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Revision K Page 10f 13 Medtronic

EU MDR Declaration of Conformity (DoC) # 603

Manufacturer:

Manufacturer SRN:

Authorized Representative:

Authorized Representative SRN:

Notified Body:

Conformity Assessment Certificate(s):

Conformity Assessment Procedure:

Risk Class:
Classification Rule:

Intended Purpose:

Covidien llc

15 Hampshire Street

Mansfield, Massachusetts 02048
USA

To be determined

Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

NL-AR-000006050

Not Applicable

Annex IX: Conformity Assessment Based on a Quality Management

System and on Assessment of Technical Documentation

Not Applicable for Class | (non-measuring, non-sterile, non-reusable)
products, only DoC in accordance with Annex IV.

Refer to the Products Covered table below

Refer to the Products Covered table below g

Refer to the Products Covered table below
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RE00302885

EU MDR Declaration of Conformity

Revision K

Page 2 of 13

Statement:

Form

Medtronic

We, Covidien llc, hereby declare under our sole responsibility that the product(s) specified herein conform to EU
Medical Device Regulation 2017/745 and relevant Union Legislation that provides for the issuing of an EU

Declaration of Conformity.

Other Union Legislation(s):

Union Legislation

Applicable Declaration of Conformity
; Document Number

SCBIGA, SCSTA

2006/121/EC

RoHS 3 DIRECTIVE 2015/863 RE00288844

REGULATlON (EU) 2017/745 RE00197>250
SCSTA

REACH (EC) No 1907/2006 and Directive RE00276478

E0005-3C, E0017, E0502-1, E0507-B

REACH (EC) No 1907/2006 and Directive

2008/121/EC RE00295055
RoHS DIRECTIVE 2015/863 RE00295120
REGULATION (EU) 2017/745 RE00183046
; E0560, EO560E

RoHS DIRECTIVE 2015/863 RE00292613
REACH (EC) No 1907/2006 and Directive

ot RE00267106
REGULATION (EU) 2017/745 RE00181385

E0020V, E0021S, E0022W

2006/121/EC

RoHS DIRECTIVE 2015/86_3 RE00312498
REACH (EC) No 1907/2006 and Directive
2019/1194 v RE00306266
REGULATION (EU) 2017/745 RE00183046
! FT0021S, FTOOZZW
RoHS DIRECTIVE 2015/863 RE00291385
REACH (EC) No 1907/2006 and Directive
2019/1194 RE00294089
REGULATION (EU) 2017/745 RE00194763
; S_E3695, SEA3700, SEA3745
RoHS 3 DIRECTIVE 2015/863 RE00297912
REACH (EC) No 1907/2006 and Directive
2006/121/EC RE00297339
REGULATION (EU) 2017/745 RE00183749
SEA3730, SEA3741
RoHS 3 DIRECTIVE 2015/863 RE00316499
REACH (EC) No 1907/2006 and Directive RE00297407
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Form

Medtronic
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. ; i Applicable Declaration of Conformi
Union Legislation PP 2 R
: Document Number
REGULATION (EU) 2017/745 RE00183749

This document is electronically controlled

Medtronic Controlled Information
CONFIDENTIAL

D00009859 Revision C



] EU MDR Declaration of Conformity
1
|

RE00302885 Revision K Page 4 of 13
Place: Boulder, Colorado, USA

Name: Ben Cordileone

Title: Sr. Regulatory Affairs Manager

Signature:

Date:

/ﬁw&r ﬁr]{c{é[&a il

12-Apr-2022

Form

Medtronic
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RE00302885

Revision K

EU MDR Declaration of Conformity B Form

Page 13 of 13 Meditronic

Common Specification(s)

The following common specifications were used to demonstrate conformity. Refer to Produ

section for Standards list:

Number

Date of Issue

Title
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