DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION
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.15 SUNGO Europe B.V.

“{+ Fascinatio Boulevard 522, Unit 1.7,
"> 2909VA Capelle aan den lJssel, The
% Netherlands
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'~/ Applicable Standards

:g EN ISO 14971: 2019

277 ENISO 15223-1: 2021

I ENISO 20417:2021

7/ ENISO 10993-1: 2020

/> ENISO 10993-6: 2009

/% ENISO 10993-10: 2013
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The declaration of conformity is valid in connection
with the release technical document HT-MDR-04.
All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

Manufacturer

Name: Changzhou Hongtal Paper Film Co.Ltd
Address: No.73 Donghu Rd, Henglin Town, Wujin
District, Changzhou, Jiangsu, China

SRN: CN-MF-000003240

Product Information

Name: Disposable Underpads

Model: DU1, DU2, DU3, DU4, DUS, DU§, DU7, DUS,
DU9, DU10

EMDN: V08068002

Basic UDI-DI: 697295200Hf001EU

Classification: Class |, According to Rule 1, Annex
VIIl, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
prodl{cts meet the requirements of Medical Device
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https://v3.camscanner.com/user/download
高利亚

高利亚
26-07-2023


