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EU Declaration of Conformity

The following description for the medical device,

Device information

Description

Common device name

Lumbar Sacral Orthosis (LSO)

Registered trade name or trade mark

b:joynz

EU Single Registration Number (SRN)

US-MF-000012261

European Authorized representative

Y. Sung Handelsvertretung
Toulouser Allee 9, Diisseldorf, Nordrhein-Westfalen 40211, Germany

Product series b:joynz LSO basic
Basic UDI-DI 0810084338003003WS
Risk class of the device Class 1

Common Specification (CS) references /

Intended purpose

The b:joynz LSO basic is a medical device. It is an
orthosis for functional mobilization of the lumbar
spine.

Indications: Deformities and injuries of the lumbar
spine; Sprains, Excessive strain on the spine caused by
abdominal  compression;  Spondylolisthesis — with
lumbosciatica; Post-traumatic treatment of vertebral

fractures; Spinal stenosis with paresis;, Lumbosciatica

That is covered by the present declaration is in conformity with the Medical Device Regulation
(EU) 2017/745. The device is in conformity with conformity assessment procedure for Class I
devices that should be carried out, as a general rule, under the sole responsibility of the
manufacturer. The class [ devices, other than custom-made or investigational devices, shall
declare the conformity of their products by issuing an EU declaration of conformity referred to

in Article 19 “EC declaration of conformity” after drawing up the technical documentation set

out in Annexes Il and III of the Regulation.

The following person is exclusively responsible for the compliance of declaration:

Span Link International LLC

28 W Jefryn Blvd, Deer Park, NY 11729, USA
(Manufacturer’s name/ Registered address)

L —

Vincent A. Benenati / CEO
February 16th, 2023
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