ORDIN DE PLATA Nr| 1204 | DATA EMITERII

7 iulie 2026 TIP.DOC.1

PLATITI: 21 500-00 | LEI Douazeci si unu mii cinci sute lei 00 bani

PLATITOR:  (R) BIOSISTEM MLD SRL CODUL IBAN MD95ML000000002251429243
CODUL FISCAL 1010600028048
CODUL LEI
PRESTATORUL PLATITOR:  BC'Moldindconbank'S.A.
BENEFICIAR: (R) Agentia Asigurare Resurse si Administrare Patrimoniu a CODUL IBAN MD28TRPCAA518410A00572AA
Ministerului Apararii CODUL FISCAL 1006601001229
CODUL LEI

PRESTATORUL BENEFICIAR:  Ministerul Finantelor - Trezoreria de Stat

DESTINATIA PLATII:  /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 TRANZACTIEI DATA PRIMIRII DATA EXECUTARII
101
Document transmis prin instrument de platd electronic cu acces la /

la distanta de tip internet-banking SEMNATURA PRESTATORULUI

TIPUL TRANSFERULUI
NORMAL/URGENT/INSTANT

[N] LS.

LAZAR ANNA

LAZAR ANNA

SEMNATURILE EMITENTULUI

MOTIVUL REFUZULUI

LS.

Nota: Responsabilitatea privind veridicitatea si corectitudinea informatiei indicate in ordinul de plata i revine emitentului*

*Regulamentul cu privire la transferul de credit, debitarea directa si atribuirea codurilor IBAN, aprobat prin HCE al BNM nr. 108 din 08.06.2023

Digitally signed by Poiata Vitalie
Date: 2026.07.07 17:02:48 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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GUVERNUL
REPUBLICII

MOLDOVA evo

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr- 4315048 Din

NS or 07.07.2026 13:15

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1010600028048

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata "BIOSISTEM MLD"

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 22.07.2026 13:15

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul guvernamental integrat EVO / CnpaBka BblgaHa B
cooTBeTcBME cO CT. 29 n. (3) 3akoHa o peectpax N2 71/2007 Ha OCHOBaHUM AaHHbIX, MPEAOCTOCTaBMIEHHbIX
oCcynapCTBEHHOV HaNoroBow Cryo6om Ha VIHTerpupoBaHHbIvi MpaBuTeIbCTBEHHbIN nopTan EVO.

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

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTndukaT NOANMCaH 3NEKTPOHHONM MONANNCHIO B cOoTBeTCBME ¢ 3akoHOM N2 124 o1 19.05.2022

Certificatul este descarcat din Portalul guvernamental
integrat EVO (evo.gov.md) si este semnat electronic de
catre posesorul acestui portal si are aceiasi valoare juridica
ca si documentele eliberate pe suport de hartie de catre
organele cu atributii de administrare fiscala. Verificarea
autenticitatii semnaturii electronice poate fi realizatd cu
ajutorul  Serviciului  Guvernamental de  Semnatura

Electronica (msign.gov.md

CepTndukaTt ckadeH ¢ VIHTerpnupoBaHHbIA NPaBUTENbCTBEHHbIN
noptan EVO (gvo.gov.md) 1 NoAanmncaH aneKTPOHHON NMOANNCHIO
BnafeNbla noprana 1 VMeeT TaKalo e IOPUANYECKYI CUITy,
KaK W [OKYMeHTbl BbljaBaeMble Ha Oymare opraHamu
Haforosom aAMUHUCTPaLN. MpoBepky NOAJIMHOCTM
SMEKTPOHHOM MOAMNCK MOXHO OCYLEeCTBUTb C MOMOLLbIO
VIHTerpnpoBaHHbIi nNpaBUTENbCTBEHHbIN noptan EVO

(msign.gov.md)


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

REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




AGENTIA SERVICII PUBLICE

Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 531522 data 15.09.2023

Denumirea completa: Societatea cu Raspundere Limitata "BIOSISTEM MLD"
Denumirea prescurtata: "BIOSISTEM MLD" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata,

Numarul de identificare de stat si codul fiscal (IDNO): 1010600028048

Data inregistrarii de stat: 12.08.2010

Sediul: MD-2001, str. Albisoara, 16/1, ap. 7, mun. Chisiniau, Republica Moldova.
Obiectul principal de activitate:

1. Activitatea farmaceutica; importul si (sau) producerea articolelor de parfumerie si
cosmetici

2. Fabricarea, comercializarea, asistenta tehnici, repararea si verificarea articolelor de
tehnica si opticd medicala

3. Acordarea asistentei medicale de ciitre institutiile medico-sanitare private

4. Comertul cu ridicata al calculatoarelor,echipamentelor periferice si software-ului
5. Intretinerea si repararea masinilor de birou si a tehnicii de calcul

6. Consultatii in domeniul sistemelor de calcul

Capitalul social: 5400 lei.

Administrator: POIATA VITALIE, IDNP 0983103892591,

Asociatii:

1. POIATA VITALIE, IDNP 0983103892591, cota 1803.60 lei. ce constituie 33,4%
Beneficiar efectiv:

1.1. POIATA VITALIE. IDNP 0983103892591.

2. NASEDCHIN ALEXANDR, IDNP 2002001070747, cota 1798,20 lei, ce constituie 33,3%
Beneficiar efectiv:
2.1. NASEDCHIN ALEXANDR, IDNP 2002001070747,

3. KOJEVNIKOV DMITRII, IDNP 0972305012362, cota 1798.20 lei. ce constituie 33.3%
Beneficiar efectiv:

3.1. KOJEVNIKOV DMITRII, IDNP 0972305012362

Prezentul extras este eliberat in temeiul art.34 al Legii nr.220-XVI din 19 octombrie 2007
privind inregistrarea de stat a persoanelor juridice si a intreprinzatoril~r individuali si confirma

datele din Registrul de stat la data de: 15.09.2023.

EB 0461494

RegIStrator » domenﬂilglitally signed by Rusu Diana

inregistririi de stat Date: 2023.09.15 16:44:17 EEST
Reason: MoldSign Signature
Location: Moldova

[ Date cu caracter personal




CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 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 MINISTRY ENVIRONMENT
AL REPUBLICII MOLDOVA OF THE REPUBLIC OF MOLDOVA
AGENTIA DE MEDIU ENVIRONMENTAL AGENCY

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

CONFIRMARE

privind Tnregistrarea Tn ,,Lista producatorilor” de produse
supuse reglementarilor de responsabilitate extinsa a producatorului
(echipamente electrice si electronice)

In scopul plasirii pe piatdi a produselor de echipamente electrice si
electronice, In conformitate cu prevederile art. 12 alin. (5) si alin. (14) lit. b) din
Legea nr. 209 din 29.07.2016 privind deseurile, si punctele 46 — 50 din
Regulamentul privind deseurile de echipamente electrice si electronice, aprobat
prin Hotarirea Guvernului nr. 212 din 07.03.2018, se emite numarul de inregistrare

MD2024-10-EEE-049

pentru BIOSISTEM MLD, IDNO: 1010600028048, cu adresa juridica: mun.
Chisindu, str. Albisoara 16/1, ap. 1.

Numarul de inregistrare este valabil incepind cu data de 30.10.2024 pina la
data de 30.10.2027.

Director adjunct
Nicolae STRULEA



[ ]
CIS-AL-L1373-13021291 m I n dray

To.
Biosistem-mld SRL
Albisoara 16/1 ap.7

Chisinau, R. Moldova
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.

Deputy Manager of International Sales and Marketing System,
Commonwealth of Independent States
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,
Shenzhen 518057, P.R. China

Tel: +86755 81888998

Fax: +86 75526582680

Website: www.mindray.com



Declaration of Conformity
DOC # 507

Legal Manufacturer

Covidien llc

15 Hampshire Street

Mansfield, Massachusetts 02048
USA

Product
Classification (MDD)

Conformity Assessment Route

Reorder Codes /| GMDN Codes

E.a COVIDIEN

European Representative
Covidien Ireland Limited

IDA Business and Technology Park
Tullamore

Ireland

Electrosurgical Generators

Class lIb

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

Annex |l

Refer to Appendix RE00254770

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

Directive 93/42/EEC as amended by 2007/47/EC for medical devices.
documentation is retained under the premises of the manufacture.

responsible for the Declaration of Conformity.

