ku
Tokyo,101・ 0021 Japan

Medical Device

Modaliv:恥『ansduceL Ultrasonic

UMDNS Code:14‐ 121

MDD Classiacation:IIa Crule lo

Model Name:Linear aFay PЮ be

ModelI恥ψe:EUP‐L53S

Serial No.: KE17631006 and aher

The undersigned Lereby declares that the lnedical device as specined above and related

options comply with the essentね lrequrements ofAnnex l ofthe EC‐ Directive 93/42 EEC.

The dedaration ofconfomiv is based on an assessment pЮ cedure � comphance with the

EC Directive 93/42 EEC,Annex Ⅱ for a Fu■ QualityAssurance System.

Notined Body:TIV Rhe� land LGA PЮducts GmbH
Ti■ystrane 2,90431 Niimberg Germny

ldent No.:    CE‐0197

European Representative

Hitachi Medhal Systtms GmbH

Kreuzberger Ring 66

D・65205 Wiesbaden,

Gema呼

Department Manager

QADepartnentUlttasound Sys→ em Division

Place

Date

Japan

2010‐ 9-29
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Acoessory

・ CouplerAttachment

・ CouplerAttachment
o CouplerAttachment
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EZU‐PA3Ci COption

EZU‐PA3CIH(Oph0
EZU‐PA3C2(Optio0
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