
bsi.

No.

Issued To:

In respect of:

See ceftificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93l42lEEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive, For
the placing on the market of class III products an Annex II section 4 certificate is required,

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Ac^4€-<h qc)(-
Gary E Slack, Senior Vice President Medical Devices

EC Certificate - Full Quality Assurance Si;Eili"'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

cE 00500

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

...making excellence a habit."
Page 1 of 5

namecl on this certificate, unless specificalfy agreed with t3SI.
This ce(ificate was issufll electronically and is bor.rnd by the cOndilbrrs of the contract.

lnform;rtion and Contact: BS1, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, 'Ihe Netherlands"Iel: + 31 20 346 0780
BSI Group Tlre Netherlands B.V. registereci in The Netherlarrds under 33264284.
A menrber of 851 Group of Companies.



bsi.
By Royal Charter

Certificate No: CE 00500

Certificate Scope:

The design, development and manufacture of electrosurgicat generators and associated
sterile and non-sterile accessories; sterile surgical smoke evaiuation accessories;
electrosurgical vessel sealing systems and associated sterile and non-sterile accessories; RF
ablation generators and associated sterile and non-sterite accessoriesl microwave ablation
generators and associated sterile and non-sterile accessories; sterile and non-sterile
electromagnetic navigation accessories; ultrasonic surgical systems and associated sterile
and non-sterile accessories.
Spanish:
Diseffo, desarrollo y manufactura de generadores electroquir(rgicos y accesorios est6riles y
no est6riles relacionados; accesorios est6riles de evacuaci6n ae numo quir(rgico; sistemas
electroquir0rgicos de sellado de vasos sanguineos y accesorios est6rilei y nolst6riles
relacionados; generadores de RF de ablaci6n y accesorios est6rites y no est6riles
relacionados; generadores de ablaci6n por microondas y accesorios est6riles y no est6riles
relacionados; accesorios de navegaci6n electromagn6tica est6rites y no est6riles; sistemas
quirtrgicos ultras6nicos y accesorios est6riles y no est6riles relacionados.
Portuguese:
ConcepgSo, desenvolvimento e fabricagSo de geradores etetro-cir[rgicos e acess6rios est6reis
e n5o est6reis associados, acess6rios est6reis de evacuagSo de fumJga cir(rgica, sistemas
eletro-cirfirgicos de selagem de vasos e acess6rios est6riis e n6o est6reis as-sociados,
geradores de ablagSo por RF e acess6rios est6reis e n6o estdreis associados, geradores de
ablagSo por microondas e acess6rios est6reis e n6o est6reis associados, acess6rios de
navegagSo eletromagn6tica est6reis e n6o est6reis, sistemas cirtrgicosultrass6nicos e
acess6rios est6reis e n6o est6reis associados.

First Issued: 1995-02-01 Date: 2020-09-18

Validity of this cettificate is r-onclitional on the qualily systenr being rnaintainecl to thc requit?ntonts
surueillance attivltics ol'tht: Notified [3ody, I-his approv.rl (ix(:l.ldos ail frro('iucls dctsi<]nex] arrd/c,r.nrar
nanred 0n this corti[i{.at(i, unl<tss spocific;rlly agreLrd witlr l3Sj..
This certificate wa$ issrred ilecl'r'onically and is bouncl by $re mnditions ut'th(i (:untract.

Information and contact: BSI, Say Building, John M. Keynesplein 9, 1066 lrp Amsterdam, t-he Neth{
BSi Group The Netherlands B,V, registered in The Netherlancls uncJer 'jy64294.
A member of BSI Group of Companies.

Expiry Date: 2024-05-26

...making excellence a habitl
Page 2 of 5

01' the Direct.ivc irs denlonst.raled tlrrotrqh lhel requirecl
r!.ifi:ctt,r(-.(l by ;ir third party on b<lhal{ of'tln con.}pany

:rland:; li:l: .+ :]l ?0 -146 U7U0



bsi.
EC certificate Full Quality Assurance sidil.ffi"'

Supplementary Information to CE 00500

Issued To: Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

.,.making excellence a habit.'
Page 3 of 5

nanred on this certificate, unless specifically agreed with BSL
This cedificate was issued eieclronically and is bountl lly the (;onclitions of the contraLl.

Infonnation and Contact: t3S1, Say Building, John M. Keynesl:lein 9, 1066 EP Amsl,er(lam, fhe Netherlancls lbl: -t- 31 20 J46 0780
BSI Group The Netherlands B.V registered in Thq Netherlands under 33?.6q294,
A menrber of BSI Grorrp of Corlpanies.

NBOG code Device description Intended purpose per IFU
Class IIb
MD 1104 Electrosu rg ica I electrodes Intended to be used to remove tissue and

control bleeding by use of high-frequency
electrical current.

