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The Softer Side of Healthcare

c € EU DECLARATION OF CONFORMITY
Declaration of Conformity #: DCO1 Revision#: 5
Manufacturer: EU Authorized Representative:
MIP-UK Ltd, MIP Europe GmbH,
2" Floor, Clipper House, LiebigstraRe 71,
Leighton Industrial Park 22113, Hamburg,
Billington Road, Leighton Buzzard, Deutschland

Bedfordshire, LU7 4AJ, England

This declaration of conformity is issued under the sole responsibility of the manufacturer and is represented by
the undersigned, hereby declares that the product

Type of product(s): Patient Transfer and Slide sheets

BASIC UDI-DI: 7540289R175371639)

EMDN Code: V0805

Intended Purpose: A manual device used by healthcare professionals to assist in the physical

movement and transfer of a person/patient (e.g., a hospitalized, a person with a
disability, or a geriatric) from one position to another. The device typically has
no lifting capabilities and utilizes sliding techniques to move the person. It is
typically designed using low-friction artificial fibres and may be designed as an
open roll, rather like "a sleeping bag", or a flat sheet. It is slid under the person
to be moved, the person is gently pushed by the attending staff, and it rolls
whilst the person glides on the rotating surface.

Model(s):
CS366-0001 CS441-0001 CS469-0011 CS469-0012
CS469-0013 CS469-0014 CS555-0001 CS567-0001
JC100-0001 JC100-0011 LP004-0007 LPO04-RYO7
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LP010-0004
PGF150100
PGT100100
PSF100100
PSF200140L
PSFH150100
PSFH20085
PST150100
PST8585
PSTL20070
PTD-LS/S/UK
RSF200140
RSFH200100
RST130100

RST220140

Tel.: +44 (0) 1525 218146

mipuk.co.uk

LP012-0207
PGF200100
PGT150100
PSF150100
PSF20085
PSFH200100
PST11585
PST200100
PSTL150120
PTD-56/BA/LG/UK
RSF100100
RSF20085
RSFH200140
RST14585

RST8585

LP025-0001
PGF20085
PGT200100
PSF200100
PSF20085UH
PSFH200140
PST130100
PST20085
PSTL200140
PTD-56/BA/Y/UK
RSF150100
RSFH100100
RSFH20085
RST200100

RSTL200140

was designed and manufactured in conformity with the following legislation(s)
- Medical Device Regulation (EU) 2017/745

- General Product Safety Directive (EC) No. 2001/95

- REACH Regulation (EC) No. 1907/2006

PGF100100
PGF220140
PGT220140
PSF200140
PSFH100100
PSFH200140L
PST14585
PST220140
PSTL200140L
PTD-LS/S/BA1/Y/UK
RSF200100
RSFH150100
RST11585

RST20085

The product(s) has been classified according to Annex VIII of Regulation (EU) 2017/745 as:

Class | Medical Device (non-invasive devices Rule 1)

Applicable standard(s):

- EN 15223-1:2016: Medical devices — Symbols to be used with medical device labels, labelling and

information to be supplied
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- BSEN 14971:2019: Medical devices. Application of risk management to medical devices

Company Certifications:
ISO 9001:2015 Certificate # 40662020 Issued by: QMS International
ISO 14001:2015 Certificate # 14130892 Issued by: QMS International

Authorized Signature:

[

Jennifer Rivera Leighton Buzzard, England 2022-09-22

Yl
QA/QC Mahager Place Date
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