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" Legal Manufacturer
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02048

Product
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i
Il
i

Classmcatlon (MDD)

Conformlty Assessment Route

; Reoi‘denCodes / GMDN Codes |

European Representative

' Covidien Ireland Limited

' IDA Business and Technology Park
¢ Tullamore

t Ireland

Electrosurglcal Vessel Sealing Devices
Class lIb

European Medical Device Directive
| 93/42/EEC amended by 2007/47/EC,
Annex Il

\

Refer to Appendix RE00255136

We herewith declare that the above mentioned products meet the provisions of the Council

Directive - 93/42/EEC as amended by 2007/47/EC

documentation s retained under the premises of theimanufacture.

respon3|ble for the Declaration of Conformity.

Each kind of medlcal devnce to which the system has
provisions of the essential principals, the classificat
procedures at each stage, from the design of the de

for medical devices. All supporting

Covidien is exclusively

11" Wi
[

been apphed complies with the applicable
on rules and the full quality assurance
vice until its final inspection before being

supplied, in accordance with Clause 1.8 of Schedulé 3 of the Australian Therapeutic Goods

Regulations.

Notified Body

HOMR RN L)

g

BSI'Group The Netherlands B.V.
. Say Building,
| John M. Keynesplein 9,

! 1 1066 EP Amsterdam

EC Certlflcate

el

: _ Standards to WhICh Conformlty is Deblared

Place 'of Issue
Date of Issue

e Named Slgnatory Authorltm
f RV TENe T|t|E(

J Boulder, Colorado, USA

| Netherlands
Number 2797

CE 00500

39T w:lr (et

NNy,

Refer to Appendix RE0025513

July 13, 2020

Nancy Sauer
Regu]atory Affairs Director *

Approval:
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Refer to RC247937 in PLM system
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Declaration of Conformity |

E:a COVIDIEN
DOC # 516

Revisions: .[

DOC 516 supersedes DOC 416 under notified body number:0086.

Approval in PLM system J;f Description
DOC 416 | RC084059 i i Initial release.
Rev. A L
(RE00024785) Ll . i
DOC 416 | RC085076 : ! 1| Added products LF5637 and LF5644.
Rev. B ‘
(RE00024785) ik
DOC 416 | RC085586 * Added products LF5637 and LF5644; incorrect
Rev. C i Y i+|| attachmentin Rev B.
(RE00024785) il i
DOC 416 | RC092670 '+ 1| Corrected device name for products LF5637 and
Rev. D ! LF5644.
(RE00024785) | |1
DOC 416 | RC099369 i || Added product BZ4212.
Rev.Eil: ro i ; ‘ ;
‘ (RE00024785) | 1 M | '
) DOC 416 | RC109481 i Added products LF1923, LF1937, and LF1944.
Rev. F
(RE00024785) i
DOC 416 | RC115903 i 1| Added product LF2019.
Rev. G i
(RE00024785) : ii
DOC 416 RC153262 SO g e il Added product LE1930T.
Rev.H | . ..
(RE00024785) 1 Wb altg i |
DOC 516 | RC189290 . : 11| Ghanged Notified Body address from:
Rev. | ‘ | BSI Group
(RE00024785) i Kitemark Court, Davy Avenue,
: PR § FCha R 1 Knowlhill,
B (1% Milton Keynes, MK5 8PP UK
; : | ! Number: 0086
to:,
i ‘ . i i e BS| Group
o , Y The Netherlands B.V.
T Wt i s S o b Say Building,
Pe 03 AL o John M. Keynesplain 9,
; ' 1066 EP Amsterdam
s R e Netherlands
‘ | | Number: 2797
DOC 516 | RC210546 {| Removed products SURG I1-8, SURG [I-20,
Rev./J | i P © v VESURGGEN, Update of BZ4112 and BZ4212
(RE00024785) I ! || to current standards list per RE00001840 in PLM
; ; '] system.
DOC 516| RC247937 1 New. template per RA-020D.
Rev.K | =~ 0 pe g T
(RE00024785) !

| ’ ! i "!::'; Page 2 of 2




Declaration of Conformlty

DOC #516

Appendix RE00255136

|

|

it}

i

&

COVIDIEN

i This appendix dec‘ares the produots mcluded in the above referenced Declaration of Conformity.
Refer to the external standards list in PLM system :

!

