VeNAIir

19t January, 2024

Dear customer,

We hereby confirm that the product VENA® TECHNOSIL DB manufactured by VENAIR is in

compliance with the following requirements:

e US FDA (Foods and Drugs Administration) Standard 21 CFR 177.2600.

e German BfR Standard part XV.

The requirements of ResAp 2004 (5), according to Reg 1935/2004/EEC, and Reg
10/2011/EEC.

ISO 10993-4, 5, 6 & 10

European Pharmacopoeia 3.1.9

3A Sanitary Standard 18-03 Class I (material)

USP Class VI standard.

Sincerely,

Firmado

Alva ro digitalmente por

Alvaro Calvillo
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Alvaro Calvillo
Quality Department
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