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EC DECLARATION OF CONFORMITY

We

DAN-FOAM ApS
Holmelund 43, DK-5560 Aarup

declare under our sole responsibility that TEMPUR® Pressure Redistributing Products,
Classification: Class I, medical device

Intended purpose: to prevent or reduce the risk of developing pressure ulcers.

described on pages 2, 3 and 4:

Are in conformity with the (EU) MDR 2017/745 concerning Medical Devices, and with the
following harmonized or normative standards:

Standard Title
reference
EN ISO 21856 Assistive products — General requirements and test methods

EN/ISO 14971 Medical devices — Application of risk management to medical devices

For and on behalf of Dan-Foam Aps:
Dan-Foam ApS

Aarup 15. December 2022. Holmelund 43
W DK-5560 Aarup
BjaWStouru

P
Person Respcgsible for Regulatory Compliance

Seren Askjaer, [ j
Finance Director

el Sirasecr,

Kagper rensen,
Managing Director

Dan-Foam ApS A Subsidiary of Tempur Sealy International

Holmelund 43 Tel. +4563 43 43 43 www.tempur.com
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Category Commercial Product Name Notes Basic UDI-DI
Original 15 5714714PRDSL0132
Original 19 5714714PRDSL0O132
Original 20 5714714PRDSL0132
Original 21 5714714PRDSL0132
Original 25 5714714PRDSL0132
Original Deluxe 17 5714714PRDSL0132
Mattresses ONE Only medium and firm | 5714714PRDSL0132
feel with “standard”
cover
PRO MDV ?01‘:, medium and firm | 5714714PRDSL0132
ae
PRO Plus MDV ?Of{t, medium and firm | 5714714PRDSL0132
ee
PRO Luxe MDV ?ﬂf: medium and firm | 5714714PRDSL0132
eg
Topper 3.5 5714714PRDSL0132
Mattress Toppers Topper 7 - : 5714714PRD5L0132
Travel Set (Topper 3.5 and Original Pillow 5714714PRDSL0132
Travel)
Classic Pillow 5714714PRDSL0132
Comfort Pillow Only velour covers 5714714PRDSL0132
Pillows Comfort Pillow Travel Only velour covers 5714714PRDSL0132
Millennium Pillow See page 4 5714714PRDSL0132
Original Pillow See page 3 5714714PRDSL0132
Original Pillow Travel See page 3 5714714PRDSL0132
Lumbar Support 5714714PRDSL0132
Cushions Transit Lumbar Support 5714714PRDSL0132
Wheelchair Cushion 5714714PRDSL0132
Bed Back Support 5714714PRDSL0132
Leg Spacer Only FR treated version | 5714714PRDSL0O132
Positioning Long Hug Pillow 5714714PRDSL0132
Products Multi Pillow 5714714PRDSL0132
Transit Pillow 5714714PRDSL0132
Universal Pillow 5714714PRDSL0132
Dan-Foam ApS A Subsidiary of Tempur Sealy International
Holmelund 43 Tel. +4563 434343 www.tempur.com

DK-5560 Aarup

dan-foam@tempursealy.com




Declaration of Conformity - TEMPUR Page 3of 4

Commercial Product Type of cover Product image Textile image
Name
Original Pillow White Premium

-

Original Pillow Terry Beige
Original Pillow Terry Yellow
Original Pillow Velour Beige

Original Pillow Velour Ice Grey

Original Pillow Velour Dark Grey
Original Pillow Travel ‘

Original Pillow Velour Yellow
Original Pillow Travel

»
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Commercial Product Type of cover Product image Textile image

Name

Millennium Pillow White Premium

Millennium Pillow Terry Beige

Millennium Pillow Terry Yellow

Millennium Pillow Velour Ice Grey

Millennium Pillow Velour Yellow
Dan-Foam ApS A Subsidiary of Tempur Sealy International
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