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Holder of Certificate: Shenzhen Zhongchuang 3D Technology Co., Ltd.
Address: Room 204, Administration Building, Jia Tai Pharmaceutical, No.1 Industrial
Zone, Tangwei Community, Fuhai Street, Bao'an District, Shenzhen City,
China
Manufacturer:  Shenzhen Zhongchuang 3D Technology Co., Ltd.
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Address: Room 204, Administration Building, Jia Tai Pharmaceutical, No.! Industrial
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Zone, Tangwei Community, Fuhai Street, Bao'an District, Shenzhen City,
China
SRN CN-MF-000048153
EU Authorized Wiselink Medical (Ireland) Limited
Representative Block 1Unit 1&4, Northwood Court, Santry, Dublin, D09E348Ireland
Tel:+353 01263 0888
Email: office@wiselinkie.com
SRN: |E-AR-000037361
Product information: Product name Model Basic UDI-DI
Tray Resin PRS-R-10 697861181010MN
Surgical Guide Resin PRS-R-11 697861181012MS
Smile Veneer Resin PRS-R-07 697861181018N6
IBT Resin PRS-R-09 697861181013MU
Try-in Resin PRS-R-03 697861181007MZ
Clear Aligner Resin PRS-R-14 697861181016N2
Temporary Veneer Resin PRS-R-06 697861181019N8
Applicable Standard: EN IS0 13485:2016, EN 1S0 14971:2021, EN 150 15223-1:2021,
EN 62366-1:2015, EN 1041:2008, EN IS0 1641:2009,
IS0 10993-1:2020, EN IS0 10993-5:2009, IS0 10993-10:2021
Regulation: (EU) 2017/745
Remark: The declaration of conformity is based on an evaluation of the above
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mentioned product. Complies with the requirements of European
Community MD regulation (EU) 2017/745. This declaration applies to all
products manufactured in accordance with the attached manufacturing
drawing which form part of this declaration.
Name: LiChongxiang
Title: Deputy General Manager
Date: 23/06/2025
Place of Issuance: Shenzhen
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