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2025-09-11

URGENT FIELD SAFETY NOTICE

Manufacturer SRN: DE-MF-000020091
FSCA Reference: 1365554 HU 35 — Potential mycobacterial contamination
FSN Type: New
Affected Product: Heater Unit HU 35, 230V (Mat. 701072162)
Heater Unit HU 35, 110-115V (Mat. 701072163)
Unique Device 04058863041193 (Mat. 701072162)
Identifier: 04058863041308 (Mat. 701072163)
Affected Serial No.: Refer to Annex |
For Attention of: Users of the medical device listed above

Dear valued customer,

Maguet Cardiopulmonary GmbH (MCP) would like to inform users of the Heater Unit HU 35 about a potential
contamination with non-tuberculosis mycobacteria (NTM).

The HU 35 acts as a heat supply in order to maintain the patient’s body temperature via a heat exchanger of a
PLS oxygenator or HLS Module or other oxygenator-heat exchangers as part of extracorporeal circuits.

Problem Description

HU 35 units are disinfected at the end of production; however, they are not produced in a sterile environment.
It is important to note that these units are not classified as sterile medical devices. Both the Instruction for Use
(IFU) and the Service Manual state this information.

Due to the recent relocation of the production site in June 2024, a proactive decision was made to manufacture
additional HU 35 units in advance to mitigate potential supply disruptions. As a result, the actual storage
duration for the affected units extended to 4 up to 12 months.

The extended storage period increases the risk of bacterial growth. While disinfection at the end of production
reduces microbial load, it may not eliminate all bacteria in the circuitry. Bacteria present in the devices may
proliferate over the prolonged storage time, contributing to contamination.

In course of a manufacturer rework, intiated on 21 July 2025, HU 35 units from stock were disinfected and
sampled prior to distribution. On 12 August 2025, MCP became aware of a unit which was tested positive for
mycobacteria after disinfection. Later, further units were tested positive for mycobacteria. Further, MCP has
received four complaints regarding contaminations of the water circuit of HU 35 devices that were part of the
pre-produced stock with Mycobacteria chimaera.

Therefore, the scope of this field action is limited to all devices delivered after 1 June 2024.
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Hazardous situation

A Health Hazard Evaluation is currently in progress. Based on current assessments:

The HU 35 water circuit is a closed system, meaning the water does not come into direct contact with the
patient. Potential transmission may occur indirectly, for example, through insufficient hygiene practices by
clinical staff. The oxygenator circuit is also a closed system. Its integrity is verified prior to use through a priming
process. The device has been confirmed not to emit aerosols, effectively excluding airborne bacterial
transmission.

Given these findings, MCP has provisionally identified the following hazardous situations that may arise:

s Exposure to pathogenic agents (patient, user, third person)

Potential harm

The possible immediate and/or long-range health conseguences and risk levels of the nonconformance include
the following:

« [nfection

As mentioned, Magquet Cardiopulmonary GmbH has identified four customer complaints, however, there was
no patient harm, serious injuries, or deaths reported.

In this context, it is worth to mention that since market introduction of the HU 35, MCP has not been notified
of any infection in a patient caused by bacterial contamination of the device worldwide.

Print-outs and copies of this document have to be checked for validity and correctness before use. Document ID: CP-SOP-015-F-03 V03
UNCONTROLLED if printed. CONTROLLED copy is available from QM Department. Effective Date: 2024-10-01

Template: CP-SOP-001-T-02-V-03, effective date 2024-04-01



FIELD SAFETY NOTICE GETINGE :’.C

DMS No.: 3400043 V 01 (Word), 3400047 V 01 (PDF) Page: 3 of 19

Corrective Action to For devices currently used in treatment:
be taken by the user: » Upon termination of treatment, the customer shall take the HU 35 devices
affected out of ocperation at the earliest opportunity and perform:
s The descaling process of the water circuit with 2% citric acid according
to chapter 8.2.1 of the IFU (including subsequent 3 rinses of the device)
s  The high-level disinfection process of the water circuit with a
concentration of 5% Chloramine T according to chapter 8.2.3 of the IFU.

s Further, customers are recommended to perform testing of the units affected
for NTM after performing this high-level disinfection, prior to any further patient
use.

o Please note that by using common PCR analysis also dead NTM or DNA
fragments of them lead to positive results. This does not necessarily indicate
an inadequate disinfection. Therefore, MCP recommends performing cultural
detection tests for the presence of NTM.

s [f there are still atypical mycobacteria in the water system detectable, please
repeat the high-level disinfection.

s Afterwards, follow the usual disinfection protocol as per IFU.

