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TO IVD REGULATION (EU) 2017/746 ey

=nng

EU Declaration of Conformity epl" edk}

Legal Manufacturer's Name: New Erie Scientific LLC
Legal Manufacturer's Address: 20 Post Road, Portsmouth, NH 03801 USA
SRN (Single Registration Number): US-MF-000008165

New Erie Scientific LLC declares that the In Vitro Diagnostic Medical Devices listed in
this declaration are in conformity with all applicable provisions of Council Regulation
(EU) 2017/746 of 5 April 2017 on In Vitro Diagnostic Medical Devices and are therefore
entitled to bear the CE Mark.

Product Trade Name Microscope Slide Coverslips

Microscope slide coverslips are suitable for cellular and tissue
specimen preparation for microscopic analysis intended for
diagnostic use.

Microscope slide coverslips serve as a physical barrier to protect
the specimen from mechanical forces and environmental
exposure.

Class A, Rule 5, Indent (a) per EU IVDR 2017/746.

Intended Purpose

Classification &
Classification Rules

Conformity

Assessment Route In accordance with Article 17 and Annex IV of IVDR 2017/746

Product Number See Appendix 1
Basic UDI-DI 081004133NES002MQ
Nomenclature 15687

Initial CE Release Date | Year 2000

Authorized
Representative Name
and Address

Authorized
Representative SRN

Epredia Netherlands B.V.
Essendonk 30, 4824 DA Breda, Netherlands.

NL-AR-000001488
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TO IVD REGULATION (EU) 2017/746

Enhoncing precision
cancer diggnostics

We hereby declare under our sole responsibility that these products conform with the
relevant provisions of the EU IVD Regulation 2017/746.

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 prior to being placed on the

market.
Approved by; Place of Issue: Kalamazoo, US
% Date of Issue: 25-November-2022
/ Py
Mark Ramser Revision: 4.0

Vice President, Quality & Regulatory
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To IVD REGULATION (EU) 2017/746 Enhancing precision
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Appendix 1 — Device Information:

Product Name SAP Sales item code
Cover Slips BC23450620A133MNZ1
Cover Slips BB02400500A113MNZ0
Cover Slips BB02200220A153MNZ0
Cover Slips BB02400600A113MNZ0
Cover Slips BB01800180A153MNZ0
Cover Slips BB02000200A153MNZ0
Cover Slips BB01800180A123MNZ0
Cover Slips BB02400400A113MNZ0
Cover Slips BB02400500S113MNZ0
Cover Slips BB02200220A123MNZ0
Cover Slips BB02400240A153MNZ0
Cover Slips BB02400320A113MNZ0
Cover Slips CBOOO90RA120AUTO
Cover Slips BB02400500A113AUTO
Cover Slips BB02400400A133MNZ0
Cover Slips BB02400500SC13MNZ0
Cover Slips BB02200320A113MNZ0
Cover Slips BB02400500AC13MNZ0
Cover Slips BB02200500A113MNZ0
Cover Slips BE02200500A163MNZ0
Cover Slips CBO0120RA120MNZ0
Cover Slips BB02400550A113MNZ0
Cover Slips BB02400600AC13MNZ0
Cover Slips BB01500150A1D3MNZ0
Cover Slips BB02200400A113MNZ0
Cover Slips BB02400240AC23MNZ0
Cover Slips BB02400500A133MNZ0
Cover Slips BB02000200A123MNZ0
Cover Slips BB02400240A123MNZ0
Cover Slips BE02200220A163MNZ0
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Enhancing precision

