Direct He.altl!care Professional GE HealthCare
communication ,

07-Apr- 2026 GE HealthCare Ref. # 89013

To: Head, Pharmacy
Head, Radiology
Head, Interventional Radiology
Head, Interventional Cardiology
Head, Vascular Surgery

RE: Potential particulates in certain Visipaque (lodixanol) and Omnipaque (lohexol) 100 ml
polymer bottles

Dear Healthcare Provider,

GE HealthCare in agreement with the Medicines and Healthcare Products Regulatory Agency
would like to inform you that certain 100 ml bottles of Visipaque and Omnipaque (see attached
for potentially impacted batch numbers) may have particles adhered to the polymer bottles.

The occurrence of these particulates is rare, and GE HealthCare has not received any customer
complaints or reports of adverse events related to this issue. These batches are not being
recalled in the UK and may continue to be used as directed.

With this letter we would like to draw your attention to the SmPC, section 6.6 ‘Special
precautions for disposal’, provided below for your convenience:

Like all parenteral products, Omnipaque/Visipaque should be inspected visually for particulate
matter, discolouration and the integrity of the container prior to use.

Call for reporting

Please continue to report suspected adverse drug reactions (ADRs) to the MHRA through the
Yellow Card scheme. You can report via the Yellow Card website.

Please report:

e all suspected ADRs that are serious or result in harm. Serious reactions are those that are
fatal, life-threatening, disabling or incapacitating, those that cause a congenital
abnormality or result in hospitalisation, and those that are considered medically significant
for any other reason

e allsuspected ADRs associated with new drugs and vaccines identified by the black triangle
\/

You can report via:

e the Yellow Card website

o the free Yellow Card app available from the Apple App Store or Google Play Store

e some clinical IT systems (EMIS/SystmOne/Vision/MiDatabank) for healthcare professionals
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https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/

Alternatively, you can report a suspected side effect to the Yellow Card scheme by calling 0800 731
6789 for free, Monday to Friday between 9am and 5pm.

When reporting please provide as much information as possible, including information about
medical history, any concomitant medication, timing onset, treatment dates, and product brand
name.

Please be assured that maintaining a high level of safety and quality is our highest priority. If
you have any questions or concerns regarding this notification, please contact GE HealthCare at
medical.information@gehealthcare.com

Sincerely,

Laila Gurney Scott Kelley

Chief Quality & Regulatory Officer Chief Medical Safety Officer
GE HealthCare GE HealthCare
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Appendix 1

Batch Date of

number SKU Description Expiry
VISIPAQUE 320 mg USB 10x100 ml

17302289 1105815 GBR 31.08.2028
VISIPAQUE 320 mg USB 10x100 ml

17302290 1105815 GBR 31.08.2028
VISIPAQUE 320 mg USB 10x100 ml

17321866 1105815 GBR 31.07.2028

Batch Date of

number SKU Description Expiry
OMNIPAQUE 300 mg USB 10x100 ml

17305242 1114807 GBR 31.08.2028
OMNIPAQUE 300 mg USB 10x100 ml

17305243 1114807 GBR 30.09.2028
OMNIPAQUE 300 mg USB 10x100 ml

17318263 1114807 GBR 31.08.2028
OMNIPAQUE 300 mg USB 10x100 ml

17371056 1114807 GBR 30.11.2028

Batch Date of

number SKU Description Expiry
OMNIPAQUE 350 mg USB 10x100 ml

17227949 1114809 GBR 31.07.2028
OMNIPAQUE 350 mg USB 10x100 ml

17275275 1114809 GBR 30.09.2028
OMNIPAQUE 350 mg USB 10x100 ml

17340534 1114809 GBR 31.10.2028
OMNIPAQUE 350 mg USB 10x100 ml

17361385 1114809 GBR 30.11.2028
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