For devices currently hot used in treatment/ not installed:

s The customer shall immediately perform:

s The descaling process of the water circuit with 2% citric acid according
to chapter 8.2.1 of the IFU (including subsequent 3 rinses of the device)

s  The high-level disinfection process of the water circuit with a
concentration of 5% Chloramine T according to chapter 8.2.3 of the IFU.

s Further, customers are recommended to perform testing of the units affected
for NTM after performing this high-level disinfection, prior to any further patient
use.

» Please note that by using common PCR analysis also dead NTM or DNA
fragments of them lead to positive results. This does not necessarily indicate
an inadequate disinfection. Therefore, MCP recommends performing cultural
detection tests for the presence of NTM.

s [f there are still atypical mycobacteria in the water system detectable, please
repeat the high-level disinfection.

s Afterwards, follow the usual disinfection protocol as per IFU.
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Action to be taken by Identify Device U Quarantine Device
user: [ Return Device [ Destroy Device

Details on further action(s):

According to our post-market surveillance documentation, you may have
products affected by this action. Please examine your inventory immediately
to determine, if you have any affected product in your inventory.

Regardless of whether you have the affected product(s) or not, duly fill out the
enclosed Customer Response Form and return it to your local Getinge
representative as soon as possible, but no later than 10 October 2025, by
mentioning FSCA-1365554 as reference in the subject line of your mail.

Upon receipt of the signed Customer Response Form, Getinge will provide
Credit Note for the necessary descaling and disinfection agent.

Please always report any adverse events, e.g., infections potentially related to
the affected products, to your Getinge representative.

Patients should be monitored as appropriate according to your facility’s
standard of care.

Actions to be taken by [ Product Removal [] On-site device modification/ inspection
the manufacturer: (] Software Upgrade [ IFU or labeling change
Cther L] None

Enclosed documents:

Inform all customers possessing the affected products promptly about this
Field Action by sending the Field Safety Netice for Customers.

Upon receipt of the signed Customer Response Form, provide Credit Note for
the necessary descaling and disinfection agent.

Finalize root cause investigation to determine whether further action is needed.

Customer Response Form
Annex | List of affected products

Transmission of the Field Safety Notice:

s Please ensure in your organization that all users of the above-mentioned products and other persons
to be informed are made aware of this Urgent Field Safety Notice.

s Please transfer this notice to cther organizations on which the action has an impact.

s [Ifyou have given the products to third parties, please forward a copy of this infermation or inform the
contact person indicated below.

+ Please maintain awareness on the notice and resulting actions for an appropriate period to ensure
effectiveness of the corrective action.

We sincerely apologize for any inconvenience this may cause you and we will do our utmost to carry through
this action as swiftly as possible.

As required, we have provided this notification to the necessary Regulatory Agencies.
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Should you have questions or require additional information, please contact your local Getinge
representative.

Sincerely,
Vice President T e oo bl
SIgnatu re: gate: Sé;la 12?2025?9:0’16:23 EDTL

Person Responsible for Regulatory
Compliance (PRRC)

Contact details of manufacturer
Maquet Cardiopulmonary GmbH
Kehler Str. 31

76437 Rastatt

GERMANY

Phone: +49 7222 932 -0

Email: FSCA.cp@getinge.com

Email: dieter.engel@getinge.com

Electronically signed by: laxander Bernhardt
Reazon: | approve this docum ent.

Slgnature: Date: Sap 11,2025 15:00:33 GMT+2

Email: alexander.bernhardt@getinge.com
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CUSTOMER RESPONSE FORM

FSCA Reference: 13695554 HU 35 — Potential mycobacterial contamination

Affected Product: Heater Unit HU 35, 230V (Mat. 701072162)

Heater Unit HU 35, 110-115V (Mat. 701072163)

Affected Serial No.: Refer to Annex |

Please send this form at the latest by 10 October 2025, to your local Getinge representative.

