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ROCKET MEDICAL PLC — 5RN: GB-MF-000025375

Urgent Field Safety Notice NVFSN-10
Rocket Seldinger Chest Drain Kit

168 0CT 2025

Dear Cusiomer,

Rocket Medical is issuing this Field Safety Notice regarding the devices listed in Table 1. Our records indicate that
you have one or more of these devices.

Affected Product Codes: RE4544.12.5G, R54544- | 3-5G, RA4544.|2-PK, R54544-18-PK, R54549.16-PI and R34549-20-
P
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Rocket 12Fg Se dinger Catheter Procedure Tray
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R54548-16-PK Rockel 16Fy Seldinger Calreler Procadure Tray
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Table 1

Description of the problem:

The Instructions for Use (IFU) (ZDOCK180) for the devices isled above contains the instruction "The chest fube
cah now be secured to the skin by using the fixafion device RE42E0-PG-EX or suture or both and is ready for

connection to a suitable sealed drainage aystem such as the Rockel Blue Boitfle or Rocket Ambulatory Bag"

The IFU has been updated to include revised guidance regarding the need for a sulure, in steps 14 and 15. The
updated text now states: "The chest tube must now be secured to the shin by sulurs and is ready for connection fo
a suitable szaled drainage system such as the Rockst Blue Battle or Rocket Ambuialory Bag. Furiher suppart o

the cathatar cat be orovidad by the fixation device ™

The revised IFU is attached to this communication, and ws kindly ask that you reac it carefully to ensure continucd

safe and efiective use of the device.

REGISTERED OFFICE: SEDLING ROAD, WASHINGTON, UNITED KIMNGDOM, NEZBIBZ
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Actions Required by Customers:
We understand that you received the sbove referenced product{s) and therefare reguest that you follow the sicps
listed bolow;

s Ensure a copy of this FSM and the vpdated IFU iz available to all users or potential users of this device

» Completa the FSN acknowledgmart form at the end of this document and return o

CustomrerServicesirocketmedical.cam

Stock Instruction:
e Stock is rof affected; no astion is required.

Rozsket Medical PLC. dogs not expect any disrupfion in the supely of this device as a result of fiis fssue.

We have notified the relevant regulatory authaorities of this issue and resulting Field Safely Corrective Action.

Your cooperation ir this matter is greatly appreciated. VWe would like to sincerely apclogise for tha inconvenience
causad by this issue anc thank you for yvour continued custom. If yeu have eny cuestions on this issue, please contact

your Roc<et Medical sales representative.

Yours sincerely,

Laura Hutchinson
Head of Quality and Regulatory Affairs
Rocket Medical Plc.
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Customer Acknowledgement Form
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On bakalf of this organisation, | acknowledge that | nave read and understood this FSM, completed the indicaled
zctions and that the informaticn will be displayed ir a prominent position within the appropriste clinical environment
for a minimJam of one manth from the date of receipt.

Return completed forms by email to:

RECISTERED OFFICE: SEDLING ROAD. WASHINGTOM. UMITED KINGDOM, KE3EXBEL
COMPAMNY NUMBER: 03276804
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David Ashby

Requlatory Affairs Manager
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