'

GMDN Code

Catalog Class MDD Stenle/ |i MDD {1 Device External
Number { Rule ! Measure. i Confqrmlty and term subcategory Standards
and f i | Assessment | | |/ (Ila) / Generic List
Description it | i 'Route ; s Device Group
15 | , P ~ (Ilb)
BZ4112 Iibj. Rule 9 Sterile “Annex |l | 56296: Open-surgery RE00001840
‘ | Open-surgery electrosurgical
BiZact™ electrosurgical | handpiece
Open/Sealer handpiece /electrode,
Divider /electrode, bipolar, single-
bipolar, single- | use
| use!
BZ4212 b, Rule 9 Sterile Annex |l 56296: Open-surgery RE00001840
! i { ‘ Open-surgery | electrosurgical
BiZact™ electrosurgical | handpiece
Tonsillectomy handpiece lelectrode,
Device /electrode, bipolar, single-
Advanced i bipolar, single- | use
Bipolar Tissue " use
Sealer Divider
LF1212 IIbj . | .Rule 9 Sterile .- Annexl . 56296 | Open-surgery R0043534
! sl ol SR Qpen-surgery electrosurgical
LigaSure™ [ ' GEl glectrosurgical | handpiece/
Curved, Small i handprece/ electrode,
Jaw, Open ; ! i i qlectrode bipolar, single-
Sealer/Divider I i a1 bipolar, single- | use.
‘ ¢ anise viaty 1| Usell
LF1212A b Rule 9 Sterile Annex.|I 56296: Open-surgery R0043534
i il f .l Open-surgery electrosurgical
LigaSure™ o fi ik -4 elec trosurgical | handpiece/
Clirved, Small ‘ ‘ '3 plece/ electrode,
Jaw Open bipolar, single-
Sealer/Divider use.
LF'1'520 IIb Rule 9 Sterile Annex Il Open-surgery R0043534
pen surgery electrosurgical
LigaSure™ - i eleetrosurglcal handpiece/
Blunt Tip han Ipiece/ electrode,
Open glectrode, bipolar, single-
Séaler/Divider brpolar, single- | use.
LF1537 Ib Rule 9 Sterile Annex || 57944 Endoscopic RE00253948
i Endoscopic electrosurgical
-LigaSure™ - . |- electrosurgical | handpiece/
Blunit Tip f Han Ipiece/ electrode,
Laparoscopic de, bipolar, single-
Sealer/Divider use
LF1544 Ilb Rule 9 Sterile Annex Il Endoscopic R0043534
P i electrosurgical
LigaSure™ - e handpiece/
Blunt Tip HLIEE] ERE M electrode,
Laparoscopic bipolar, single-
Sealer/Drvrder use

Page 1 of 6




'Declaration of Conformity

DOC # 516

E.a coviDEN

Sterile/

[ Catalog Class [ MDD | IMDbD | i ‘GMDN Code Device External
Number i i 'Rule Measure Aanfdrmityf i wl and term subcategory Standards
:  and f ‘ Bl sses’smen’ti i A (lla) / Generic List
! Description ek § Route 1o Device Group
: | i (lib)
LF1623 IIb Rule 9 Sterile Annex Il 156296 Open- Open-surgery R0038384
" 1 surgery electrosurgical
iLigaSure™ it electrosurgical | handpiece/
iBlunt Tip {il ‘| handpiece/ electrode,
Open il {| ‘glectrode, bipolar, single-
| Sealer/Divider i ‘Bipolar, single- | use.
i use.
{] !
LF1637 1Ib Rule 9 Sterile Annex || 57944: Endoscopic R0005665
i | Endoscopic electrosurgical
:LigaSure™ electrosurgical | handpiece/
‘Blunt Tip handpiece/ electrode,
Laparoscopic electrode, bipolar, single-
' Sealer/Divider bipolar, single- | use
use
LF1644 o) Rule!9 Sterile | Annex || 57944: Endoscopic R0038384
[ 2 Endoscopic electrosurgical
LigaSure™ electrosurgical | handpiece/
Blunt Tip handpiece/ electrode,
Laparoscopic electrode; bipolar, single-
. Sealer/Divider bipolar, smgle- use |
ik j use ‘
LF1723 IIlb Rule: 9 Sterile Annex || 56296: Open- | Open-surgery R0043534
surgery electrosurgical
‘LigaSure™ electrosurg|cal handpiece/
Maryland Jaw e handplece/ electrode, |
Open dlectrode,, bipolar, single-
Sealer/Divider Slpolar smgle- use.
One-step se j\
Sealing ‘ o
‘LF1‘737 b Rule 9 Sterile Annex || 5_7,944‘: Endoscopic R0043534
Endoscopic electrosurgical
ngaSureTM -electrosurgical | handpiece/
Maryland Jaw S handf)lece/ electrode,
Laparoscopic electrode bipolar, single-
Sealer/Divider use
One-step
Sealing g
LF1744 IIb Rule 9 Sterile Annex || 57944 Endoscopic R0043534
P i = it & i Endoscopic electrosurgical
LigaSure™ electrosurgmal handpiece/
Maryland Jaw handp|ece/ electrode,
Laparoscopic electrode bipolar, single-
Seale?r/D|V|der blpolar smgle- use
One-step use }
Sealirig i
LF1823 b -Rule-9-| ~Sterile--|-+-Annex | -56296 Open- Open-surgery RE00001849
‘ el surdery electrosurgical
LigaSure™ e ectrosurglcal handpiece/
Blunt Tip handpleoe/ electrode,
Open electrode, bipolar, single-
Sealer/Divider, blpolar smgle- use.
Nano coated use
LF1837 ~1lb - -|-Rule-9-|~ -Sterile- Annex-f-+ -57944:" Endoscopic RE00001849
? ' i il it Endoscoplc electrosurgical
LigaSure™ électrosurglcal handpiece/
Blunt Tip handp|ece/ electrode,
Laparoscoplc electrode bipolar, single-
Sealer/Divider, blpolar single- | use
Nano-coated use :
O
|
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szecIaratlon of Conformity

