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URGENT FIELD SAFETY NOTICE

Manufacturer SRN: DE-MF-000020091

FSCA Reference: 946519 HLS - potentially compromised sterile barrier
FSN Type: New

Affected Product: Refer to Annex |

Unique Device Refer to Annex |

Identifier(s) (UDI-DI):
Affected Batch No.: Refer to Annex |

For Attention of: Users of the medical devices listed in Annex |

Dear valued customer,

Maquet Cardiopulmonary GmbH (MCP)/Getinge is notifying you about an issue related to the HLS Sets
potentially having a compromised sterile barrier of the Emergency Priming Line.

The HLS Set is intended for use in an extracorporeal circulation for cardiac support and/or pulmonary
support. The Emergency Priming Line is for removing air in the blue line which has not yet reached the HLS
module Set (Figure 1) and is therefore used in emergency situations only.

17 Blue plastic clamps (2 pes)

18 Scistons

19 Long protective cag for
VENGus samping

20 Gas Tube

Not shown: Cable ties

Figure 1: Blue tube line (1), Emergency Priming Line (14)
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Description of the Problem

During retrospective internal testing of HLS Set packaging, MCP/Getinge discovered narrow channels in the
seal of the sterile bags used to package the Emergency Priming Line (Figure 1 Item 14). MCP/Getinge receives
this sterile bag from a supplier that performs tests to verify sterility. Incomplete sealing can potentially lead to
a breach of the sterile barrier.

The Emergency Priming Line is first packaged in the above described sterile bag, which is itself packaged in
the sterile Intellipack tray with the other HLS Set components. Thus, even with the potentially compromised
sterile bag, the Emergency Priming Line is sterile when an HLS Set is first opened. Therefore, Emergency
Priming Lines affected by this Field Safety Notice may only be used immediately after opening an HLS Set or
else disposed of, if not needed. If an Emergency Priming Line is needed at a later time, a new HLS Set needs
to be opened to obtain a sterile Emergency Priming Line.

To gauge the scope of affected products MCP/Getinge re-tested all lots of the supplier-provided packaging
used for products that are still within shelf life. This testing demonstrated that three supplier batches of sterile
bags were affected. Therefore, this Field Safety Notice is limited to products that contain sterile bags from the
three affected supplier batches.

Hazardous situation / Risk to Health

o MCP/Getinge's Health Hazard Evaluation (HHE) determined that a breach of the sterile barrier of the
Emergency Priming Line could expose patients to pathogenic agents.

This hazardous situation could result in the following potential harms (for further information, please refer to
Annex I1):

e Inflammation (medium risk) e Sepsis (medium risk)
e Infection (medium risk)

There have been no adverse events or customer complaints reported related to the issue described above.
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Corrective Action:

o As described in the HLS Set Instructions for Use (IFU), device users
should always have a backup HLS Set in stock and available during
therapy. Please check your inventory to ensure you have a backup HLS
Set.

1. If you have a backup HLS Set and need to use the Emergency Priming Line:

o Dispose of the Emergency Priming Line from the affected HLS Set.

o Use the Emergency Priming Line from the backup HLS Set.

o The remaining components of the backup HLS Set must be disposed of
after extraction of the Emergency Priming Line.

o Please reach out to us for the issuance of a replacement HLS Set or
credit note.

2. If you do not have a backup HLS Set:

o Do not use the HLS Set for therapy. Please contact your local customer
service to request a backup before using the product. We will send you a
backup set within 5-7 days upon request.

o For future needs, please contact us to discuss receiving an additional

backup set.
Action to be taken by X Identify Device [J Quarantine Device
the user: X Return Device [ Destroy Device

Details of the 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 the affected HLS in your inventory.

If a product is already in use, it should remain in use due to increased potential
risk when disconnecting the product during ongoing therapy.

If you need to use an Emergency Priming Line, you must dispose of the
Emergency Priming Line from any affected products and take a new
Emergency Priming Line from a backup unopened HLS Set.

Please be aware that the components supplied with an HLS Set must be
consumed immediately after opening the Tyvek lid of the HLS Set tray. The
remaining components of a newly opened HLS set must be disposed of
after extraction of the Emergency Priming Line.

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

Whether or not you have affected product(s), duly fill out the enclosed
Customer Response Form / Letter of Acknowledgement and return it to your
local Getinge representative by January 17, 2024, the latest. Please give
FSCA-946519 as reference in the subject line of your email. Upon return,
Getinge will initiate the necessary measures according to the two options
above.
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Action to be taken by  [J Product Removal [ On-site device modification/ inspection
the manufacturer: O Software upgrade O IFU or labelling change

X Other J None

e Inform all customers possessing the affected products promptly about this
Field Action by sending the Field Safety Notice.
¢ Depending on the feedback from the customer:
o If a customer uses the Emergency Priming Line from a backup HLS Set:
* Provide the customer with a replacement HLS Set or credit note
o If a customer has one leftover affected product with no backup product:
* Provide the customer with a replacement HLS Set or arrange the
return of the affected product

e Getinge is implementing additional corrective and preventive measures with
the supplier in order to prevent the issue from happening again.

o Verification testing for integrity of the sterile seal is now performed by
MCP/Getinge in-house before the material is used in production.

Enclosed documents: ¢ Customer response form
e Annex | List of affected products
e Annex Il Further information regarding Hazardous situation, Harms and Risk
Levels

Transmission of the Field Safety Notice

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

o Please transfer this notice to other organizations that may be impacted by this action.

¢ If you have given the affected product(s) to third parties, please forward a copy of this information or
inform the MCP/Getinge contact person indicated below.

Please remain aware of this notice and its accompanying actions for an appropriate period to ensure
effectiveness of the corrective action
We sincerely apologize for any inconvenience this may cause you and 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.

Should you have questions or require additional information, please contact your local Getinge
representative, or send an e-mail to FSCA.cp@getinge.com.
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Sincerely,
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CUSTOMER RESPONSE FORM

FSCA Reference: 946519 HLS- potentially compromised sterile barrier
Affected Product: Refer to Annex |
Affected Batch No.: Refer to Annex |

Please send this form at the latest by January 24, 2024, to your local Getinge representative.
By completing this document and signing it, | acknowledge that | have read and understand the following
associated points:
* | have read and understand this Field Safety Notice for affected product HLS. We will take action as
soon as possible according to given instructions.

¢ | confirm that | have distributed this Field Safety Notice to the affected personal.

