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Declaration of Conformity

Product Name

Cassettes and Accessories

Product Codes

M385; M386; M405; M406; M407;: M460; M470; M471; M474;
M475; M476; 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; M520 and M521 Series

Simport Scientific Inc.
2588 Bernard-Pilon

Manufacturer | Beloeil
Quebec J3G 4S5
Canada
Authorized I EMERGO EUROPE
g Prinsessegracht 20
Re_presentatlve EC REP 2514 AP The Hague
I Europe The Netherlands

Simport declares that the above-mentioned products meet the provision of the Council
Directive 98/79/EC for In Vitro Diagnostic Medical Devices and Directive 98/79/EC as
transposed in the national laws of the Member States:

— That the products have been classified as general VD and class A (Low Individual
Risk and Low Public Health Risk);

— That the products listed below are in conformity with the Annex [l (Sections 1 to 5),
and annex | (Essential Requirements) of Directive 98/79/CE;

— That the products do not contain medicinal substances;

— That the products do not contain animal tissues.

(o By

Annette Roy

Quality Assurance Coordinator
Place and Date: Beloeil, May 4, 2018

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