'DOC #516

COVIDIEN

Catalog Class MDD Sterile/ MDD ‘GMDN Code Device External
Number Rule Measure | :Conformity ' -and term subcategory Standards
:and Assessment | (lla) [ Generic List
i Description| Route Device Group
g : ot (1b)
LF1844 lb Rule:9 Sterile Annex || 57944: Endoscopic RE00001849
Endoscopic electrosurgical
LigaSure™ electrosurgical | handpiece/
‘Blunt Tip handpiece/ electrode,
:Laparoscopic electrode, bipolar, single-
:Sealer/Divider, bipolar, single- | use
Nano-coated use
LF1923 b Rule 9 Sterile Annex || 56296: Open- Open-surgery RE00128946
surgery electrosurgical
LigaSure™ electrosurgical | handpiece/elect
Maryland Jaw handpiece/ rode, bipolar,
Open electrode, single-use.
Sealer/Divider bipolar, single-
‘One-step use.
‘Sealing, Nano-. L
coated ] [
LF1937 v lb Rule 9 Sterile Annex I 57944: Endoscopic RE00128946
e Endoscopic electrosurgical
LigaSure™ electrosurgical | handpiece/
Maryland Jaw handpiece/ electrode,
‘Laparoscopic electrode, - bipolar, single-
'Sealer/Divider bipolar, single- | use
One-step use
Sealing, Nano-
coated i ¢
LF1944 11b Rule 9 Sterile Annex |l 57944 Endoscopic RE00128946
Ehdoscop|c electrosurgical
LigaSure™ électrosurglcal handpiece/
Maryland Jaw handpiece/ electrode,
Laparoscopic electrode, bipolar, single-
‘Sealer/Divider bapolar single- | use
-One-step -
Sealmg, Nano-
‘coated
LF1,930T IIb Rule 9 Sterile Annex || Endoscopic RE00128946
electrosurgical
ngqSureTM ngctrosurglcal handpiece/
‘Maryland Jaw Handplece/ electrode,
Thoracic électrode, bipolar, single-
Sealet/Divider bipolar, single- | use
"QHQ step ) 'US,.&: e ;
Sealing, Nano- ,‘: i
coated il
LF2019 1) Rule 9 Sterile Annex || 56296 Open- Open-surgery R0038324
ik surgi ry electrosurgical
LigaSure™ electrosurgical handpiece/
Exac{’ haridpiece/ electrode,
DISSBCtOI’ ¢lectrode, bipolar, single-
Naho coated bipolar, single- | use.
: s
LF4318 b Rule 9 Sterile Annex || 56296 Open- Open-surgery R0043534
sqrgery electrosurgical
ngaSure elecfrosurglcal handpiece/
Impact™ handplece/ electrode,
Curved, Large _eIecfrode bipolar, single-
Jaw Open bipolar, single- | use.
Sealer/Dlwder use.
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'Declaratlon of Conformlty
'DOC # 516

