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All Healthcare Facilities faaall clindl prea
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Subject: Precautionary Recall of Nutricia (Danone) Infant and A d ¢y daglial) cula g JURY) cula ciladial (g 5) AaY) qad) ;8 gua gal)
Follow-On Formula Products (O$819 )y 13 gl

Aptamil Advance 1 POF s
il and
Name of Product Nutricia Infant Nutrition Ireland Ltd. (Danone) -
Batch 2026.11.08 gzl
i atl) jaaa

Source of warning RASSF European Commission/ Food Safety > 2

Reason for Recall: el cua

The Emirates Drug Establishment (EDE) hereby informs all
concerned stakeholders of an urgent safety recall involving specific
infant and follow-on formula products manufactured by Nutricia
Infant Nutrition Ireland Ltd. (Danone) under the brands Aptamil
Advance 1 POF

This action follows a notification by RASSF European Commission/
Food Safety after identifying a potential contamination with
cereulide, a toxin produced by Bacillus cereus originating from ARA
Oil 400 contaminated with cereulide. Cereulide exposure may pose a
risk to infant health and has been associated with: nausea, recurrent
vomiting and abdominal pain. The recall is a precautionary measure
based on a health risk assessment.

The Emirates Drug Establishment (EDE) reaffirms its commitment
to the protection of public health, with particular emphasis on infant
safety, through robust pharmacovigilance practices and regulatory
oversight. All concerned stakeholders are required to strictly adhere
to the provisions of this circular and fully cooperate with the
implementation of the recall actions.
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Recommendations:

First: For Manufacturer, Marketing Authorization Holders and
Distributors

e Immediately cease distribution, sale, and promotion of the
affected batches
Identify, retrieve, and quarantine all affected stock from
warehouses, pharmacies, and retail outlets
Submit a recall status report (quantities, batch numbers,
locations, and recall progress)

For Healthcare Professionals:

Do not recommend or dispense the affected batches
Advise caregivers to discontinue use immediately if in
possession of any recalled product

Monitor and report any suspected adverse events or
product quality complaints to EDE
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Third: Consumers / Caregivers i
e  Stop using the affected products immediately Ao ) (padha / GSlgtianal) u-“' e
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