0 | do not have any HLS in my inventory.
O | have following HLS in my inventory and decided for the following option:

Your Comments:

Country Hospital / Clinic (full address)
Date Name (Function)
Signature
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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 a supplementary attachment to the 946519 Field Safety
Notice.
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Argentina 701069073 4058863005744 3000281237 BE-HLS 7050 #SHLS Set Advanced
_ : 7.0
Argentina 701069073 4058863005744 3000327125 BE-HLS 7050 #SHLS Set Advanced
. | 7.0
' Australia 701069073 4058863005744 3000281883 BE-HLS 7050 #SHLS Set Advanced
7.0
Australia 701069073 4058863005744 3000283435 BE-HLS 7050 #SHLS Set Advanced
| 7.0
Australia 701069065 4058863300238 3000301224 BEQ-HLS 7050-CA #SHLS Set
_ | _ | - Advanced 7.0
Australia 701069065 4058863300238 3000317530 BEQ-HLS 7050-CA #SHLS Set
! - Advanced 7.0
Australia 701069073 ' 4058863005744 3000317548 ' BE-HLS 7050 #SHLS Set Advanced
t 7.0 '
Australia 701069073 4058863005744 3000319746 BE-HLS 7050 #SHLS Set Advanced
7.0
Australia 701069065 4058863300238 3000324493 BEQ-HLS 7050-CA #SHLS Set
_ ~ Advanced 7.0
Australia 701069073 4058863005744 3000319774 BE-HLS 7050 #SHLS Set Advanced
7.0
Australia 701069073 4058863005744 3000323079 BE-HLS 7050 #SHLS Set Advanced
; 7.0
Australia 701069076 4058863078298 3000323402 BE-HLS 5050 #SHLS Set Advanced
5.0
Australia 701069073 4058863005744 3000324505 BE-HLS 7050 #SHLS Set Advanced
7.0
Australia 701069073 @ 4058863005744 3000325553 BE-HLS 7050 #SHLS Set Advanced
7.0
-Australia 701069077 4058863076355 3000327602 BEQ-HLS 5050 USA #SHLS Set
Advanced 5.0
Australia 701069078 4058863080383 3000323082 BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
* Australia 701069078 4058863080383 3000323084 BEQ-HLS 7050 USA #SHLS Set
A _ . Advanced 7.0
Australia 701069078 4058863080383 3000324496 BEQ-HLS 7050 USA #SHLS Set
- Advanced 7.0
Australia 701069078 4058863080383 3000324499 BEQ-HLS 7050 USA #SHLS Set
' Advanced 7.0
Australia 701069078 4058863080383 3000327120 BEQ-HLS 7050 USA #SHLS Set

 Advanced 7.0
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Australia
Austria
Austria
Austria
' Austria
Austria
Austria
Austria
Austria
Austria
Austria
Austria
Austria
Austria
Austria
Austria
Bahrain
Bahrain
Bahrain
Belarus
Belarus
Belarus

Belarus

701069078

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

4058863080383

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744 '

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

3000328404

3000303593

3000316207

3000303595 |

3000298132
3000318848
3000319744
3000319746
3000319774
3000323079
3000325552
3000325553
3000324503
3000327125
3000318847
3000336493
3000282262
3000316207
3000324505
3000317547
3000317548
3000323079

3000324505

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0
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Belgium
Belgium
Belgium
| Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Belgium
Canada
Canada
Canada
Canada
Canada
Canada
Canada

Canada

701069073

701069073

701069073

701069073

701069073
701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069065

701069065

701069065

701069063

701069063

701069068

701069065

701069068

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744
4058863300238
4058863300238
4058863300238
4058863304632
4058863304632
4058863304625

4058863300238

4058863304625

3000301225

3000303593

3000316207

3000303595

3000317548

3000318848

3000319744

3000319746

3000319774

3000323079

3000324505

3000325555

3000327125

3000318847

3000336493

3000301223

3000301224

3000317530

3000313299

3000319771

3000323405

3000324493

3000329236

BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced

| 7.0
BE-HLS 7050 #SHLS Set Advanced

7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BEQ-HLS 7050-CA #SHLS Set
Advanced 7.0

BEQ-HLS 7050-CA #SHLS Set
Advanced 7.0

BEQ-HLS 7050-CA #SHLS Set
Advanced 7.0

BO-HLS 7050-CA #S/ HIT Set
Advanced?7.0

BO-HLS 7050-CA #S/ HIT Set
Advanced7.0

BEQ-HLS 5050-CA #SHLS Set
Advanced 5.0

BEQ-HLS 7050-CA #SHLS Set
Advanced 7.0

BEQ-HLS 5050-CA #SHLS Set
Advanced 5.0
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Canada
Chile
Chile
Chile
' Chile
China
China
China
China
China
China
China
China
China
China
China
China
China
China
China
China

Colombia

Costa Rica

701069065

701069073

701069073

701069073

701069073

701069073

701069073

701068076

701069073

701069073

701069073

701069073

701069073

701069073

701069076

701069073

701069076

701069073

701069073

701069073

701069073

701069073

701069073

4058863300238

4058863005744
4058863005744

4058863005744

4058863005744

4058863005744

4058863005744
4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863078298

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

3000337837

3000316210

3000319744

3000325551

3000327125

3000303593

3000316207

3000311768

3000317547

3000318848

3000319744
3000319746
3000319774
3000323079
3000323403
3000325551
3000327124
3000325553
3000325554
3000318847
3000336494
3000316210

3000301226

BEQ-HLS 7050-CA #SHLS Set
Advanced 7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced

7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0 _

BE-HLS 7050 #SHLS Set Advanced
7.0
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Costa Rica 701069073 | 4058863005744 3000316207 BE-HLS 7050 #SHLS Set Advanced
i 7.0
Costa Rica 701069073 | 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced
. 7.0
Costa Rica 701069073 4058863005744 3000319774 BE-HLS 7050 #SHLS Set Advanced
7.0
! Costa Rica 701069073 4058863005744 3000325554 . BE-HLS 7050 #SHLS Set Advanced
7.0
Croatia 701069073 4058863005744 3000301227 BE-HLS 7050 #SHLS Sef Advanced
Croatia 701069073 4058863005744 3000298132 ;.EO-HLS 7050 #SHLS Set Advanced
7.0
Croatia 701069073 . 4058863005744 ! 3000324503 BE-HLS 7050 #SHLS Set Advanced
b
Cyprus 701069073 4058863005744 . 3000316210 BIgHLS 7050 #SHLS Set Advanced
7.0
| Cyprus 701069073 4058863005744 3000319744 BE-HLS 7050 #SHLS Set Advanced
7.0
Cyprus 701069073 4058863005744 3000319774 BE-HLS 7050 #SHLS Set Advanced
7
Cyprus 701069073 4058863005744 3000324504 BEO-HLS 7050 #SHLS Set Advanced
| 7.0
Cyprus 701069073 4058863005744 3000325554 BE-HLS 7050 #SHLS Set Advanced
7.0
Cyprus 701069073 4058863005744 3000325551 BE-HLS 7050 #SHLS Set Advanced
7
Czech Republic 701069073 4058863005744 3000282259 BSHLS 7050 #SHLS Set Advanced
7.0
Czech Republic 701069073 4058863005744 3000282260 BE-HLS 7050 #SHLS Set Advanced
7.0
Czech Republic 701069073 4058863005744 3000303593 BE-HLS 7050 #SHLS Set Advanced
V&
Czech Republic 701069073 4058863005744 3000316207 BEO-H LS 7050 #SHLS Set Advanced
7.0
Czech Republic 701069073 4058863005744 3000303595 BE-HLS 7050 #SHLS Set Advanced
: ' 7.0
Czech Republic 701069073 4058863005744 3000317550 BE-HLS 7050 #SHLS Set Advanced
7.0
Czech Republic 701069073 4058863005744 3000318848 BE-HLS 7050 #SHLS Set Advanced
7.0
Czech Republic 70106.9073 4058863005744 3000319744 BE-HLS 7050 #SHLS Set Advanced
7.0
Czech Republic 701069073 4058863005744 3000319746 BE-HLS 7050 #SHLS Set Advanced
7.0
Czech Republic 701069073 4058863005744 3000319774 BE-HLS 7050 #SHLS Set Advanced