COVIDIEN

!GMDN Code

Catalog Class | MDD Sterile/ MDD 7 Device External
Number Rule Measure: | ‘Conformity | andterm subcategory Standards
: and Assessment : i (l1a) / Generic List
' Description ‘Route Device Group
{74 ozl (1lb)
LF4418 IIb Rule 9 Sterile - Annex Il 56296: Open-surgery RE00001849
P Open-surgery electrosurgical
LigaSure electrosurgical | handpiece/
Impact™ handpiece/ electrode,
Curved, Large electrode, bipolar, single-
Jaw, Open bipolar, single- | use.
Sealer/Divider, use.
Nano-Coated 1
LF5637 IIb Rule 9 Sterile - Annex || 57944: Endoscopic R0013063
: i Endoscopic electrosurgical
LigaSure™ electrosurgical | handpiece/
Retractable L- handpiece/ electrode,
Hook electrode, bipolar, single-
Laparoscopic bipolar, single- | use
Sealer/Divider » : use
LF5644 bt T "Rule 9 Sterile | Annex || 57944: Endoscopic R0013063
( r Endoscopic electrosurgical
LigaSure™ electrosurgical | handpiece/
Retractable L- handpiece/ electrode,
Hook electrode, bipolar, single-
Laparoscopic bipolar, single- | use
Sealer/Divider i use
‘LigaSure 8 I1b Rule 9 N/A Annex || 11490: General- RE00253948
General- purpose
‘LigaSure™ - purpose electrosurgical
Vessel Sealing ' Electrosurgical | diathermy!
System Drathermy system
e Sy generator
N Generator ¢
LS1 020 . Ib Rule 9 Sterile Annex || 56296 Open-surgery R0043534
el s Open surgery electrosurgical
LrgaSure i ‘ electrosurgical | handpiece/
AtlasTM Tisstie handpiece/ electrode,
.Fusion Open t electrode bipolar, single-
Instrument ipol use,
Ls1037 ‘ ) Rule 9 Sterile Annex Il : Endoscopic R0043534
. scopic electrosurgical
LigaStre Gtrostrgical | handpiece/
--Atla§TM Tissde it r i T e handpiece/ electrode,
Fusion % : f ' electrode bipolar, single-
Laparosooprc blpolar single- | use
Instrdment use' -
LS1200 i Ilb Rule 9 Sterile Annex Il 562%)6 ¢ Open-surgery RE00253948
Opep-surgery electrosurgical
ngaSure électrosurgical | handpiece/
Precise™ Bic haqdplece/ electrode,
Tigsue Fusion i electrode, bipolar, single-
:Open bip lar: single- | use. |
Instrument , use,. ! |
LS1500 b Rule 9 Sterile Annex || 57944 i Endoscopic RE00253948
£y g Endoscoprc electrosurgical
LigaSure™ rosul handpiece/
-‘Dolphln Tip : ] handprece/ electrode,
Laparoscoplc ' electrode bipolar, single-
Sgalgr/Drwder blpo]ar smgle- use

x31
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Declaration of Conformlty

DOC #516

COVIDIEN

Catalog Class MDD Sterile/ MDD /GMDN Code Device External
Number Rule Measure | :Conformity, and term subcategory Standards
.1 and | Assessmenti| (lla) / Generic List
| Description ‘Route = | : Device Group
(L4 ) ol it (Ib)
-L.S1520 llb Rule 9 Sterile Annex |l 56296: Open-surgery RE00253948
Open-surgery electrosurgical
LigaSure™ electrosurgical handpiece/
Dalphin Tip handpiece/ electrode,
Open electrode, bipolar, single-
Sealer/Divider bipolar, single- use,
use.
LS2111 Iib Rule-9 Sterile Annex || 56296: Open-surgery RE00253948
Open-surgery electrosurgical
LigaSure™ electrosurgical | handpiece/
Tissue Fusion handpiece/ electrode,
Electrode electrode, bipolar, single-
Angled Jaw bipolar, single- | use
use
L82071 llb Rule 9 Sterile Annex || 56296: Open-surgery RE00253948
’ ' ! Open-surgery | electrosurgical
ngaSureTM ! electrosurgical | handpiece/
Tissue'Fusion handpiece/ electrode,
Electrode electrode, bipolar, single-
Tr bipolar, single- | use
i | 5l : ~ use.
'LS3092 b Rule'9 Sterile Annex || 56296: Open-surgery RE00253948
: | Open-surgery electrosurgical
LigaSure™ | electrosurgical | handpiece/
Tissue:Fusion handpiece/ electrode,
Electrode electrode, bipolar, single-
Curved Jaw blpolar, |ngle- use |
. use
LS3112 Ib Rule 9 Sterile Annex Il 56296 i Open-surgery RE00253948
oyl ; Open surgery electrosurgical
LigaSure™ elegtrosurgical | handpiece/
Tissue. Fusion handpiece/ electrode,
Electrode elegtrode bipolar, single-
Curved Jaw b|po|ar slngle- use .
5 W use ;
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Declaration of Cohformity
DOC # 516 ‘

Revisions:

COVIDIEN

: Date of Issue .| Description
I DOC 516 Appendix. | ‘RC248718 : “Initial Release.
Rev. A i
; (RE00255136)
: DOC 516 Appendix | RC247937 Corrected entry for LigaSure 8 generator. The
Rev. B : product is not sterile.
(RE00255136)
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