Medicines & Healthcare products
Regulatory Agency

MHRA SAFETY ROUNDUP

March 2026

Summary of the latest safety advice for medicines and
medical device users

Letters, Recalls and Device Notifications

Letters, medicines recalls and device notifications sent to Page 2
healthcare professionals in March 2026
How to Report
. ST Page 4

Report suspected drug reactions and device incidents on a
Yellow Card
News Roundup

e Publication of meningitis factsheet Page 5

e Patients to get new medicines up to six months
sooner under new joint MHRA-NICE approval
process

Page 1 of 5

To subscribe to monthly email alerts of MHRA Safety Roundup
scan the QR code




MHRA SAFETY ROUNDUP

Letters, medicines recalls and device notifications sent to
healthcare professionals in March 2026

Direct Healthcare Professional Communications

We received communication that the following Direct Healthcare Professional
Communications were sent or provided to relevant healthcare professionals in March
2026:

Rabipur (Rabies vaccine, inactivated), powder and solvent for solution for injection in
pre-filled syringe: Interim Supply of EU Stock to Mitigate Supply Disruption

Uzpruvo 130mg concentrate for solution for infusion: Interim Supply of EU multi-
lingual Stock to Mitigate Supply Disruption

Signifor (pasireotide diaspartate) 0.6 mg solution for injection [PLGB 15266/0033]:
Interim Supply of Australian Stock to Mitigate Supply Disruption

Chlorhexidine updates to Patient Information Leaflet

Ketorolac updates to Patient Information Leaflet

Medicine Recalls and Notifications

In March 2026, recalls and notifications for medicines were issued on:

Class 2 Medicines Recall: Bio Products Laboratory Limited, Rabies, Human
normal Immunoglobulin 500IU solution for Injection, EL(26)A/18. Issued 30 March
2026.

Bio Products Laboratory Limited is recalling one batch of Human Rabies
Immunoglobulin following a stability failure for this batch. The batch has shown a
reduction in potency of the Human Rabies immunoglobulin.

Class 2 Medicines Recall: Regent Medical Limited / MoInlycke Health Care,
Hibiwash 500ml, EL(26)A/15. Issued 23 March 2026.

Molnlycke Health Care are recalling specific batches of Hibiwash due to microbial
contamination at the manufacturing facility, following routine weekly microbiological
monitoring.

Class 2 Medicines Recall: Crescent Pharma Limited, Ramipril 5mg capsules,
EL(26)A/11. Issued 6 March 2026.

Crescent Pharma Limited is recalling one batch of Ramipril 5 mg Capsules as a
precautionary measure due to a potential error at the manufacturing site. Following a
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https://assets.publishing.service.gov.uk/media/69cba02b8017673ffec0f2e5/Rabipur__Rabies_vaccine__inactivated___powder_and_solvent_for_solution_for_injection_in_pre-filled_syringe_Interim_Supply_of_EU_Stock_to_Mitigate_Supply_Disruption.pdf
https://assets.publishing.service.gov.uk/media/69cba02b8017673ffec0f2e5/Rabipur__Rabies_vaccine__inactivated___powder_and_solvent_for_solution_for_injection_in_pre-filled_syringe_Interim_Supply_of_EU_Stock_to_Mitigate_Supply_Disruption.pdf
https://assets.publishing.service.gov.uk/media/69cba050a60a12ca3913c606/Uzpruvo_130mg_concentrate_for_solution_for_infusion_Interim_Supply_of_EU_multi-lingual_Stock_to_Mitigate_Supply_Disruption.pdf
https://assets.publishing.service.gov.uk/media/69cba050a60a12ca3913c606/Uzpruvo_130mg_concentrate_for_solution_for_infusion_Interim_Supply_of_EU_multi-lingual_Stock_to_Mitigate_Supply_Disruption.pdf
https://assets.publishing.service.gov.uk/media/69cba07369dd81b3f213c60c/Signifor__pasireotide_diaspartate__0.6_mg_solution_for_injection__PLGB_15266-0033__-_Interim_Supply_of_Australian_Stock_to_Mitigate_Supply_Disruption.pdf
https://assets.publishing.service.gov.uk/media/69cba07369dd81b3f213c60c/Signifor__pasireotide_diaspartate__0.6_mg_solution_for_injection__PLGB_15266-0033__-_Interim_Supply_of_Australian_Stock_to_Mitigate_Supply_Disruption.pdf
https://assets.publishing.service.gov.uk/media/69cba097b5ac47b0874f3f23/Chlorhexidine_updates_to_Patient_Information_Leaflet.pdf
https://assets.publishing.service.gov.uk/media/69cba0bdb5ac47b0874f3f25/Ketorolac_updates_to_Patient_Information_Leaflet.pdf
https://www.gov.uk/drug-device-alerts/class-2-medicines-recall-bio-products-laboratory-limited-rabies-human-normal-immunoglobulin-500iu-solution-for-injection-el-26-a-slash-18
https://www.gov.uk/drug-device-alerts/class-2-medicines-recall-regent-medical-limited-slash-molnlycke-health-care-hibiwash-500ml-el-26-a-slash-15
https://www.gov.uk/drug-device-alerts/class-2-medicines-recall-crescent-pharma-limited-ramipril-5mg-capsules-el-26-a-slash-11
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complaint, it was identified that a pack of Ramipril 5 mg Capsules contained blister strips
of Amlodipine 5 mg Tablets inside the sealed carton.