7.0
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Czech Republic
Czech Republic
Czech Republic
' Czech Republic
Czech Republic
Czech Republic
CzechRepubH;
Czech Republic
. Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Denmark
Egypt
Egypt

Finland

701069073 |

701069073

701069073

701069073

701069073 |

701069073

701069073
701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069076

701069073

701063073

701069073

701069073

701069073

4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744

4058863005744

4058863005744

4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863078298
4058863005744
4058863005744
4058863005744
4058863005744

4058863005744

3000323079

3000325551

3000325554

3000324503

3000324504

3000327125

3000318847

3000336494

3000281237

3000281885

3000303593

3000316207

3000303595

3000298132

3000318848

3000319774

3000323079

3000327124

3000317551

3000336494

3000282259

3000282194

3000282259

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
70

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

. BE-HLS 7050 #SHLS Set Advanced

7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced

7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

" BE-HLS 7050 #SHLS Set Advanced

7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced

7.0
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Finland
Finland
Finland
Finland
Finland
. Finland
Finland
Finland
Finland
Finland
Finland
Finland
Finland
Finland
France
France
France
France
France
France
France
France

France

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069083

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863020082

3000303594

3000314516

3000317533

3000303595

3000298132

3000318849

3000319745

3000319747

3000319774

3000323079

3000324503

3000325555

3000327125

3000336494

3000281885

3000282194

3000303594

3000314516

3000317533

3000303595

3000317549

3000318845

3000311765

BE-HLS 7050 #SHLS Set Advanced
7.0 _

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0 :
BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BO-HLS 7050 #S/ HIT Set Advanced
7.0
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Fran&e
France
France
France
France
France
France
France
France
France
France
France
France
France
France
France
France
France
French
Polynesia
French
Polynesia
Germany

Germany

Germany

701069073

701069073

701069073

701069073

701069073

701069073

701068076

701069073

701069076

701069073

701069073

701069073

701069073

701069076

701069073

701069073

701069076

701069073

701069073

701069073

701069073

701069073 .

701069073

4058863005744

4058863005744

4058863005744;

4058863005744

4058863005744

4058863005744

4058863078298

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744
4058863078298 |

4058863005744

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

3000318849

3000319745

3000317548

3000319747

3000319775

3000324502

3000323402

3000324503

3000327124

3000325553

3000325552

3000325554

3000325555

3000323403

3000327125

3000318847

3000327600

3000336493

3000318845

3000319745

3000281237

3000282260

3000283435

BE-HLS 7050 #SHLS Set Advanced

i 7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0 .

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0 .

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0
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Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany
Germany

Germany

701069073

701069073

701069073

701069073

701069073

701069076

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069083

701069073

701069076

701069073

701069073

701069076

701069073

701069073

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863020082

4058863005744

4058863078298

4058863005744

4058863005744

4058863078298

4058863005744

4058863005744

3000301227

3000301226

3000303593

3000303594

3000316209

3000311768

3000303595

3000317550

3000317551

3000318848

3000317548

3000319744

3000319746

3000319745

3000319775

3000311765

3000324501

3000323404

3000325552

3000324504

3000327124

3000325555

3000325556

BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0

BO-HLS 7050 #S/ HIT Set Advanced

7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0

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.

Document ID: CP-SOP-015-F-03 V02
Effective Date: 2022-03-17




FIELD SAFETY NOTICE

GETINGE 3¢

DMS No.: 3288272 V 01 Page: 17 of 35

Template: CP-SOP-001-T-02 V02, Effective date 2019-09-15

Germany 701069076 4058863078298 3000327600 BE-HLS 5050 #SHLS Set Advanced
Germany 701069073 4058863005744 3000301225 ZEHLS 7050 #SHLS Set Advanced
7.0
Germany 701069073 4058863005744 3000327125 = BE-HLS 7050 #SHLS Set Advanced
7.0
Germany 701069073 4058863005744 3000318847  BE-HLS 7050 #SHLS Set Advanced
7.0
Germany 701069073 4058863005744 3000336493 ~BE-HLS 7050 #SHLS Set Advanced
. 7.0
Germany 701069073 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced
Germany 701069073 4058863005744 3000324502 ;.EO-HLS 7050 #SHLS Set Advanced
7.0
Germany 701069073 4058863005744 3000324505 BE-HLS 7050 #SHLS Set Advanced
7.0
Germany 701069073 405_8863005744' 3000325551  BE-HLS 7050 #SHLS Set Advanced
. 7.
Germany 701069073 4058863005744 3000325553 BIEHLS 7050 #SHLS Set Advanced
7.0
Germany 701069076 4058863078298 3000323403 BE-HLS 5050 #SHLS Set Advanced
5.0
Germany 701069073 4058863005744 3000336494 BE-HLS 7050 #SHLS Set Advanced
7.0
Germany 701069073 4058863005744 3000336495 BE-HLS 7050 #SHLS Set Advanced
7.0
Greece 701069073 = 4058863005744 3000301227 BE-HLS 7050 #SHLS Set Advanced
% '
Greece 701069073 4058863005744 3000317533 BEU-HLS 7050 #SHLS Set Advanced
Greece 701069073 = 4058863005744 3000298132 ;.EO-HLS 7050 H#SHLS Set Advanced
7.0
Greece 701069073 4058863005744 3000319744 BE-HLS 7050 #SHLS Set Advanced
7.
Hong Kong 701069073 4058863005744 3000283435 BI?—HLS 7050 #SHLS Set Advanced
Hong Kong 701069073 4058863005744 3000282260 ;ﬁHLS 7050 #SHLS Set Advanced
7.0 :
Hong Kong 701069073 4058863005744 3000301226 BE-HLS 7050 #SHLS Set Advanced
7.0
Hong Kong 701069073 4058863005744 3000303594 BE-HLS 7050 #SHLS Set Advanced
Hong Kong 701069073 4058863005744 3000317533 ;é({HLS 7050 #SHLS Set Advanced
7.0
HongKong 701069073 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced

