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This European Declaration of Conformity is issued under the sole responsibility of the manufacturer.

MANUFACTURER |

30175 Hannover,
Germany

Name of Company Address SRN
Cascade Designs, Inc. Cascade Design, Inc Pending
11500 Production Drive
Reno, NV. 89506 United States
AUTHORIZED REPRESENTATIVE
Name of Company Address SRN Phone/email
MDSS GmbH Schiffgraben 41, Pending +49 511 6262 8630

info@mdssar.com

Product Name

PRODUCT IDENTIFICATION

Basic UDI-DI

Code / Catalog Number

VARILITE® ProForm NX™ Seating Systems

See attached product
list

04081800030FN

Intended Purpose

Photo

VARILITE® ProForm NX™ Seating Systems are a
range of non-sterile seating cushions, offering
pressure distribution, comfort and positioning for
wheelchair users. The seat cushions are placed in
the seating area of the wheelchair and are
primarily intended as accessories for wheelchair
users but may have other applications.

Device Classification

RISK CLASS FOR MEDICAL DEVICES

Common Specifications / Standards

Class: I

Rule: 1

EN 1041:2008+ A1:2013, ISO 7176-16:2012, 1ISO 8191-1:1987, EN ISO
10993-1:2010, EN 1SO 10993-5:20009, BS EN 12182:2012, I1SO 14971:2019,
EN ISO 15223-1:2016, ISO 16840-2:2007, IEC 62366-1:2015, 11-11 08/2004
MDS-Hi, 11-10 08/2004 MDS-Hi

Cascade Designs, Inc. declares that the above-mentioned products meet the provision of the following EU
legislation: Medical Devices Regulation (EU) 2017/745

COMPANY REPRESENTATIVE: Doug Sanders
TITLE: Quality Manager

PLACE: Reno, NV, US

SIGNATURE: %;,% sbaorta

DATE: 08/05/2025
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VARILITE® ProForm NX™ Seating Systems Product List

Single-Chamber Cushion

Dual-Chamber Cushion

Size (cm) - -
Mesh Incontinence Mesh Incontinence
30x35 72411 72421 72412 72422
35x35 74411 74421 74412 74422
35x40 74611 74621 74612 74622
38x38 75511 75521 75512 75522
38x43 75711 75721 78712 75722
40x40 76611 76621 76612 76622
40x45 76811 76821 76812 76822
40x50 76011 76021 76012 76022
43x43 77711 77721 77712 77722
45x40 78611 78621 78612 78622
45x45 78811 78821 78812 78822
45x50 78011 78021 78012 78022
50x40 70611 70621 70612 70622
50x45 70811 70821 70812 70822
50x50 70011 70021 70012 70022

Page 2 of 2




