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Nr. Target audience Date Nr of pages

005 ‘all users 2008-12-12 8

Concerned products Serial numbers / Lot identification Software / Firmware

corpuls® all devices each software version up to and

including 1.4.2

Dear user,

With this letter we are informing you of a coerpuls® Defibrillator/Monitoring system series software
issue.

This letter is intended to inform you about

e what the problem is and under what conditions it may appear,
e the measures, you as operator must take to minimize the effects of this problem,
e the measures scheduled by the manufacturer to sustainably fix this problem.

Affected are all corpuls® devices independent of both configuration and software version up to and
including software version 1.4.2. We kindly request you to read this Safety Notice carefully and return
the completed and signed Confirmation Letter annex B not later than January 31, 2009.

1. Description of error

Under appearance of the below mentioned conditions the software may store data in a non-provided
memory area. So far, thereupon the following malfunctions have been noticed:

* The message “Pairing failed” may appear after start pairing of the different device components
Defibrillator Unit, Patient Box and Monitoring Unit.

e The printer may fail when the speed is changed.

e Temperature measurement may suddenly fail.

2. Precondition for the appearance of the error
The error may appear under simultaneous appearance of the below listed conditions:

1. The CompactFlash® memory card is full, almost full, damaged or being removed during
operation.

2. Several diagnosis ECGs are being recorded.

3. Subsequently, configuration data (e. g. pairing data, alarm limits) are being modified.
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3. Potential risk

The Monitoring Unit indicates the message ,Pairing failed“. The connection between the device
components Defibrillator Unit, Patient Box and Monitoring Unit is interrupted. The device is not ready
for use.

4, Safety information
Until installation of a new software version please consider the items below:

e Archive data periodically from the CompactFlash® memory card, than delete them completely;
latest if the message “CF card capacity low” appears (see User Manual, page 203).

e Do not remove the CompactFlash® memory card from the device during operation.

e Do not generate further diagnosis ECGs after any error message concerning the
CompactFlash® memory card has appeared during operation. Contact contact the technical
customer service of an authorized sales and service partner.

e Do not change any configuration adjustments (User Manual chapter 7) during regular
operation.

e Do not start a pairing process during regular operation.

e Perform the functional test according to the User Manual (chapter 9.2.1) periodically.

5. Trouble shooting at devices which caught attention

If the aforementioned error has already been noticed, we recommend the reinstallation of the software
currently operated in your device until the advertised software version 1.4.3 is available. Contact the
technical customer service of your authorised sales and service partner.

6. Immediate measures

Please instruct all users in your organisation without delay about the potential risk and measures. If
doubts exist, the measures described in the User Manual, chapter 10.2 “Troubleshooting and
remedying malfunctions” must be executed immediately.

7. Manufacturers measures

Starting with calendar week 02/2009 a new software version will be provided. The version number is
1.4.3.

The software installation is carried out by the manufacturer or by an authorised sales and service
partner.

If you don’t have any service contract with an authorised corpuls® sales and service partner, and
your device is serviced by third party companies, please do not hesitate to immediately contact your
national sales and service partner to make an appointment for software installation.

Carsten Fuchs

Originator name:
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8. Deadline

The measures must be implemented not later than May 01, 2009. All corpuls?® devices with software
version 1.4.2 or lower (indicated in the menu System — Info) are not allowed for operation as from this
date.

System - Info

Softw are X =1=

REL-1.3.0_C3_BP A10000002BF35D0S5
REL-1.3.0 C3_BP 7DD000002BFFFSOS
REL-1.3.0_C3_BP 190000002C15F205

M:v2,00K/S:v2.00G

M -
Spo2 1/v4.5.0.3/v1.0.0.4 --
NIBD LM3.390/SM V220/0533 --
Cco2 - -
IBD v10/vS/ivS -
Temp vB/vdivd --
GSM MCSS 04.00 -
EKG-Interpretation 18.24-03 -

Indication of software version

May we thank you for your understanding and apologise for any inconvenience you may have in
connection with this corrective action. Questions concerning this matter will be answered by your
national sales and service partner (see annex D or www.corpuls.com).

Contact person of the manufacturer for inquiry calls:

Mr. Carsten Fuchs,
Vice President, Customer Support

Phone: +49 81 91 6 57 22 30
Fax: +49 81 91 6 57 22 22
E-Mail: fuchs @ corpuls.com

With kind regards
GS Elektromedizinische Gerate G. Stemple GmbH

P

Fa'®
; b
Klgus Stempte—_ Qars}
Mahaging Director General Manager R&D/Production Vice President, Customer Support

Geschaftsfiihrer Geschéﬂsﬂf\hr&r F&E/Fertigung Serviceleiter

U\allgemein\Technische Bulletins\TB_005_EN.doc |




Safety Noti ®
T:chnic;l. :l:::letin no. 005 gs Corp“ IS
Annex A

Figure of device combination corpuls®

1 — Monitoring Unit
2 — Patient Box
3 — Defibrillator
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Annex B

Reply form
Kindly mark all fields where applicable for your organization.

OO0 We have read and understood the Safety Notice of GS Elektromedizinische Geraete
G. Stemple GmbH from December 12, 2008.

