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Enhancing precision
cancer diagnastics

EU Declaration of Conformity epred
To IVD REGULATION (EU) 2017/746

We hereby declare under our sole responsibility that these products conform with the relevant
provisions of the EU IVD Regulation 2017/746. The devices specified in the product list also conform
to the following regulations that provides for the issuing of this EU Declaration of Conformity:

e REACH 1907/2006
1272/2008

We confirm that the CE-marked IVDs listed in the appendix are manufactured under a controlled and
approved Quality Management System that maintains a post market surveillance and vigilance
procedure. Each of the listed CE-marked IVD has been verified against defined criteria and found to be
in compliance with the General Safety and Performance Requirements of Annex | in the EU IVDR
2017/746 priorto being placed on the market.

Approved by: Place of Issue: Kalamazoo, USA

Date of Issue: 28-November-2022

Revision: 2.0

Mark Ramser
Vice President Quality and Regulatory
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Appendix 1 — Device Information:

Catalog Number | Product Name GMDN Code

4280L Disposable 00673693074384

4275H Disposable 00673693074322

1001259 Premium High Profile Microtome Blades 00673693214995

1001593

3150734 HP35 Coated Microtome Blade 00673693222549

3051835 MX35 Premier Microtome Blade 00673693221696 42440

3050835 MB DynaSharp Microtome Blade

3050822 MB22 Premier Microtome Blade 00673693221665

3052835 MX35 Premier+ Microtome Blade 00673693221702

3053835 MX35 Ultra Microtome Blade 00673693458856

3153735 HP35 Ultra Microtome Blade 00673693591508

7702 Standard Microtome Knife 125 mm 00673693233149

7704 Standard Microtome Knife 250 mm 00673693233187

7619 Stainless-Steel Microtome Knives | 00673693232913

7719 Stainless-Steel Microtome Knives 00673693233200

2222004 Microtome Knife D-Profile 160 mm 00673693220507

2222005 Microtome Knife C-Profile 240 mm 00673693220514
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Catalog Number | Product Name (GTIN) GMDN Code

2222006 Microtome Knife D-Profile 240mm 00673693263177

5601006 Tungsten Carbide D-Profile Microtome 00673693226707Knives

152010 Microtome Knife, 12 CM, C

152020 Microtome Knife, 16 CM, C 00673693063500

152050 Microtome Knife, 30CM, C 00673693063753

152060 Microtome Knife, 12 CM, D 00673693063760

152070 Microtome Knife, 16 CM, D

152080 Microtome Knife, 22 CM, D 00673693063784

152090 Microtome Knife, 25 CM, D 0067369306379 1 42439

152100 Microtome Knife, 30 CM, D 00673693063807

Adamas Blades for Disposable Magnetic
Blade Carriers 60 mm 10/cs

Adamas Blades for Disposable Magnetic
Blade Carriers 80 mm 10/cs
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