7.0
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Hong.Kong
Hong Kong
Hong Kong
Hong Kong
Hong Kong
Hong Kong
Hong Kong
Hong Kong
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
Hungary
India

India

India

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069076

701069073

701069073

701069073

701069073

701069073

701069073

701069073

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863078298
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744

4058863005744

3000318849

3000319745

3000319747

3000319775

3000324501

3000324503

3000325554

3000318847

3000301227

3000317533

3000317549

3000298132

3000318849

3000319745

3000319747

3000323402

3000324503

3000325555

3000319746

3000336493

3000282262

3000317533

3000316210

BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0

: BE-HLS 7050 #SHLS Set Advanced

7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0 _

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0
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India 701069073 = 4058863005744 = 3000324503 BE-HLS 7050 #SHLS Set Advanced
7.
~India 701069073 4058863005744 3000325553 BIgHLS 7050 #SHLS Set Advanced
India 701069073 4058863005744 3000318847 éiHLS 7050 #SHLS Set Advanced
7.0
Indonesia 701069073 4058863005744 3000319747 = BE-HLS 7050 #SHLS Set Advanced
7.
Iraqg 701069073 4058863005744 3000282261 BIEH LS 7050 #SHLS Set Advanced
Irag 701069073 = 4058863005744 3000282262 | ZBEO-H LS 7050 #SHLS Set Advanced
7
Ireland 701069073 4058863005744 3000281237 BlgH LS 7050 #SHLS Set Advanced
Ireland 701069073 = 4058863005744 3000281883 | ;IEH LS 7050 #SHLS Set Advanced
Ireland 701069073 4058863005744 3000301226 ;EG-H LS 7050 #SHLS Set Advanced
Ireland 701069073 4058863005744 3000319745 ;ﬁHLS 7050 #SHLS Set Advanced
Ireland 701069073 4058863005744 3000314516 ;:EO-HLS 7050 #SHLS Set Advanced
7.0
Israel 701069073 4058863005744 = 3000303594 ' BE-HLS 7050 #SHLS Set Advanced
Israel 701069073 4058863005744 3000325555 ;}E(]-HLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000281883 ;E(J-HLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000281885 ;.EU-HLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000303594 ;iE[]—HLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000314516 ;‘EO-HLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000316209 ;.EO-HLS 7050 #SHLS Set Advanced
Italy 701069076 4058863078298 3000311768 ;.IEHLS 5050 #SHLS Set Advanced
5.0
Italy 701069073 4058863005744 3000317549 BE-HLS 7050 #SHLS Set Advanced
7.
Italy 701069073 4058863005744 3000298132 BIgHLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000318849 ;.E{iHLS 7050 #SHLS Set Advanced
Italy 701069073 4058863005744 3000319745 ;ﬁHLS 7050 #SHLS Set Advanced

7.0
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Republic of
(South Korea)

| Italy 701069073 4058863005744 = 3000319747 BE-H LS 7050 #SHLS Set Advanced
' 7.0
Italy 701069073 4058863005744 ' 3000319776 BE-HLS 7050 #SHLS Set Advanced
7.0
ltaly 701069073 = 4058863005744 3000324502 ' BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069076 @ 4058863078298 3000323403 BE-HLS 5050 #SHLS Set Advanced
5.0
Italy 701069073 4058863005744 3000324503 @ BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069076 4058863078298 3000327124 BE-HLS 5050 #SHLS Set Advanced
5.0
Italy 701069073 @ 4058863005744 3000325555 BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069073 4058863005744 @ 3000317533 BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069073 4058863005744 3000325556 BE-HLS 7050 #SHLS Set Advanced
! 7.0
Italy 701069073 @ 4058863005744 3000324501 BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069073 4058863005744 3000327125 BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069073 4058863005744 3000318847 BE-HLS 7050 #SHLS Set Advanced
7.0
Italy 701069083 4058863020082 3000311765 BO-HLS 7050 #S/ HIT Set Advanced
7.0
Italy 701069073 4058863005744 3000336494 BE-HLS 7050 #SHLS Set Advanced
7.0
Japan 701077943 4058863308777 3000324291 BE-HLS 7050#Non-CE SHLS Set
Advanced 7.0
Japan 701077943 4058863308777 3000324290 BE-HLS 7050#Non-CE SHLS Set
Advanced 7.0
Jordan 701069073 4058863005744 ' 3000282262 BE-HLS 7050 #SHLS Set Advanced
7.0
Kazakhstan 701069073 4058863005744 3000317547 BE-HLS 7050 #SHLS Set Advanced
7.0
Korea, 701069073 4058863005744 3000301225 BE-HLS 7050 #SHLS Set Advanced
Republic of 7.0
(South Korea)
Korea, 701069073 4058863005744 3000303594 BE-HLS 7050 #SHLS Set Advanced
Republic of 7.0
(South Korea)
Korea, 701069073 4058863005744 3000317533 BE-HLS 7050 #SHLS Set Advanced

7.0
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Korea, 701069073 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced

Republic of 7.0

(South Korea) _

Korea, 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced

Republic of 7.0

(South Korea) _

Korea, 701069073 4058863005744 3000319745 = BE-HLS 7050 #SHLS Set Advanced

Republic of 7.0

(South Korea) _

Korea, 701069073 @ 4058863005744 3000319747 | BE-HLS 7050 #SHLS Set Advanced

Republic of 7.0

(South Korea) .