cancer diagnostics

Cover Slips CBO0O120RAC20MNZ0
Cover Slips BB02100260A113MNZ0
Cover Slips CBO0180RA120MNZO0
Cover Slips BB02400360A113MNZ0
Cover Slips BB02400600A113AUTO
Cover Slips BB02200220AC53MNZ0
Cover Slips BE02400600A163MNZ0
Cover Slips BB02200220AC23MNZ0
Cover Slips BE02400400A163MNZ0
Cover Slips CBOO100RA120MNZ0
Cover Slips CBO0130RA120MNZ0
Cover Slips BB01800180A120MNZ1
Cover Slips BB01800180A150MNZ0
Cover Slips BB02200320AC13MNZ0
Cover Slips BB02000200A153FSTO
Cover Slips BB02400600S113MNZ0
Cover Slips BB02000200A153MNZ1
Cover Slips BB02000200A1D3MNZ0
Cover Slips BB02400460A113MNZ0
Cover Slips BC02600760A140MNZ1
Cover Slips BB02200220A153MNZ1
Cover Slips BB02200220AC23AUTO
Cover Slips CBO0O150RA120MNZ0
Cover Slips CBOO130RAC20MNZO0
Cover Slips BB02400600SC13MNZ0
Cover Slips BB02200400A133MNZ0
Cover Slips BB01800180AC20MNZ0
Cover Slips BB02400400AC13MNZ0
Cover Slips BE02200400A163MNZ0
Cover Slips BB02200400AC13NZTO
Cover Slips BB02400400S113MNZ0
Cover Slips BB02200600A113FSTO
Cover Slips CBOOO50RA120MNZ0
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Enhancing precision

cancer diagnostics

Cover Slips BB02200600A233MNZ0
Cover Slips BB02200600AC13AUTO
Cover Slips BB02400240A123AUTO
Cover Slips BB02400240A1D3MNZ0
Cover Slips BC06351183A140MNZ1
Cover Slips BB02400320A233MNZ0
Cover Slips CBO0180RAC20MNZ0
Cover Slips CBO0250RAC33MNZ0
Cover Slips CBOO140RA120MNZ0
Cover Slips BB02400400A113MNZ1
Cover Slips BC0O5100750A140MNZ0
Cover Slips BB02400400A183MNZ0
Cover Slips BB02400400A213MNZ0
Cover Slips BB02400550S113MNZ0
Cover Slips BB02000200AC53FSTO
Cover Slips BB02500500A113MNZ0
Cover Slips CBOOO80ORA120MNZ0
Cover Slips BB02400500A113MNZ1
Cover Slips BB02400320AC13MNZ0
Cover Slips CBO0O150RAC20MNZ0
Cover Slips BB02400550SC13MNZ0
Cover Slips BB02200400AC13MNZ0
Cover Slips BB02400600A113CMLO
Cover Slips BC02200260A113MNZ0
Cover Slips BB02200220A223MNZ0
Cover Slips BB02400600A113MNZ1
Cover Slips BB02400500A033MNZ0
Cover Slips CBO0240RA120MNZ0
Cover Slips CBOO100RA020MNZO
Cover Slips BB02400500A183MNZ0
Cover Slips CBO0200RA120MNZ0
Cover Slips BC02400650A133MNZ0
Cover Slips BB02400600SC13MNZ2
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Enhancing precisior

cancer diagnostics

Cover Slips BB02400600SC33MNZ0
Cover Slips BB02500400A233MNZ0
Cover Slips CBOO100RAC20MNZ0
Cover Slips CBO0220RA120MNZ0O
Cover Slips CBOO060RA120MNZ0
Cover Slips BB02200600A113MNZ0
Cover Slips BB02400600A033MNZ0
Cover Slips BC02400260A113MNZ0
Cover Slips BC02400640A133MNZ0
Cover Slips BCO5000600A140MNZ0
Cover Slips BE02200300A163MNZ0
Cover Slips BC02500320A113MNZ0
Cover Slips BB02200500AC13AUTO
Cover Slips BC02400640A133AUTO
Cover Slips BCO5000650A140MNZ0
Cover Slips CBO0120RA120AUTO
Cover Slips BB01500150A123MNZ0
Cover Slips BB02400240AC53MNZ0
Cover Slips CBOOOS0RA120MNZO
Cover Slips BC02200640A133MNZ0
Cover Slips CBO0320RA140MNZ0
Cover Slips CBO0O250RA133MNZO
Cover Slips BB02400360AC13MNZ0
Cover Slips BB01800180AC53MNZ0
Cover Slips BB02200500AC13MNZ0
Cover Slips CBOO300RAC40MNZ0
Cover Slips CBO0160RA120MNZ0
Cover Slips BB02500600A113MNZ0
Cover Slips BE02200700A173MNZ0
Cover Slips BE02400500A073MNZ0
Cover Slips BE02400500A163MNZ0
Cover Slips BE02500600A173MNZ0
Cover Slips CBOO100RA120AUTO
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Enhancing precis
cancer diagnostics

