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EUROPEAN MEDICAL DEVICE REGULATION

Declaration of Conformity
As Legal Manufacturer, we

3M Deutschland GmbH
Carl-Schurz-Str. 1
41453 Neuss
Germany
Single Registration Number: DE-MF-000011641

hereby declare under our sole responsibility that the following CE marked devices

Trade Name | 3M™ Nexcare™ ColdHot Therapy Pack

3M™ Nexcare™ ColdHot Therapy Pack, Back & Abdomen Belt

3M™ Futuro™ Hot/Cold Therapy Pack

3M™ Futuro™ ColdHot Compress

Intended The reusable 3M™ Nexcare™ ColdHot Therapy Pack Mask is intended
Purpose to provide a superficial cold or heat to affected body parts.

Reference N1573DAB, N1573ECH, N1573B, N1570, N1570B, N1578DAB,
N1578B, N1570B2, N15710IE, N1573G, N1570G, N1578G,
N1571TI-DAB, N1573KID, 02070, F1570, N15711S, N15711L.

Basic UDI-DI | 06082232761050000000014GJ

are classified per rule 1 of Annex VIII of the Medical Device Regulation (EU) 2017/745,
as Class 1 devices in accordance with all applicable provisions of the REGULATION
(EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
concerning medical devices.

o

Wenny Sumarni Date
EMEA Regulatory Affairs Manager
3M Consumer Health Care

25 July 2025

3M is a trademark of 3M.
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