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Manufacturer;

Manufacturer SRN;

Authorlzed Representatlve:

Authorized Representative SRN:

Notlfied Body:

Contract Manufacturer:

Conformity Assessment Certlf icate(s):

Conformity Assessment Procedure :

Risk Class:

Classlflcatlon Rule:

lntended Purpose:

EU MDR Declaration of Conformity (DoC) # 603A

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

Linemaster Switch CorP.

29 Plaine Hill Road

Woodstock, cT 06281

USA

Annex lX: Conformity Assessment Based on a Quality Management

System and on Assessment of Technical Documentation

Not Applicable for Class I (non-measuring, non-sterile, non-reusable)

products, only DoC in accordance with Annex lV.

Class I

Rule 1

This product is intended to activate monopolar electrosurgical energy

from the generator to an instrument to be used with Covidien's line of

electrosu rgical generators.

Medtron ic Co n tro lled f n fo rm ation
CONFIDENTIAL

This cloc;ument is t:lectronically corrtrollcd D00009859 Revision C

Form

RE00397918



EU MDR Declaration of Conformity

Statement:

We, Covidien, llc, hereby declare under our sole responsibility that the product(s) specified herein conform to EU

Medical Device Regulalion 2017 1745 and relevant Union Leglslation that provides for the issuing of an EU

Declaration of Conformity,

other Union Legislation(s) :

RoHS DIRECTIVE 2015/853

REACH (Ec) No 1907/2006 and

Directive 2019/1194

REGULATTON (EU) ZOLT 17 4s

"l'fris clocr.rnrr.rrrt ir cl<rctronicaliy cr-lrrtru'lllLrci Medtronic Controlled fnformation
CONTIDENTIAL

D00009859 Revision C

RE00397918 Revision A PaEe 2 of 6

Form

Medtronic

Union Legislation Applicable Declaration of Conformity Document Number

E6008, E6008L, E6009, E6009L, E6019, FT6003, FT6009, 1F0500, LS0300

RE00267600

RE00236973

RE00194763



EU MDR Declaration of Conformity

RE003979 1 8

Place:

Name:

Title:

Signature:

Date:

Boulder, Colorado, USA

Ben Cordileone

Sr. Regulatory Affairs Manager

rt*fi,"l.fu
t2-Apr-2022

l-lris cjijcrrnr{rnt is r:k:r.tronically c.orrtrolltd Medtronic Controlbd fnformation
CONFIDENTIAL
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Products Covered #
sigli

l;li,'.,,,.. *
<
@""tJ.;lj;a'ltl

u{\ K""'.y,,ffi,

Product Name
Medtronic

Product
ldentifier

Basic UDI-Dl GMDN Code CND Code

Reference to
External

Standards
List (optionall

Quality
Certificates

Irffi::.";{r_d
;-' ? -:<60'

Valleylab'"
Monopolar
Footswitch

E6008
076300080000
16075

36336,
Footswitch,
electrica I

K0201_80,

E I ectrosu rgi c

al Devices,

Mono - and

Bipolar -
Accessories

RE00208898 Not Applicable

Valleylab'"
Bipolar
Standard

Footswitch
E6009

0763000B0000
16177

36336,

Footswitch,
electrical

K020180,
Electrosu rgic
al Devices,

Mono - and
Bipolar -
Accessories

RE00208898 Not Applicable

Valleylab'"
Bipolar
Dome

Footswitch

E6019
076300080000
16177

36336,

Footswitch,
electrical

K020180,
Electrosurgic
al Devices,
Mono - and

Bipolar -

Accessories

RE00208898 Not Applicable

Valleylab'"
Three-Pedal
Footswitch

FT6003
075300080000
16075

36336,
Footswitch,
el ectri cal

K020180,
E lectrosu rgic
al Devices,

Mono - and
Bipolar -

Accessories

RE00208898 Not Applicable

Forcelriad"
FT Series

Bipolar
Resection
Footswitch

FT6009
0763000B0000
16177

35336,
Footswitch,
electrica I

t(020180,

Electrosu rgic
al Devices,

Mono - and
Bipolar -

Accessories

RE00208898 Not Applicable

LigaSu re'"
Tissue Fusion

Footswitch,
Orange

1F0500
0763000B0000
16t77

36336,

Footswitch,
electrical

K020180,
Electrosurgic
al Devices,

Mono - and

RE00208898 Not Applicable

i-lris eloc-lrnrcrrt i:, cln:trr;nic-aily *rrrtrollr,:d Medtronic Controlled fnformation
CONFIDENTIAL

D00009859 Revlsion C

Form

filledtronic



EU MDR Declaration of Conformity

RE00397918 Revision A Page 5 of 6

Bipolar -

Accessories

LigaSure"
Tissue Fusion

Footswitch,
Purple

1S0300
076300080000

16177

36336,

Footswitch,
electrical

K020r.80,
Electrosurgic
al Devices,

Mono - and

Bipolar -

Accessories

RE00208898 Not Applicable

Valleylab'"
Monopolar
Footswitch

E60081
0763000B0000
1607s

36336,
Footswitch,
electrical

K020180,
Electrosurgic
al Devices,
Mono - and

Bipolar -

Accessories

RE00208898 Not Applicable

Valleylab'"
Bipolar
Footswitch

E60091
076300080000
L6t77

36336,

Footswitch,
el ectri cal

t(020180,
E I ectros u rgi c

al Devices,

Mono - and

Bipolar -

Accessories

RE00208898 Not Applicable

llrl-!r {:io...rlTn{)fri r,,:rl.rctrofrir.iilly rontrr.rllcrl Medtronic Contfolled fnformation
CONFIDENTIAL

D00009859 Revision C
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Com mon Specification (s)

The following common specifications were used to demonstrate conformity:

RE00181210: Linemaster ISO 13485 Certificate
Certificate No,:

c2019-02785

This; rloctrrncnt is r:lectrorrically c.ontrollccJ Medtronic Controlled fnformation
CONFIDENTIAL

D00009859 Revision C

Form

MedtronicRE00397918

Number Date of lssue Title

30-Sep-

2019
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