
ORDIN DE PLATĂ Nr. 1204 DATA EMITERII 7 iulie 2026 TIP.DOC.1
PLĂTIȚI: 21 500-00 LEI Douazeci si unu mii cinci sute  lei  00 bani

PLĂTITOR: (R) BIOSISTEM MLD SRL CODUL IBAN

CODUL FISCAL

MD95ML000000002251429243

1010600028048

CODUL LEI

Ministerul Finantelor - Trezoreria de Stat

PRESTATORUL PLĂTITOR:

BENEFICIAR: CODUL IBAN MD28TRPCAA518410A00572AA(R) Agentia Asigurare Resurse si Administrare Patrimoniu a

Ministerului Apararii CODUL FISCAL 1006601001229

PRESTATORUL BENEFICIAR:

BC'Moldindconbank'S.A.

CODUL LEI

DESTINAȚIA PLĂȚII: /P/21500,00/M//1010600028048/BIOSISTEM MLD SRL//Pentru garantia

pentru oferta la procedura de achizitie publica nr. ocds-b3wdp1-MD-

1781683906715 din 08.07.2026/

CODUL TRANZACȚIEI DATA PRIMIRII DATA EXECUTĂRII

101

Document transmis prin instrument de plată electronic cu acces la

MOTIVUL REFUZULUI

TIPUL TRANSFERULUI
NORMAL/URGENT/INSTANT

L.Ș.

LAZAR ANNA

LAZAR ANNA

SEMNĂTURILE EMITENTULUI

L.Ș.

N

Nota: Responsabilitatea privind veridicitatea şi corectitudinea informaţiei indicate în ordinul de plată îi revine emitentului*
*Regulamentul cu privire la transferul de credit, debitarea directă și atribuirea codurilor IBAN, aprobat prin HCE al BNM nr. 108 din 08.06.2023

SEMNĂTURA PRESTATORULUI
                 /

la distanță de tip internet-banking



 

CERTIFICAT
privind lipsa sau existența restanțelor față de bugetul public național

Nr. 
№

1315048
Din 
От

07.07.2026 13:15

DATE DESPRE CONTRIBUABIL / ИНФОРМАЦИЯ О НАЛОГОПЛАТЕЛЬЩИКЕ

Codul fiscal / Numărul de identificare 
Фискальный код / Идентификационный номер

1010600028048

Denumirea  
Наименование 

Societatea cu Răspundere Limitată "BIOSISTEM MLD"

ATESTAREA LIPSEI SAU EXISTENȚEI RESTANȚELOR CONFORM DATELOR SISTEMULUI 
INFORMAȚIONAL AUTOMATIZAT / ПОДТВЕРЖДЕНИЕ ОТСУТСВИЯ ИЛИ НАЛИЧИЯ 
ЗАДОЛЖНОСТЕЙ СОГЛАСНО ДАННЫМ ИНФОРМАЦИОННОЙ АВТОМАТИЗИРОВАННОЙ 
СИСТЕМЫ

La data emiterii prezentului certificat restanța față de bugetul public național constituie  
На дату выдачи данной справки задолжность перед национальном публичным бюджетом составляет  

0 MDL

 

VALABIL PÂNĂ LA / ДЕЙСТВИТЕЛЕН ДО 22.07.2026 13:15

Prezentul document este eliberat în temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 și în 
baza datelor furnizate de Serviciul Fiscal de Stat în Portalul guvernamental integrat EVO / Справка выдана в 
соответсвие со ст. 29 п. (3) Закона о реестрах № 71/2007 на основании данных, предостоставленных 
Государственной налоговой службой на Интегрированный правительственный портал EVO.

 

Generat și semnat de Portalul guvernamental integrat EVO la 07.07.2026 13:15

Prezentul certificat este semnat electronic în conformitate cu Legea nr.124 din 19.05.2022  
Сертификат подписан электронной попдписью в соответсвие с Законом № 124 от 19.05.2022

Certificatul este descărcat din Portalul guvernamental 
integrat EVO (evo.gov.md) și este semnat electronic de 
către posesorul acestui portal și are aceiași valoare juridică 
ca și documentele eliberate pe suport de hârtie de către 
organele cu atribuții de administrare fiscală. Verificarea 
autenticității semnăturii electronice poate fi realizată cu 
ajutorul Serviciului Guvernamental de Semnătură 
Electronică (msign.gov.md)

Сертификат скачен с Интегрированный правительственный 
портал EVO (evo.gov.md) и подписан электронной подписью 
владельца портала и имеет такаю же юридическую силу, 
как и документы выдаваемые на бумаге органами 
налоговой администрации. Проверку подлиности 
электронной подписи можно осуществить c помощью 
Интегрированный правительственный портал EVO 
(msign.gov.md)

https://evo.gov.md/acasa
https://msign.gov.md
https://evo.gov.md/acasa
https://msign.gov.md








 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 

tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

 

 

 

 