All supporting
Covidien is exclusively

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

EC Certificate
Standards to which Conformity is Declared

Place of Issue
Date of Issue

Named Signatory Authority
Title

Approval:

Refer to RC247937 in PLM system

BSI Group The Netherlands B.V.
Say Building,

- John M. Keynesplein 9,

1066 EP Amsterdam
Netherlands

Number: 2797

CE 00500

Refer to Appendix RE00254770

Boulder, Colorado, USA
July 13, 2020

Nancy Sauer
Regulatory Affairs Director




Declaration of Conformity :ﬁ COVIDIEN
DOC # 507

Revisions:

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

Approval in PLM System Description
DOC 407 | RC055150 Initial release.
Rev. A
(RE00055001)
- DOC 407 | RC093433 Added product ForceTriad ZE.
Rev. B
(RE00055001)
DOC 407 | RC106695 Added product VLFX8GEN.
Rev. C
(RE00055001)
DOC 407 | RC158813 Updated VLFT10GEN and VLFX8Gen to reflect
Rev. D the current version of standard I1SO 15223-
(RE00055001) 1:2016
DOC 507 | RC189290 Changed Notified Body address from:
Rev. E BSI Group
(RE00055001) Kitemark Court, Davy Avenue,
Knowilhill,
Milton Keynes, MK5 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.
DOC 507 | RC198822 Added product ForceTriad per CE00500 MDD
Rev. F recertification Sample Plan.
(RE00055001)
DOC 507 | RC210546 Removal of Surg II-8, Surgll-20, and
Rev. G VLSURGGEN.
(RE00055001)
DOC 507 | RC212837 VLLS10GEN standards updated to reflect
Rev. H R0053174.
(RE00055001)
DOC 507 | RC237598 VLLS10GEN standards list corrected from
Rev. | previous revision and VLFT10GEN standards
(RE00055001) updated to reflect R0053174. VLFX8GEN to
reflect the current version of standard ISO
13485:2016
DOC 507 | RC247937 New template per RA-020D.
Rev. J
(RE00055001)




Declaration of Conformity

DOC # 507

Appendix RE00254770

E.a CovIDIEN

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

Catalog Class MDD Sterile/ MDD GMDN Code Device External
Number and Rule Measure Conformity and term subcategory Standards
Description Assessment (lla) / Generic List

Route Device Group
(lib)

Force FX-8C IIb Rule 9 N/A Annex I| 11490: "General- RE00061244
General- purpose

Force FX™ purpose Electrosurgical

Electrosurgical Electrosurgical | Diathermy

Generator 8C Diathermy System

240V System Generator
Generator

Force FX-8CA IIb Rule 9 N/A Annex || 11490: General- REO00061244
General- purpose

Force FX™ purpose Electrosurgical

Electrosurgical Electrosurgical | Diathermy

Generator 8CA Diathermy System

Autobipolar System Generator

240V Generator

Force FX-C IIb Rule 9 N/A Annex || 11490: General- RE00061244
General- purpose

Force FX™ purpose Electrosurgical

Electrosurgical Electrosurgical | Diathermy

Generator C Diathermy System

120V System Generator
Generator

Force FX-CS IIb Rule 9 N/A Annex |l 11490: General- RE00061244
General- purpose

Force FX™ purpose Electrosurgical

Electrosurgical Electrosurgical | Diathermy

Generator CS Diathermy System

120V System Generator
Generator

Force FX-8CS IIb Rule 9 N/A Annex || 11490: General- RE00061244
General- purpose

Force FX™ purpose Electrosurgical

Electrosurgical Electrosurgical | Diathermy

Generator 8CS Diathermy System

240V System Generator
Generator

Force FX-8CAS Ib Rule 9 N/A Annex I 11490: General- RE00061244
General- purpose

Force FX™ purpose Electrosurgical

Electrosurgical Electrosurgical | Diathermy

Generator 8CA Diathermy System

Autobipolar System Generator

240V Generator

ForceTriad IIb Rule 9 N/A Annex Il 11490: General- REO00174176
General- purpose

ForceTriad™ purpose Electrosurgical

Energy Platform Electrosurgical | Diathermy
Diathermy System
System Generator
Generator

Page 1 of 3




Declaration of Conformity

DOC # 507

E.a CovIDIEN

Catalog Class MDD Sterile/ MDD GMDN Code Device External
Number and Rule Measure Conformity and term subcategory Standards
Description Assessment (lla) / Generic List

Route Device Group
(llb)
FTBRKIT IIb Rule 9 N/A Annex Il 11490: General- RE00174176
General- purpose
ForceTriad™ purpose Electrosurgical
Bipolar Electrosurgical | Diathermy
Resection Diathermy System
Activation Kit System Generator
Generator
FTRCKIT IIb Rule 9 N/A Annex Il 11490: General- RE00174176
General- purpose
ForceTriad™ purpose Electrosurgical
Remote Control Electrosurgical | Diathermy
Activation Kit Diathermy System
System Generator
Generator
VLFT10GEN Ilb Rule 9 N/A Annex |l 11490: General- R0O053174
General- purpose
Valleylab™ purpose Electrosurgical
FT10 Electrosurgical | Diathermy
FT Series Diathermy System
Energy Platform System Generator
Generator
VLLS10GEN I1b Rule 9 N/A Annex Il 11490: General- R0046040
General- purpose
Valleylab™ purpose Electrosurgical
LS10, LS Single Electrosurgical | Diathermy
Channel Vessel Diathermy System
Sealing System Generator
Generator Generator
VLFX8GEN I1b Rule 9 N/A Annex || 11490: General- RE00019992
General- purpose
Valleylab™ FX8 purpose Electrosurgical
FX Series Electrosurgical | Diathermy
Energy Platform Diathermy System
System Generator
Generator

Page 2 of 3




Declaration of Conformity

DOC # 507

Revisions:

L. COVIDIEN

Date of Issue Description
DOC 507 Appendix | RC248666 Initial Release.
Rev. A
(REQ0254770)

Page 3 of 3



‘ EU MDR Declaration of Conformity BN  Form

’ RE00302885 Revision K Page 10f 13 Medtronic

EU MDR Declaration of Conformity (DoC) # 603

Manufacturer: Covidien llc
15 Hampshire Street
Mansfield, Massachusetts 02048

USA
Manufacturer SRN: To be determined
Authorized Representative: Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

Authorized Representative SRN: NL-AR-000006050
Notified Body: Not Applicable
Conformity Assessment Certificate(s): Annex IX: Conformity Assessment Based on a Quality Management

System and on Assessment of Technical Documentation

Conformity Assessment Procedure: Not Applicable for Class | (non-measuring, non-sterile, non-reusable)
products, only DoC in accordance with Annex IV.

Risk Class: Refer to the Products Covered table below
Classification Rule: Refer to the Products Covered table below
Intended Purpose: Refer to the Products Covered table below

This document is electronically controlled  Medtronic Controlled Information D00009859 Revision C
CONFIDENTIAL



RE00302885

EU MDR Declaration of Conformity

Revision K

Page 2 of 13

Statement:

Form

Medtronic

We, Covidien llc, hereby declare under our sole responsibility that the product(s) specified herein conform to EU
Medical Device Regulation 2017/745 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

