Declaration of Conformity
for the gke Steri-Record” - Doku-Labeler

The gke Steri-Record® - Doku-Labelers are available in the following
versions:

Art. No. Description Version Application
240-840 Doku-Labeler-A* alphanumeric for all gke Steri-Record®
240-850 Doku-Labeler-N** numeric 3-line documentation labels

* the whole first line can print alphanumeric digits
** the first three digits of he first line can print alphanumeric digits, the remaining ones print
numbers

The hand labeler device containing three printing lines with 12 digits each is
manufactured of various plastic and stainless steel materials where self-
adhesive labels and ink roll and a printing head with rubber letters are
implemented.

The hand labeler is exclusive part of gke-Steri-Recorcf@ documentation
system for correct application it should be used only in combination with original
gke-Steri-Record® double self-adhesive documentation labels art. no. 240-871
to 240-874, 242-875, 242-885, 243-873, 243-883, 244-871, 244-881, 240-861
to 240-864, 000-863, 000-873, 000-875.

All hand labeler devices are no medical devices and do not require a CE-mark.

This document certifies that the above performance criteria and the gke test

requirements for quality control are met. The continuous quality is guaranteed
by our quality management system according to EN ISO 13485:2003**.
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T Dipl.-Ing. Dr. Ulrich Kaiser

gke-GmbH R & D-Manager
Auf der Lind 10
D-65529 Waldems-Esch
Germany
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