Lista fondatorilor Biosistem-mld SRL 
 

 

 

 

Nr. Nume, Prenume IDNP 

1. Vitalie Poiata 0983103892591 

2. Alexandr Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 

 
 

 



MINISTERUL MEDIULUI
AL REPUBLICII MOLDOVA

AGENŢIA DE MEDIU

MINISTRY ENVIRONMENT
OF THE REPUBLIC OF MOLDOVA

ENVIRONMENTAL AGENCY

MD-2005 mun.Chişinău, str. Albișoara, 38
Tel. (022) 820-770, Email: am@am.gov.md

CONFIRMARE

privind înregistrarea în „Lista producătorilor” de produse 
supuse reglementărilor de responsabilitate extinsă a producătorului

(echipamente electrice și electronice)

În  scopul  plasării  pe  piață  a  produselor  de  echipamente  electrice  și
electronice, în conformitate cu  prevederile art. 12 alin. (5) și alin. (14) lit. b) din
Legea  nr.  209  din  29.07.2016  privind  deșeurile,  și  punctele  46  –  50  din
Regulamentul  privind deșeurile  de echipamente  electrice  și  electronice,  aprobat
prin Hotărîrea Guvernului nr. 212 din 07.03.2018, se emite numărul de înregistrare

MD2024-10-EEE-049

pentru BIOSISTEM MLD, IDNO: 1010600028048, cu adresa juridică: mun.
Chișinău, str. Albișoara 16/1, ap. 1.

Numărul de înregistrare este valabil începînd cu data de 30.10.2024 pînă la
data de 30.10.2027.

Director adjunct 
Nicolae STRULEA



CIS-AL-Ll373-13021291 

To, 

Biosistem-mld SRL 

Albisoara 16/1 ap. 7 

Chisinau, R. Moldova 

mindray 

26.02.2019 

MANUFACTURERS AUTHORIZATION 

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., ("Mindray") manufacturer of 

Hematology analyzers, hereby authorize: Biosistem-mld SRL, with business office at 

Albisoara 16/1 ap. 7, Chisinau, Republic of Moldova, to submit bids and subsequently 

negotiate and sign Contracts. 

The authorization period is valid one year from issue date and automatically renewable if no 

termination letter is issued by either part. 

Neither this Letter of Authorization nor any further extension, will impose any obligation or 

grant any rights regarding further distribution of Product, nor allow any party to seek 

compensation for goodwill developed during the term of Letter of Authorization or any 

further extension. 

-----

Lu 

Deputy Manager oflnternational Sales and Marketing System, 

Commonwealth oflndependent States 

Shenzhen Mindray Bio-Medical Electronics Co., Ltd. 

SHENZHEN MINDRAY 

BIO-MEDICAL ELECTRONICS CO., LTD. 

Mind ray Building, Keji 12th Road South, 

High-tech Industrial Park, Nanshan, 

Shenzhen 518057, P.R. China 

Tel: +86 755 81888998 

Fax: +86 755 26582680 

Website: www.mindray.com 



Declaration of Conformity
DOC # 507

Legal Manufacturer
Covidien llc
15 Hampshire Street
Mansfield, Massachusetts 02048
USA

HI covrDrEN

Eu ropean Representative
Covidien lreland Limited
IDA Business and Technology Park
Tullamore
lreland

Product, Electrosurgical Generators
i

Classification (MDD) Class llb

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

Reorder Codes / GMDN Godes Refer to Appendix RE00254770

We herewith declare that the above mentioned products meet the provisions of the Councll
Directive 93l42lEEC as amended by 20071471EC for medical devices. All supporting
documentation, is retained under the premises of the manufacture. Covidien is exclusively
responsible for the Declaration of Conformity.

Each kind of medical device to which the system has been applied complies with the applicable
provisions of the essential principals, the classification rulei and thd full quality assurance
procedures at each stage, from the design of the device until its final inspection before being
supplied, in accordance with Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods
Regulations. l

Notified Body BSI Group The Netherlands B.V.
Say Building,

' John M. Keynesplein 9,
1066 EP Amsterdam
Netherlands
Number: 2797

EC Certificate CE 00500

Standards to which Conformity is Declared Refer to Appendix RE00254770

Place of lssue Boulder, Colorado, USA
Date of lssue July 13,2020

Named Signatory Authority Nancy Sauer
Title Regulatory Affairs Director

Approval: Refer to RC247937 in PLM system



Declaration of Conformity
DOC # 507

Revisions:

EfiI covrDrEN

DOC 507 supersedes DOC 407 under notified body number:0086,

DOC 407
Rev. A

(RE00055001 )

RC055'150 lnitial release.

DOC 407
Rev. B

{RE00055001 )

RC093433 Added product Force I riao zE.

DOC 407
Rev, C

(RE0005s001 )

RC106695 Added product VLFXBGEN.

