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DECLARATION OF CONFORMITY

Regulation (EU) 2017/745 Of the European Parliament and The Council on Medical Devices (MDR)

It is stated that the below EU Declaration of Conformity is issued under the sole responsibility of:

Legal manufacturer:

LM Global Design Limited

with registered place of business in:
Suite 123, The Capel Building,
Mary’s Abbey, Dublin 7 DO7 VY68,

Ireland

SRN: IE-MF-000046744

As a legal manufacturer LM Global Design Limited hereby declare under our sole responsibility, that the
medical device listed below with related accessories conform with the relevant provision of Medical Devices
regulation 2017/745. Each of the CE marked products listed below have been verified against defined criteria
and found to be in compliance with the General Safety and Performance Requirements of Appendix | of the

Medical Device Regulation 2017/745, prior to being placed on the market.

The product specified below is a “Technical aid for the disabled”, classified as Class |, medical device. The
classification is based on the requirements of Annex VIII & Rule I, of the MDR. Conformity assessment was
carried out according to Art. 52, pt. 7 after drawing up the Technical Documentation in accordance with

Annex Il and lll. The CE mark has been affixed on the product according to Annex V of the MDR.

PRODUCT FAMILY: Bathtub Seats (BS)
BASIC UDI-DI: 539154872LMBSJC
GMDN: 34936 - Shower seat, non-powered

PRODUCT LIST:

Product code Description UDI-DI/GTIN/EAN
KING-BS-KN BATHTUB SEAT KING 05391548723014
KING-BSB-KN BATHTUB SEAT WITH BACKREST KING 05391548723021
KING-BBS-KN BATHTUB SEAT BLACK KING 05391548723038
KING-BBSB-KN BATHTUB SEAT WITH BACKREST BLACK KING 05391548723045

EMDN CODE: Y093303
ACCESSORY LIST:
KING-BR-KN BACKREST FOR BATHTUB SEAT KING 05391548723816
KING-BBR-KN BACKREST FOR BATHTUB SEAT BLACK KING 05391548723823
EMDN CODE: Y093399
KING-CBS2-KN SOFT CUSHION FOR BATHTUB SEATS LIGHT BLUE KING 05391548723830
KING-CBS4-KN SOFT CUSHION FOR BATHTUB SEATS LIGH GREY KING 05391548723847

EMDN CODE: Y090699
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Design

Intended use:
The KING Bathtub Seat is supposed to be used as a bench designed to avoid the use of the bottom of the

bathtub, facilitating easy entrance and exit from it. The bathtub seat promotes the user independence during
the bathtub stages of daily personal hygiene, offering an easier and safer way to take a bath. The accessories
further improve the comfortability for the user.

Year of first market distribution: 2016

Following harmonized norms and/or common specifications were used for conformity evaluation:
EN ISO 13485:2016+A11:2021, EN ISO 14971:2019+A11:2021, EN ISO 17966:2016, ISO 14001:2015.
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Luca Mammi,
Managing Director
LM Global Design Limited
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