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SIPSEN

Food and Drug Administration of Iran (IFDA)
November 25— 2024
To whom it may concern,

FALSIFIED PACKS of DYSPORT® 500U IN IRAN (BATCH No U24526)

IPSEN was notified by our partner in IRAN namely DARYAN SALAMAT, of a suspect case of DYSPORT®
500U reported from the market for batch number U24526 and expiry date 12/2024.

Upon initial investigation and based on the provided photographs, IPSEN has concluded that these packs are
counterfeits: Indeed, batch number U24526 is not a DYSPORT® genuine batch number, and the packaging is
a falsified design of carton that was used for SWITZERLAND market.

A cumulative search of Ipsen’s Global Safety Database up to 22 Nov 2024 for cases associated with the
aforementioned batch number was conducted and did not reveal any safety cases.

There have been no quality issues detected for genuine batches of DYSPORT® 500 in Iran.

IPSEN treats all cases of counterfeiting seriously and will continue to investigate this matter: In the meantime,
IPSEN would like to assure you that only genuine DYSPORT® is imported by IPSEN or its authorized
distributor in Iran.

IPSEN would welcome your support and assistance in reiterating to relevant parties that only authorized
distributors in Iran can guarantee the genuine product safety, authenticity, efficacy, and safe storage conditions.
There is a risk to patient safety should DYSPORT® be purchased from an illegal outlet.

IPSEN would also like to reemphasize the importance of healthcare practitioners in Iran to continue
validatingwith Iran FDA suspicious packs of DYSPORT® in Iran as per the local regulations in Iran as well as to
report them to IPSEN and its appointed pharmacovigilance authorized representative in Iran namely — Daryan
Salamat Pharma Group.

We are looking forward to collaborating with you in addressing the aforementioned topic.

Yours sincerely

Dr. Fatima Zaid Abu Zanat
Regional Director of Regulatory Affairs & Scientific Office
fatima.z.abuzanat@ipsen.com
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