UOU 4Ul
Rev. D

rRE000ss001 )

RC1 5881 3 Updated VLFTlOGEN and VLFXSGen to reflecl
the current version of standard ISO 1 5223-
1:2O16

DOC 507
Rev. E

(RE00055001 )

RC189290 Changed Notified Body address froml
BSI Group

Kitemark Court, Davy Avenue,
l(nowlhill,

Milton Keynes, MKs 8PP UK
Number: 0086

to:
BSI Group

The Netherlands B.V.
Say Building,

John M. Keynesplain 9,
1066 EP Amsterdam

Netherlands
Number: 2797

ForceTriad removed
UUU CU/

Rev. F
{RE00055001 )

RC1 98822 Added product Force I rlad per 9E00500 MDD
recertification Sample Plan.

DOC 507
Rev. G

/RF00055001 \

Removal of Surg ll-8, Surgll-20, and
VLSURGGEN.

DOC 507
Rev. H

(RE00055001 )

VLLSl0GEN standards updated to reflect
R0053'174.

DOC 507
Rev. I

(RE0005s00'1)

RC237598 vLLU',IUUEN standaros lrst correcteo lront
previous revision and VLFTl0GEN standards
updated to reflect R0053174. VLFXSGEN to
reflect the current version of standard ISO
'1 3485:2016

DOC 507
Rev. J

(RE00055001 )

RC247937 New template per RA-020D,

Approval in PLM System Descriptlon

RC212837



Declaration of Conformity E I covrn.lEN
DOC # 507

Appendix RE00254770

This appendix declares the products included in the above referenced Declaration of Conformity,
Refer to the external standards list in PLM system.

catalog
Number and
Description

CIass MDD
Rule

Sterile/
Measure

MDD
Gonformity

Assessmeni
Route

GMDN GOCIE

and term
Devlce

subcategory
(lla) / Generic
Device Group

{ilb)

External
Standards

List

Force FX-8C

Force FXrM
Electrosurgical
Generator 8C
240 V

ilb Rule 9 N/A Annex Il 11490:
General-
purpose
Electrosurglcal
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE00061 244

Force FX-8CA

Force FXrM
Electrosurgical
Generator BCA
Autobipolar
240 V

ilb Rule 9 N/A Annex I I 1 1 490:
General-
purpose
Electrosurgical
Diathermy
System
Generator

General-
purpose
E leclrosurgical
Drathermy
Systern
Generator

RE00061 244

Force FX-C

Force FXrM
Electrosurgical
Generator C
120 V

ilb Rule 9 N/A Annex ll 1 1 490:
General-
purpose
Electrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE00061 244

Force FX-CS

Force FXTM

Electrosurgical
Generator CS
120 V

ilb Rule 9 N/A Annex ll '1 1490:
General-
purpose
Electrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE00061244

Force FX-8CS

Force FXrM
Electrosurgical
Generator 8CS
240 V

ilb RLtle 9 N/A Annex I I 1 1 490:
General-
purpose
E lectrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE0006 1 244

Force FX-8CAS

Force FXrM
Electrosurgical
Generator 8CA
Autobipolar
240 V

ilb Rule 9 N/A Annex I I 1 1490:
General-
prrrpose
Electrosurgical
Diathermy
Systenr
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE00061 244

ForceTriad

ForceTriad rM

Energy Platform

ilb Rule 9 N/A Annex ll 1 1490:
General-
purpose
Electrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE001 741 76

Page 1 of 3



Catalog
Number and
Description

Class MDD
Rule

Sterile/
Measure

MDD
Conformity

Assessment
Route

qMDN Code
and term

Devlce
subcategory
(lla) / Generic
Device Group

{ilb)

External
Standards

List

FTBRKIT

ForceTriad rrl

Bipolar
Resection
Activation Kit

ltb Rule 9 N/A Annex ll 1 1 490:
General-
purpose
Electrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE001 741 70

F IRL:KI I

ForceTriad rrl

Remote Control
Activation Kit

N/A Annex I 11490:
General-
purpose
Electrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE001 741 76

VLFTl OGEN

Valleylab rM

FT1 O

FT Series
Energy Platform

ilb Rule 9 N/A Annex ll 1 1 490:
General-
purpose
E lectrosurgical
D athermy
System
Generator

General-
purpose
Electrosurgical
Diathenry
System
Generalor

R0053'1 74

VLLSl OGEN

ValleylabrM
1S10, LS Single
Channel Vessel
Sealing
Generator

ilb Rule 9 N/A Annex I I 1 1 490:
General-
purpose
E lectrosurgical
Diathermy
System
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

R0046040

VLFXSGEN

ValleylabrM FX8
FX Series
Energy Platform

ilb Rule 9 N/A Annex I I 11490:
General-
purpose
Electrosurgical
Diathermy
Syslem
Generator

General-
purpose
Electrosurgical
Diathermy
System
Generator

RE0001 9992

Declaration of Conformity
DOC # 507

EII covrurEN

Page 2 of 3

ilb Rule I



Declaration of Conformity
DOC # 507

Revisions:

EfiI covrDrrN

Date of lssue Description

DOC 507 Appendix
Rev. A

(RFOO?54770\

RC248666 lnitial Release.

