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Classification (MDD)

Conformity Assessment Route
I

Reorder Codes / GMDN Codes

HI covrDrEN

European Representative
Covidien lreland Limited
IDA Business and Technology Park
Tullamore
lreland

Electrosurgical Vessel Sealing Devices

Class llb

European Medical Device Directive
93l42lEEC amended by 2007147lEC,
Annex ll

Refer to Appendix RE00255136

Legal Manufacturer
Covidien llc
15 Hampshire Street
Mansfield, MassachusettS 02048

We herewith declare that the above mentioned products meet the provisions of the Council
Directive 93l42|EEC as amended by 2007147lEC for medical devices. All supporting
dqcumentation is retained under the premises of the tmanufacture. Covidien is exclusively
responsible for the Declaration of Conforrnity.

Each kind of medical device to whlch the system has peBp applied complies with the applicable
provisions of the essential principals, the classificatlof !ules and the full quality assurance
procedures at each stage, from the design of the deVice until its final inspection before being.----w-, -..'._ --|
supplied, in accordance with Clause 1.8 of SchedulQ 3 of the Australian Therapeutic Goods
Regulations.

N6tified BodV j BSI Group The Netherlands B.V.
Say Building,

ll ' ii l;,1,:ir I JOhn M. Keynesplein 9,

I t06o EP Amsterdam
Nethbrlands
Number: 2797

ii,:

EC Certificate 'CE 00500
r i t' lltj, I

Standards to which Gonformity is beclaied ri Refer to Appendix REOO2551
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Declaration of Conformity
DOC # 516
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DOC 516 supersedes Dd.C 416 under notified number:0086.

Approval in PLM system Description

DOC 416
Rev. A

(RE00024785)

RC084059 lnitial release.

DOC 416
Rev. B

(RE00024785)

RC085076 Added products LF5637 and LF5644.

DOC 416
Rev. C

(RE00024785)

RCOUSSUtJ Added products 1F5637 and 1F5644; incorrect
attachment in Rev B.

DOC 416
Rev. D

(RE00024785)

RC092670 Conected device name for products LF5637 and
1F5644.

DOC 41 6
Rev, E

(RE00024785)

Added product 8Z4212.

DOC 416
Rev. F

(RF00024785\

Rcl 09481 Added products !F1923,1F1937, and 1F1944.

DOC 4'16
Rev. G

(RE00024785)

RC1 1 5903'.,| ri,i :. 1

Added product 1F2019.

DOC 4'16
Rev. H

(RE00024785)

RC15 3262

I

' Ad.ded product LF1 930T.

DOC 5'16
Rev. I

(RE00024785)
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RC1 89290
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phanged Notified Body address from:
BSI Group

Kitemark Court, Davy Avenue,
Knowlhill,

Milton Keynes, MKs 8PP UK
Number: 0086

tp:

rr i BSI Group
The Netherlands B.V.

i Say Building,'1 John M. Keynesplain 9,
1066 EP Amsterdam

Netherlands
Numbeti 2797

DOC 516
Rev,'J

(RE00024785)
I

RC210546 
i,li
I
I

Removed products SURG Il-8, SURG ll-20,
VLSURGGEN. Update of 824112 and 824212
to current standards list per RE00001840 in PLM
svstem.

DOC 516
Rev. K

(RF00024785)

RC247937
I

I

New template per RA-020D.
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Declaration of Conformity

Appendix REO0255'136
i

This appendix deciares the products included in the
, I | , , , it..

Refer io the external standards list in PLM system,
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Catalog
Number

and
Description

MDD
Rule

Sterile/
Measure

i MDDI,
Confdrmity

Asses'snient i

r'noirte ,

GMDN Code
and term

'I

Device
subcategory
(lla) / Generic
Devlce Group

(rb)

External
Standards

List

':if,-

824112

BiZactrM
Open/Sealer
Divider

'l
i

Rule 9 Stelile Annbx ll 56296:
Open-surgery
electrosurgical
handpiece
/blectrode,
tjipolar, single-
use

open-surgery
electrosurgical
handpiece
/electrode,
bipolar, single-
use

RE0000'1840

824212

BIZactTM
lonsrllectomy
Device
Advanced
Bipolar Tissue
Sealer Divider

ilb
I

Rule 9
I

Annex ll 96296:
Open-surgery
electrosurgical
handpiece
/electrode,
bipolar, single-
Llse I

Open-surgery
electrosurgical
handpiece
/electrode,
bipolar, single-
use

RE0000 1 840

LF1212

LigaSure rM

Curved, Small
Jaw, Open
Sealer/Divider

ltb':
I

Rule 9

,

Sterile Annex ll

r,il

I

562QQ:

Qpeh:suroery
qlecirosurgical
handpiece/

Eleofode,
bipglar, single-
USE.