Korea, 701069073 4058863005744 3000324501 BE-HLS 7050 #SHLS Set Advanced

Republic of 7.0

(South Korea)

Korea, 701069073 4058863005744 3000325555 BE-HLS 7050 #SHLS Set Advanced

Republic of 7.0

(South Korea) _

Kuwait 701069073 4058863005744 3000282194 BE-HLS 7050 #SHLS Set Advanced
7.0

Kuwait 701069073 @ 4058863005744 3000281237 BE-HLS 7050 #SHLS Set Advanced
7.0

Kuwait 701069073 4058863005744 3000303594 @ BE-HLS 7050 #SHLS Set Advanced

: 7.0

Kuwait 701069073 4058863005744 3000336494 BE-HLS 7050 #SHLS Set Advanced
7.0

Luxembourg 701069073 4058863005744 = 3000317533 BE-HLS 7050 #SHLS Set Advanced
7.0

Luxembourg 701069073 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced
7.0

Luxembourg 701069073 4058863005744 3000319776 BE-HLS 7050 #SHLS Set Advanced
7.0

Malaysia 701069073 4058863005744 3000301226 BE-HLS 7050 #SHLS Set Advanced
7.0

Martinique 701069073 4058863005744 3000314516 BE-HLS 7050 #SHLS Set Advanced
7.0

Martinique 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced
7.0

Martinique 701069073 4058863005744 3000319747 BE-HLS 7050 #SHLS Set Advanced
7.0

Martinique 701069073 4058863005744 3000324502 BE-HLS 7050 #SHLS Set Advanced
7.0

Martinique 701069076 4058863078298 3000323402 BE-HLS 5050 #SHLS Set Advanced
5.0

Martinique 701069073 4058863005744 3000324503 BE-HLS 7050 #SHLS Set Advanced

7.0
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Martinigue
Martinique
Martinique
Mayotte
Mayotte
Mexico
Mexico
Mexico
Mexico
Mexico
Mexico
Netherlands
Netherlands
Netherlands
Netherlands
Netherlands
Netherlands
Netherlands
Netheﬂand;
Netherlands
Netherlands
Netherlands

Netherlands

701069076

701069073

701069073

701069073

701069076

701069073

701069073

701069073

701069073

701069073

701069076

701069073 .

701069073

701069076

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701068076

4058863078298

4058863005744

4058863005744

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863078298

4058863005744

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863078298

3000327124

3000327125
3000336493
3000319775
3000323402
3000282261
3000317533
3000316210
3000324502
3000319747
3000327124
3000301225
3000303594
3000311768
3000316209
3000317549
3000298132
3000318849
3000319745
3000319747
3000319775
3000324502

3000323402

BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
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Netherlands

Netherlands

Netherlands

: Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

New Caledonia
New Caledonia

New Caledonia

New Zealand
Norway
Norway
Norway
Norway
Norway
Norway
Norway
Norway
Norway

Norway

701069073

701069076

701069073

701069076

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069073

701069083

701069073

701069073

701069073

701069073

701069073

701069073

701069073

4058863005744

4058863078298

4058863005744

4058863078298

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863020082

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

4058863005744

3000323079

3000323404

3000327124

3000325555

3000316207

3000327125

3000318847

3000336494
| 7.0

3000317548

3000325555

3000318847

3000324504

3000281883

3000303594

3000311765

3000316209

3000317549

3000298132

3000318849

3000319745

3000319747

3000319776

BE-HLS 7050 #SHLS Set Advanced

{ 7.0

BE-HLS 5050 #SHLS Set Advanced

1 5.0
3000324504 |

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 5050 #SHLS Set Advanced
5.0 _

BE-HLS 7050 #SHLS Set Advanced
7.0 _

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BO-HLS 7050 #S/ HIT Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0
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Norway 701069073 = 4058863005744 3000323079 BE-HLS 7050 #SHLS Set Advanced
7.0

Norway 701069076 4058863078298 3000323402 BE-HLS 5050 #SHLS Set Advanced

Norway 701069073 4058863005744 3000324503 g.ED-HLS 7050 #SHLS Set Advanced
7.0

Norway 701069073 = 4058863005744 3000325554 BE-HLS 7050 #SHLS Set Advanced
7.0

Norway 701069073 4058863005744 3000327125 BE-HLS 7050 #SHLS Set Advanced

Norway 701069073 4058863005744 3000318847 EEHLS 7050 #SHLS Set Advanced
7.0

Norway 701069073 4058863005744 3000336494 = BE-HLS 7050 #SHLS Set Advanced

Oman 701069073 4058863005744 3000282262 ;é({HLS 7050 #SHLS Set Advanced
7.0

Oman 701069073 = 4058863005744 3000283435 BE-HLS 7050 #SHLS Set Advanced
z

Oman 701069073 = 4058863005744 3000324504 BS—HLS 7050 #SHLS Set Advanced

Philippines 701069073 = 4058863005744 3000303594 gﬁHLs 7050 #SHLS Set Advanced
7.0

Philippines 701069073 = 4058863005744 3000317547 BE-HLS 7050 #SHLS Set Advanced
7.0

Philippines 701069073 4058863005744 3000319776 BE-HLS 7050 #SHLS Set Advanced

Poland 701069073 4058863005744 3000282194 ;EU-HLS 7050 #SHLS Set Advanced
7.0

Poland 701069073 4058863005744 3000281885 BE-HLS 7050 #SHLS Set Advanced
7.

Poland 701069073 4058863005744 3000282258 BEO-HLS 7050 #SHLS Set Advanced

Poland 701069073 4058863005744 3000282259 ;.EO»HLS 7050 #SHLS Set Advanced
7.0

Poland 701069073 4058863005744 3000317533 BE-HLS 7050 #SHLS Set Advanced
7:

Poland 701069073 4058863005744 3000317549 BEO-H LS 7050 #SHLS Set Advanced
7.0

Poland 701069073 4058863005744 3000298132 BE-HLS 7050 #SHLS Set Advanced
7.0

Poland 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced
7:

Poland 701069073 4058863005744 3000319745 BED-HLS 7050 #SHLS Set Advanced

Poland 701069073 4058863005744 3000319747 gﬁHLS 7050 #SHLS Set Advanced

7.0
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Poland
Poland
Poland
Poland
Poland
Poland
Poland
Portugal
Po_rtugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal
Portugal

Portugal

701069073

701069073 |

701069073

701069073

701069073 |

701069073

701069073

701069073

701069073

701069073

701069073

701069073
701069076
701069073
701069073
701069073
701069073
701069073
701069073
701069073
701d69073

701069076

701069073

4058863005744

4058863005744

4058863005744

4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863078298
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863005744
4058863078298

4058863005744

3000319776
3000323079

3000324504

3000325555
3000316207

3000318847

3000336494
3000281237
3000281883
3000301226
3000303594
3000317533
3000311768
3000317549
3000317551
3000317550
3000318849
3000319?45
3000319747
3000319776

3000324502

3000323402

3000324504

BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced

7.0

BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 7050 #SHLS Set Advanced
7.0
BE-HLS 5050 #SHLS Set Advanced
5.0
BE-HLS 7050 #SHLS Set Advanced
7.0
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Portugal 701069076 4058863078298 3000327124 BE-HLS 5050 #SHLS Set Advanced
5.0