2006/121/EC

RoHS 3 DIRECTIVE 2015/863 RE00288844

REGULATlON (EU) 2017/745 RE00197>250
SCSTA

REACH (EC) No 1907/2006 and Directive RE00276478

E0005-3C, E0017, E0502-1, E0507-B

REACH (EC) No 1907/2006 and Directive

2008/121/EC RE00295055
RoHS DIRECTIVE 2015/863 RE00295120
REGULATION (EU) 2017/745 RE00183046
; E0560, EO560E

RoHS DIRECTIVE 2015/863 RE00292613
REACH (EC) No 1907/2006 and Directive

ot RE00267106
REGULATION (EU) 2017/745 RE00181385

E0020V, E0021S, E0022W

2006/121/EC

RoHS DIRECTIVE 2015/86_3 RE00312498
REACH (EC) No 1907/2006 and Directive
2019/1194 v RE00306266
REGULATION (EU) 2017/745 RE00183046
! FT0021S, FTOOZZW
RoHS DIRECTIVE 2015/863 RE00291385
REACH (EC) No 1907/2006 and Directive
2019/1194 RE00294089
REGULATION (EU) 2017/745 RE00194763
; S_E3695, SEA3700, SEA3745
RoHS 3 DIRECTIVE 2015/863 RE00297912
REACH (EC) No 1907/2006 and Directive
2006/121/EC RE00297339
REGULATION (EU) 2017/745 RE00183749
SEA3730, SEA3741
RoHS 3 DIRECTIVE 2015/863 RE00316499
REACH (EC) No 1907/2006 and Directive RE00297407

This document is electronically controlled

Medtronic Controlled Information
CONFIDENTIAL




EU MDR Declaration of Conformity

Form

Medtronic

RE00302885 Revision K Page 3 of 13
. ; i Applicable Declaration of Conformi
Union Legislation PP 2 R
: Document Number
REGULATION (EU) 2017/745 RE00183749

This document is electronically controlled

Medtronic Controlled Information
CONFIDENTIAL

D00009859 Revision C



] EU MDR Declaration of Conformity
1
|

RE00302885 Revision K Page 4 of 13
Place: Boulder, Colorado, USA

Name: Ben Cordileone

Title: Sr. Regulatory Affairs Manager

Signature:

Date:

/ﬁw&r ﬁr]{c{é[&a il

12-Apr-2022

Form

Medtronic

This document is electronically controlled ~— Medtronic Controlled Information

CONFIDENTIAL

D00009859 Revision C
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RE00302885

Revision K

EU MDR Declaration of Conformity B Form

Page 13 of 13 Meditronic

Common Specification(s)

The following common specifications were used to demonstrate conformity. Refer to Produ

section for Standards list:

Number

Date of Issue

Title

This document is electronically controlled

Medtronic Controlled Information D00009859 Revision C

CONFIDENTIAL




|
| RE00397918
1 -

' EU MDR Declaration of Conformity o

Revision A Page 10f6 Medtronic

EU MDR Declaration of Conformity (DoC) # 603A

Manufacturer:

Manufacturer SRN:

Authorized Representative:

Authorized Representative SRN:

Notified Body:

Contract Manufacturer:

Conformity Assessment Certificate(s):

Conformity Assessment Procedure:

Risk Class:
Classification Rule:

Intended Purpose:

Covidien llc

15 Hampshire Street

Mansfield, Massachusetts 02048
USA

To be determined

Medtronic B.V.

Earl Bakkenstraat 10
6422 P) Heerlen

The Netherlands

NL-AR-000006050

Not Applicable

Linemaster Switch Corp.
29 Plaine Hill Road
Woodstock, CT 06281
USA

Annex IX: Conformity Assessment Based on a Quality Management
System and on Assessment of Technical Documentation

Not Applicable for Class | (non-measuring, non-sterile, non-reusable)
products, only DoC in accordance with Annex IV.

Class |
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
electrosurgical generators.

This document is electronically controlled

Medtronic Controlled Information D00009859 Revision C

CONFIDENTIAL



| EU MDR Declaration of Conformity i Form

RE00397918 Revision A Page 2 of 6 Medtronic

Statement:

We, Covidien, llc, hereby declare under our sole responsibility that the product(s) specified herein conform to EU
Medical Device Regulation 2017/745 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

E6008, EGO08L, E6009, E6009L, E6019, FT6003, FT6009, LFO500, LS0300
RoHS DIRECTIVE 2015/863 RE00267600 ‘ - ‘

REACH (EC) No 1907/2006 and

) . RE00236973
Directive 2019/1194
REGULATION (EU) 2017/745 RE00194763
e
‘:W" (OXN e
This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C

CONFIDENTIAL



EU MDR Declaration of Conformity ; ‘. Form

RE00397918 Revision A EEERI I Medtronic

Place: Boulder, Colorado, USA
Name: Ben Cordileone
Title: Sr. Regulatory Affairs Manager
Signature: //1 y y
ien— (1'@&_!@
Date: 12-Apr-2022
This document is electronically controlled  Medtronic Controlled Information D00009859 Revision C

CONFIDENTIAL



Form

' EU MDR Declaration of Conformity

| RE00397918 Revision A SRR Medtronic
Products Covered
Medtronic . Reéi::':::lto Qualit S
Product Name| Product Basic UDI-DI | GMDN Code CND Code : Y
S Standards Certificates
Identifier 3 ;
| List (optional)
K020180,
Electrosurgic
Valleylab™ 36336, )
Monopolar | EGoos | 076300080000 | o witch, | 31D8VICes: | pern708898 | Not Applicable
, 16075 . Mono - and
Footswitch electrical .
Bipolar -
Accessories
Valleylal™ E&zcgrlogs%rgic
Bipolar 36336, )
Standard Esoog | 0763000B0000 | oo cvitch, | 2 DEVICeS: | er00208898 | Not Applicable
) 16177 ) Mono - and
Footswitch electrical .
Bipolar -
_ Accessories
K020180,
oolar — R i
Dome E6019 16177 Z?eci:tts;\ilzgclch, Mono - and RE00208898 | Not Applicable
Footswitch Bipolar -
Accessories
K020180,
Electrosurgic
Valleylab™ 36336, .
Three-Pedal | FTe003 | 076300080000 | ¢ o witch, | 21 D8VICeS: | pen0208898 | Not Applicable
. 16075 . Mono - and
Footswitch electrical .
Bipolar -
Accessories
rigme Triad™ IéI?ezcz?rloas,?;rgic
FT Series 36336
; 0763000B0000 . al Devices, ;
B|polar‘ FT6009 16177 Footswltch, Mono - and RE00208898 | Not Applicable
Resection electrical "
; Bipolar -
Footswitch .
Accessories
LigaSure™ 36336 K020180,
Tissue Fusion 0763000B0000 " Electrosurgic .
Fesestiwitch, LFO500 16177 Footsywtch, al Devices, RE00208898 | Not Applicable
electrical
Orange Mono - and

This document is electronically controlled

Medtronic Controlled Information
CONFIDENTIAL

D00009859 Revision C



EU MDR Declaration of Conformity

Form

RE00397918 Revision A Page 50f 6 Medtronic
Bipolar -
Accessories
K020180,
LigaSure™ 36336 Electrosurgic
Tissue Fusion 076300080000 " al Devices, .
Footswitch, LS0300 e Footswltch, P RE00208898 | Not Applicable
electrical .
Purple Bipolar -
Accessories
K020180,
Electrosurgic
Valleylab™ 36336, .
Monopolar E6008L 076300089000 Footswitch, al Devices, RE00208898 | Not Applicable
; 16075 ) Mono - and
Footswitch electrical )
Bipolar -
_ Accessories
K020180,
Electrosurgic
Valleylab™ 36336, .
Bipolar EgopoL | 076300080000 | o viteh, | 21 D8VICES: | pen0208898 | Not Applicable
. 16177 ) Mono - and
Footswitch electrical ;
Bipolar -
Accessories

This document is electronically controlled

CONFIDENTIAL

Medtronic Controlled Information

D00009859 Revision C



EU MDR Declaration of Conformity Form

RE00397918 Revision A Page60f6 |} Medtronic

Common Specification(s)

The following common specifications were used to demonstrate conformity:

Number Date of Issue > Title
Certificate No.: 30-Sep- . "
RE00181210: Linemaster ISO 13485 Certificate
C2019-02785 2019
This document is electronically controlled  Medtronic Controlled Information D00009859 Revision C

CONFIDENTIAL



Declaration of Conformity
DOC # 509

Legal Manufacturer
Covidien llc
15 Hampshire Street
Mansfield, Massachusetts 02048
USA
Product
Classification (MDD)

Conformity Assessment Route

Reorder Codes / GMDN Codes

E-a COVIDIEN

European Representative
Covidien Ireland Limited

IDA Business and Technology Park
Tullamore

~ Ireland

Electrosurgical Pencils

Class llb

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

Annex |l

Refer to Appendix RE00254771

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

Directive 93/42/EEC as amended by 2007/47/EC for medical devices.
documentation is retained under the premises of the manufacture.

responsible for the Declaration of Conformity.

