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EC Declaration of Conformity

This declaration of conformity is issued under the sole responsibility of ATEX Co., Ltd.

We herewith declare that the under-mentioned products are in conformity with the general safety and
performance requirements and provisions of Regulation (EU) 2017/745 on medical devices. All
supporting documentation is retained under the premises of the manufacturer.

Product Name: AcuTop Kinesiology Tape / AcuTop Gitter Tape
Model Name: AcuTop Premium Tape / AcuTop Gitter Tape / AcuTop Design Tape /
AcuTop Turmalin / AcuTop Hestakin Tape

Basis UDI-DI:
" Product Name Basis UDI-DI
AcuTop Premium Kinesiology Tape 8809931360564CE
AcuTop Design Tape 8809931360649CP
AcuTop Premium Turmalin Tape 8809931363213C3
AcuTop Gitter Tape 8809931360762CL
AcuTop Hestakin Tape 8809931365613D5

Classification: Class | based on Rule 1, Annex VIII, Regulation (EU) 2017/745
Conformity Assessment Route: Annex IX, Regulation (EU) 2017/745 on medical devices

Standards applied: EN ISO 13485:2016/AC:2016, EN 1SO14971:2012, EN 1SO10993-1:2018, EN
1041:2008/ A1:2013, EN 62366-1:2015, EN I1SO 15223-1:2016, MEDDEV
2.7/1 [Rev. 4] :2016, EN ISO 10993-5:2009. EN ISO 10993-10:2010,
MEDDEV 2.12/1 [Rev.8]: 2013, MEDDEV 2.12/2 [Rev.2] :2012

Manufacturer: Atex Co.,Ltd. (SRN: KR-MF-000012358)
EC Representative: JaviTech e.K..(SRN: DE-AR-000005875)

Place of Issue : Gyeonggi-do, Korea Signature :
Date of Issue : June 9, 2025 Kim Hae Ryong / President
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