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Safety Communication

Counterfeit product

Device/ Product Description: | Vascular Prostheses

Brand Name: UNI-Graft K DV
Lot numbers/Serials: NA
Manufacturer: Aesculap AG

In the cause of an internal investigation, Aesculap AG became aware

Problem:
of product counterfeit of the UNI-Graft K DV vascular prostheses.

e Check all Uni-Graft K DV Vascular prostheses for correct
packaging before use; prostheses that are not correctly packed
and labelled as described below must not be used:

- Aesculap AG always delivers the products in double sterile

Recommendation/Actions: packaging in cartons of 1 piece each. The counterfeit

products are only single packed.
- CE sign is missing on the counterfeit goods.
e You can read the complete Safety Alert that includes

recommendations from ( HERE).

Devices/Products photo:
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http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
http://www.sfda.gov.sa/en/Pages/default.aspx
https://mhra.filecamp.com/public/file/3qpv-cpqtipa1
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You should be aware of the mentioned risks in the notice and contact the Authorized Representative of
your product for corrective action.

National Center For Medical

Devices Reporting

Healthcare Professionals should report any adverse events suspected to be associated with affected
devices above (or other Medical Devices) to:

National Center for Medical Devices Reporting.

Medical Devices Sector

Saudi Food and Drug Authority

Postal Address: Saudi Arabia - Saudi Food and Drug Authority
4904 northern ring branch rd - Hitteen Dist.

RIYADH 13513 - 7148

Tel: +966 (11) 2038222 Ext: 2995, 2952

Fax: +966 (11) 2757245
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