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C92.LLirDI【IEREⅥ严111H DECLARE THAT THIE STATED心 。1EDICAL

DEVICES`.`fEET TFFE'TR..ANSPOsITTON 1NTO NAT10NAt'LAⅥ7,THE PROVISIONS OF REGULATIC)N(ELI)

2017/745(》F THE EUROPEAN PARL1Ah1ENT AND OF TF】E COUNClL OF5 APR【L2017.
ALL.sLTPPORT1NG DOCUMENTAT10N rs RETAINED AT I「 HE PREMISES OF THF MIAN^UFACT· 【,RER,′内

′E ARE
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Standards applicd∶ EN IS()1497I∶ 2019,EN ISC)15223-1∶ 2016,~Ell`11041∶ 2008, |EN 60601-

1∶ 2006·十A1∶2013, |EIN 60601-1ˉ 6∶ 2010。 EN60601-I-2∶ 2015。 E∶N62304∶2006,
EN 62366-1∶ 2015.

C《
EC REP

EuFopea11 Rcprcsentat1ve∶

Carctcchio爸 G1△bl】

Niedcrrhcinstr 7 1,40474 Ducsscldor虽 Gcn11any
inb@c泛trctcchion.de

1咚 12-03Placc,lDatc ofE)cc|laration∶

Na113cI Zhao wei

Positioni Gˉ cncral

Ciy

Signa】 urc∶

寥 |毒

岛禹