Page 3 of 3



EU MDR Declaration of Conformity

RE00302885 Revision K

EU MDR Declaration of Conformity (DoC) # 503

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 lX : Conformity Assessment Bosed on a Quolity Monogement
System ond on Assessment of Technical Documentqtion

Not Applicable for Class I (non-measuring, non-sterlle, non-reusable)
products, only DoC in accordance with Annex lV,

Referto the Products Covered table below

Referto the Products Covered table below

Referto the Products Covered table below

Manufacturer:

Manufacturer SRN:

Authorized Representative:

Authorized Representative SRN:

Notified Body:

Conformity Assessment Certif icate(s) ;

Conformity Assessment Procedu re:

Risk Class:

Classification Rule:

lntended Purpose:

'l'f 
ris; clot.i.rrrcni ir, rktcl.rlrric-;r{iy corrrrclkrd Medtronic Controlled fnformation

CONFIDENTIAL
D00009859 Revision C

Page 1 of 15 Medtronlc



EU MDR Declaration

RE0030288s

of Conformity

Revision K Page 2 of 13

Statement:

We, Covidien llc, hereby declare under oursole responsibilitythatthe product(s) specified herein conform to EU

Medical Device Regulalion20tT/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

RoHS 3 DIRECTIVE 201,5/863 RE00288844

REGU LATTON (EU\ ?017 /7 4s RE00197250

SCSTA

REACH (EC) No 1907/2006 and Directive
2006lt2uEC

RE00276478

E0005-3c, E0oxt, 80502-1, E0507-B

REACH (EC) No 1907/2006 and Directive
20061127/EC

RE00295055

RoHS DIRECTIVE 2015/863 RE00295120

REGULATTON (EUl 2017 17 4s RE00183046

E0560, E0560E

RoHS Dl RECTIVE 2015/863 RE00292613

REACH (EC) No 1907/2006 and Directive
2ot9/1194

RE00267106

REGULATTON (EUl 2017 /74s RE0018138s

E0020v, E002ls, E0022w

RoHS DIRECTIVE 2015/863 RE003 12498

REACH (EC) No 1907/2005 and Directive
20t9/t194 RE00306266

REGU LATTON (EU) 2O!7 /7 4s _l_IEoo183046
FT0021S, FT0022W

RoHS Dl RECTIVE 2015/853 RE00291385

REACH (EC) No 1907/2006 and Directive
2019/1194

RE00294089

REG U LATION (EU\ 2017 /7 45 RE00194763

sE3695, SEA3700, SEA3745

RoHS 3 DIRECTIVE 20151863 RE00297912

REACH (EC) No 1907/2006 and Directive
2006/121/EC

RE00297339

REGU LATTON (EUl 2Ot7 17 4s RE00183749

s8A3730, SEA3741

RoHS 3 DIRECTIVE 20151863 RE00316499

REACH (EC) No 1907/2006 and Directive
2006/!21./EC

R800297407

Medtron ic Co n tro lled f nfo rm a tio n
CONFIDENTIAL

.ffris 
clocr.rrrir:nt rs clcr:tronically cor, trollcd



EU MDR Declaration of Conformity

Page 5 of 13

Medtro n ic Co n tro lbd f n fo rm a tio n
CONFIDENTIAL

"f his clocrimcnt rr r:lerctronically controllcd D00009859 Revision C

Union Legislation
Applicable Declaration of Conformity

Document Number

REG U LATION (EU\ 2OL7 /7 45 RE00183749



Place:

Name:

Title:

i-:::';;;;;i;;'':::.:::.-Page4of13ldffi

Boulder, Colorado, USA

Ben Cordileone

Sr, Regulatory Affairs Manager

Signature: rt"*fi*lte*
Date: L2-Apr-2022

l-his rlcrc-irrrrrrrt i1 (,rlcrt.r()rliciilly conl.rollL:rl Medtronic Controlled fnformation
CONFIDENTIAL

D00009859 Revision C
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EU MDR Declaration of Conformity

RE00302885 Revision K

Common Spe cation(s)

The following common specifications were used to demonstrate conformity, Refer to Prod

section for Standards list:

This document is electronically controlled Medtronic Controlled fnformation
CONFIDENTIAL

D00009859 Revision C

Number Date of lssue Title



EU MDR Declaration of ConformitY

Revision A Page 1 of 6

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

D00009859 Revision C

Revision A Page 3 of 6



i EU MDR Declaration of Conformity

RE00397918 Revision A Page 4 of 6

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



EU MDR Declaration of Conformity

Page 6 of 6

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



.!

