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Rastatt, December 19, 2014

Field Safety Notice

Please forward this notice to all relevant staff and potential users of the product!

Preventive Corrective Action
concerning
OR-Table-System OTESUS 1160.01

Dear customers,

with this letter we would like to inform you of a potential issue with the OTESUS 1160.01
operating table system.

Description of the problem including the determined cause:

Within the framework of our market surveillance, we have been made aware of complaints
with reported restrictions of movements.

The root cause analysis has shown that this behaviour is caused by the optical interface.
Due to too high transmission power of the infrared diodes in the optical interface,
commands in the table top temporarily were not recognized properly, so requested
movements were not available.

Since component tolerances and further parameters have an influence, the described issue
does not occur in general but only with unfavourable combinations of column and table top.

The movements of the column (height, lateral tilt and inclination) are generally not affected
by the problem and remain fully available when the error occurs.
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Identification of the affected medical devices:

The problem can only occur when using the following OR table columns:

Model number of the column Serial no.

1160.01A0 SN 00001 — SN 00189
1160.01BO SN 00001 — SN 00037
1160.01CO SN 00001 - SN 00217

Model number and Serial number are located on the type label onto the column head:

MAQUET G

™ PARE S REF[1160.01C0}
Baden-Wuerttemberg SN [00713
76437 Rastatt, Germany T

Model number

Serial number

2014
AC 100V-240V IPS SELV DC 48 V
50/60 Hz max. 300 VA
int 2/8

C€ pxs R AmE

Figure 1: Type label

Which measures are to be taken by the user?
Our sales records indicate that you own one of the affected 1160.01 OR table columns.

In order to ensure reliable data transmission for all combinations of column and table top,
an electrical component will be replaced in the affected columns. MAQUET service or
MAQUET authorised service technicians will be contacting you to arrange an appointment
to carry out the replacement free of charge.

If the issue described above has already occurred with your product, please contact us
immediately in order to enable us to exchange the electrical component short-term.
Passing on the information described here:

Please ensure that all persons within your organization who use the above-mentioned
devices and anybody else who needs to know receive this field safety notice. If you have
passed the product on to third parties, please forward a copy of this notice or inform the
MAQUET contact persons you are aware of.
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Please keep this notice at least until the corrective action has been completed.

Contact person:

For further questions, please do not hesitate to contact your MAQUET contact person.
Should you require more information, please contact our safety officer for medical devices
during normal business hours (contact data on the first page).

This is a voluntary corrective action. Thus far, no incidence has been reported in which a
person has been injured.

The appropriate authorities have received a copy of this field safety notice.

We apologise for any inconvenience, however, consider this action as a preventive action
to increase safety.

Yours faithfully,

MAQUET GmbH

% Bty

Safety Officer for medical devices
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