Class 2 Medicines Recall: Rokshaw Limited Trading as Curaleaf Laboratories,
Curaleaf Oil [FS] 10mg/ml THC, 10mg/ml CBD (30ml), EL(26)A/13. Issued 12 March
2026.

Curaleaf Laboratories are recalling three batches of Curaleaf Oil [FS] 10mg/ml THC
10mg/ml CBD (30ml) due to low THC content.

Class 3 Medicines Recall: Bayer Plc, Gastrografin gastroenteral solution,
Urografin 150 Infusion and Urografin 150 Injection, EL(26)A/12. Issued 12 March
2026.

Bayer Plc is recalling all stock of the products listed in this notification as a precautionary
measure due to the identification of an impurity above the acceptable limit. The recall is
at pharmacy and wholesaler level.

Class 4 Medicines Defect Notification: Baxter Healthcare Corporation, Onkotrone
Injection 2 mg/ml concentrate for solution for infusion, EL(26)A/14. Issued 17

March 2026.

Baxter Healthcare Corporation have informed the MHRA that the Patient Information
Leaflet (PIL) packed in specified batches does not contain up to date information relating
to the duration of contraception required for females after stopping taking this
medication.

Class 4 Medicines Defect Notification: Quadrant Pharmaceuticals Limited,
Vesomni 6 mg/0.4 mg modified release tablets, EL(26)A/16. Issued 26 March 2026.

Quadrant Pharmaceuticals Limited have informed the MHRA that their parallel imported
packs of Vesomni 6 mg/0.4 mg modified release tablets have been printed with the
incorrect barcode/GTIN on the carton.

Class 4 Medicines Defect Notification: Sandoz Limited, Apixaban 2.5mg and 5mg
Tablets, EL(26)A/17. Issued 26 March 2026.

Sandoz Ltd. have informed the MHRA that the Patient Information Leaflet included in
specified batches of Apixaban does not contain up-to-date information.

Medical Device Field Safety Notices
Find recently published Field Safety Notices
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https://www.gov.uk/drug-device-alerts/class-2-medicines-recall-rokshaw-limited-trading-as-curaleaf-laboratories-curaleaf-oil-fs-10mg-slash-ml-thc-10mg-slash-ml-cbd-30ml-el-26-a-slash-13
https://www.gov.uk/drug-device-alerts/class-3-medicines-recall-bayer-plc-various-products-el-26-a-slash-12
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-notification-baxter-healthcare-corporation-onkotrone-injection-2-mg-slash-ml-concentrate-for-solution-for-infusion-el-26-a-slash-14
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-notification-quadrant-pharmaceuticals-limited-vesomni-6-mg-slash-0-dot-4-mg-modified-release-tablets-el-26-a-slash-16
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-notification-sandoz-limited-apixaban-2-dot-5mg-and-5mg-tablets-el-26-a-slash-17
https://www.gov.uk/drug-device-alerts?alert_type%5B%5D=field-safety-notices
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Report suspected drug reactions and device incidents on a
Yellow Card

Please continue to report suspected adverse drug reactions and device incidents. Your
report will help us safeguard public health.