Declaration of Conformity
DOC # 509

Legal Manufacturer
Covidien llc
15 Hampshire Street
Mansfield, Massachusetts 02048
USA

EG Certificate

Standards to which Conformity is Declared

Place of lssue
Date of lssue

Named Signatory Authority'
Title

E:I COVNDIEN

Eu ropean Representative
Covidien lreland Limited
IDA Business and Technology Park
Tullamore
lreland

cE 00500

Refer to Appendix RE0025477 1

Boulder, Colorado, USA
May 23,2021

Ben Cordileone
Principal Regu latory Affairs Associate

Product Electrosurgical Pencils

Classlficatlon (MDD) Class llb

Conformity Assessment Route European Medical Device Directive
93l42lEEQ amended by 2007147lEC,' Annex ll

Reorder Codes / GMDN Godes Refer to Appendix RE00254771

We herewith declare that the above mentioned products meet the provisions of the Council
Directive 93l42lEEC as amended by 20071471EC for medical devices. All supporting
documentation is retained under the premises of the manufacture. Covidien is exclusively
responsible for the Declaration of Corlformity.

Each kind of medical device to which the system has been applied complies with the applicable
provisions of the essential principals, the classification rules and the full quality assurance
procedures at each stage, from the design of the device until its final inspection before being
supplied, in accordance with Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods
Regulations.

Notified Body BS! Group The Netherlands B.V.
Say Building,
John M. Keynesplein
1066 EP Amsterdam
Netherlands
Number: 2797

Approval: Refer to RC332890 in PLM system

Page 1 of 2

9,



DOC 509 supersedes DOC 409 under notified body number:0086.

standards EN ISO 11607:l,|STA 2A, ISO
11135-1, EN 556-1, EN tSO 1't737-1, tSO

tso 14644-1, tSO 1

SEPsO15, SEP501 2NSB, SEP6OOO,

certification for version 2016.

Rev. E
(RE00097556)

Changed Notified Body address from:
BSI Group

Kitemark Court, Davy Avenue,
Knowlhill,

Milton Keynes, MKs 8PP UK
Number: 0086

to:
BSI Group

The Netherlands B.V.
Say Building,

John M. Keynesplain 9,
1066 EP Amsterdam

Netherlands

Declaration of Conformity
DOC # 509

Revisions:

Eil covrnrEN

Page 2 of 2

Approval in PLM System Description

DOC 409
Rev. A

/RFnn0q7556)

RCl O3BBB lnitial release.

UUU 4U9
Rev. B

(RE00097556)

RC108450

DOC 409
Rev. C

/RFnnnq7656\

RC1 65967

UUU 4U9
Rev. D

RC187742

RCI 89290

DOC 509
Rev, F

/RF000q7556\

RC247937 New template per HA-uzuu.

DOC 509
Rev. G

/R trnnnqTq(A

RC332890 Added E3504, E3504H, E3504NSB, E3250H,
E3250HNSB



Declaration
DOC # 516

Product
t;

:ti

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

,l
,il: l:....,11,.,r

;i,i,:r,.

Approval: Refer to-RC247937:in Pl-M systgm
lirliiri
l

l

,i

l'j

l:
I

rl
'rl ,' lrl

i':lrlrl
i,l,j
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Declaration of Conformity
DOC # 516

Revisions:

HI covtDlEN

"l

i

t,
I

t,,
I

i

:

i'
:

I

i

i-.
.li',

i.

i ].i
lr;,,.

I

l

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)

{r

'll

RC1 89290

l

i

I

rl
I

I

I

Irl.t
il

I

I

I

i

r;1

.t

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.

ll
I
I

Page 2 of 2
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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,
1l

Eil covrorEru
l.i
I

I
I
I

i

above referenced Declaration of Conformity.
I

'll

i

I

l

i'l
lr

I

)

i
1,
I

I

ril,l,l

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

<)
ffi
fu,r1Y

I

I

ffi
a

i ;ri

Page 1 of6

$tenle

Slenle 562

9P'
€let
rlar
eler
tJior

,ld.'E^;
io(
op,
eler
liai
eler
bior
l'

use
,{

iri:
h-surgery
trosuroical
lpiece/
trode,
ia'r, single-

Annex ll
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Declaration of Co'nformity

i
i

Iti
I

rl

ti

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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Rule I Annex ll

t.,

1i.9I ll

5 tvqqi
En(oscopic
eleqtrqsurgical
hdndpiece/
elecirdde,
bipolar, single-



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
DOC # 516

ffi covrnrEru

i rl

Page 3 of 6
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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

HI covtotEN

j,

Page 4 of 6

l

I

I

i

I

r!,

gr,zYij:
Opeh-surgery
elbctrosurgical
ltdil
elec

QiPl

uPrvuu/
:trode,
rlar, single-

Kule I Annex ll

.... .-:.:,r..1.i. .....;.. j -i
,lr r Xi( ii

56296:
Open-surgery
elegirosurgical
harldpiece/
eleq!rode
bipglar, single-
tiie

[l r,

( l{' I



,II ccrurnrEN

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

,,f,.:,.,1
.i il,;.<idr.'""rr'
: i rt .l;.,,r:

Page 5 of 6

,Declaration of Conformity :

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.