MD 1104 Electrosurgical and vessel
sealing RF generators

Intended for use with monopolar and
bipolar accessories for cutting, coagulating,
desiccating, and fulgurating tissue and
sealing (fusing) vessels.

MD 1104 Electrosurgical smoke
evacuation system accessories
and electrodes

Intended for use with standard monopolar
electrosu rgica I generators, standa rd
monopolar electrodes, and smoke
evacuators

MD 1104
MD 1301

MD 0102

RF ablation generators and
accessories

Intended for use in percutaneous,
laparoscopic, and i ntraoperative
coagulation and ablation of tissue,
including paftial or complete ablation of
non-resectable liver tumors and osteoid
osteoma tumors within bone.
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EC Certificate - Full Quality Assurance Si,it8ilt"'

Supplementary Information to CE 00500

Issued To: Govidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

...making excellence a habit.'
Page 4 of 5

Validity of this ce*ificate is conditional on the quality system being rnaintained to the requiremerrts of the Directive as demonstrated through the required
surveillance activities of the Notified Body, This approval excludes all products designed and/or marrufactured by a third pa*y on behalf of the company
named on this certificate, unless specifically agreed with 8S1.,

This cefificate was issued electronically anrl is bouncl by th(j rjondilio'is rif the c;tintlact.

Inforrnation and Contact: 135I, Say Buitding, Jtrlifr lv1. Keynesplein 9, 1066 fP Amsteralafi'),"Ihe Nr.tth$lands Tel: -r- 31 20'34$ 0'7BA
BSI Group The Netherlands t].V. registered in The Netherlands Lrnrjrlr 332$4284.
A member of BSI Group of Corrrpanies.

NBOG code Device description Intended purpose per IFU

MD 1402 M icrowave ablation generators
and accessories.

intended for use in percutaneous,
laparoscopic, and intraoperative
coagulation (ablation) of soft tissue,
including patial or complete ablation of
non-resectable liver tumors. It is not for
use in cardiac procedures.

MD 1104 Cordless ultrasonic generator
and accessories

Indicated for soft tissue incisions when
bleeding control and minimal thermal injury
are desired, The device can be used as an
adjunct to or substitute for electrosurgery,
lasers, and steel scalpels in general, plastic,
pediatric, gynecologic, urologic, exposure
to orthopedic structures (such as spine and
joint space) and other open and
endoscopic procedures. Can be used to
coagulate isolated vessels up to 5 mm in
diameter.
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00s00

Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

EC Certificate Full Quality Assurance System

Supplementary Information to CE

Issued To:

NBOG code Device description Intended purpose per IFU

Class IIa
MD 0102 Smoke evacuation accessories N/A

MD 1301 Temperature probes for
ablation systems

N/A

MD 1402 Electromag netic navigation
accessories

N/A

First Issued: 1995-02-01 Date: 2020-09-18 Expiry Date: 2024-05-26

..,making excellence a habit.'
Page 5 of 5

Validity ofthis certificate is conditional on the quality system being maintained to the requiremerlts ofthe Directive;rs demonstrated through the required
surveillance activities of the Notified Body, This approval excludes all products designed and/or manufactured by a third pafty on belltalf of the company
nanretl on thls certifbate, unless specifically agreed with BS1,

This certificate was issued electronically ancl is bound by the conditions oi the contractr,

BSI Group"fhc Netherlancls ll,V. registercd in The Netherlands u|rd0r 331612"84.
A memher of [3Sl Grrlrrp of Cortrl:anies.



bsi.
EC Certificate r Full Quality Assurance Sidt8ilt*
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate Nor CE 00500
Date: 2020'09-18
Issued To: Covidien llc

15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Subcontractor: Service(s) supplied

Bovie Medical Corporation
5115 Ulmedon Road
Clearwater
Florida 33760
USA

Design
Finished Device Supplier
Manufacture

Cadex Electronics, Inc.
22000 Fraserwood Way
Richmond
British Columbia
V6W 1J6
Canada

Manufacture

ConMed Corporation
6455 S Yosemite Street
Greenwood Village
Colorado
80111
USA

Control of Manufacture
Control of Sterilization
Design
Finished Device Supplier

. making excellence a habit.'

lnformation and Contact: BS1, Say Building, lohn M. Keynesplein 9, 1066 HP Amsterdam,'l-he NetherlanclsTel: + 31 20 346 0780
BSl Gtoup The Netherlands B.V. registerecl in.Thc Netherlands under 113264284.
A rrtr:mllt'r of BSI (.;()up of (.\)rllritni(,s.