By completing this document and signing it, | acknowledge that | have read and understand the following
associated points:

s | have read and understand this Field Safety Notice. We will take action as soon as possible according to
given instructions.

s | confirm that | have distributed this Field Safety Notice to the affected personal.
(1 | do not have any affected products in my inventory:

[0 | have the following affected products in my inventory:

Article Number Serial Number Quantity

PO XHKAX <SAP Product name>

Your Comments:

Country Hospital / Clinic (full address)
Date Name (Function)
Sighature
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Please return the completed form to your local Getinge representative by email enter local Getinge mail
address or via post enter local Getinge address or FAX>!
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Annex | List of affected products

This Annex | List of affected products is considered as a supplementary attachment to the 1365554 Field

Safety Notice.

Below are listed all lots of products which are affected and have been distributed.

Article Number Serial Number Quantity

701072162 Heater Unit HU 35, 230V 90034641
AE 701072162 Heater Unit HU 35, 230V 90034893 1
AE 701072162 Heater Unit HU 35, 230V 90034995 1
AE 701072162 Heater Unit HU 35, 230V 90035015 1
AE 701072162 Heater Unit HU 35, 230V 950035082 1
AL 701072162 Heater Unit HU 35, 230V 90034890 1
AM 701072162 Heater Unit HU 35, 230V 90034950 1
AT 701072162 Heater Unit HU 35, 230V 90034925 1
AT 701072162 Heater Unit HU 35, 230V 950034929 1
AT 701072162 Heater Unit HU 35, 230V 90034933 1
AT 701072162 Heater Unit HU 35, 230V 90034999 1
AU 701072162 Heater Unit HU 35, 230V 90034596 1
AU 701072162 Heater Unit HU 35, 230V 90034597 1
AU 701072162 Heater Unit HU 35, 230V 90034598 1
AU 701072162 Heater Unit HU 35, 230V 90034642 1
AU 701072162 Heater Unit HU 35, 230V 90034644 1
AU 701072162 Heater Unit HU 35, 230V 90034672 1
AU 701072162 Heater Unit HU 35, 230V 90034690 1
AU 701072162 Heater Unit HU 35, 230V 90034692 1
AU 701072162 Heater Unit HU 35, 230V 90034694 1
AU 701072162 Heater Unit HU 35, 230V 90034703 1
AU 701072162 Heater Unit HU 35, 230V 90034705 1
AU 701072162 Heater Unit HU 35, 230V 90034706 1
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Article Number Serial Number Quantity

701072162 Heater Unit HU 35, 230V 50034710
AU 701072162 Heater Unit HU 35, 230V 90034714 1
AU 701072162 Heater Unit HU 35, 230V 90034715 1
AU 701072162 Heater Unit HU 35, 230V 90034723 1
AU 701072162 Heater Unit HU 35, 230V 90034875 1
AU 701072162 Heater Unit HU 35, 230V 90034889 1
AU 701072162 Heater Unit HU 35, 230V 90034909 1
BH 701072162 Heater Unit HU 35, 230V 90034828 1
CA 701072163 Heater Unit HU 35, 110-115V 90034748 1
CA 701072163 Heater Unit HU 35, 110-115V 90034749 1
CA 701072163 Heater Unit HU 35, 110-115V 900347350 1
CA 701072163 Heater Unit HU 35, 110-115V 900347351 1
CA 701072163 Heater Unit HU 35, 110-115V 90034752 1
CA 701072163 Heater Unit HU 35, 110-115V 90034753 1
CA 701072163 Heater Unit HU 35, 110-115V 90034755 1
CA 701072163 Heater Unit HU 35, 110-115V 90034758 1
CA 701072163 Heater Unit HU 35, 110-115V 90034762 1
CA 701072163 Heater Unit HU 35, 110-115V 90034763 1
CA 701072163 Heater Unit HU 35, 110-115V 90034765 1
CA 701072163 Heater Unit HU 35, 110-115V 90034766 1
CA 701072163 Heater Unit HU 35, 110-115V 90034767 1
CA 701072163 Heater Unit HU 35, 110-115V 90034768 1
CA 701072163 Heater Unit HU 35, 110-115V 90034783 1
CA 701072163 Heater Unit HU 35, 110-115V 90034785 1
CH 701072162 Heater Unit HU 35, 230V 90034662 1
CH 701072162 Heater Unit HU 35, 230V 90034667 1
CH 701072162 Heater Unit HU 35, 230V 90034695 1
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Article Number Serial Number Quantity