EHI covlDrEN

I
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Declaration
DOC # 514

Legal Manufacturer

15 Hampshire Street ,

Mansfield, Massachusetts 02048
USA

of Conformity

Product

Classification (MDD)

'
Conformity Assessment Route

E'il covtDrEN

European Representative
Covidien lreland Limited
IDA Business and Technology Park
Tullamore 

I

lreland r

Patient Return Electrodes

Class llb

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

I

,,rtil

i,i

Reorder Codes / GMDN Codes Refer to Appendix RE00254777
,,

We herewith declare that the above mentioned products meet the provisions of the Council
Directive 93l42|EEC as amended by 2OOll4TlEC for medical devices. All supporting
documentation ,is retained under the premises of the manufapture. Covidien is exclusively
responsible for the Declaration of Confoimity.

Each kind of medical device to which the system has been applied complies with the applicable
provisions of the e$sential principals, the classification: rules and the full quality assurance
procedures at each stage, from the design of the devic6 until its final inspection before being
supplied, in accordance with Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods
Regulations.

t*to,titieU EbUy BB!'Group The Nethertands B.V.

r , r r ;i riii 'r,,, ffilrt,#l'i:Vhesprein g,

1066 EP Amsterdam
Nbtherlands
Number: 2797

,.r,.fl

EC Gertificate CE 00500

Standards to which Conformitv is Declaredl Refer to Appendix RE00254777

: Pllce of Issue Boulder, Colorado, USA

r i , Dgte of !s9-ue ;,July 13,2O2O
.j!:

lNamed Signatory Autho.rity ,,Nancy Sauer
Title RegulatoryAffairs

Refer to RC247g37 irl PLM system

{ f i

l",tl, 'j,it I i;,

,l

Approva!:

Page '1 of 2
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Approval in PLM system

DOC 514
Rev. A

(RE00055885)

(c067654

DOC 514
Rev. B

(RE00055885)

Rc1 89290

:

Changed Notified Body address from:
BSI Group

Kitemark Court, Davy Avenue,
Knowlhill,

Milton Keynes, MK5 8PP UK
Number: 0086

to:
BSI Group

The Netherlands B.V.
Say Building,

John M. Keynesplain g,

1066 EP Amsterdam
Netherlands

Number: 2797
DOC 514

Rev. C
(RE0005s885)

RC247937 New template per RA-020D,

{".:#4E{S{}
f./""7-- -:--\+vo ilil6vltrrr r rrn lrl! *
U :lit u^lv I I - M h,D l.il: ;<

4z=\1\--_--lp/:i r'

Page 2 of 2

Description
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Eil covrorEN

Catalog
Number and
Description

Class

i

i

MDD
Rule

Sterile/
Measure

; MDD,
donformlty

ASsessment
I Route

GMDN Code
qnd term

Device
subcategory
(lla)/ Generic
Devlce Group

iltb)

External
Standards

List

:,.$:3*r&'

E7506

Valleylab rM

Non-REM
Polylresive rM

Patient Return
Electrode 9'
(2.7 n)

ilb Rule 9

,]:
lt

N/A

.ilil

Annex ll 58494:
Eleclrosurgical
diathermy
system return
electrode,
single-use, non-
sterile

ElectrosLrrg ical
diathermy
system return
electrode,
single-use, non-
sterile

RE00057404

E7507

ValleylabrM
REM
Polyhesive rM

Adult Patient
Return
Electrode 9'
(2.7 m)

ilb

I

I

Rule 9

I

I

l:

N/A Annex ll 58494:
Electrosurgical
diathermy
system return
electrode,
single-use, non-
sterlle l

Electrosurgical
diathermy
system return
electrode,
single-use, non-
sterile

RE00057404

E7507-DB
I

VallbylabrM
REM
PolyhesiverM
Adult Patient
Return
Electrode 15'
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DoL--S URGERY-20 I 908-00 I (V4.0)

f,C Declaration of Conformity
Manufacturer: NanjingMindrayBio-lvlec{icalElectronicsClo..I.,tcl.

666# I4iddle Zhenglang Road. .liangning. 211111 Nanjing, Jiangsu,

P.R.China

FJC-IIepresentative: Shanghai Literxational Holdiug Cotp. GtnbII (Europe)

Ei{1'estrassc 80, 2053? Ilanrbulg, Genlany
(|) Ilv{DI No. : IlUi000 AA4062'1 )

Product Nanre: Insrrlflttor
N{oclel: IIS-50f ,HS-50V,HS-50H,IlS-50S,}IS-30S

I"ll'{DNS Cotle:12144 GNTIDN Codc: 16849

Clnssification: ila (Accor'ding to r\nircx IX, Rule l1 of Directive 93i42iEFlC)