Portugal 701069073 4058863005744 3000325555 ' BE-HLS 7050 #SHLS Set Advanced
7.0

Portugal 701069076 4058863078298 3000327600 BE-HLS 5050 #SHLS Set Advanced

Portugal 701069073 4058863005744 3000319744 :’EO—HLS 7050 #SHLS Set Advanced
7.0

Portugal 701069073 4058863005744 3000325552 BE-HLS 7050 #SHLS Set Advanced

Portugal 701069073 4058863005744 3000325551 ;ﬁHLS 7050 #SHLS Set Advanced

Portugal 701069076 4058863078298 3000323404 EEHLS 5050 #SHLS Set Advanced

Portugal 701069073 4058863005744 3000327125 g?—HLS 7050 #SHLS Set Advanced

Portugal 701069073 4058863005744 3000318847 ;.EO—HLS 7050 #SHLS Set Advanced
' 7.0

Portugal 701069073 4058863005744 3000336493 BE-HLS 7050 #SHLS Set Advanced

v

Qatar 701069073 4058863005744 3000282194 BEO-HLS 7050 #SHLS Set Advanced

Qatar 701069073 4058863005744 3000303594 éﬁHLS 7050 #SHLS Set Advanced
7.0

Qatar 701069073 4058863005744 3000316207 BE-HLS 7050 #SHLS Set Advanced

7.

Qatar 701069073 4058863005744 3000319776 BF?-HLS 7050 #SHLS Set Advanced

Réunion 701069073 4058863005744 3000314516 ;lE[iHLS 7050 #SHLS Set Advanced
7.0

Réunion 701069073 4058863005744 3000317533 BE-HLS 7050 #SHLS Set Advanced

Réunion 701069073 4058863005744 3000318845 ;E()-HLS 7050 #SHLS Set Advanced

Réunion 701069076 4058863078298 3000323402 ;lEciHLS 5050 #SHLS Set Advanced
5.0

Réunion 701069073 4058863005744 3000324503 BE-HLS 7050 #SHLS Set Advanced

Réunion 701069073 4058863005744 3000325555 ;.EO—HLS 7050 #SHLS Set Advanced
7.0

Réunion 701069076 4058863078298 3000327124 BE-HLS 5050 #SHLS Set Advanced
.0

Réunion 701069076 4058863078298 3000323403 gE-HLS 5050 #SHLS Set Advanced

Romania 701069073 4058863005744 3000301227 g.EO-HLS 7050 #SHLS Set Advanced

7.0
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Romania 701069073 = 4058863005744 3000317549 BE-HLS 7050 #SHLS Set Advanced
7.0
Romania 701069073 4058863005744 3000298132 BE-HLS 7050 #SHLS Set Advanced
7.0
| Romania 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced
7.0
Romania 701069073 4058863005744 3000319745 BE-HLS 7050 #SHLS Set Advanced
7. ;
Romania 701069073 =~ 4058863005744 3000319747 BIRHLS 7050 #SHLS Set Advanced
7.0
Romania 701069073 = 4058863005744 3000324504 BE-HLS 7050 #SHLS Set Advanced
7
Romania 701069073 4058863005744 3000325555 BEO-H LS 7050 #SHLS Set Advanced
.0
Romania 701069073 4058863005744 3000314516 ;E—H LS 7050 #SHLS Set Advanced
7.0
Romania 701069076 4058863078298 @ 3000323402 BE-HLS 5050 #SHLS Set Advanced
Romania 701069073 4058863005744 3000318847 Z.EO-HLS 7050 #SHLS Set Advanced
7.0
Romania 701068073 4058863005744 3000336494 BE-HLS 7050 #SHLS Set Advanced
7.0
Saudi Arabia 701069073 4058863005744 3000282258 = BE-HLS 7050 #SHLS Set Advanced
7.0
Saudi Arabia 701069073 4058863005744 = 3000283435 BE-HLS 7050 #SHLS Set Advanced
7.0
Saudi Arabia 701069073 4058863005744 3000282262 BE-HLS 7050 #SHLS Set Advanced
7
Serbia 701069073 4058863005744 3000317549 BSHLS 7050 #SHLS Set Advanced
Serbia 701069073 4058863005744 3000298132 ;E({HLS 7050 #SHLS Set Advanced
7.0
Serbia 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced
T
Serbia 701069073 4058863005744 3000319745 BED-HLS 7050 #SHLS Set Advanced
Serbia 701069073 4058863005744 3000319747 ;f-HLS 7050 #SHLS Set Advanced
7.0
Serbia 701069073 4058863005744 3000324501 BE-HLS 7050 #SHLS Set Advanced
7
| Serbia 701069073 4058863005744 3000324504 BEO-HLS 7050 #SHLS Set Advanced
.0
Serbia 701069073 4058863005744 3000325555 ;E—HLS 7050 #SHLS Set Advanced
7.0
Serbia 701069073 4058863005744 3000316209 BE-HLS 7050 #SHLS Set Advanced

7.0
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Singapore 701069073 4058863005744 ' 3000301226 BE-HLS 7050 #SHLS Set Advanced
7.

Singapore 701069073 4058863005744 3000316210 BEO-HLS 7050 #SHLS Set Advanced

Singapore 701069073 4058863005744 3000317547 ;ﬁHLS 7050 #SHLS Set Advanced

Singapore 701069073 4058863005744 3000319774 ;ECiH LS 7050 #SHLS Set Advanced
A

Singapore 1701069073 4058863005744 = 3000325555 BEU-H LS 7050 #SHLS Set Advanced

Slovakia 701069073 4058863005744 | 3000301227 | ;EO-H LS 7050 #SHLS Set Advanced
7.

Slovakia 701069073 4058863005744 3000317549 BSH LS 7050 #SHLS Set Advanced

Slovakia 701069073 = 4058863005744 3000316210 ;E[{HLS 7050 #SHLS Set Advanced

Slovakia 701069073 4058863005744 3000318849 ;iE(J-HLS 7050 #SHLS Set Advanced
7

Slovakia 701069073 4058863005744 ' 3000319745 B[-?—HI.S 7050 #SHLS Set Advanced

Slovakia 701069073 4058863005744 3000319747 ;E[{HLS 7050 #SHLS Set Advanced
7.0

Slovakia 701069073 4058863005744 3000319776 BE-HLS 7050 #SHLS Set Advanced
7.