All supporting
Covidien is exclusively

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

EC Certificate
Standards to which Conformity is Declared

Place of Issue
Date of Issue

Named Signatory Authority
Title

Approval:

BSI Group The Netherlands B.V.
Say Building,

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

CE 00500
Refer to Appendix RE00254771

Boulder, Colorado, USA
May 23, 2021

Ben Cordileone
Principal Regulatory Affairs Associate

Refer to RC332890 in PLM system

Page 1 of 2



Declaration of Conformity

8% COVIDIEN
DOC # 509 :“:

Revisions:

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

Approval in PLM System Description
DOC 409 | RC103888 Initial release.
Rev. A
(RE00097556)
DOC 409 | RC108450 Updated products E2100, E2100E to include
Rev. B standards EN ISO 11607-1, ISTA 2A, ISO
(RE00097556) 11135-1, EN 5656-1, EN ISO 11737-1, ISO
11737-2, EN ISO 14644-1, ISO 17664.
DOC 409 | RC165967 Added products SEP5000, SEP5000NSB,
Rev. C SEP5015, SEP5012NSB, SEP6000,
(RE00097556) SEP6000NSB, SEP6015, SEP6015NSB.
DOC 409 | RC187742 Update to reflect the current ISO 13485 Boulder
Rev. D certification for version 2016.
(RE00097556)
DOC 509 | RC189290 Changed Notified Body address from:
Rev. E BSI Group
(RE00097556) Kitemark Court, Davy Avenue,
Knowilhill,
Milton Keynes, MK5 8PP UK
Number: 0086
to:
BSI Group
The Netherlands B.V.
Say Building,
John M. Keynesplain 9,
1066 EP Amsterdam
Netherlands
i Number: 2797
DOC 509 | RC247937 New template per RA-020D.
Rev. F
(RE00097556)
DOC 509 | RC332890 Added E3504, E3504H, E3504NSB, E3250H,
Rev. G E3250HNSB
(RE00097556

Page 2 of 2



Declaration of -éenformity e
DOC #516 |

' Legal Manufacturer
Covidien llc

15 Hampshire Street | |
- Mansfield, Massachusett
‘USA

|
02048
I

1 Product

I
el
‘ i

Classmcatlon (MDD)

Conformlty Assessment Route
I

I

; Reoi‘denCodes / GMDN Codes |

We herewith declare that the above mentioned prod
Directive - 93/42/EEC as amended by 2007/47/EC
documentation js retained under the premises of th
responsrble 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

E.a CovIDIEN

European Representative
' Covidien Ireland Limited

IDA Business and Technology Park

‘ Tullamore

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

ucts meet the provisions of the Council
for medical devices. All supporting
e’manufacture. Covidien is exclusively

been applred 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 Bo'd‘y

g

Mg

EC Certrflcate
OOLET % orod prpdo
. Standards to WhICh Conformlty is Deblare""‘

Al

Place 'of Issue
Date of Issue

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

3 ET

Approval:

ke Teioas
L8

| Boulder, Colorado, USA

3 Mol oy
H ."»“‘.II; M}

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

! 1066 EP Amsterdam

| Netherlands
Number 2797

CE 00500

Lous

Refer to Appendix RE0025513

JuIy 13 2020

Nancy Sauer .
Regu]atory Affairs Director

|

Refer to RC247937in PLM system

|

Page 1 of 2



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
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'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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fDecIarationrof Conformity : , | :”: COVIDIEN
DOC #514 ki Sk ¥

Legal Manufacturer L European Répresentatlve

Covidienllc | | (SR " 1. Covidien Ireland Limited
15 Hampshire Street . BRI ' IDA Busmess and Technology Park
‘Mansfield, Massachusetts 02048 : Tullamore

USA i } Ireland

Product Pétient Retur;n Electrodes
Classification (MDD) Class llb

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

Reorder Codes / GMDN Codes Refer to Appendix RE00254777

We 'herewith declare that the above mentioned products meet the provisions of the Council
Directive 93/42/EEC as amended by 2007/47/EC for medical devices. All supporting
documentation  is retained under the premises of the manufacture. Covidien is exclusively
respon5|ble for the Declaration of Conformity. 3

Each kind of medlcal deVIce to which the system has been applled complles with the applicable
provisions of' the essential principals, the cFaSS|f|cat|on 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. AL i

Notified Body BSI' Group The Netherlands B.V.
Say Building,
coment Row e JoR M. Keynesplein 9,
1066 EP Amsterdam
Netherlands
Number 2797

EC Certlflcate CE 00500

Standards to whlch Conformlty Is Declared_‘; R'Q_fgf to Appendix RE00254777
- T " Pldée'of Issue Boulder, Colorado, USA
- Date of Issue | July 13,2020

'_‘| Named Slgnatory Authorlty: ,Nancy Sauer
) A R Tltle ‘Regulator Affalrs Dn'éor
: : ‘ —”

MEdE T Secly R

!
T

Approval: Refer to R0247937 i PLM syStem
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Declaration of Conformity ' i COVIDIEN
DOC # 514 o :ga

Revisions:

DOC 514 supersedes DOC 414 under notified body number:0086.

i Approval in PLM system g Description
DOC 514 | RC067654 1 Initial release. :
Rev. A
(RE00055885) !
DOC 514 | RC189290 : Changed Notified Body address from:
Rev. B BSI| Group
(RE00055885) | ; Kitemark Court, Davy Avenue,
Knowilhill,
Milton Keynes, MK5 8PP UK
Number: 0086
to:
BSI Group
The Netherlands B.V.
Say Building,
John M. Keynesplain 9,
1066 EP Amsterdam
Netherlands
Number; 2797
DOC 514 | RC247937 New template per RA-020D.
: Rev. C
(RE00055885)
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Declaratibn 16f C_onformity
DOC#514

Appendix RE00254777

IE.al COVIDIEN

“This appendi;( declares the products included in the above referenced Declaration of Conformity.
Refer to the external standards list in PLM system. ‘

MDD

; GMIIDN Code

Catalog Class MDD Sterile/ |} i i Device External
Numberand & Rule | Measure f Conformity. | qnd term subcategory Standards
Description || | ! |t Assessment | | | (lla) [ Generic List

‘ i Route Device Group
b | (llb)
E7506 IIb Rule 9 N/A Annex Il 58494 Electrosurgical RE00057404
Electrosurgical | diathermy
Valleylab™ diathermy system return
Non-REM system return electrode,
Polyhesive™ electrode, single-use, non-
Patient Return single-use, non-| sterile
Electrode 9' sterile
(2.7 m) ]
E7507 b Rule 9 N/A Annex |l 58494: Electrosurgical REQ00057404
Electrosurgical | diathermy
Valleylab™ diathermy system return
REM ! ’ system return | electrode,
Polyhesive™ electrode, single-use, non-
Adult Patient ) single-use, non-| sterile
Return ' H Rl A0 sterlle
Electrode' 9’ il A '
(2.7 m) ! !
E7507-DB lb! | Ryle9 NA | Annex |l | 58494 Electrosurgical | RE00057404
4 il R | R ikl Electrosurgical | diathermy
Valleylab™ A0 diathermy system return
REM system return | electrode,
Polyhesive™ electrode, single-use; non-
Adult Patient ! single-use, non-| sterile’
Return sterile” " ! |
Electrode 15' ~iadali
(4:6m) i
E7508 Ib Rule 9 N/A Annex |1 5845:94‘: f Electrosurgical RE00057404
P A Electrosurgical | diathermy
Valleylab™ diathermy system return
REM . system return | electrode,
Polyhesive™ ~electrode; - single-use, non-
Aduit Cordless singlé-use, non-| sterile
Patient Return sterile” ! ‘
“Electrode b 1
. . gl wlrod: ! b
E7509 (b Rule.9 N/A. Annex Il | 58494: %" Electrosurgical | RE00057404
i i Electrosurgical | diathermy
Valleylab™ diathermy system return
REM system return electrode,
Polyhesive™: - f ~1electrode; single-use, non-
Adult Cordless ! t s]pgle‘-use, non-| sterile
Patient Return sterile’ ! i !
Electrode IR
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Declaration of Conformity

