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0019255-24/02/2016-AIFA-COD_UO-P

RAPID ALERT NDTIFICATION OF A QUALITY DEFECT/RECALL

IMPORTANT - DELIVER IMMEDIATELY Ref. IT/1/2/01
1.To: (see list attached, if more thap one)
2.Product Recall Class of Defect: | 3.Counterfeit / Fraud {specify)*: Counterfeit
4.Product: Dysport S.Marketing Authorisation Number:*
For use in Humans/ anirmal
6.Brand/Trade Name: Dysport 7.INN or Generic Name: botulinum toxin

8. Dosage Form: powder for solution 9, Strength: 500 UI
for injection

10.Batch/Lot Number: A00703; 11.Expiry Date: 02/2017
F05302 11/2016
12, Pack size and Presentation: vials 13. Date Manufactured:
. without secondary packaging
14. Marketing Authorisation Holder: Ipsen S.p.A.
15. Manufacturer: 16. Recalling Firm (if different):

Contact point:

17. Recall Number Assigned (if available): Ref. IT/1/2/01

18. Details of Defect/Reason for Recall: An Italian physician has found during his activity some vials
of the medicine Dysport 500 Ul (API batulinum toxin), batch A00703 expiry date 02/2017 and batch
F05302 expiry date 11/2016, showing quality defects related the closure (the vials were not easy to
open due to the strong adherence of the aluminum cap to the glass). The vials showed also leakage

of the powder.
The Marketing Authorization Holder {IPSEN S.p.a.) declared that the batch numbers were fake and

didn't match with the genuine ones.

19.Information on distribution including exports (type of customer, e.g. hospitals):

20. Action taken by Issuing Authority: communication to the general public through the official
website and to the Health professionals organizations {(healthcare professionals)

21.Proposed Action:

22 From {Issuing Authority): 23.Contact Person: Domenico Di Giorgio, Ph D.
AIFA — Product Quality and Counterfeiting Office d.digiorgio@aifa.gov.it

. medicrime@aifa.gov.it

24.signed: Domenico Di Giorgio '~ N 25.Date: 26.Time:*
LNk 24 February 2016
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