1

Cover Slips BB01800240A153MNZ0
Cover Slips CBOOOSORA020MNZ0
Cover Slips CB00400RA140MNZ0
Cover Slips BB02000200AC53MNZ0
Cover Slips BB02400320A133MNZ0
Cover Slips BB02000200AC23MNZ0
Cover Slips CBO0115RA220MNZ0
Cover Slips BB02400320A113AUTO
Cover Slips BB02400600A133MNZ0
Cover Slips BB02200220A2D3MNZ0
Cover Slips CBO0150RA020MNZ0
Cover Slips CBO0O300RA140MNZ0
Cover Slips CBO0180RA020MNZ0
Cover Slips CBO0120RA020MNZ0
Cover Slips CBO0250RA033MNZ0
Cover Slips CB00210RA020MNZ0
Cover Slips CB00220RAC20MNZ0
Cover Slips CBO0350RA140MNZ0
Cover Slips CBO0250RAC33AUTO
Cover Slips CBO0340RA240MNZ0
Cover Slips CBO0340RACA0MNZO
Cover Slips CBOO350RA040MNZ0
Cover Slips BB02200320A113FSTO
Cover Slips CBO0400RA240MNZ0
Cover Slips CBOO500RA140MNZ0
Cover Slips CB00470RAC40MNZO
Cover Slips CBOO180RA120AUTO
Cover Slips BB02400400M113CMDO
Cover Slips BB02400500A233MNZ0
Cover Slips CBO0130RA020MNZ0

. Cover Slips BCO4400680A140MNZ0
Cover Slips BB02100260A133MNZ0
Cover Slips BB02400400SC13MNZ0
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Cover Slips CB00220RA223MNZ0
Cover Slips CBO0190RA120MNZ0
Cover Slips CB00120RA220MNZ0
Cover Slips BB02400500AC13AUTO
Cover Slips BB02400550A113AUTO
Cover Slips BB02400600AC13AUTO
Cover Slips CBOOO60RA020MNZ0
Cover Slips CBOOO80ORA120AUTO
Cover Slips CB00130RA120AUTO
Cover Slips CBOO0O50RA120AUTO
Cover Slips BE02500600A173AUTO
Cover Slips BB02200600AC13MNZ0
Cover Slips BC04400640AC40MNZ0
Cover Slips CBO0O190RAC20MNZ0
Cover Slips BB01800240A123MNZ0
Cover Slips BB02400550AC13MNZ0
Cover Slips BC02600760A140MNZ0
Cover Slips BC05400700A140MNZ0
Cover Slips CBO0190RA020MNZ0O
Cover Slips CB0O0250RA233MNZ0
Cover Slips BB01800180A220MNZ0
Cover Slips BB01800240AC23MNZ0
Cover Slips BB02200400AC13FSTO
Cover Slips BB01800180A2D3MNZ0
Cover Slips CBOO190RA120FSTO
Cover Slips BB02400480A113MNZ0
Cover Slips BC02200640AC33MNZ0
Cover Slips CBOOO8ORAO20MNZO
Cover Slips BB01500150A1D3AUTO
Cover Slips CBO0250RA133AUTO
Cover Slips CBO0O190RA120AUTO
Cover Slips CBO0O150RA220MNZ0
Cover Slips CBOO190RA220MNZ0
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Enhancing precision
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Cover Slips CBO0200RAC20MNZ0
Cover Slips BB01500150A2D3MNZ0
Cover Slips CBO0180RA220MNZ0
Cover Slips CB0O0220RA120AUTO
Cover Slips CBOO150RA120AUTO
Cover Slips CB0O0O200RA020MNZ0
Cover Slips CBO0160RA120AUTO
Cover Slips BE02200700A173AUTO
Cover Slips BB01500150A223MNZ0
Cover Slips BB02200320A113NZT0
Cover Slips BB02400400A233MNZ0
Cover Slips BB02400600A233MNZ0
Cover Slips BB02400600SC13FSTO
Cover Slips BC03500640A140MNZ0
Cover Slips BC05200720A140MNZ0
Cover Slips BC05700640A140MNZ0
Cover Slips BC07701120A240MNZ0
Cover Slips CBOO420RA140MNZO
Cover Slips CB0O0470RA140MNZ0
Cover Slips CBO0O350RAC40MNZ0
Cover Slips BCO6601000A140MNZ1
Cover Slips BC02200250A133AUTO
Cover Slips BC02200250A133MNZ0
Cover Slips BC02200260A233MNZ0
Cover Slips BC02200300A113MNZ0
Cover Slips BC02200440A233MNZ0
Cover Slips BC02200490AC13MNZ0
Cover Slips BC02200710A140MNZ0
Cover Slips BC02400440A113MNZ0
Cover Slips BC02400650AC33MNZ0
Cover Slips BC02400730A140MNZ0
Cover Slips BC02400740A140MNZ0
Cover Slips BC02400740AC40MNZ0

