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China Council for the Promotion of International Trade
China Chamber of International Commerce
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CERTIFICATE

223201A0/004182
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THIS IS TO CERTIFY THAT: the seal of GUANGDONG YUEHUA
MEDICAL INSTRUMENT FACTORY CO.,LTD. on the annexed
DOCUMENT is genuine.
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Signature:

Digitally signed by Potinga Stela
Date: 2023.06.19 11:55:29 EEST
Reason: MoldSign Signature
Location: Moldova

H#§: 20224£06501H
(Date: Jun. 01, 2022)

Ptk Website for verifying the certificate: http://www. rzcepit. com/validate. html
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File No: CE-MDR-01-01 Rev.: A/0

EC Declaration of Conformity

Regarding Medical Device Regulation (EU)2017/745

Manufacturer:
Manufacturer: Guangdong Yuehua Medical Instrument Factory Co., Ltd.

Add: Rongsheng Science and Technology Zone, Daxue Road, Shantou, Guangdong, China.
Tel: +86 0754-82525836 % 3
European Authorized Representative: ,_-__-::
Name: SUNGO Europe B.V. i g
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands, &

SRN: CN-MF-000004539

Product Name: Alternation Pressure Mattresses

MODEL UDI-DI
QDC-303 (DM-40) 694474950030LF
QDC-3OOB(DM-45/DM—46) 694474950047LY
BDC—SOZ(DM-LI BRA/DM-50) 694474950057M3

Classification: Class I

Rule: According to Rule 13, Annex VIII, Chapter III of Medical Device Regulation
(EV)2017/745

manufacturer, We are exclusively responsible for the declaration of conformity.
Conformity assessment procedure: Annex II+]II

We confirm our product can meet the requirement of Medical Device Regulation and the
following harmonized standards:
EN Isg;_;gg?;_;_zmz, EN 1041:2008+A1 2013, ENISO 15223-1: 2016, ISO 10993:2018, EN
vﬁﬂﬂndﬁsfg'zm,\EN IS0 10993:2013, EN 60601-1, EN 60601-1-2, IEC 60417:2012, IEC
v 60 10+ ?;;19;:2013 Csy, IEC 60601-1-11:2015 RLV, IEC TR 62366-2:2016
-k

Date: 2002 . Y. (o
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