Page 1 of 11
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Certificate No:

Date:

Issued To:

Subcontractor:

cE 00500
2o2o-09-18
Covidien tlc
15 Hampshire Street
Mansfield
Massachusetts
OZO+8 i.
USA ..,

EC certificate r Full Quality Assurance sidt8ffi"'
Directive 93l42lEEc on Medical Devices, Annex II excluding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

Consolidated Medical Equipment Company
Ave. Alejandro Dumas No. 11321
Complejo Industrial Chihuahua
Chihuahua
Chihuahua
31136
Mexico

Manufacture

Covidien Ireland Limited
IDA Business and Technology Park
Tullamore
Ireland

EU Representative

Covidien llc
2824 Airwest Boulevard
Plainfield
IN 46168
USA

Labelling
Packaging

...making excellence a habit."

l.nformation and Contact: BSI, Say Building, John M. Keynesplein 9, 1.066 llP Amsterdam, "lhe Netherlancls Tel: -r" 3l 20 346 }lBQ
BSI Group The Netheriands B,V. registered in The Netherlands under 332642U4.
A member of BSI Group of Companies.

Page 2 of 11



bsi.
EC Certificate - Full Quality Assurance SiJt8ilt"'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Ceftificate No: CE 00500
Date: 2020-09-18
Issued To: Covidien llc

15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Subcontractor: Service(s) supplied

Covidien llc
Boulevard Insurgentes
19030 Libramiento
Tijuana
8.C.22225
Mexico

Control of Sterilization
Manufacture

Covidien llc
5920 Longbow Drive
Boulder
Colorado
80301
USA

Design
Finished Device Supplier
Labelling
Manufacture
Packaging

Covidien llc
161 Cheshire Lane
Suite 100
Plymouth
Minnesota
5544t-5433
USA

Control of Steri lization
Manufacture

mal<ing excellence a habitl"

Information and Contact: BS1, Say Building, lohn M. Keynesplein 9, 1.066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group'fhe Nethorlands B,V. registered in The Netherlands urrder 332642t14.
A member of BSI Group of Companies.

Page 3 of 11
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bsi,
EC certificate - Full Quality Assurance siJt8ili"'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00500
Date: 2020-09-18
Issued To: Covidien llc

15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Subcontractor: Service(s) supplied

Covidien llc, GI Solutions
540 Oakmead Parkway
Sunnyvale
CA 94085
USA

Manufacture

Covidien Medical Products (Shanghai) Manufacturing, Manufacture
LLC

Building #10
789 Puxing Road
Shanghai
20t7L4
People's Republic of China

Emblation Ltd,
3 Forrester Lodge
Inglewood, Alloa
Scotland
FK1O zHU
United Kingdom

Design
Finished Device Supplier
Manufacture

. mal<ing excellence a habit.'

Information and Contactt BSI, Say Building, John M. Keynesplein 9, :1.066 EP Amsterdam, "l-he Netherlands Tel: + 31" 20 346 0780
BSI Group Tho Netherlands B,V registerecl in The Netherlands under 33264284.
A menrl>er of I3SI Croup of Companies.

Page 4 of 11



bsi.
EC certificate - Full Quality Assurance sidEffi"'
Directive 93l42lEEc on Medical Devices, Annex II excluding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product coverecl by:

Certificate No: CE 00500
Date:

Issued To:

Subcontractor:

2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048 .,

USA

Service(s) supplied

Greatbatch Medlcal S, de R.L. de C,V.
Calle 5 Norte No. 511
Ciudad Industrial
Tijuana
BC CP

22444
Mexico

Manufacture

International Sterilization Laboratory, LLC
217 Sampey Road
Groveland
Florida
34736
USA

ETO Sterilization

Isomedix Operations, Inc
2 Nucifora Boulevard
Chester
New York
10918
USA

Radiation (E Beam Sterilization)

. mal<ing excellence a habitl'

lnf-omation and Contact: 851, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, T"he Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlancls B.V. registerecl in -fhe 

Netherlands under 33264294.
A member of BSI Group of Companies.

Page 5 of 11



bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

EC certificate - Full Quality Assurance sf,Jt8ffi"'
Directive 93l42lEEc on Medical Devices, Annex II excluding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

Isomedix Operations, Inc.
1000 S, Sarah Place
Ontario
California
9t761
USA

Radiation (E Beam Sterilization)

Isomedix Operations, Inc,
7685 Saint Andrews Avenue
San Diego
California
92154
USA

ETO Sterilization

Kirwan Surgical Products LLC
180 Enterprise Drive
Marshfield
Massachusetts
02050
USA

Control of Sterilization
Manufacture

mal<ing excellence a habit.'

lnf-ormation and Contact: BS1, Say Building, John M. Keynesplein 9, i.066 Ep Amsterclam, The Netherlands'I'el: .f 3l 20 346 0780
BSI Group The Netherlands [r.V. registered in The Netherlancls under 332642:84.
A memtrer of BSI Group of Companies.

