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Following a Rapid Alert Notification of a Quality Defect issued by the French Regulatory authorities
AFSSAPS (France) and consultation with the local representative it was decided to recall all batches

of Amsidine 75mg ampoules, solution for infusion.

The recall is being carried out because of external contamination at the base of certain ampoules in a
particular batch with new information confirming a potential contamination on other batches
justifying the withdrawal of all the batches. This defect does not affect the quality of the contents of

the ampoules but it can involve the accidental exposure of the personnel by the product.

A new presentation Amsalyo is now available and a replacement process is currently ongoing through

the local representative.
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Batch Number Expiry Date Pack Size First Distributed
All batches

For more information please contact:

Karl De Marco
Medicines Inspector
Tel: 00356 234 39 116
karl.de-marco@gov.mt

Medicines Authority
198, Rue D'Argens, Gzira, GZR 03 — Malta.
Tel. (+356) 23439000 Fax. (+356) 23439161 email: info.mru@gov.mt
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