.= COVIDIEN
DOC # 514 =:

Catalog Class MDD Sterile/ . MDD: GMDN Code Device External
Number and Rule Measure | Conformity and term subcategory Standards
Description Assessment (lla) / Generic List

Route Device Group
i ; i : (Ilb)
E7609B IIb Rule 9 N/A Annex I 58494: Electrosurgical RE00057404
: Electrosurgical | diathermy
Valleylab™ diathermy system return
REM system return | electrode,
Polyhesive™ electrode, single-use, non-
Adult Cordless single-use, non-| sterile
Patient Return sterile
Electrode
E7510-25 IIb Rule 9 N/A Annex Il 58494: Electrosurgical RE00057404
Electrosurgical | diathermy
Valleylab™ diathermy system return
REM system return electrode,
Polyhesive™ ‘ . electrode, single-use, non-
Infant Patient i I single-use, non-| sterile
Return sterile !
Electrode 9'
(2.7 m)
E7510-25DB lb Rule 9 N/A Annex || 58494; Electrosurgical RE00057404

‘ | ! i ‘ Electrosurgical | diathermy

Valleylab™ diathermy system return

REM system return | electrode,

Polyhesive™ i electrode, single-use,

Infant Patient 4 single-use, non-sterile

Return non-sterile

Electrode " 15' Bt 47

(4.6 m) :

E7512 b Rule 9 N/A Annex |I 58494: ° Electrosurgical RE00057404
Electrosurgical | diathermy

Valleylab™ diathermy system return

REM system return | electrode,

Polyhesive™: | electrode; | single-use,

Neonatal single-use, non-sterile

Patient Return nén-sterile ;

Electrode 9' Gaie g "

(2.7'm) Y
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Declaration of Conformity

DOC # 514

&l COVIDIEN

Revisions:
Date of Issue Description
DOC 514 | RC248707 Initial Release.
Rev. A
(RE00254777)
DOC 514 | RC351384 Correction to E7510-25DB to state 15' (4.6 m)
Rev. B cord length. - :
(RE00254777) }
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DoC-SURGERY-201908-001(V4.0) ( €
0123

EC Declaration of Conformity

Manufacturer: Nanjing Mindray Bio-Medical Electronics Co., Ltd.
666# Middle Zhengfang Road, liangning, 211111 Nanjing, Jiangsu,
P.R.China

EC-Representative:  Shanghai International Holding Corp. GmblH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
(DIMDI No.: DE/0000040627)
Product Name: Insufflator
Model: HS-50F,HS-50V,HS-50H,HS-508,HS-308
UMDNS Code:12144 GMDN Code: 16849
Classification: Ila (According to Annex IX, Rule 11 of Directive 93/42/EEC)
Compliance of the designated product(s) with the directives has been assessed following the procedure
relating to the EC Declaration of Conformity set out in Annex Il, Article 3 of Directive 93/42/EEC and has
been certified by the Notified Body.
TUV SUD Product Service GmbH
RidlerstraBie 65, 80339 MUNCHEN,Germany
Certificate No.: G1 070744 0016
Issue date:2020-03-04 Expiry date: 2024-05-26

We, declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC
for Medical Device,as amended by 2007/42/EC. All supporting documentations are retained under the
premises of the manufacturer. This Declaration of Conformity is issued under the sole responsibility of the

manufacturer.
Standards Applied:

EN ISO 13485:2016/1SO 13485:2016 LN ISO 14971:2012/1SO 14971:2007

EN 60601-1:2006-+A1:2013/1EC 60601-1:2005+A1:2012 1EC 60601-2-18:2009/ EN 60601-2-18:2015
EN 60601-1-2:2015/1EC 60601-1-2:2014

[EC 60601-1-6:201 0+AMD1:2013/EN 60601-1-6:2010/A1:2015  1EC 62366-1:2015/EN 62366-1:2015

1EC 62304:2006+A1:2015/EN 62304:2006/A1:2015

EN 1041:2008 1S0 15223-1:2016
ENISO 10993-1:2009+AC:2010 EN ISO 10993-5:2009 ENISO 10993-10:2013 /7
IS0 17664:2017 :
Start of CE-Marking: 2019-8-28

< A
Signature: Zhes P {40
Place, Date of Issue: Nanjing, 2092. /.Z,é?

Name of Authorized Signatory: My, Zhai pei

Position Held in Company: Manager, Technical Regulation




DoC-SURGERY-201803-001(V4.0) c €
0123

EC Declaration of Conformity

Manufacturer: Nanjing Mindray Bio-Medical Electronics Co., Ltd.
666# Middle Zhengfang Road, Jiangning, 211111 Nanjing, Jiangsu,
P.R.China

EC-Representative:  Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
(DIMDI No.: DE/0000040627)
Product Name: Rigid Endoscope
Model: M 01000A/M 01030A/M 01000/M 01030
G 01000A/G 01030A/G 01000/G 01030
UMDNS Code: 20475 GMDN code: 12291
Classification: ITa (According to Annex IX, Rule 6 of Directive 93/42/EEC)
Compliance of the designated product(s) with the directives has been assessed following the procedure
relating to the EC Declaration of Conformity set out in Annex I, Article 3 of Directive 93/42/EEC and has
been certified by the Notified Body.
TUV SUD Product Service GmbH
Ridlerstrafie 65, 80339 MUNCHEN,Germany
Certificate No.: G1070744 0016
Issue date:2019-08-27 Expiry date: 2024-05-26

We, declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC
for Medical Device,as amended by 2007/42/EC. All supporting documentations are retained under the
premises of the manufacturer.This Declaration of Conformity is issued under the sole responsibility of the

manufacturer.
Standards Applied:
EN ISO 13485:2016/ISO 13485:2016 EN ISO 14971:2012/ISO 14971:2007
IEC 60601-1-6:2010+AMD1:2013/EN 60601-1-6:2010/A1:2015  IEC 62366-1:2015/EN 62366-1:2015
EN 60601-1:2006+A1:2013/1EC 60601-1:2005+A1:2012 1EC 60601-2-18:2009
EN 1041:2008 EN 1SO 10993-1:2009+AC:2010
EN ISO 10993-5:2009 EN ISO 10993-10:2013 ISO 15223-1:2016
1SO 8600-1:2015 [SO 8600-3:1997+A1: 24
1SO 8600-4:2014 [SO 8600-5:2005 ]
ISO 8600-7:2012 1SO 17664:2004
Start of CE-Marking: 2018-3-13
Signature: Lf‘ X / Y, /74 ?/‘M
/
Place, Date of Issue: A/MU; lﬂJ’ ) 74777’ 7" }7

Name of Authorized Signatory: Mr. Li Xiaoqiao

Position Held in Company: Management Representative




DoC-SURGERY-201908-001(V4.0) ( €
0123

EC Declaration of Conformity

Manufacturer: Nanjing Mindray Bio-Medical Electronics Co., Ltd.
666# Middle Zhengfang Road, liangning, 211111 Nanjing, Jiangsu,
P.R.China

EC-Representative:  Shanghai International Holding Corp. GmblH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
(DIMDI No.: DE/0000040627)
Product Name: Insufflator
Model: HS-50F,HS-50V,HS-50H,HS-508,HS-308
UMDNS Code:12144 GMDN Code: 16849
Classification: Ila (According to Annex IX, Rule 11 of Directive 93/42/EEC)
Compliance of the designated product(s) with the directives has been assessed following the procedure
relating to the EC Declaration of Conformity set out in Annex Il, Article 3 of Directive 93/42/EEC and has
been certified by the Notified Body.
TUV SUD Product Service GmbH
RidlerstraBie 65, 80339 MUNCHEN,Germany
Certificate No.: G1 070744 0016
Issue date:2020-03-04 Expiry date: 2024-05-26

We, declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC
for Medical Device,as amended by 2007/42/EC. All supporting documentations are retained under the
premises of the manufacturer. This Declaration of Conformity is issued under the sole responsibility of the

manufacturer.
Standards Applied:

EN ISO 13485:2016/1SO 13485:2016 LN ISO 14971:2012/1SO 14971:2007

EN 60601-1:2006-+A1:2013/1EC 60601-1:2005+A1:2012 1EC 60601-2-18:2009/ EN 60601-2-18:2015
EN 60601-1-2:2015/1EC 60601-1-2:2014

[EC 60601-1-6:201 0+AMD1:2013/EN 60601-1-6:2010/A1:2015  1EC 62366-1:2015/EN 62366-1:2015

1EC 62304:2006+A1:2015/EN 62304:2006/A1:2015

EN 1041:2008 1S0 15223-1:2016
ENISO 10993-1:2009+AC:2010 EN ISO 10993-5:2009 ENISO 10993-10:2013 /7
IS0 17664:2017 :
Start of CE-Marking: 2019-8-28

< A
Signature: Zhes P {40
Place, Date of Issue: Nanjing, 2092. /.Z,é?

