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URGENT FIELD SAFETY NOTICE

Manufacturer: Maguet Cardiopulmonary GmbH (SEMN: DE-MF-000020051)

FSCA Reference: 1553581 - HKH 5820 YWall Halder — Labeling incorrect

FSHN Type: I ey

Affected Product: HkH 8320 YWall Holder (Mat. 701045366)

Unigue Device 0403769 1456584

Identifier:

Affected Serial No.: 83320448 83320504 893820510
893320493 83320505 893820514
93320494 83320507 893820515
893520496 83320505 893820515
83520498 83320509 893820521

For Attention of: Isers of the medical device listed above

Dear valued customer,

The purpaose of this letter is to advise you that Maguet Cardiopulmaonary GmbH (MCPY, a subsidiary of Getinge,
is woluntarily reworking certain HKH 8320 YWall Holders due to incorrect labeling.

The HKH 8820 Wall Holder is a mounting bracket that was designed to be permanently installed in a road
vehicle for the inter-hospital transport of the CARDIOHELP-i system by enabling a secure attachment of the

CARDIOHELP-ito the wehicle.
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Problem description
The manufacturer became aware of this issue during incoming inspection. It was found that the Unigue Device

[dentifier (LUD1) number on the type label and packaging label do not match the UDI code fareseen by the
manufacturers for the HKH 8820 YWall Holder.

Correct UDI Type Label {incorrect) Packaging Label (incorrect)

04037691 4564554 040357691 290218 04037 691290218

Therefare, this FSCA s Imited to all products manufacture d with the same type and packaging label revision.
Hazardous situation

The issue concerns incorrect VDI labeling, representing a deviation between the product packaging and type
label and the technical specification. Therefore, no hazardous situations are to be expected.

Potential harm

Because no hazardous situations were identified, no immediate andfor long-range health consequences are
present.

Maguet Cardiopulmonary GmbH has identified no custamer complaint report associated with this issue.

Corrective Action: s Replacement of the Type Lahbel
Action tobe taken by [ |dentify Device O Quarantine Device
us er. O Feturn Device O Destroy Device

Details on further action(s):

e 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,

e Forcustomers with maintenance contract:

Choose one of the two options:;
17 Replacement ofthe Type Label by Getinge representative s on-site.
21 Heturn the affected products to the manufacturer for replacement.

e Forcustomers without maintenance contract:

11 A local Getinge representative will contact the customer to arrange the
replacement of the Type Label.

s  Froducts currently in use may continue to be used in accordance with the
instructions for use.

e Patients should be monitored in accordance with the care standards at your
facility.

s Flease always report any adverse events potentially related to
the affected products, to your Getinge repre sentative.

e Regardless of whether you have affected product(s) or not, duly fill out the
enclosed Letter of Acknowledgement and return it to your local Getinge

representative as soon as possible, but no later than July 17, 2026, by
mentioning FSCA-1553581 as reference in the subject line of your mail.
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Actions to be taken by 0O Product Femaoval
the manufacturer: O Software Upgrade

B Other

O On-site device modification/ inspection
B IFU ar labeling change
O Mone

e [Inform all custamers possessing the aftected products prompthy about this
Field Action by sending the Field Safety Motice for Customers.

e [Forcustormers with maintenance contract:

Feplacement of the Type Label) for the custamer.
e Forcustormers without maintenance contract:

The local Getinge representative will contact the customer to arrange the
replacement of the Type Label .

Enclosed documents: o  Letter of Acknowledgment Customer

Transmission of the Field Safety Notice:

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

o Please transfer this notice to other organizations on which the action has an impact.

s [f you have given the products to third parties, please forward a copy of this information or inform the

contact person indicated below.

o Please maintain awareness on the notice and resulting actions for an appropriate period to ensure

effectiveness of the corrective action.

WWe 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 Hegulatary Agencies.

ohould you have gquestions or require additional information, please contact your local Getinge

representative.

Sincerely,

Vice President

Person Responsible for Regulatory
Compliance (PRRC)

Contact details of manufacturer
Maquet Cardiopulmonary GmbH
Kehler Str. 31

7B437 Rastatt

GERMAMY

Phone: +48 7222932 -0

Email: ESCA cpi@@getinge .com

Signature:

E mail:

Signature:

Email:

Dl orecal by mprmd by, Dt Engml
P . |3p v | o docurmnl.
Chalm. n 2 A28 18.04,19 GMr 12

dieterengel@getings.com

Bedronialy Agned by Aexander Bemibad |
Reason: | 3pproue s doumenl,
Dzl Jun 24, T251 ¢ TBASOMT+ 2

alexander.bernhardti@ getings.com
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CUSTOMER RESPONSE FORM

FSCA Heference: 1553581 - HKH 8320 Wall Holder — Labeling incorre ct

Affected Product: HkH 8320 YWall Holder (Mat. 701045366

Affected Serial No.: 93520448 95520504 98520510
95520493 85520505 55520514
95520494 95520507 895520515
95520496 85520505 58520516
95520495 85520503 85520521

Please send this form at the latest by July 17, 2026, to your local Getinge representative.

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

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

e | confirm that | have distributed this Field Safety Motice to the affected staff.
O Ihave noaffected products in my inventary.

O | have the following affected products in my inventory:

Article Number Serial Humher Quantity

PR ORI R <5AP Product names

Your Comments:

Country Hosptal / Clinic (full address)
Date Mame (Function)
ignature

Please return the completed form to your local Getinge representative by email enter local Getinge mail
address orvia post enter local Getinge address or FAR =
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