Compliance of the designated product(s) with the directives lras been assessed following lhe procedure

relaling to the EC Declaratiorr of Conformity set out in Annex ll, Article 3 of Directive 93l42lEEC and has

been certified by the Notified Body.

f tifi Sttn Product Service Crnb[I

I{icl lcrstra lle 65, 80339 VI U NC II fi N,C c rrn a n y

Certiticrtc No.: Gi 070744 0016

Issue clate:2020-03-04 Expiry date: 2A24-05^26

We, declare that the above nrenlioned products meet the provisions of the Council Directive 93l42|EEC

lor Medical Device,as amencJed by 200714218C, All supportirrg documentations are retained uncler lhe

premise s of tlre nranufacturer.This Declaration of Confornrity is issued under the sole responsiLrility of the

manufacturer.

( 
{0.**

Standartls Applircl:

EN ISCI 1348-s:20 I 6/150 I 3485:?01 (r IN IS0 14971 :2012/lSO 149 ,1120(17

EN 60601-l:2006+AI:20l3ilT:C 60601-1:2005l-Al:2012 IIC 60601-?-18:2009/ EN (r0(r0l-2-lti:2()15

EN ti060 l - I -2:20 I 5il lrc 60{i0 I -l -2:20 l4

IEC{10601-l-6:l0l0l'Ai\4Dl:2013,'8N60(rt}1-l-(r:2010/Al:2015 t[C623f]6-l:20151IjN623(16-l:2015

IEC 62.104:2006 f AI :201 Sr'liN 62104:2006iAI:2015

EN 10.11 :2008 lS0 15223-1:2016

E1\ l-qO 10993-l;2009-.ACi:2010 EN ISO 1099i--i:2009 EN IS0 1099:l-10:2013

ISO 17664:2(t17

Start of CE-illrrliingr 2019-8-28

Signafure:

Pl:rce, flirte of Issue : Uaniins. 30 t,o . / 2 , $*

liarne oflAuthorized Signalory: l'L'. 7-hai pei

Positionl{eldinCompany: N'lanager.'lechnicalRegulaticn

,,DU?CIIT{ED.M)

.),*no, ooruoorrrr.r-'',
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Qorr"

EC Declaration of ConformitY \
Nanjing Mindray Bio-Medical Electronics Co., Ltd.

666# Middle Zhengfang Road, Jiangning, 211111 Nanjing, Jiangsu,

P.R.China

Manufacturer:

EC-Representative: Shanghai InternationalHoldingCorp. GmbH @urope)

Eiffestrasse 80, 2A$7 Hamburg, Getmany

(DIMDI No.: DE/0000040627)

Product Namer Rlgid EndoscoPe

Model: M 01000A/i\r 01030A4,1 01000nu 01030

G 01000A/G 01030A/G 01000/G 01030

UMDNS Code:20475 GMDN coile: 12291

classlficatlon: IIa (According to Annex D(, Rule 6 of Directive 93l42lBBc)

Complianco of the designated product(s) with the directives has been assessed following ihe procedure

relatlng to the EC Declaratlon of Conformity set out in Annex ll, Artlcle 3 of Directive %|4AEEC and has

been certified by the Notified Body...

TiiV SUD Product Service GmbH

RidlerstraBe 65, S0339 MilNCHEN,Germnny

Certificate No.: Gl 070744 0016

Issue date:2019-08-27 Expiry datez2024-0*26

We, declare that the above mentioned products meet the provlslons of the Council Dtreotive 93l42lEEC

for Medlcal Device,as amended by 2007142tEC. All supporting documentations are retained under the

premises of the manufacturer.Thls Declaration of Conformlty ls lssued under the solo responsibility of the

manufacturer.

StandardsApplied:

EN rSO t3485r2016/ISO 13485:20t6 EN tSO 14971:20l2llSO 14971:2007

IEC 60601-l-6:201O+Alr4Dl;2013/EN 60601-l-6:2010/Al:2015 IEC 62366-l:201s/EN 62366-lt20l5

EN6060l-l:2005+Al:2013/lEC6060l-t:2005+41:2012 IEC6060l'2-18:2009

EN l04l:2008

EN ISO 10993-5:2009 EN ISO 10993-10:2013

ISO 8600-l:2015

ISO 8600-4:2014

ISO 8600-7:2012

EN tSO 10993_l :2009+AC:20 I 0

Start of CB-Marklng:

Signature:

Place, Date of Issue;

ISO 15223-l:2016

ISO 8600-3:1997+Al

ISO 8600-5:2005

ISO 17664:2004

Name of Authorized Signatory:

Posltion lleld in Company:

N, ,i'5 '-J-?'r/
Mr. Li Xiaoqiao

Management Representative

ti"ylrrii#
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EN 
IE / MT   LED-DoC_2_ESA001_A_EN  

  

 

 

 

EU DECLARATION OF CONFORMITY  
- MDR 2017/745/UE - 

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 

 

 

It is declared the conformity with Regulation (EU) 2017/745 and the following Directives: Directive 2011/65/EU of the 

European Parliament and of the Council of 8 June 2011 (RoHS 2) and Commission Delegated Directive (EU) 

2015/863 of 31 March 2015.  

