Product Service

Verification Report
according to Directive 98/79/EC Annex IV.6 ALt

Inspire trus

No. ROC-07229542 23 03 062859

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

Mat-Nr.: 08836973190
HIV duo Elecsys E2G 300 V

Product: Elecsys HIV Duo Batch: 70486501
2" 8°C LTV TR T
Lot: 040001810974 13.03.2023
Sample No./Type:201175889/Y2
Batch: 70486501

Expiry Date: 30.11.2024

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 0613 Rev. 03.
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i.A. Dr. Ines Labugger
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 |dentification No. 0123.

To:

ROCHE Diagnostics GmbH cc: PEI-IVD, FAX +49 6103 77123
Dr. Sonja Leyrer

+49 8856 6016175

Headquarters: Munich
Trade Register Munich HRB 85742
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