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0043534

LF1212A

LigaSurerM
CLirved, Small
Jaw, Open
Sgaler/Divider

ilb Rule 9 ,ln4ex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0043534

LF1 520

LigaSurerM'
Blunt Tip
Open
Sgeiter/oiviOer

ilb Rule I

I

Sterile Annex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0043534

LFI 537

LigirSure TM

Blunt Tip
Laparoscopic
Sealer/Divider

ilb Rule I Sterile Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

LF1544
lr

LigaSureTM
Blunt Tip
Laparoscopic
Sealei/Divider

ilb Sterile Annex ll

l,;il

,i

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

<)
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DOC # 516
EJI covtDrEN

' Catalog
I Number
, and
I Description

Glass Sterile/
Measure

iGMDN Code
I and term
!
t
t

t

Device
subcategory
{lla) / Generic
Devlce Group

(llb)

External
Standards

List

LF1 623

LigaSure rM

,Blunt Tip
Open

lSealer/Divider

ilb Hule I
i

Sterile Annex tl 56296; Open-
surgery
electrosurgical
handpiece/
qlectrode,
bipolar, single-
,,|r..

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0038384

LF1 637

LigaSurerM
Blunt Tip
Laparoscopic
Sealer/Divider

ilb Rule 9 Sterile Annex ll 579441
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0005665

LF 1644

LigaSurerM
Blunt Tip
Laparoscopic
Sealer/Divider

ilb' Rule 9 Sterile Annex I I 57944
Endoscopic
electrosurgical
handpiece/
electrode;
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0038384

LF1723

LigaSure rM

Maryland Jaw
Open
Sealer/Divider
One-step
Sealiho

ilb Rule 9 Sterile Annex I 56296: Open-
surgery
electrosurgical
handpiece/
dlectrode,

!ipolar, single-
USe.
t.,:

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use,

R0043534

LF1737

LigaSureTM
Marylahd Jaw
Laparoscopic
Sealer/Divider
One-step
Sealino

ilb

t'

Sterile 57944i
Endoscopic
electqosurgical
handpiece/
electr:ode,

dipoldr, single-
L.lse '

I ..:.

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

LF1 '44

LigaSure TM

Maryland Jaw
Laparoscopic
Sealer/Divider
One-btep
Sialirio

ilb Rule 9.-.' Sterile Annex ll Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

LF1823

LigaSurerM
Blunt Tip
upel
$qaldr/Divider,
Nanq-coated

ilb Rule 9 Sterile Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00001 849

LFl 837

LigaSure rM

Blunt Tip
Laparoscopic
Sqaler/Divider,
Nino-coatpd

ilb Rule .o -.. Sterile Annex ll Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00001 849

Page 2 of 6
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Catalog
Number
, and

Description,

Class MDD
Rule

Sterile/
Measure

MDD
Conformity

Assessment
Route

'GMDN Code
and term

Device
subcategory
(lla) / Generic
Device Group

(llb)

External
Standards

List

LF1844

LigaSureTM
Blunt Tip
Laparoscopic
Sealer/Divider,
Nano-coated

ilb Rule 9 Sterile Annex ll 57944:
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00001 849

LF1923

LigaSure TM

Maryland Jaw
Open
Sealer/Divider
One-step
Sealing, Nano-
coated

ilb Rule I

.,,]l

Sterile Annex ll 56296: Open-
surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE.

open-surgery
electrosurgical
handpiece/elect
rode, bipolar,
single-use.

RE001 28946

r,E1937

LigaSure rM

Maryland Jaw
Laparoscopic
Sealer/Divider
One-step
Sealing, Nano-
coaled

ilb Rule 9 Sterile Annex ll 57944
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
USE

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE001 28946

Ll- 1944

LigaSure rM

Maryland Jaw
Laparoscopic
Sealei/Dividert-,
une-step
Sealing, Nano-
coated

lrb Kule I titerile Annbx ll Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE001 28946

LF 193U r

LigqSure rM

Maryland Jaw
Thoracic
$qaler/Divider
One-step
Sealing, Nano-
coaled

Kule I steflle Anne x il 57,e441,

fildogcoPlc
Qlgctrcisurgical
hqndpiece/
e[ectrode,
bipolar, single-
u9?