Form Name

EU Declaration of Conformity

Form (Template) Number

GL-FRM-27-0003

Form Template
Version

2.0

Page 9 of 11

This copy was retrieved from Vault by Warrick Dong on 09 Oct 2023 and is valid per site procedures.




Number: PM-SPN-27-0007

Version: 9.0

Status: Approved Approved Date: 30 Nov 2022
Microscope Slide Coverslips Part 3 - IVDR Declaration of Conformity (DoC)

EU Declaration of Conformity
TOIVD REGULATION (EU) 2017/746

epredid

Enhancing precision

cancer diagnostics

Cover Slips BC02400750A140MNZ0
Cover Slips BC02500250A233MNZ0
Cover Slips BC02500550A113MNZ0
Cover Slips BC02500750A240MNZ0
Cover Slips BCO3500550AC40MNZ0
Cover Slips BC04800640A140MNZ0
Cover Slips BCO5000700A140MNZ0
Cover Slips BCO1800300A133MNZ0
Cover Slips BCO5000750A140MNZ0
Cover Slips BC0O4400650A140MNZ0
Cover Slips BC04800600A240MNZ0
Cover Slips BCO5000640AC40MNZ0
Cover Slips BCO5000760A140MNZ0
Cover Slips BC02400700A133MNZ0
Cover Slips BCO5000550A140MNZ0
Cover Slips BC02200750A140AUTO
Cover Slips BC02600760AC40MNZ0
Cover Slips BC02500250A113MNZ0
Cover Slips BC04400440A140MNZ0
Cover Slips BC02200260AC13FSTO

Cover Slips BC02700470A140MNZ0
Cover Slips BC04000600A140MNZ0
Cover Slips BCO5000500AC40MNZ0
Cover Slips BC02500700A140MNZ0
Cover Slips BCO8500950A140MNZ0
Cover Slips BC02200700A133MNZ0
Cover Slips BCO4000500A140MNZ0
Cover Slips BC04500720A140MNZ0
Cover Slips BC02600600A140MNZ0
Cover Slips BC03200320A140MNZ0
Cover Slips BC04500750A140MNZ0
Cover Slips BC0O4800640AC40MNZ0
Cover Slips BCO5600760A140MNZ0
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Cover Slips BC10001000A140MNZ0
Cover Slips BC02500750AC40MNZ0
Cover Slips BC0O3500500A140MNZ0
Cover Slips BC03500640AC40MNZ0
Cover Slips BC04500500AC40MNZ0
Cover Slips BC04500650A140MNZ0
Cover Slips BCO5000640A140MNZ0
Cover Slips BC05200760A140MNZ0
Cover Slips BC06700840A140MNZ0
Cover Slips BC08801000A140MNZ0
Cover Slips BC02200260AC13MNZ0
Cover Slips BC02500250AC33MNZ0
Cover Slips BC02500750A140MNZ0
Cover Slips BC02600460A140MNZ0
Cover Slips BC0O3000450A140MNZ0
Cover Slips BC0O3500350AC40MNZ0
Cover Slips BCO3500600A140MNZ0
Cover Slips BC03800380A140MNZ0
Cover Slips BC03800750AC40MNZ0
Cover Slips BC04500600A140MNZ0
Cover Slips BC04800480A140MNZ0
Cover Slips BC05200750A140MNZ0
Cover Slips BCO5800750A140MNZ0
Cover Slips BC07501100A140MNZ0
Cover Slips BCO8000800A140MNZ0
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Approved Date: 30 Nov 2022

Approval Task Tejal Warange, Regulatory Affairs Specialist
Verdict: Approve (tejal.warange @epredia.com)
Regulatory Approval

30-Nov-2022 15:06:26 GMT+0000

QA Approval Task Candace Mason,
Verdict: Approve (Candace.Mason @epredia.com)

Quality Assurance Approval
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This copy was retrieved from Vault by Warrick Dong on 09 Oct 2023 and is valid per site procedures.




