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according to Directive 98/79/EC Annex IV.6

No. ROC-11820583122 2502 071499

Manufacturer: ROCHE Diagnostics GmbH
Sandhofer Strasse 116
D-68305 Mannheim

PSR Claseya HBoAg Mat-Nr.: 11820583122
HBeAg Elecsys cobas e 100
Batch: 84733501
27 8°C TR AR LT
Batch: 84733501 Lot: 040008355390 05.02.2025

Sample No./Type:2064071 93/Y2
Expiry Date: 31.10.2026

The above mentioned batch meets the batch release criteria established during design
examination and may be placed on the market. The design examination certificate
issued for this product is V7 010283 0631 Rev. 02.

Ref ID: 11820583122
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TUV SUD Product Service GmbH is Notified Body according to Council Directive 98/79/EC
concerning In-vitro Diagnostic Medical Devices with Identification No. 0123,

To:

ROCHE Diagnostics GmbH cc: PEI-IVD, FAX +49 6103 77123

Dr. Sonja Leyrer

+409 8856 6016175
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