. tt

E.ndoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE001 28946

1F20,19
;

Liga$ure TM

kxac!
Dissector.
Ndnb-coated
:.;..1

:

ilb Rule I

I

Sterile Annex I I 50796: open-
surgery
eleOttosurgical
liqndpiece/
el6ctrode,
bipolar, single-

!9e'r ,,

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

R0038324

1F.4318 ltb Rule 9 Sterile Annex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE.

R0043534

Dectaration of Conformity
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Gatalog
Number

and
Description

glass MDD
Rule

Sterile/
Measure

MDD
'Confdrmity
Assessment

'Route

GMDN Code
and term

Device
subcategory
(lla) / Generic
Device Group

(ilb)

External
Standards

List

LF4418

LigaSure
lmpactTM
Curved, Large
Jaw, Open
Sealer/Divider,
Nano-Coated

ilb Rule 9 Sterile Annex ll 56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00001 849

1F5637

LigaSure rM

Retractable L-
Hook
Laparoscopic
SeaIer/llividcr

ilb Rule 9 Sterile Annex I I 57944
Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R001 3063

LF'5644

LigaSure rM

Retractable L-
Hook
Laparoscopic
Sealer/Divider

L llb Rule 9 Sterile' Annex ll 57944:
Endoscopic
electrosurgical
handpiece/
eleQtrode,
brpolar, single-
USE

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
llse

R001 3063

LigaSure 8

LigaSure TM

Vessel Sealing
Sy.stem

ilb Rule 9 N/A A1194ll

,,, ir,iiri

11490
General-
purpose
Electiosurgical
Diathermy
Syst'ein
Geneiator

General-
purpose
electrosurgical
diathermy
system
generator

RE00253948

Lql 0?0

LigaSure
AtlasIM Tissue
Fusron Upen
Inst[ument

ilb

I

Rule 9

i :-. -,: -

Sterile Annex ll Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use,

R0043534

LS 1 037

Liga$ure
Atlasrl Tissue
Fusion
Laparogcopic
lnstrr.iinent

ilb

ll,

Sterile

lt.l

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

R0043534

LSf200
I

.,'^
LrgaSure
PrbciserM .

TiSSue Fusion
oPen
lrrstiriment

ilb

jt

Rule 9 Sterile Annex ll

,i,:r ,i i i; ; i

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00253948

ris 1 pp0

LigaSurerM
Dolphin Tip
Laparoscopic
Sealer/Divider

ilb Rule o

;;

Sterile Annex ll 5_te11l
tndoscoDrc
ei6ctiosurgical
handpiece/
dlectrode,
biPblarr !ingle-
use

Endoscopic
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

Declaration of Conformity
DOC # 516
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Open-surgery
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LS 1 bZU

LigaSure TM

Dolphin Tip
Open
Sealer/Divider

ilb

ii;i

Rule I sterile Annex I I 56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE.

Upen-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use.

RE00253948

LS21 1 I

LrgaSurerM
Tissue Fusion
Electrode
Angled Jaw

llb Rule 9
;,

Sterile Annex ll 56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

Rule 9
I

Sterile Annex ll

:

56296:
Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
USE-

Open:surgery
elgctrosurgical
handpiece/
electrode,
bipolar, single-
Use ,

RE00253948

1S3092

!igaSure 
rM

lrSsue Fusron
Elbctrode
Curved Jaw

ilb Rule 9 Sterile RE00253948

lr

Cqrved Jaw

ilb Rule I Sterile Annex I I 5
c

h

e
b

u

Open-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use

RE00253948

l
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DOC # 516

uararog
Number
r and

Dgscription

utass MUU
Rule

SIentet
Measure

uevrce
subcategory
(lla) / Generic
Device Group

(ilbl

EXternal
Standards

List

Annex ll upen-surgery
electrosurgical
handpiece/
electrode,
bipolar, single-
use



Declaration of C

RC248718 lnitial Release,

DOC 516 Appendix
Rev. B

(RE002551 30)

RC247017

. .1

Page 6 of 6

Date of lssue Description

DOC 516 Appendix
Rev. A

1RtrnO2551 36\

uorrecteo entry lor Lrgasure u generator. I ne
product is not sterile.
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