Page 6 of 11



bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

EC Certificate E Full Quality Assurance SiJil8f,i"'
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien llc
15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Service(s) supplied

Lake Region Medical
Venusa de Mexico S,A. de C,V.
1525-6 Hertz Street
Cuidad Juarez
Chihuahua
32470
Mexico

Manufacture

Medtronic B.V.

Earl Bakkenstraat 10
6422 il Heerlen
The Netherlands

EU Representative

Medtronic Engineering and Innovation Center Private
Ltd
DLF Cyber Cifi Block No. 3
APHB Colony, Gachibowli, Telangana
Ground Flool Plot No, 129-132, APHB
Hyderabad
500019
India

Design

...making excellence a habit.'

lnformation and Contact: 8S1, Say Building, John M. Keynesplein g, 1066 HPAmsterdam, The Nertherlandst"el: + 3t 20 346 0780
BSI Gr<rup The Netherlands B.V. registered in The Neiherlands under 33264284.
A member of BSI Group of Companies. ' ; :

PageT of tl



bsi.
By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00500
Date: 2020-09-18
Issued To: Covidien llc

15 Hampshire Street
Mansfield
Massachusetts
o2048
USA

Subcontractor: Service(s) supplied

M idwest Sterilization Corporation
P.O. Box 411
1204 Lenco Avenue
Jackson
Missouri
63755
USA

ETO Sterilization

Modern Medical Equipment Manufacturing Ltd
Flat A, 11/F
Mai Wah Ind. Bldg.
1- 7 Wah Sing Street
Kwai Chung, New Territories
Hong Kong

Manufacture

New Deantronics Taiwan Ltd.
12E No,51, Sec,4, ChongYang Rd,
Tu Cheng Dist.
New Taipei City
23675
Taiwan

Design
Finished Device Supplier
Manufacture

...making excellence a habit.'

Information and Contact: 85l,say fiuilding, John M. Keynesphin 9, 1066 [:P Amstffdarn
BSI Group l'he Netherlanrls I1.V, registererci irr The Nctht'rlarrds unclor'3:)264284.
A ntember of BSi Group of Corrl)anies.

3l '2t) 34(t 07tl{}

Page B of 11



bsi.
By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being Involved in services relating to the product covered by:

Certificate No: CE 00500

Date: 2020-09-18
Issued To: Covidien llc

15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Subcontractor: Service(s) supplied

Sterigenics Radiation Technologies, LLC

7695 Formula Place
San Diego
California
92t21
USA

Radiation (E Beam Sterilization)

Sterigenics Shanghai ETO,

No,333 Shuang Hui Road

Yang Shan Free Port
Shanghai
201308
China

Lrd. ETO Sterilization

Sterigenics US, LLC

4900 Gifford Avenue
Los Angeles
California
90058
USA

ETO Sterilization

...making excellence a habtt.'

lnformation and Contact: BS1, Say [,uilding, John M. Keynesplein 9, 1066 EP Amsterdam, The Nethorlancls ]'el: "t- 3l 20 346 0780
BSI Group The Nethtxlands B.V. registemd in l"he Nel.herlartds under '.1:l?-64284.

n membur of BSI GroLip r,lf (-ompanies.

Page 9 of 11
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By Royal Charter

EC Certificate r Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00500
Date: 2020-09-18
Issued To: Covidien llc

15 Hampshire Street
Mansfield
Massachusetts
02048
USA

Subcontractor; Service(s) supplied

Synergy Health (Suzhou) Sterilization Technologies Ltd ETO Sterilization
No. 26 Xinchang Road
Suzhou Industrial Park
Jiangsu
2t5t25
China

Synergy Health ASI LLC

9020 Activity Road, Suite D

San Diego
California
92t26
USA

Radiation (E Beam Sterilization)

Terumo BCI, Inc,
10811 W Collins Avenue
Lakewood
Colorado
80215
USA

ETO Sterilization

..making excellence a habit.'

lnformation and Contact: t151, Say Building, John M. Keynesplein g, 1066 [P Amsterdam, fhe Netherlands Tel: -r 31 20 346 0780
BSI Gtoup-fhe Netherlands [J.V. registercd in The Nr:therlarrds undt:r 332642t34.
A member of BSi Group of Companres. ,.-

Page 10 of 11
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Ceftificate No:

Date:

Issued Tor

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 00500
2020-09-18
Covidien !!c
15 llampshire Street
Mansfield
Massachusetts

USA :

Service(s) supplied

Trelleborg Sealing Solutions Tustin, Inc.
222 Industrial Park Drive
Elk Rapids
Mt 49629
USA

Manufacture

Vanguard AG
Landsberger Str, 266
Berlin
12623
Germany

Gas Plasma Sterilization
Manufacture

...making excellence a habltl'

Information and Contacti BSI,say Building, John M. Keynesplein 9, i066 EP Amsterdam, The Netherlands lel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in T'lre Netherlands under 33264284.
A member of BSI Group of Companies.
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