The SEGUFZX°-System

EU-Declaration of Conformity

In compliance with Article 52 No. 7 of the EU-Regulation EU 2017/745
of the Council for Medical Products (of April 5th, 2017)

SEGUFIX’-Bandagen,
Das Humane System GmbH & Co. KG
(SRN: DE-MF-000027702),
hereby declares bindingly and under own responsibility
that the fundamental requirements according to Annexes | of
the reguliation are met for the following medical product:

Item 1206, Item 1204, Iltem 1205
Item 1216, Item 1214, ltem 1215
SEGUFIX°-Magnetic Lock black / segufix.com

Item 1208, Item1218
SEGUFIX’-Magnetic Key red

Item 1209, Iltem 1219
SEGUFIX’-Magnetic Key red with key ring

according to the 2024 price list.
Basic-UDI-DI = PP01531120629 / risk class = |

Intended use:
- Item 1206: closing of SEGUFIX” systems
- Item 1208: quick release of the SEGUFIX"-Magnetic Lock black /
segufix.com
- Item 1209: quick release of the SEGUFIX"-Magnetic Lock black /
segufix.com

The conformity assessment procedure according to
Annexes Il and Il of the EU regulation EU 2017/745
is applied. This declaration is valid from the
issuing date until May 24th, 2026.
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Das SEGUF§X®-System

EU-Declaration of Conformity

In compliance with Article 52 No. 7 of the EU-Regulation EU 2017/745
of the Council for Medical Products (of April 5th, 2017)

SEGUFIX’-Bandagen,
Das Humane System GmbH & Co. KG
(SRN: DE-MF-000027702),
hereby declares bindingly and under own responsibility
that the fundamental requirements according to Annexes | of
the reguliation are met for the following medical product:

Item 1306, Item 1304, Item 1305
ltem 1316, Item 1314, Item 1315

SEGUFIX’-Twist Lock green

Item 1307, Item 1317
SEGUFIX’-Twist Key yellow

according to the 2024 price list.
Basic-UDI-DI = PP01531120629 / risk class = |

Intended use:
- Item 1306: closing of SEGUFIX® systems
(for products manufactured after April 2003)
- Item 1307: quick release of the SEGUFIX"-Twist Lock green

The conformity assessment procedure according to
Annexes Il and Il of the EU regulation EU 2017/745
is applied. This declaration is valid from the
issuing date until May 24th, 2026.
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