Product Service

Verification Report

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

Inspire trust.

No. ROC-04687787 20 01 048482
Manufacturer: ROCHE Diagnostics GmbH
Sandhofer Strasse 116
D-68305 Mannheim

Product: HBsAg I Mat-Nr.: 04687787190
Elecsys and cobas e analyzers  HBsAg G2 Elecsys cobas e
Be_xtct:: 43702603
278°C I
Lot: 040000613608 09.12.2019
Batch: 43702503 Sample No./Type:200303062/Y2
Expiry Date: 31.07.2020

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 0610 Rev. 00.

L.ADF. Laura Scaveno
" In-vitro-Diagnostika

Date, 2020-01-02

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

Dr. Rainer Bauerlein
08856 / 60-3647

CC. ~--

Headquarters: Munich
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