HMA WGEO Rapid Alert Form
Falsified or illegal product found in the illegal supply chain

Unigue Reference NO (to be filled by Member State issuing alert):
Date: | Time: | Initials:

Please complete sections 1 to 5 providing as much information as possible,

1. REPORTING PERSON
Name: Position:

Organisation:
Address:

Telephone No: ‘ Ext:

e-mail address:

2. PRODUCT DETAILS

Product name: Dysport 500U

Analysed: YES [] NO [
If yes, result of analysis:

3. DISTRUBUTION METHOD
Intemet: YES[] NO [

Internet: Non internet, advise full details:
Enquires show the UK customer
obtained 50 units of the falsified product
URL- from Masoret Trading and Import Souliou

8, Limassol 3016 CY. Their
representative named Negrin Bexkzadeh

Manufacturer: Ipsen Ltd

Website address:

Supplier: Masoret Trading and Import Souliou 8, Limassol 3016 CY

Other details:

Legal status: Banned [] Falsified P Unlicensed [] Stolen []

Currency of payment:

Dosage form: Powder for solution for injection
Strength: 500 units
Batch / lot no: U14534

Is batch number genuine: Yes ] No[]

Has product reached patients/consumers? YES
4. RISK TO PUBLIC HEALTH
Adverse reactions: YES [ ] NO [

If yes to the above, advise batch destination country:

The batch number reported in this case is an Authentic batch number used for
a batch that was supplied to Turkey in August 2021. The expiry date on the
Authentic Pack is 03/2023.

Expiry date on falsified pack: 11/2023

Language of packaging: English (original batch was in Turkish)

Date of discovery: 14/06/2022

Details of discovery: Ipsen report via MHRA yellow card system that they were

forwarded images by a UK customer of Dysport 500 in English Livery, visual
analysis confirms falsified packaging. No actual product located.
Enquires show the UK customer obtained 50 units of the falsified product from

Masoret Trading and Import Souliou 8, Limassol 3016 CY

If yes, please advise details:

Medical assessment details:

5. NEED FOR PUBLICITY

Are you making a public statement? YES [] NO [ (not yet)
Are you issuing a press release? YES[] NO [

Are you recalling product? YES [] NO [

If yes to any of the above, when do you intend to take action?

6. DISSEMINATION

Are you content for this Rapid Alert to be shared outside WGEO membership?
YES P4 NO [] (please see below)

If yes, please specify which of the below you are content for this to be shared with




See Photos below of the Counterfeit case Images.
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Retained packaging of the actual batch.