 

This declaration of conformity is issued under the sole responsibility of LED SpA in compliance to Article 19 of EU MDR 

2017/745. We hereby declare that the medical device specified under meet the provision of the Annex I of Regulation 

EU MDR 2017/745 for medical devices. 

 

 

The declaration is based on: 
 

Manufacturers Name: LED SpA 

Manufacturers Address: Via Selciatella 40 04011 Aprilia (LT) Italy 

SRN (Single Registration Number): IT-MF-000012232 

Basic UDI-DI: 803363832 ESA0013E 

Product Category: Electrosurgical Accessories 

Name of the Device(s): 
See TABLE attacched column    

Product code: 
See TABLE attacched column  

Classification with rule number: Class II b (Rule 9) 

Conformity with assessment route: Annex IX Chapters I and III of Regulation (EU) 2017/745. 

Intended use: Devices destined to be connected, for temporary use, to high frequency 
electrosurgical units for surgical operations in which cutting and / or 
coagulation of soft tissues is required, with a monopolar and / or bipolar 
technique, for minor surgery and / or major in open and / or intra-operative 
percutaneous and / or endoscopic and / or laparoscopic.  See attached table. 

Notified Body Name and address (code): IMQ ISTITUTO ITALIANO DEL MARCHIO DI QUALITÀ S.P.A.,  
Via Quintiliano 43 20138 Milano – ITALY, NB: 0051 

Common Specification (CS): - 

Identification of certificates issued: EU certificate, 052 / MDR exprining 2027-09-21 

 

 

 

 

 

 

                                                           Aprilia (LT), 25.09.2025 

  

 

 

 

https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=country.nb&refe_cd=EPOS_43373&body_type=NB
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=country.nb&refe_cd=EPOS_43373&body_type=NB
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=country.nb&refe_cd=EPOS_43373&body_type=NB
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EN - LIST OF DEVICES 

Trade mark LED 
 

  

PENCIL 
00201.02 
00206.00 
00206.40 

 

PENCIL S 
00205.00 00420.00 
00205.40 00420.05 

 

CONNECTION 

00402.00 00404.02       00411.00       
00402.01 00404.04       00412.00       
00402.02 00404.08       00413.00 
00402.03 00404.09       00414.00 
00402.04 00404.10 00415.00 
00402.05 00404.11       00416.00 

  00417.00 
  00418.00 

 

NEUTRAL 

00400.00 00401.20 5365A 
00401.00 00401.21 6429A 
00401.01 00401.22  
00401.02 00403.01  
00401.03 00403.02  
00401.10   
00401.11   
00401.12   

 

ELECTRODE 

00500.00 00500.L1 500500.D1/S 152-110 152-175-10 00420.10 
00500.00/L 00500.L1/L 500500.D12/S 152-112 152-190-13 00420.12 
00500.03 00500.L2 500500.L1 152-115 152-190-20 00420.14 
00500.D1 00500.L2/L 500500.L1/L 152-120 152-195  

00500.D12 00500.L3 500500.L2 152-122   
00500.D1/S 00500.L3/L 500500.L2/L 152-125   
00500.D12/S 00500.L4 500500.L3 152-130   

 00500.L4/L 500500.L3/L 152-132   
 00500.L5 500500.L4 152-140   
 00500.L5/L 500500.L4/L 152-142   
 00500.L6 500500.L5 152-145   
 00500.L6/L 500500.L5/L 152-150   
 00500.L7 500500.L6 152-152   
 00500.L7/L 500500.L6/L 152-160   
 00500.L8 500500.L7 152-162   
 00500.L8/L 500500.L7/L 152-165   
 00500.L9 500500.L8    
 00500.L9/L 500500.L8/L    
 00500.L10 500500.L9    
 00500.L10/L 500500.L9/L    
 00500.S05 500500.L10    
 00500.S10 500500.L10/L    
 00500.S15     

 

BIPOLAR 

110-700 310-110-05 310-510 410-100-15 500-300-00 
110-750NS 310-112-05 310-550 410-100-19 510-000-00 
110-755NS 310-140-10 310-590 410-200-18 510-000-00_L 
110-760NS 310-140-20  410-200-21 510-300J01 

 310-142-10  410-200-23 510-300J02 
 310-142-20   510-300J03 
 310-180-10   510-300J04 
 310-180-20   510-300J05 
 310-182-10   510-300J06 
 310-185-10   510-300J07 
    510-300-10 
    510-300-20 
    510-300-30 

    510-300-40 

    510-300-50 

    510-300-10_L 

    510-300-20_L 

    510-300-30_L 

    510-300-40_L 

    510-300-50_L 
 

MONOPOLAR 
330-134-20 

330-160 
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