GBUKGroup

Enhancing Patient Care

GBUK Group Ltd.
Woodland House, Blackwood Hall Business Park
North Duffield, Selby, North Yorkshire YO8 5DD

T +44(0)1757 288 587
W www.gbukgroup.com
E info@gbukgroup.com

Bl @GBUK_Group
Bl GBUK Group
Bl GBUK Group

VOLUNTARY ADVISORY NOTICE - NO ACTION REQUIRED

Advisory Notice Reference: 2025-01
Date of Issue: 25" March 2025
Attention: Customer

Products Impacted by the Advisory Notice

LOT Number Product Code Product Description Quantity
241109 ELDISO-5H2 ENFIT 5ML LDT PLUS 25,900 pcs
241119 ELDISO-5H2 ENFIT 5ML LDT PLUS 100 pcs

Dear Customer,

In line with our ongoing commitment to patient safety, GBUK Group has voluntarily issued
this advisory notice concerning the product listed above.

Reason for Voluntary Advisory Notice:

We have noticed that for the above LOTs, the LOT number on the outer shipper label does
not match the LOT number on the inner shelf box. For instance, outer shippers labelled LOT
241109 have inner shelf boxes labelled 241119, and outer shippers labelled LOT 241119 have
inner shelf boxes labelled 241109.

Associated Hazard/Risk to Patient:

This issue does not pose any risk or potential hazard to the patient. The devices themselves
remain unaffected and are safe for use. The primary concern is with traceability. If items are
scanned at the shipper level in your traceability system, the LOT number will not match the
one on the inner packaging. As a result, if items are sold at the shipper level, there is a risk of
losing traceability.



©) GBUKGrou

Action Required:

Since the issue does not affect the use of the device, it is requested that, to maintain
traceability, the items be entered into your traceability system at the shelf box level.

General Information:

Transmission of this Advisory Notice:

This notice should be distributed to all relevant personnel within your organisation, as well as
to any organisation who may have received these devices.

Contact Reference:

In case of any questions please contact Melonie Clark, GBUK Group, Woodland House,
Blackwood Hall Business Park, North Duffield, Selby, North Duffield, Selby, North Yorkshire,
YO8 5DD, United Kingdom. 01757 288587.

Melonie.clark@gbukgroup.com

On behalf of GBUK, we sincerely thank you for your assistance and support in delivering this
notice. We want to assure you that GBUK is dedicated to improving patient care and
empowering healthcare professionals to treat patients with safety, dignity, confidence, and
efficiency.

/—Signed by Chloe Kelly
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Chloe Kelly
Compliance Director
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