Name of Authorized Signatory: My, Zhai pei

Position Held in Company: Manager, Technical Regulation




DoC-SURGERY-201803-001(V4.0) c €
0123

EC Declaration of Conformity

Manufacturer: Nanjing Mindray Bio-Medical Electronics Co., Ltd.
666# Middle Zhengfang Road, Jiangning, 211111 Nanjing, Jiangsu,
P.R.China

EC-Representative:  Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
(DIMDI No.: DE/0000040627)
Product Name: Rigid Endoscope
Model: M 01000A/M 01030A/M 01000/M 01030
G 01000A/G 01030A/G 01000/G 01030
UMDNS Code: 20475 GMDN code: 12291
Classification: ITa (According to Annex IX, Rule 6 of Directive 93/42/EEC)
Compliance of the designated product(s) with the directives has been assessed following the procedure
relating to the EC Declaration of Conformity set out in Annex I, Article 3 of Directive 93/42/EEC and has
been certified by the Notified Body.
TUV SUD Product Service GmbH
Ridlerstrafie 65, 80339 MUNCHEN,Germany
Certificate No.: G1070744 0016
Issue date:2019-08-27 Expiry date: 2024-05-26

We, declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC
for Medical Device,as amended by 2007/42/EC. All supporting documentations are retained under the
premises of the manufacturer.This Declaration of Conformity is issued under the sole responsibility of the

manufacturer.
Standards Applied:
EN ISO 13485:2016/ISO 13485:2016 EN ISO 14971:2012/ISO 14971:2007
IEC 60601-1-6:2010+AMD1:2013/EN 60601-1-6:2010/A1:2015  IEC 62366-1:2015/EN 62366-1:2015
EN 60601-1:2006+A1:2013/1EC 60601-1:2005+A1:2012 1EC 60601-2-18:2009
EN 1041:2008 EN 1SO 10993-1:2009+AC:2010
EN ISO 10993-5:2009 EN ISO 10993-10:2013 ISO 15223-1:2016
1SO 8600-1:2015 [SO 8600-3:1997+A1: 24
1SO 8600-4:2014 [SO 8600-5:2005 ]
ISO 8600-7:2012 1SO 17664:2004
Start of CE-Marking: 2018-3-13
Signature: Lf‘ X / Y, /74 ?/‘M
/
Place, Date of Issue: A/MU; lﬂJ’ ) 74777’ 7" }7

Name of Authorized Signatory: Mr. Li Xiaoqiao

Position Held in Company: Management Representative




Declaration of Conformity V2.0

Declaration of Conformity 0123

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

Manufacturer SRN: CN-MF-000014156

EC-Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80 20537 Hamburg, Germany

Product: Endoscope Light Source

Model: HB500R, HB500R-TEC

Basic UDI-DI: 69449040AB065100088F

Classification: ITa (According to Rule 10 of MDR Annex VIII)

Conformity Assessment Route: Annex [X excluding CHAPTER II

EMDN code 7120204

GMDN code: 35158

Supplementary information /

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT. All supporting
documentations are retained under the premises of the manufacturer. This declaration
of conformity is issued under the sole responsibility of the manufacturer.

References to CS: /

Notified Body: TUV SUD Product Service GmbH RidlerstraBe 65
80339 Miinchen, Germany.

Notified Body No. : 0123

EC Certificate No.: G10 044751 0176

Start of CE-Marking: 2023-6-29

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Deputy Director of Technical Regulation Department of
Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2024-4-10

Signatare: (.

Name of Authorized Signatory: Mr. Wang Xinbing
Position Held in Company: Deputy Director, Technical Regulation




Attachment of Declaration of Conformity: Applied Standards List-V2.0

Product:

Model:

Standards Applied:

EN ISO
14971:2012/A11:2021

EN ISO 20417:2021
EN ISO 15223-1:2021

EN 60601-
1:2006/A2:2021

EN 60601-1-
2:2015/A1:2021

EN 60601-1-
6:2010/A2:2021

EN 62304:2006/A1:2015

EN 62366-
1:2015/A1:2020

EN 60601-2-18: 2015

EN 62471:2008

EN 60825-
1:2014/A11:2021

Applied Standards List

Endoscope Light Source

HB500R, HB500R-TEC-

Medical devices — Application of risk management to medical
devices

Medical devices - Information to be supplied by the manufacturer

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

Medical electrical equipment -- Part 1: General requirements for
basic safety and essential performance

Medical electrical equipment -- Part 1-2: General requirements for
basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

Medical electrical equipment - Part 1-6: General Requirements for
basic safety and essential performance -Collateral standard:
usability

Medical device software - Software life-cycle processes

Medical devices -- Application of usability engineering to medical
devices

Medical electrical equipment-Part 2-18:Particular requirements for
the basic safety and essential performance of endoscopic equipment

Photobiological safety of lamps and lamp systems.

Safety of laser products — Part 1: Equipment classification
and requirements.

Digitally signed by Prodan Sveatoslav
Date: 2025.04.01 13:07:50 EEST
Reason: MoldSign Signature
Location: Moldova




Declaration of Conformity V3.0
Declaration of Conformity

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Manufacturer SRN: CN-MF-000014156

EC-Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestraf3e 80 20537 Hamburg, Germany

Product: Endoscope Camera System

Model: UXS5/UX5-TEC/UX5-NOR/UX5-SIM/UX3/UX3-TEC/

UX3-NOR/UX3-SIM/UX1/UX1-TEC/UX1-NOR/UX1-SIM/
UX4/UX410/UX420/UX430/UX450/UX460/UX470/UXS/
UX510/UX520/UX530/UX550/UX560/UX570/UX5-SIM/
UX5-NOR/UX5-TEC/UX7/UX7-TEC/UX7-NOR/ UX7-SIM

Basic UDI-DI: 69449040AB065100078D

Classification: [(According to Rule 13 of MDR Annex VIII)
Conformity Assessment Route: Article 52.7

EMDN code: 7120204

GMDN code: 35958

Supplementary information TV-300/TV-300T(220V)/TV-300T(110V)/TV-500/

TV-500T(220V)/TV-500T(110V)/TP-MFS Mobile Trolley;
CH5-SW100/CH5-SW110/CH5-SR100/CHS5-SR110/
CH3-SW100/CH3-SW110 camera head
We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT. All supporting
documentations are retained under the premises of the manufacturer. This declaration
of conformity is issued under the sole responsibility of the manufacturer.

