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GaDia SA

Percevent Ducrest

Route de I'lle-aux-Bois 1A
1870 Monthey

Bern, 3 February 2022

Notification according to Art 6. of the Medical Devices Ordinance (MedDO)' respec-
tively Art. 10 of the European Directive 98/79/EC

Product(s): 62883 Multiple Aspergillus species antigen IVD, kit, immunochromato-
graphic test (ICT), rapid;

Acknowledgement of receipt

Dear Sir,

Swissmedic (Competent Authority No. CH/CAO01) hereby acknowledges the receipt of your
notification dated 27.01.2022 for the above-mentioned product(s).

The obligation of notification for the above mentioned product(s) according to Art 6. of the
Swiss Medical Devices Ordinance (MedDO) respectively Art. 10 of the European Directive
98/79/EC is thus fulfilled.

This acknowledgement of receipt does not, however, constitute either an attestation of con-
formity, or an approval, or a quality assessment of the product(s). With this acknowledge-
ment, Swissmedic merely takes knowledge of the fact that the notifying person placing med-

1 Medical Devices Ordinance of 17 October 2001; SR 812.213

Schweizerisches Heilmittelinstitut

l Institut suisse des produits thérapeutiques
Istituto svizzero per gli agenti terapeutici
Swiss Agency for Therapeutic Products

Swissmedic | Hallerstrasse 7 | 3012 Bern | Schweiz | www.swissmedic.ch | Tel. +41 58 462 02 11 | Fax +41 58 462 02 12



Your reference: GaDia SA, 1870 Monthey
Our reference: Evelyn Kate Aeschlimann; CH-202201-0057

/’ .
S W] S S I I l e d.l c Contact, direct dialing: Division secretariat, +41 58 463 22 51

Page 2/2

ical devices on the market in Switzerland or in a treaty country does so at her own respon-
sibility.

Please note that we have entered the following data in our records for the notified product.
For future contact or correspondence, please always quote the notification number provided
below:

Notification No.: CH-202201-0057

Date of Notification: 27.01.2022

Classification of IVD: IVD Other

GMDN / EDMS Code: 62883

Generic Device Group Multiple Aspergillus species antigen IVD, kit, immunochro-
Term: matographic test (ICT), rapid

Manufacturer’s

Product Name:

Manufacturer: GaDia SA

Notified Body:

In the context of additional monitoring, Swissmedic reserves the right to ask for supplemen-
tary documentation or information.

Swissmedic has uploaded the notification information to Eudamed, the European Data-
bank on Medical Devices.

Yours sincerely,

Swissmedic — Swiss Agency for Therapeutic Products
Division Medical Devices Operations & Hospitals

Carulli Amico Sabina PNOFJW
03.02.2022
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Sabina Carulli Amico
Specialist assistant
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