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EC Declaration of Conformity
In accordance with the requirements of Directive 98/79/EC for in vitro diagnostic medical devices,
Annex |, we declare under our sole responsibility the conformity of the products.

We, the Paul Marienfeld GmbH & Co. KG, are registered as manufacturer respectively marketing
authorisation holder of in-vitro diagnostic devices at DIMDI (Deutsches Institut fir Medizinische
Dokumentation und Information).

We hereby certify that the following in-vitro diagnostic devices comply with the essential
requirements of Annex | to the Directive 98/79/EC and are suitable for use in accordance with
these regulations.

Product specification Registration no.
Micro slides for cells and tissue sections DE/CA 37/IVD/8/2

This registration number covers the products with following Art.No.

0704022 0810511 0810821 0906100 1216541 1216540 | 1216542 | 1216543 | 1216544
0704032 0810521 0810831 1320000 1215671 1215670 | 1215672 | 1215673 | 1215674
0810000 0810531 0810841 1320002 1216491 1216490 | 1216492 | 1216493 | 1216494
0810001 0810541 0810851 1320102 1216681 1216680 | 1216682 | 1216683 | 1216684
0810208 0810551 0811601 1320202 1215131 1215130 | 1215132 | 1215133 | 1215134
0810401 0810608 0811701 1216751 1216750 | 1216752 | 1216753 | 1216754
0810411 0810701 0830000 1216071 1216070 | 1216072 | 1216073 | 1216074
0810421 0810711 0830001 1216651 1216650 | 1216652 | 1216653 | 1216654
0810431 0810721 0890004 1216691 1216690 | 1216692 | 1216693 | 1216694
0810441 0810731 0900000 1216521 1216520 | 1216522 | 1216523 | 1216524
0810451 0810741 0900100 1216551 1216550 | 1216552 | 1216553 | 1216554
0810461 0810751 0901000 1216821 1216820 | 1216822 | 1216823 | 1216824
0810471 0810801 0901100 1216531 1216530 | 1216532 | 1216533 | 1216534
0810501 0810811 0906000 1216331 1216330 | 1216332 | 1216333 | 1216334

The conformity assessment procedure has been carried out in accordance with Annex Il without
point é of Directive 98/78/EC.

The above mentioned in-vitro diagnostic devices are neither covered by Annex Il nor infended
for self-application.

This declaration is valid until 25th May 2022.

Best regards,

Harry Marienfeld
Managing Director
Lauda-Konigshofen, 24" October 2019
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