References to CS: /
Start of CE-Marking: 2023-6-29

I hereby am appointed as the authorized person to deal with all the registration and quality

management affairs in my capacity as Deputy Director of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2024-12-31
SN

Signature: | TZA7 YN

Name of Authorized Signatory: Mr. Wang'Xinbing
Position Held in Company: Deputy Director, Technical Regulation




Attachment of Declaration of Conformity: Applied Standards List-V3.0

Product:

Model:

Applied Standards List

Endoscope Camera System

UX5/UX5-TEC/UX5-NOR/UX5-SIM/UX3/UX3-TEC/
UX3-NOR/UX3-SIM/UX1/UX1-TEC/UX1-NOR/UX1-SIM/
UX4/UX410/UX420/UX430/UX450/UX460/UX470/UX5/

~ UX510/UX520/UX530/UX550/UX560/UX570/UX5-SIM/

Standards Applied:
EN ISO

14971:2012/A11:2021
EN ISO 20417:2021
EN ISO 15223-1:2021

EN 60601-1:2006/A2:2021

EN 60601-1-2:2015/A1:2021

EN 60601-1-6:2010/A2:2021

EN 62304:2006/A1:2015
EN 62366-1:2015/A1:2020

EN ISO 17664-1:2021

EN 60601-2-18: 2015

UX5-NOR/UXS5-TEC/UX7/UX7-TEC/UX7-NOR/ UX7-SIM

Medical devices — Application of risk management to medical
devices

Medical devices - Information to be supplied by the
manufacturer

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

Medical electrical equipment -- Part 1: General requirements for
basic safety and essential performance

Medical electrical equipment -- Part 1-2: General requirements
for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

Medical electrical equipment - Part 1-6: General Requirements
for basic safety and essential performance -Collateral standard:
usability

Medical device software - Software life-cycle processes

Medical devices -- Application of usability engineering to
medical devices

Processing of health care products - Information to be provided
by the medical device manufacturer for the processing of
medical devices - Part 1: Critical and semi-critical medical
devices

Medical electrical equipment-Part 2-18:Particular requirements
for the basic safety and essential performance of endoscopic
equipment




mindray

To whom it may concern:

| hereby confirm that the following product without notified body involvement is
reasonable.

The product Endoscope Camera System (UX1, UX3, UX5, etc.) belong to Class |
according to the Rule 13 of MDR Annex VIII.

According to MDR-Regulation (EU) 2017/745, Article 52 (1-7), only manufacturers of
Class lla-Class Ill are subjects to conformity assessment procedures performed by
notified body. For Class | devices, the involvement of the notified body is not required.

Manufacturers of Class | medical devices can self-declare compliance with MDR and
affix the CE Mark without requiring certification from a notified body.

Thus, UX series without EU notified body No. is considered acceptable.

Name: Amber Wag&

Position: Intema‘tlonal RA of Techmcal Regulation Department

Date: February 07 "2@)25 19l

g‘



Declaration of Conformity V3.0
Declaration of Conformity

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Manufacturer SRN: CN-MF-000014156

EC-Representative Shanghai International Holding Corp. GmbH (Europe)
Eiffestraf3e 80 20537 Hamburg, Germany

Product: Endoscope Camera System

Model: UXS5/UX5-TEC/UX5-NOR/UX5-SIM/UX3/UX3-TEC/

UX3-NOR/UX3-SIM/UX1/UX1-TEC/UX1-NOR/UX1-SIM/
UX4/UX410/UX420/UX430/UX450/UX460/UX470/UXS/
UX510/UX520/UX530/UX550/UX560/UX570/UX5-SIM/
UX5-NOR/UX5-TEC/UX7/UX7-TEC/UX7-NOR/ UX7-SIM

Basic UDI-DI: 69449040AB065100078D

Classification: [(According to Rule 13 of MDR Annex VIII)
Conformity Assessment Route: Article 52.7

EMDN code: 7120204

GMDN code: 35958

Supplementary information TV-300/TV-300T(220V)/TV-300T(110V)/TV-500/

TV-500T(220V)/TV-500T(110V)/TP-MFS Mobile Trolley;
CH5-SW100/CH5-SW110/CH5-SR100/CHS5-SR110/
CH3-SW100/CH3-SW110 camera head
We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT. All supporting
documentations are retained under the premises of the manufacturer. This declaration
of conformity is issued under the sole responsibility of the manufacturer.

References to CS: /
Start of CE-Marking: 2023-6-29

I hereby am appointed as the authorized person to deal with all the registration and quality

management affairs in my capacity as Deputy Director of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2024-12-31
SN

Signature: | TZA7 YN

Name of Authorized Signatory: Mr. Wang'Xinbing
Position Held in Company: Deputy Director, Technical Regulation




Attachment of Declaration of Conformity: Applied Standards List-V3.0

Product:

Model:

Applied Standards List

Endoscope Camera System

UX5/UX5-TEC/UX5-NOR/UX5-SIM/UX3/UX3-TEC/
UX3-NOR/UX3-SIM/UX1/UX1-TEC/UX1-NOR/UX1-SIM/
UX4/UX410/UX420/UX430/UX450/UX460/UX470/UX5/

~ UX510/UX520/UX530/UX550/UX560/UX570/UX5-SIM/

Standards Applied:
EN ISO

14971:2012/A11:2021
EN ISO 20417:2021
EN ISO 15223-1:2021

EN 60601-1:2006/A2:2021

EN 60601-1-2:2015/A1:2021

EN 60601-1-6:2010/A2:2021

EN 62304:2006/A1:2015
EN 62366-1:2015/A1:2020

EN ISO 17664-1:2021

EN 60601-2-18: 2015

UX5-NOR/UXS5-TEC/UX7/UX7-TEC/UX7-NOR/ UX7-SIM

Medical devices — Application of risk management to medical
devices

Medical devices - Information to be supplied by the
manufacturer

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

Medical electrical equipment -- Part 1: General requirements for
basic safety and essential performance

Medical electrical equipment -- Part 1-2: General requirements
for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

Medical electrical equipment - Part 1-6: General Requirements
for basic safety and essential performance -Collateral standard:
usability

Medical device software - Software life-cycle processes

Medical devices -- Application of usability engineering to
medical devices

Processing of health care products - Information to be provided
by the medical device manufacturer for the processing of
medical devices - Part 1: Critical and semi-critical medical
devices

Medical electrical equipment-Part 2-18:Particular requirements
for the basic safety and essential performance of endoscopic
equipment




mindray

To whom it may concern:

| hereby confirm that the following product without notified body involvement is
reasonable.

The product Endoscope Camera System (UX1, UX3, UX5, etc.) belong to Class |
according to the Rule 13 of MDR Annex VIII.

According to MDR-Regulation (EU) 2017/745, Article 52 (1-7), only manufacturers of
Class lla-Class Ill are subjects to conformity assessment procedures performed by
notified body. For Class | devices, the involvement of the notified body is not required.

Manufacturers of Class | medical devices can self-declare compliance with MDR and
affix the CE Mark without requiring certification from a notified body.

Thus, UX series without EU notified body No. is considered acceptable.

Name: Amber Wag&

Position: Intema‘tlonal RA of Techmcal Regulation Department

Date: February 07 "2@)25 19l

g‘



DECLARATION OF CONFORMITY

' ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

Manufacturer

EU Representative

Name: Shenzhen Beacon Display Technology Co.
Ltd.

Address: 15F, Building 6, Hengda Shishang
Huigu(East), Fulong Road,Dalang Subdistrict,
Longhua, Shenzhen, 518109 , P.R. China

SRN: CN-MF-000008774

Product Information

3

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment Name: LCD Monitor
Model: See annex
Conformity Assessment Procedure EMDN: Z119008
Annex I+l of Regulation (EU) 2017/745 Basic UDI-DI: 697002782001FH

Classification: Class |, According to Rule 13, Annex

licable Standard
SRV Eangd 10 VIII, Regulation (EU) 2017/745

EN ISO 14971 2019

EN 1SO 15223-1: 2021 Intended Use: The monitor is intended to be used in
EN ISO 20417 2021 displaying and viewing digital images, for review and
EN 60601-1-2:2015 analysis by trained medical practitioners.

EN 60601-1:2006+A12:2014 Declaration

Remark We herewith declare that the above-mentioned

The declaration of conformity is valid in connection products meet the requirements of Medical Device
with the release technical document CE/MDR- Regulation (EU) 2017/745 and the applicable
Z119008-01. standards above.

All the supporting documentation is retained at the
premises of the manufacturer.
The Declaration of Conformity is exclusively under Signature: &"‘b '

the sole responsibility of the manufacturer.

