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IPSEN Qe

Innovation for patient care

Product Complaint Response Letter
14-Nov-2024

Dear,

This letter is in response to the customer product complaint of Dysport 500U corresponding to Batch number
U88691 received by IPSEN on 22-Oct-2024.

» The Complaint is summarized as Follows:

Global Quality ComOps received a complaint from Daryan Salamat about Dysport, as follow:

"Please kindly be informed that we have received a suspect case of Dysport 500 with Turkish make-up from field with Bat. No.
U88691 and Exp. Date 11/2025. You may kindly find enclosed the respective photos. | appreciate your kind assessment of the
product.”

> Final Complaint Investigation and CAPA:

/Details of Authentic Batch
U88691 IS NOT A GENUINE Batch number.

Case Conclusion
Based on the images provided — U88691 IS COUNTERFEIT
ths is the first reported case of U88691.

» Conclusion and Corrective action and Preventive Action (CAPA), If applicable:

The Complaint was assessed and was determine as Substantiated.

The root cause was identified as Complaint Handling : Confirmed counterfeit / Falsified product

This Investigation and all supporting documentation are maintained under COMP-005055 in our validated
Product Complaints Management system. All necessary corrective and preventive actions will be addressed, if
applicable.

The manufacturing investigation of this complaint is considered Closed. We regret any inconvenience this matter
may have caused. If you have any further Questions, please contact us at your earliest convenience.

Sincerely,

Signature

Aurore Compaghnon

IPSEN PHARMA
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