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Declaration of Conformity

Product Name

Histosette I, Histosette Il, Histosette Il Quickload, Unisette, Unisette
Quickload, Micromesh, Micromesh Quickload, , Slimsette, Slimsette
Quickload, Microsette, Microsette Quickload, Swingsette,
Swignsette Quickload, Macrosette, Superflow, Superflow Quickload,
E-Z Load Histosette I, Cassettes in Quickload

Intended use

Hold tissue specimens for further in vitro diagnostic

Product Codes

M385; M386; M392; M393, M405; M406; M407; M409, M410,
M430, M431, M432, M433, M434, M435, M460; M470; M471;
M474; M4A75; M476; M477, M478; M480; M482; M483; M485;
M486; M490; M491; M492; M493; M498; M499; M502; M503;
M505; M506; M507; M508; M509; M510; M511; M512; M515;
M516; M517; M518; M525; M526;M530; M531; M532; M533;
M534; M535;

Basic UDI-DI 667243
Simport Scientific Inc.
2588 Bernard-Pilon
Manufacturer .
Beloeil
Quebec J3G 4S5
Canada
Authorized W estervoortsedijk 60
Representative 6827 AT Arnhem
in Europe EC REP The Netherlands

SRN NL-AR-000000116
SRN NL-AR-000000116

Simport declares that the above-mentioned products meet the provision of the Regulation (EU)
2017/746 of the European Parliament and of the Council on In Vitro Diagnostic Medical Devices
and Regulation (EU) 2017/746 as transposed in the national laws of the Member States:

— That the products have been classified as general IVD and Rule 5(c),class A (Low Individual
Risk and Low Public Health Risk);

— That the products listed above are in conformity with the Annex Il (Essential Requirements) and
11l of Regulation (EU) 2017/746

— That the products do not contain medicinal substances;

— That the products do not contain animal tissues.
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Rossano Morgan-Cavallaro, QA/RA Agent
Place and Date: Beloeil, May 28, 2024

2588 Bernard-Pilon, Beloeil, QC, J3G 4S5, Canada

T: (450) 464-1723
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