EU Declaration of Conformity

C€

Manufacturer’s Address: 10F., No. 97, Sec. 1, Xintai 5th Rd., Xizhi Dist., New Taipei
City 22175, TAIWAN(R.O.C)

Manufacturer’s Name: DFI Inc.

Declares that the product:

EUT Description: Medical Edge Al inference System

Trade Name: DFI; ITOX

Model Number: MPC350-RPS; MPC350-RPSXXXXXXXXXXXXXXXXXXX
(X=A~Z,a~z,0~9,”-“ or blank ,any character)

EN 60601-1-2: 2015 + A1: 2021

IEC 60601-1-2: 2014 + A1: 2020

CISPR 11: 2015 + A1: 2016 + A2: 2019 (Ed 6.2)

IEC 61000-3-2: 2018 + A1: 2020 (Ed. 5.1)

IEC 61000-3-3: 2013 + AMD1: 2017 + AMD2: 2021 + COR1: 2022
IEC 61000-4-2: 2008

IEC 61000-4-3: 2020 (Ed. 4.0)

IEC 61000-4-4: 2012

IEC 61000-4-5: 2014 + A1: 2017

IEC 61000-4-6: 2023

IEC 61000-4-8: 2009

IEC 61000-4-11: 2020 + COR1: 2020 + COR2: 2022 (Ed. 3.0)

IEC 60601-1-2: 2014 + A1: 2020 Subclause 8.11 (IEC 61000-4-39 for §8.10)

The following manufacturer / importer or authorized representative established within the
EU is responsible for this declaration:

Diamond Flower Information(NL) B.V.

Office:

Klompenmakerstraat 89,

3194 DD Rotterdam Hoogvliet, The Netherlands
VAT: NL810268024B02

Diamond Flower Information(NL) B.V. #% ,74

Warehouse/ RMA dept.

Klompenmakerstraat 89, Vivian Lin, Business Development Manager
3194 DD Rotterdam Hoogvliet, The Netherlands February 13, 2025 The Netherlands
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