Slovakia 701069073 4058863005744 3000324502 BI?—HI.S 7050 #SHLS Set Advanced

Slovakia 701069073 4058863005744 3000324505 ;E[]-HLS 7050 #SHLS Set Advanced

Slovakia 701069073 4058863005744 3000325555 ;.EO-HLS 7050 #SHLS Set Advanced

Slovakia 701069073 4058863005744 3000323079 ;.EO-HLS 7050 #SHLS Set Advanced

Slovenia 701069073 4058863005744 3000301227 ;Et]—HLS 7050 #SHLS Set Advanced

Slovenia 701069073 4058863005744 3000317533 ;iE{J-HLS 7050 #SHLS Set Advanced

Slovenia 701069073 4058863005744 3000317549 ;EE]-HLS 7050 #SHLS Set Advanced

Slovenia 701069073 4058863005744 3000318845 ;iEEJ-HLS 7050 #SHLS Set Advanced
7.0

Slovenia 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced

Slovenia 701069073 4058863005744 3000319747 ;.ED-HLS 7050 #SHLS Set Advanced

Slovenia 701069073 4058863005744 3000324502 ;}E[)-HLS 7050 #SHLS Set Advanced

7.0
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Slovenia 701069073 4058863005744 3000324504 BE-HLS 7050 #SHLS Set Advanced
7.0
Slovenia 701069073 4058863005744 3000325555 BE-HLS 7050 #SHLS Set Advanced
' 7.0
Slovenia 701069073 = 4058863005744 @ 3000323079 @ BE-HLS 7050 #SHLS Set Advanced
7.0
South Africa 701069073 4058863005744 3000303594 BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000301225 BE-HLS 7050 #SHLS Set Advanced
Spain 701069073 4058863005744 3000303594 ;.ED-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 | 4058863005744 3000303593 BE-HLS 7050 #SHLS Set Advanced
e
Spain 701069073 4058863005744 3000314516 BECiH LS 7050 #SHLS Set Advanced
| Spain 701069076 4058863078298 3000311768 | ;:‘EO—HLS 5050 #SHLS Set Advanced
5.0
Spain 701069073 4058863005744 3000316207 BE-HLS 7050 #SHLS Set Advanced
74
Spain 701069073 4058863005744 3000303595 BEO-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000318845 BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000317551 BE-HLS 7050 #SHLS Set Advanced
2
Spain 701069073 4058863005744 3000318848 BECiH LS 7050 #SHLS Set Advanced "
7.0
' Spain 701069073 4058863005744 3000318849 BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000319744 BE-HLS 7050 #SHLS Set Advanced
Spain 701069073 4058863005744 3000319745 ;.EO-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000319746 BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000319747 BE-HLS 7050 #SHLS Set Advanced
7
Spain 701069073 4058863005744 3000319774 BIgH LS 7050 #SHLS Set Advanced
7.0
Spain 701068073 4058863005744 3000324501 @ BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069076 4058863078298 @ 3000323402 BE-HLS 5050 #SHLS Set Advanced
Spain 701069073 4058863005744 3000325551 glEO-HLS 7050 #SHLS Set Advanced

7.0
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Spain 701069073 4058863005744 3000325554 = BE-HLS 7050 #SHLS Set Advanced
i
Spain 701069076 = 4058863078298 3000327600 BI?-HLS 5050 #SHLS Set Advanced
5.0
Spain 701069073 4058863005744 3000301227 = BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000298132 BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 4058863005744 3000327125 BE-HLS 7050 #SHLS Set Advanced
7.0
Spain 701069073 = 4058863005744 3000318847 BE-HLS 7050 #SHLS Set Advanced
Spain 701069073 = 4058863005744 3000336493 ;EO-H LS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 & 4058863005744 3000281883 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000303594 BE-HLS 7050 #SHLS Set Advanced
Sweden 701069073 4058863005744 3000317533 ;.EO-HLS 7050 #SHLS Set Advanced
. 7.0
Sweden 701069073 4058863005744 3000317549 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 ' 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 © 4058863005744 | 3000318849 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000319745 BE-HLS 7050 #SHLS Set Advanced
I
Sweden 701069073 4058863005744 3000319747 BI?-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000319776 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000324502 BE-HLS 7050 #SHLS Set Advanced
T
Sweden 701069073 4058863005744 3000324504 BEG-H LS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000325555 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000324505 BE-HLS 7050 #SHLS Set Advanced
7.
Sweden 701069073 4058863005744 3000327125 BEU-H LS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000318847 BE-HLS 7050 #SHLS Set Advanced
7.0
Sweden 701069073 4058863005744 3000336494 BE-HLS 7050 #SHLS Set Advanced

7.0
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Switzerland 701069073 4058863005744 3000303593 BE-HLS 7050 #SHLS Set Advanced
7.0
Switzerland 701069073 4058863005744 3000316207 = BE-HLS 7050 #SHLS Set Advanced
7.0
Switzerland 701069073 4058863005744 3000303595 BE-HLS 7050 #SHLS Set Advanced
7.
Switzerland 701069073 4058863005744 3000298132 | B'IgHLs 7050 #SHLS Set Advanced
7.0
Switzerland 701069073 4058863005744 3000318848 BE-HLS 7050 #SHLS Set Advanced
7
Switzerland 701069073 4058863005744 3000319744 B'EO-H LS 7050 #SHLS Set Advanced
7.0
Switzerland 701069073 4058863005744 3000319746 BE-HLS 7050 #SHLS Set Advanced
7.0
Switzerland 701069073 4058863005744 3000319774 BE-HLS 7050 #SHLS Set Advanced
Switzerland 701069073 4058863005744 3000323079 ;E[]-HLS 7050 #SHLS Set Advanced
7.0
Switzerland 701069076 4058863078298 3000323402 BE-HLS 5050 #SHLS Set Advanced
Switzerland 701069073 4058863005744 3000324505 :ﬁHLS 7050 #SHLS Set Advanced
: 7.0
Switzerland 701069076 4058863078298 3000327124 BE-HLS 5050 #SHLS Set Advanced
5.0
Switzerland 701069073 4058863005744 3000325553 BE-HLS 7050 #SHLS Set Advanced
| 55
Switzerland 701069076 4058863078298 3000327600 BEO-HLS 5050 #SHLS Set Advanced
Switzerland 701069073 4058863005744 3000327125 giEcJ—HLS 7050 #SHLS Set Advanced
7.0
Switzerland 701069073 4058863005744 3000318847 BE-HLS 7050 #SHLS Set Advanced
Switzerland 701069073 4058863005744 3000336493 ;.EO-HLS 7050 #SHLS Set Advanced
7.0
Thailand 701069073 4058863005744 3000301226 BE-HLS 7050 #SHLS Set Advanced
7.
Thailand 701069073 4058863005744 3000317533 BEO-H LS 7050 #SHLS Set Advanced
%
Thailand 701069073 4058863005744 3000318849 BE(:-ILS 7050 #SHLS Set Advanced
7.0
Thailand 701069073 4058863005744 3000316210 BE-HLS 7050 #SHLS Set Advanced
7.0
Thailand 701069073 = 4058863005744 3000319745 BE-HLS 7050 #SHLS Set Advanced
7
Thailand 701069073 4058863005744 3000325555 BEU-HLS 7050 #SHLS Set Advanced

7.0

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 Departiment.

