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TUY PS-IVD

Mat-Nr. 11820613122
Anti-HBe Elecsys cob

Ch:17443203
+2°C bis +8°C

Pi: 040000593702
Startdatum: 24.03.2014

Verification Report

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

No. ROC-11820613 14 04 029284

Manufacturer:
Nonnenwald 2

D-82377 Penzbery

ROCHE Diagnostics GmbH

Elecsys and cobas e analyzers

Product; Anti-HBe
Batch: 17443203
Expiry Date: 03-2015
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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 12 07 10283 268.

Date, 2014-04-18

V. L

A, Dr Volker Schititer

In-vitro-Diagnostika

TV SUD Product Service GmbH is Notified Body according to Council Directive 98/79/EC

coneerning In Vitro Diagnostic Medical Devices with Identification No. 0123,

To {via Telefax):

ROCHE Diagnostics GmbH
Dr. Rainer Bauerlegin

08856 / 60-3647

Haadquariars: Munich
Trada Reglster Mupich

HRB BST42

VAT, DE 120484287

UniCradit Bank AG Managing Directara:
BIC HYVEDEMMNXX Robert Kees (CEQ)

IBAN DE3 7002 02700048 8522 11 Dr. lens Butenandt
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Tel: +49 84 5006-4483
Fax: +49 34 50084475
wirtuey-sued.de
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