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DECLARATION OF CONFORMITY

Manufacturer
A. MENARINI DIAGNOSTICS S.R.L.
Via Sette Santi 3
50131 Firenze, Italy

Product Category
Blood glucose measuring systems for self testing and other systems for self testing

Model
GlucoMen® areo blood glucose measuring System

Comprising:
GIVO Code
21.07.10.01
11.70.01.01
11.70.01.50
11.70.01.50

Classification
Device in Annex II list B
(Directive 98/79/EC for in vitro diagnostic medicai devices)

Conformity assessment  ute
Annex IV applied
(Directive 98/79/EC for in vitro diagnostic medicai devices)

We hereby declare that thè above mentioned products meet thè provisions of thè Directive 98/79/EC
(and its relevant transposition into thè national laws of thè Member States in which thè device is
intended to be placed on thè market) concerning in vitro diagnostic medicai devices.
The Quality System established and maintained by thè manufacturer, along with thè relevant
technical documentation, is submitted to periodical surveillance by thè

Notified Body
TUV SUD Product Service GmbH
Ridlerstrasse 65, Munchen, Germany, D-80339
Id-No. 0123

EC certificate: V1 030532 0020 Rev. 01 Valid until: 2024-05-26

The present declaration is valid until 2024-05-26.

Description
GlucoMen® areo
GlucoMen® areo Sensor
GlucoMen® areo Control N
GlucoMen® areo Control H

Signature:
i L    

Dr. Fabio Piazzalunga
General Manager and Legai Representative

Date: 2020-12-14

A. MENARINI DIAGNOSTICS S.R.L. - CAPITALE SOCIALE € 30.000.000 I.V. - SOCIETÀ' CON SOCIO UNICO - VIA SETTE SANTI, 3 - 50131 FIRENZE - TEL.055.56801 - C.P. 4063 - 50100 FIRENZE -
REO AEE N.IT08030000004131- C.F., P.I.V.A. E REG.I PRESE FI 05088870483 - SOCIETÀ SOGGETTA ALL'ATTIVITÀ DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE
RIUNITE S.R.L. - VIA SETTE SANTI, 3 - 50131 FIRENZE - P.l. 00395270481 - SEDE OPERATIVA : VIA LUNGO L'EMA, 7 - LOCALITÀ' PONTE A EMA - 50012 BAGNO A BIPOLI (FI)

HEADQUARTERS - ITALY - EXPORT DIVISION: A. MENARINI DIAGNOSTICS S.r.l. - Firenze - AUSTRIA: A. ME ARINI G.m.b.H. - Wlen - BELGIUM: ME ARINI DIAGNOSTICS BENELUX S.A N.V.-
Zavenlem - FRANGE: A. MENARINI DIAGNOSTICS FRANGE S.A.R.L. - Paria - GERMANY: A. MENARINI DIAGNOSTICS DEUTSCHLAND DIVISION DER BERLIN-CHEMIE AG - Berlin - GREECE:
MENARINI DIAGNOSTICS S.A. - Alhens - THE NETHERLANDS: MENARINI DIAGNOSTICS BENELUX N.V. - Valkenswaard - PORTUGAL: MENARINI DIAGNÓSTICOS LDA - Llsbon - SPAIN: A. MENARINI
DIAG OSTICOS S.A. - Badalona (Barcelona) - SWEDE : A. MENARINI DIAGNOSTICS S.r.l. - MalmO - SWITZERLAND: A. MENARINI DIAGNOSTICS S.R.L. - ZQrich - U.K.: A. MENARINI DIAGNOSTICS

S Ltd. - Woklngham


