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Ef'c E \\ DECLARATION OF CONFORMITY

.}‘: ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION
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Manufacturer

EU Representative . :
Name: Ningbo Albert Novosino Co.,Ltd.

Address: No.1206 Qingfeng West Road, Sangishi

SUNGO Cert GmbH,
Town, Yuyao City, Zhejiang Province, 315412, P.R.
Harffstr.47,40591 Diisseldorf, Germany Chica
SRN: DE-AR-000010859 SRN: CN-MF-000008571
Product Information
Conformity Assessment Name: Waterproof Cast Cover

Model: Arm-XXXS, XXS, XS, S, M, L, XL, XXL, XXXL,
Leg-XXXS, XXS, XS, S, M, L, XL, XXL, XXXL,
Elbow-XXXS, XXS, XS, S, M, L, XL, XXL, XXXL

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

EMDN: Y090699
Applicable Standards Basic UDI:
ENISO 14971:2019 Classification: Class |, According to Rule 4, Annex
EN ISO 15223-1:2021 VII, Regulation (EU) 2017/745
EN I1SO 20417:2021
EN I1SO 10993-1:2020 3
EN ISO 10993-5:2009 Declaration
EN ISO 10993-10:2013
EN ISO 10993-23: 2021
Remark We herewith declare that the above-mentioned
The declaration of conformity is valid in connection products meet the requirements of Medical Device
with the release technical document CE/MDR- Regulation (EU) 2017/745 and the applicable
Y090699-14. standards above. - o >
All the supporting documentation is retained at the AN B ‘
premises of the manufacturer. Signature: . Daté?924‘.2.1 9
The Declaration of Conformity is exclusively under jm’” £ - Y ,‘

the solgsrnnncanibilihs nftha manufarkimg, ui, v Dacitinn. GM, [ _ L 4, -..Place:7haiianalChina