CH
CH
CN
CN
CN
CN
CN
CN
CN
CN
CN
CN
CN
CN
CN
CN
CO
CR
CR
CZ
CZ
CZ
CZ
CZ
CZ
CZ

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072163
701072163
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034696
90034699
90034704
90034634
90034638
90034639
90034640
90034653
90034654
90034658
90034660
90034663
90034664
90034666
90034670
90034671
90034675
90034712
90034760
90034761
90034701
90034713
90034720
90034631
90034636
90034637
90034830
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Article Number Serial Number Quantity

CZ
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034846
90035093
90034786
90034633
90034635
90034643
90034646
90034674
90034677
90034683
90034685
90034687
90034691
90034693
90034717
90034787
90034788
90034790
90034794
90034795
90034796
90034797
90034798
90034799
90034802
90034803
90034805
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Article Number Serial Number Quantity

DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

950034806
90034808
90034809
90034810
90034811
90034812
90034813
90034814
90034815
90034816
90034821
90034825
90034829
90034831
90034832
90034833
90034834
90034835
90034841
90034842
90034844
90034845
90034847
90034877
90034882
90034885
90034886
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Article Number Serial Number Quantity

DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
DE
B4
DZ
ES
ES

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034888
90034892
90034894
90034896
90034899
90034908
90034910
90034915
90034916
90034918
90034920
90034921
90034926
90034936
90034937
90034938
90034939
90034940
90034941
90034942
90034944
90034948
50035089
90034959
90034963
90034895
90034903
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Article Number Serial Number Quantity

ES
ES
ES
Fl

Fl

FI

Fl

FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 110-115V

90034907
90034949
90034954
90034966
90034665
90034676
90034686
90035091
90034657
90034700
90034708
90034718
90034719
90034721
90034817
90034818
90034820
90034822
90034826
90034827
90034836
90034837
90034838
90034848
90034854
90034856
90034859
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FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
FR
GB
GB
GB
GB
HR
HR

HR

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034862
90034863
90034865
90034866
90034867
90034869
90034871
90034874
90034881
90034883
90034884
90034913
90034930
90034945
90034931
90034984
90035037
90034887
90034891
90034900
90034912
90034722
90034876
90034880
90034901
90034648
90034655
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KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

KR

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034804
90034645
90034688
90034931
90034934
90034935
90034947
90034958
90034587
90034588
90034589
50034590
90034591
90034592
90034599
90034668
90034669
90034673
90034689
90034697
90034707
90034711
90034824
90034850
90034831
90034852

90034853
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KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KR
KW
KW
KW
KW
KW
LY
LY
MA
MA
MA

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V

Heater Unit HU 35, 110-115V

90034857
90034858
90034860
90034861
90034872
90034873
90034878
90034879
90034902
90034946
90034956
90034957
90034967
90034968
90034994
90035001
90035004
90034855
90034923
90034927
90034964
90034965
950034839
90034969
90034911
90034955
90034962
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MX
MX
MX
MX
MX
MY
NI
NZ
NZ
oM
PL
PL
PL
PL
PL
PT
RO
SA
SA
SA
SA
SA
SA
SA
SA
SA

701072162
701072163
701072163
701072163
701072163
701072163
701072162
701072163
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 110-115V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034983
90034786
90034779
90034780
90034782
90034784
90034975
90034757
90034698
90034716
90035002
50034840
90034843
90034981
90034996
90035000
90034943
90034924
90034647
90034650
900346351
90034652
90034656
90034659
90034849
90034864
90034898

Print-outs and copies of this document have to be checked for validity and correctness before use.
UNCONTROLLED if printed. CONTROLLED copy is available from QM Department.

Template: CP-SOP-001-T-02-V-03, effective date 2024-04-01

Document ID: CP-SOP-015-F-03 V03

Effective Date: 2024-10-01



FIELD SAFETY NOTICE

DMS No.: 3400043 V 01 (Word), 3400047 V 01 (PDF)

GETINGE 3¢

Page: 19 of 19

Article Number Serial Number Quantity

SA
SA
SA
SA
SA
SA
SA
SE
SE
SE
SE
SE
SE
sv
TH
TH
UA
VN
VN
VN
VN
VN
ZA
ZA

ZA

701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072163
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162
701072162

701072162

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 110-115V

Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V
Heater Unit HU 35, 230V

Heater Unit HU 35, 230V

90034904
90034905
90034906
90034919
90034960
90035011
90035032
90035033
90034702
90034979
90034985
950034986
90034987
90034988
90034777
90035079
90035107
90034819
90034649
90034709
90034897
90034922
950035092
90034789
90034791

90034792
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