O We operate the below listed devices of the corpuls® series (pls. enter all serial numbers):

=
o

Monitoring Unit Patient Box Defibrillator Unit

ole|e(N|o|v| || =

O All our employees have been conveniently informed about the content of this Safety Notice.

O We have discontinued the operation of the following corpuls® whose serial number is
listed in annex C of this document. Kindly specify what was done with this device; e.g.
decommissioning, selling, other use. If available, please attach a cross reference.

To be completed by the customer (block letters please):

Organization:

Address:

City: Country:

Name: First name:

Title: Fax:

Phone: Company stamp:

e-mail-address:

Date / Signature:

Please complete this reply form and return by fax not later than 31-01-2009.
GS Elektromedizinische Geraete G. Stemple GmbH, Hauswiesenstrasse 26, D-86916 Kaufering
Fax: + 49 8191 65722 - 22
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Annex C
National sales and service partners

Czech Republic

CHEIRON a.s.

Blatenska 27 a

CZ 32600 Plzen

phone: +420-377 590 412

fax: +420-377 590 435
e-mail: vmattasova @ ceiron.cz

Estonia

saarik & ko

Akadeemia tee 33

EE 12618 Tallinn

phone: +372 6525646
fax: +372 6525388
e-mail: saarik@saarik.ee

Hungary

ANAMED

Analytical Medical Instruments Kft.
Kbészeg u. 29.

HU 1144 Budapest

phone: +36 1 2209236

fax: +36 1 2215531

e-mail: fischer@anamed.hu

Iran

Eshtood Kar Co. Ltd.

Unit 7, No. 4 Golshahr Blvd. Africa Ave.
IR11369 Tehran

phone: +98-21 22040199

fax: +98-21 22 053481

e-mail: eshtood @yahoo.com

Israel

ARDON Mediacal Equipment Ltd.
24 Ha'Charoshet Street (PO Box 378)
Or Yehuda 60375

phone: +972 3 5333236

fax: +972 3 5334801

e-mail: arie@ardon.co.il

Italy

Mortara Rangoni EUROPE s.r.|
Via Cimarosa, 103/105

40033 Casalecchio di Reno (BO)
phone: +39 051 2987811

fax: +39 051 6133582
e-mail: rabito@mortara.it

on:
3 | 2008-12-11

stor name: | Carslen Fuchs
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e corpuls’

Kingdom of Saudi Arabia
Scientific & Medical Equipment House
P.O. Box 15 84
11441 Riyadh

phone: +966 1 4647711

fax: +966 1 4631507

e-mail: jerome@smeh.com.sa

Netherlands, Belgium and Luxembourg
corpuls Nederland B.V.
Chr. Huygensweg 25A
NL 3225 LD Hellevoetsluis
phone: +31 181 390963
fax: +31 181 390970
e-mail: kkamphuis @ corpuls.nl

Poland
TEHAND Ltd
ul. Przybyszewskiego 17B
PL 30-128 Krakow

phone: +48 126610180

fax: +48 126620354

e-mail: zwolakm@tehand.pl

Romania
Deltamed Ltd.
Calea Manastur 70 / 30
RO-400658 Cluj-Napoca, Jud. Cluj
phone: +40 264 427666
fax: +40 264 427679
e-mail: dan.gorgan@dgis.ro

Spain
Diagniscan - Critical Care Division
CH Werfen - Hospital Group
Aragén, 90 ; 08015 Barcelona

phone: +34 93 401 0376

fax: +34 93 401 0154

e-mail: jrnavarro@diagniscan.es

Sultanate of Oman
Seven Seas Co. LLC.
P.O. Box 1222
C.P.O Seeb-121
phone: +968-24533471
fax: +968-24533472
e-mail: medical @sevenseasoman.com
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Switzerland

Schiller-Reomed AG

RiedstraBe 14

CH 8953 DIETIKON

phone: +41 44 7410209

fax: +41 44 7403710

e-mail: ernst@schiller-reomed.ch

Turkey

EMS Mobile Systems and

Hospital Equipments Industry & Trade Inc.
1.0rganize Sanayi Bélgesi

Uygurlar Cad. No: 5/A

TR 06930 SINCAN-ANKARA

phone: +90 212 511 04 34

fax: +90 212 527 61 11

e-mail: mozgun@ems.tc

Other territories
Weinmann Geréte fur Medizin
GmbH & Co. KG
Kronsaalsweg 40
22525 Hamburg

phone: +49 40/54702-337

fax: +49 40/54702-467

e-mail: m.szepannek @weinmann.de

Manufacturer:
GS Elektromedizinische Geraete G. Stemple GmbH
Hauswiesenstrasse 26
D-86916 Kaufering
phone: +49 8191 65722-0
fax: +49 8191 65722-22
e-mail: info@ corpuls.com
www.corpuls.com

Uihallge sink

| 2008-12-11
. | Carsten Fuchs
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Annex D

Serial numbers

Ladies and Gentlemen,

According our records you're operating the corpuls?® device with the serial numbers as listed below
(for position of serial number see annex A):

Monitoring Unit | Patient Box | Defibrillator Monitoring Unit | Patient Box | Defibrillator

| Originator name: len Fuchs