Document ID: CP-SOP-015-F-03 V02
Effective Date: 2022-03-17




FIELD SAFETY NOTICE

GETINGE 3¢

DMS No.: 3288272 V 01 Page: 32 of 35

Template: CP-SOP-001-T-02 V02, Effective date 2019-09-15

United Arab 701069073 4058863005744 3000282261 BE-HLS 7050 #SHLS Set Advanced
Emirates _ 7.0
United Arab 701069073 @ 4058863005744 3000282259 | BE-HLS 7050 #SHLS Set Advanced
| Emirates 7.0
United Arab 701069073 4058863005744 3000282262 ' BE-HLS 7050 #SHLS Set Advanced
" Emirates _ 7.0
United Arab 701069073 4058863005744 3000282260 BE-HLS 7050 #SHLS Set Advanced
Emirates | 7.0
United Arab 701069073 4058863005744 3000303593 BE-HLS 7050 #SHLS Set Advanced
Emirates 7.0
United Arab 701069073 4058863005744 3000318845 | BE-HLS 7050 #SHLS Set Advanced
Emirates 7.0 '
" United Arab 701069073 4058863005744 3000318848 BE-HLS 7050 #SHLS Set Advanced
Emirates 7.0
- United Arab 701069073 4058863005744 3000319744 BE-HLS 7050 #SHLS Set Advanced
| Emirates 7.0
United Arab 701069073 4058863005744 3000319746 BE-HLS 7050 #SHLS Set Advanced
. Emirates _ 7.0
United Arab 701069073 4058863005744 3000325551 BE-HLS 7050 #SHLS Set Advanced
Emirates 7.0
United Arab 701069073 4058863005744 3000325553 BE-HLS 7050 #SHLS Set Advanced
Emirates 7.0
United 701069073 4058863005744 3000281237 ' BE-HLS 7050 #SHLS Set Advanced
Kingdom 7.0
United 701069073 4058863005744 3000317533 BE-HLS 7050 #SHLS Set Advanced
Kingdom 7.0 _
United 701069073 4058863005744 3000317549 BE-HLS 7050 #SHLS Set Advanced
" Kingdom 7.0
United 701069073 4058863005744 3000318845 BE-HLS 7050 #SHLS Set Advanced
Kingdom 7.0
United 701069073 4058863005744 3000319775 BE-HLS 7050 #SHLS Set Advanced
Kingdom 7.0
United 701069076 4058863078298 3000323402 BE-HLS 5050 #SHLS Set Advanced
Kingdom 5.0
United 701069073 4058863005744 3000325554 BE-HLS 7050 #SHLS Set Advanced
Kingdom 7.0
United States 701069078 4058863080383 3000280906 BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
United States 701069078 4058863080383 3000280907 BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
United States 701069078 4058863080383 3000280908 BEQ-HLS 7050 USA #SHLS Set
_ Advanced 7.0
United States 701069078 4058863080383 3000280909 BEQ-HLS 7050 USA #SHLS Set
_ | ~ Advanced 7.0
United States 701069078 4058863080383 3000282253 BEQ-HLS 7050 USA #SHLS Set

Advanced 7.0
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United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

701069078
701069078
701069078
701069077
701069078
701069078
701069078
701069078
701069078

701069078

1701069078

701069078

701069078

701069078

701069078

701063078

701069078

701069077

701069078

701069078

701069078

701069078

701069078

4058863080383

4058863080383

4058863080383

4058863076355
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863080383
4058863076355
4058863080383
4058863080383
4058863080383
4058863080383

4058863080383

3000282254

3000282255

3000300688

3000301222

3000317531

3000314506

3000316206

3000316600

3000317532

3000318851

3000318852

3000318853

3000318850

3000319748

3000319750

3000319749

3000319751

3000319782

3000291127

3000319778

3000319781

3000323082

3000323084

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set

~ Advanced 7.0

BEQ-HLS 5050 USA #SHLS Set
Advanced 5.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 5050 USA #SHLS Set
Advanced 5.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
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United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

United States

Vietnam

Vietnam

701069078

701069078

701069078

701069078

701069078

701069078

701069078

701069077

1701069078

701069078

701069078

701069078

701069078

701069078

701069078

701069078

701069073

701069073

4058863080383

4058863080383

4058863080383

4058863080383

4058863080383

4058863080383

4058863080383

4058863076355

4058863080383
4058863080383

4058863080383

4058863080383
4058863080383
4058863080383
4058863080383

4058863080383

4058863005744

4058863005744

3000323085

3000324495 |

3000324496

3000324497

3000324499

3000325557

3000325558

3000327602

3000325559

3000327120 ¢

3000327121

3000328404

3000328405

3000334413

3000334414

3000336487

3000301226

3000325555

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0
BEQ-HLS 7050 USA #SHLS Set

~ Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set

- Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 5050 USA #SHLS Set
Advanced 5.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BEQ-HLS 7050 USA #SHLS Set
Advanced 7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

BE-HLS 7050 #SHLS Set Advanced
7.0

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.

Document ID: CP-SOP-015-F-03 V02
Effective Date: 2022-03-17




Template: CP-SOP-001-T-02 V02, Effective date 2019-09-15

FIELD SAFETY NOTICE
DMS No.: 3288272 V 01

GETINGE 3¢

Page: 35 of 35

Annex Il Further information regarding Hazardous situation, Harms and Risk Levels

This Annex Il Further information regarding Hazardous situation, Harms and Risk Levels is considered a

supplementary attachment to the 946519 Field Safety Notice.

Severity Definitions:

S P Risk
Hazardous situation Harm from part from .
n above | L0V | Med | High
Patient is exposed to pathogenic Inflammation 3
agents Infection 4
Sepsis 4

Negligible (1) Inconvenience or temporary discomfort of patient, user or third party. No medical intervention or

follow-up treatment is required

Low (2) Temporary injury or disability of patients, users or third parties. No medical intervention or follow up

treatment is required.

Critical (3) Temporary injury or disability of patients, users or third parties. Medical intervention or follow-up

treatment is required.

Catastrophic (4) Permanent injury or disability (e.g., loss of a body part), a life-threatening situation or death

of patients, users or third parties

Probability Definitions:

Improbable (1) Harm is not likely.
Remote (2) Harm occurs infrequently

Occasional (3) Harm may occur occasionally / intermittent

Probable (4) Harm may occur often

Frequent (5) Harm will occur repeatedly
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