Mat-Nr.: 04687787190

HBsAg G2 Elecsys cobas &

Batch: 42037103

278°C TR
Lot: 040000492216 08.10.2019
Sample No./Type:200288623/Y2

Product Service
Verification Report
according to Directive 98/79/EC Annex IV.6 ot

No. ROC-04687787 19 10 047450

ROCHE Diagnostics GmbH
Sandhofer Strasse 116
D-68305 Mannheim

Manufacturer:

Product: HBsAg Il

Elecsys and cobas e analyzers
Batch: 42037103
Expiry Date: 30.04.2020

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.

Date, 2019-10-16

TUOV 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: -
Dr. Rainer Bauerlein
08856 / 60-3647

Headquarters: Munich
Trade Register Munich
HRB 85742

V.AT. DE 129484267

TUV SUD Product Service GmbH

Tel: +49 89 50084483 Invito Diagrostia

Fax: +49 89 50084475

UniCredit Bank AG Geschafisfihrer: Ridlerstrale 65
BIC HYVEDEMMXXX Dr. Peter Havel (Sprecher) www tuev-sued.de 80339 Miinchen
IBAN Di13 7002 0270 0046 8522 11 Dr. Jens Butenandt R1V A Gemany
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