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EG Decfariation o,f Gonfo
We, ToiDoc Technology Corporotion
81-7F, No. I 22, Wugong 2nd Rood, Wugu Dist, 24lggg New Toipei
declore under our sole responsibitity ihot the product
Product Name

Product model

Classification

Conform ity Assessm ent Route

EC Certificate Number

European Representative

Notified Body (CE0123)

GMDN code

: Bl.ood Gtucose Test Iirrrp

TD-4302

98t/79lEC tIVDD), Annex il, List Il
98179lEC IlVDl, Ann"r lV exctuding secti
V1 0521260042 Rev.01

Mc'dNet GmbH

BorkstraBe 10, /+8i63 Munster , Germany
: TUV SUD product Service GmbH

RiclterstraBe 65, 9033g Mrincherr,

: 62t537

to which ihis declorofion rerores is in conlformity with ihe foilowing si.ondord(s
document(s) :

or ofher normolive

ISO 13485:2016 MedicaI dervicer;. Quatity managernent systerns. Reoui enls for regulatory

EN ISO 14971:2012 Medicat devices;. Apptication of risk manag",*na ,o

EN ISO 15197:2015
In vitro diar;nostic test systems. Rr:quirements for btoo
systems for sehl-testing in rnanaging diabetes meLtitus

-gtucose monitoring

EN 15223-1:2016 MedicaI de'rices. symbots to be used with medicat devi
rntormatron to be supptied. Gener;rt requirements

[abets, [abetting and

EN ISO'18113-1:2011
In vitro diagnostic medicaI devices. Information suppf
Ita betti n g ). ferrr s, def initions a nd rSenera I reclu irement

by the manufacturer

EN ISO 181i3-4:2011
In vitro diagnostrc medicaI Devices. tnfor..ti,_ ,[pt,
Itabetting,l. ln vitr^o diagnostic reagernts for setf_testtng

by the manufacturer

EN l50 18113-5:2011
In vitro diagnostic medicaI Devices Information suppl.i
Itabetting.i. l' vitro diagnostrc InstrLrments for setf-testin

by th,e manufacturer

EN l5O 23640:2015
In vitro diagnosti,: medicaI devices. Evatuation of stabitit
reagents

of in 'vitro diagnostic
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