DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex lI+11l of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971:2019+A11:2021
EN ISO 15223-1:2021+A1:2025
EN ISO 20417:2026

EN ISO 10993-1: 2025

EN ISO 10993-5: 2009+A11:2025
EN ISO 10993-10: 2023

EN ISO 10993-23: 2021+A1:2025

Manufacturer

Name: SUZHOU PURUIANG BIOTECHNOLOGY CO.,LTD
Address: Building 1, No. 6 Qinghua Road, Suzhou
High-tech Zone Jiangsu, China

SRN: CN-MF-000054162

Product Information

Name: PATIENT BIBS

Model:100 X 100, 100X200, 125X 125, 150X 150, 150X
175, 150 X 200, 150X 240, 150 x 250, 150X260, 150X
275, 150 X 290, 150 % 300, 150 % 325, 150 % 350, 150 X 360,
150420, 160X 300, 160X400, 175X 175, 175X 260,
175X 360, 200X 150, 200X 180, 200X 200, 200 X 225,
200 X 250, 200X 300, 200 Xx 350, 200X 390, 200 X400,
200 X 440, 200X 460, 200X 480, 200X 500, 200 X 550,
21807490, %220 X 500\ 2239422557225 X425 1. 235X 580,
240 X 570, 250X 250, 300X 300, 325X 325, 350X 350,
350 X 430, 380X 450, 400X 400, 450X 500, 450X 600,
500X 600, 600X 600, 600X 800, 600X 900, 600 X 1200,
600 X 1500, 600 X 1800, 700 X 1100, 700 x 1200, 700 X 1500
700X 1800, 750X 1500, 750 X 1800, 750 X 2000, 800 X 650,
800 X 750, 800 x 900, 800 x 1000, 800X 1200, 800 X 1500,
800X 1600, 840 x 1030, 880X 750, 900X 900, 900 X 1200,
900X 1950, 1000 X 1500, 1000 X 2000, 1000 % 2300, 1000
X 2500mm

EMDN: T0499

Basic UDI-DI: 697804313PatientBibsSM

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