When reporting, please provide as much information as possible, including information
about medical history, any concomitant medication, onset timing, treatment dates and
particularly if a side effect continued or started after treatment was stopped.

Report a medicine Reporting for medical devices
Healthcare professionals should report Healthcare professionals should report
via a Yellow Card to: incidents:
¢ the Yellow Card website ¢ in England and Wales to the Yellow
¢ the Yellow Card app; download from Card website or via the Yellow Card
the Apple App Store or Google Play app
Store ¢ in Scotland to Incident Reporting &

e some clinical IT systems for healthcare Investigation Centre (IRIC) and their
professionals (EMIS, SystmOne, local incident recording system
Vision, MiDatabank, and Ulysses) ¢ in Northern Ireland to the Yellow Card

website in accordance with your
organisations medical device policies
and procedures

Reporting for Patients

Report a medicine or medical device

Patients should report via a Yellow Card to:

¢ the Yellow Card website
¢ the Yellow Card app; download from the Apple App Store or Google Play Store
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https://yellowcard.mhra.gov.uk/
https://itunes.apple.com/us/app/apple-store/id990237487?pt=117756671&ct=EYC&mt=8
https://play.google.com/store/apps/details?id=uk.org.mhra.yellowcard&referrer=utm_source%3DEYC%26utm_medium%3Dcpc%26anid%3Dadmob
https://play.google.com/store/apps/details?id=uk.org.mhra.yellowcard&referrer=utm_source%3DEYC%26utm_medium%3Dcpc%26anid%3Dadmob
https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/
https://www.nss.nhs.scot/health-facilities/incidents-and-alerts/report-an-incident/
https://www.nss.nhs.scot/health-facilities/incidents-and-alerts/report-an-incident/
https://yellowcard.mhra.gov.uk/
https://itunes.apple.com/us/app/apple-store/id990237487?pt=117756671&ct=EYC&mt=8
https://play.google.com/store/apps/details?id=uk.org.mhra.yellowcard&referrer=utm_source%3DEYC%26utm_medium%3Dcpc%26anid%3Dadmob
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News Roundup

Publication of meningitis factsheet

The MHRA has published a new meningitis patient factsheet, designed to provide
information and guidance on what meningitis is, the different types of infection, how it
spreads, and the symptoms that may require urgent medical attention.

The factsheet covers the differences between bacterial and viral meningitis and who may
be most vulnerable to severe disease. It also summarises the vaccines used in the UK to
protect against meningitis-causing bacteria, and the evidence supporting their safety and
effectiveness.

This resource is now available for healthcare professionals, patients and the public. For
more information, view the full Meningitis — Patient Factsheet.

Patients to get new medicines up to six months sooner under new joint
MHRA-NICE approval process

The MHRA and NICE aligned pathway and an improved advice service will help get new
medicines to patients faster and support companies to plan with more certainty.

Patients in England are set to receive some new medicines three to six months earlier
under a streamlined approval process being launched by the Medicines and Healthcare
products Regulatory Agency (MHRA) and National Institute for Health and Care
Excellence (NICE).

This follows commitments in the government’s 10 Year Health Plan for England and Life
Sciences Sector Plan for NICE and the MHRA to work together more closely to get
medicines to patients sooner. The aligned pathway, which launches on 1 April, will help to
bring NICE’s decision-making process forward to run alongside MHRA's, resulting in
decisions on licencing and value being made at the same time. Read the full article for
more information.

To subscribe to monthly email alerts of MHRA Safety Roundup visit our sign up page

For any enquiries, please contact info@mhra.gov.uk
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https://www.gov.uk/government/publications/meningitis-patient-factsheet/meningitis-patient-factsheet
https://www.gov.uk/government/publications/10-year-health-plan-for-england-fit-for-the-future
https://www.gov.uk/government/publications/life-sciences-sector-plan
https://www.gov.uk/government/publications/life-sciences-sector-plan
https://www.gov.uk/government/news/patients-to-get-new-medicines-up-to-six-months-sooner-under-new-joint-mhra-nice-approval-process
https://subscriptions.mhra.gov.uk/accounts/UKMHRA/signup/45372
mailto:info@mhra.gov.uk

