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Verification Report
according to Directive 98/79/EC Annex 1V.6

No. ROC-07143737 23 07 064324

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

Mat-Nr.: 08814872190
Product: Elecsys HBsAg Il quant II HQWZ G2 quant G2 Elecsys

Batch: 73006301

27 8°C TP
Lot: 040002347227 06.07.2023

BatCh: 73006301 Sampie NO.}'IT\/DG',201375104,"'Y2

Expiry Date: 31.03.2025

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 0612 Rev. 03.
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i.A. Dr. llja Ovsiy
In-vitro Diagnostics

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. Sonja Leyrer
+49 8856 6016175
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