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Sample provider: Seizure/Direct sampling 

 
Date of seizure: 18/06/2021 

 
Sample origin: Wholesaler Swiss wholesaler bought 40 packs from Turkish wholesaler. One pack was falsified. 

Email: Phone: Other contact: 

Type of reporting entity: Health 

 
Name of the reporting entity:  

 Reporting country:  

Reporting date: 16/07/2021 

Main contact:  

 
Phone:  

 
Email:  

 
Laboratory / Authority case number: 20210604-01 

Administrative information 

Unique identifier (A list can be attached at the end): 39915243665215 

 
Quantity (seized or received) and/or pack size: 2 

 
Language labelling: Turkish 

 
Manufacturer/Marketing authorisation holder: Marketing authorisation holder (MAH) 

 
Name: Takeda TR 

 
Distribution path: Distributor 4 TR wholesalers in the supply chain involved, 5 TR wholesalers involved in total 

 
Legal status in the reporting country (from a regulatory perspective): Licensed 

Expiry date: 30/04/2024 Batch number: 11980412 

Primary/Secondary: primary 

Therapeutic class labelled: Anticancer agents 

 
Packaging type: Other (Please specify) Vial 

Unit of measurement: mg 

Product type: Medicinal products for human use 

 
Medical device group: 

 
Medical device class: 

 
Notified Body name and address for MD: 

 
MD registered with competent authority: 

 
Product name labelled: Adcetris 50 mg 

 
Dosage form: Powder Powder for concentrate for solution for infusion 

 
Active ingredient labelled: brentuximab vedotin Strength: 50 

Product description 
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Other analytical parameters: 

 
Details for mass information: 

Mass Information 

Analytical conclusion: Other (Please specify) no differences to genuine API identified 

 
Criminal phenomenon: Falsified falsified secondary packaging, maybe falsified primary packaging 

Outcome 

Involved authorities: Enforcement team, Inspectorate Swissmedic inspectorate was involved because Swiss company is a 

licensed wholesaler 

Public health risk assessment: Unknown 

 
Risk communication: Rapid alert WGEO, No publication 

 
Withdrawal / Recall information: Distribution stopped 

Follow-up / Actions 

Batch number 11980412 (Exp. 04/2024 - 50 mg) is a genuine Turkish Batch number, but the falsified vial could be identified as 

falsification based on several differencies: 

 
Secondary packaging material with several differencies in presentation (see attached photos; left falsification, right original). 

Duplicate of Turkish serialisation code found. Falsified vial found with different primary packaging batch number (11933513, Exp. 

10/2023). This primary packaging batch number is genuine, but the aluminium crimp cap batch number is not genuine. The batch 

number on the aluminium crimp cap of the falsified pack is unknown to Takeda. 

 
Chemical analysis showed no difference between the two seized packs. 

 
Takeda confirmed all involved batch numbers imported by the Swiss wholesaler to be genuine including the primary packaging 

batch number of the falsified pack. Currently there is no indication that the other 39 imported Adcetris packs were falsified. 

 
26.07.2021: Corrigendum according to updated statement from Takeda (revision of italic text above): The above 

mentioned batch number on the aluminium crimp cap of the falsified pack is confirmed as genuine, it belongs to primary 

packaging numer 11933513. 

Additional information / comments 

 
 

 

 

 

 
 

 
Photos 

Analytical information: 

Unit of measurement: mg/unit Strength: 50 

Analysed: Yes 

 
Active ingredient identified: brentuximab vedotin 

Product assessment 
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