Position: GM



Annex

Product

Name

Model

EMDN

Basic UDI-DI

LCD Monitor

C225+. C22SP+. C24S+, G225+, G225P+. G235+ G23SP+,
C325+. C32SP+. G325+, G32SP+. C535+. C53SP+. G525+,
G525P+. G535+, G53SP+. CA3W+. CA4W+. CEIW+.
C81w+. C82W+. C83W+. C85W+. C86W+. C14ST. C14S.
G11S. C22W. C22WT. C23W. C23WT. C24W. C24WT.
M553T+ M652T. M862T. M982T. E150. E190. E2421.
E2422. E2721. S2421P. S271P. S272P. S273P. $2785P,
$3281P. S3285P. 53180P. 5421. S551. S5583P. S5580P.
PV26. PV27. S3221P. S3181P. U2221. S51001T.
MB8681T. C411W. HL2316SHA. HL2316SHTB.
HL2416SH. HL2416SHT
S556. S556P. SP2421T. SP5581T. SP5581P. $3285P-3D-
$3221P-3D. C1216W. C610W. C616W. C811W. C810RT-
C810WT. C811RT. C811WT. HL2316SL. HL2416SL+ C310S,
C510S. G510S. C316S. C516S5. G516S. G310S. G3165.
c821W
E2420. S52720P. S2780P. S3282P. S3286P. S4385P.
S5586P. S3286P-3D. SP6582P. SP6582T. SP3222T.
SP3222P. P2740. P2780. P3280. C821WT. C822W.
C822WT

Z119008

697002782001FH




Declaration of Conformity V2.0 m m

Declaration of Conformity

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

Manufacturer SRN: CN-MF-000014156

EC-Representative Shanghai International Holding Corp. GmbH (Europe)
EiffestraBie 80 20537 Hamburg, Germany

Product: Light Cable

Model: LC0005S, LC0003S, LCO005L

Basic UDI-DI: 69449040AB0651000487

Classification: I (According to Rule 13 of MDR Annex VIII)

Conformity Assessment Route: Article 52.7

GMDN code: 35158

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT. All supporting
documentations are retained under the premises of the manufacturer. This declaration
of conformity is issued under the sole responsibility of the manufacturer.

References to CS: /
Start of CE-Marking: 2021-6-4

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Deputy Director of Technical Regulation Department of
Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen, 2022.4.12

Signature: .

Name of Authorized Signatory: Mr! Wang Xinbing
Position Held in Company: Deputy Director, Technical Regulation




Attachment of Declaration of Conformity: Applied Standards List-V2.0

Produet:

Model:

Standards Applied:
EN ISO 14971:2012

LN 1041:2008/A1:2013

EN ISO 15223-1:2016

EN60601-1:2006/
A1:2013

EN60601-1-2:2015

EN 60601-1-6:
2010/A1:2015

EN 62366-1:2015

EN ISO 17664:2017

EN 60601-2-18:2015

EN 62471:2008
EN 60825-1:2014

Applied Standards List

Light Cable

LC0005S, LCO003S, LCO00SL

Medical devices — Application of risk management to medical
devices

Information supplied by the manufacturer of medical devices

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied — Partl: General
requirements

Medical electrical equipment -- Part 1: General requirements for
basic safety and essential performance

Medical electrical equipment -- Part 1-2: General requirements for
basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

Medical electrical equipment - Part 1-6: General Requirements for
basic safety and essential performance -Collateral standard:
usability

Medical devices -- Application of usability engineering to medical
devices

Processing of health care products - Information to be provided by
the medical device manufacturer for the processing of medical
devices

Medical electrical equipment-Part 2-18:Particular requirements for
the basic safety and essential performance of endoscopic equipment

Photobiological safety of lamps and lamp systems.

Safety of laser products — Part 1: Equipment classification and
requirements.




Declaration of Conformity V1.0

Manufacturer:

Declaration of Conformity

Shenzhen Mindray Bio-Medical Electronics Co., Ltd. 1639
Mindray Building, Keji 12th Road South, High-tech Industrial Park, Nanshan,

Shenzhen, 518057, P. R. China

Manufacturer SRN:  CN-MF-000014156

EC-Representative:  Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafie 80
20537 Hamburg, Germany

Product: Fluid Management System

Model: HP100G, HP200G, HP200L, HP200D

Basic UDI-DI: 69449040AB0651000589

Classification: lla (According to Rule 12 of MDR Annex VIII)

Conformity

Assessment Route: Annex IX excluding CHAPTER II

EMDN code: 7120190

Intended Purpose: The product is intended for irrigation and/or suction during endoscopic'
examination and surgery. il

Supplementary

information: Included are following reusable irrigation tubing set: IR100R, following reusable

suction tubing set: SU100R and following Two-Pedal Footswitch-Fluid Management System: FS200.

We declare that the above-mentioned products meet the provisions of the REGULATION
(EU) 2017/745 OF THE EUROPEAN PARLIAMENT. All supporting documentations are
retained under the premises of the manufacturer. This declaration of conformity is issued

under the sole responsibility of the manufacturer.

References to CS: /
Notified Body: SGS Belgium NV
Notified Body No. : 1639
Identification of the Certificate: /

~ Start of CE-Marking: 2023-9-13

I hereby am appointed as the authorized person to deal with all the registration and quality
management affairs in my capacity as Deputy Director of Technical Regulation Department of
Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue: Shenzhen . )-a\/) \6}. ( g
Signature: Fe;%,m/\/
Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in Company: Deputy Director, Technical Regulation




Attachment of Declaration of Conformity: Applied Standards List-V1.0

Product;

Model:

Standards Applied:

EN ISO
14971:2019/A11:2021

ENISO 20417:2021

EN ISO 15223-1:2021

EN 60601-1:2006/A1:2013

EN 60601-1-2:2015

EN 60601-1-
8:2007/A1:2013

EN 60601-1-6:2010
/A1:2015

EN 62366-1:2015
- EN 62304:2006/A1:2015

EN ISO 10993-1:2020

EN ISO 17664-1:2021

EN ISO
13485:2016/A11:2021

Applied Standards List

Fluid Management System

HP100G, HP200G, HP200L, HP200D

Medical devices - Application of risk management to medical devices (ISO
14971:2019)

Medical devices - Information to be supplied by the manufacturer (ISO
20417:2021)

Medical devices - Symbols to be used with information to be supplied by /
the manufacturer - Part 1: General requirements (ISO 15223-1:2021)

Medical electrical equipment - Part 1: General requirements for basic safety
and essential performance

Medical electrical equipment - Part 1-2: General requiremerfts for basic
safety and essential performance - Collateral Standard: Electromagnetic
disturbances - Requirements and tests

Medical electrical equipment - Part 1-8: General requirements for basic
safety and essential performance - Collateral Standard: General
requirements, tests and guidance for alarm systems in medical electrical

equipment and medical electrical systems

Medical electrical equipment - Part 1-6: General requirements for basic
safety and essential performance - Collateral standard: Usability

Medical devices - Part 1: Application of usability engineering to medical

devices
Medical device software - Software life-cycle processes

Biological evaluation of medical devices - Part 1: Evaluation and testing

within a risk management process

Processing of health care products - Information to be provided by the
medical device manufacturer for the processing of medical devices - Part 1:
Critical and semi-critical medical devices (ISO 17664-1:2021)

Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2016)




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 | 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) ltaly

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 Il b (Rule 9)

Conformity with assessment route: Annex IX Chapters | and Ill 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 QUALITA 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
7 | LED SpA N
Marco Mauti Aprilia (LT), 25.09.2025
R AJ k\ Sole Director

'KSOL R

LED SpA



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
IE/MT LED-DoC_2_ESA001_A_EN

EN - LIST OF DEVICES
Trade mark LED

# REF
00201.02
PENCIL 00206.00
00206.40
00205.00 00420.00
PENCIL S 00205.40 00420.05
00402.00 00404.02 00411.00
00402.01 00404.04 00412.00
00402.02 00404.08 00413.00
00402.03 00404.09 00414.00
CONNECTION 00402.04 00404.10 00415.00
00402.05 00404.11 00416.00
00417.00
00418.00
00400.00 00401.20 5365A
00401.00 00401.21 6429A
00401.01 00401.22
00401.02 00403.01
NEUTRAL 00401.03 00403.02
00401.10
00401.11
00401.12
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.L.2 500500.L1 152-115 152-190-20 00420.14
00500.D1 00500.L.2/L 500500.L1/L 152-120 152-195
00500.D12 00500.L3 500500.L.2 152-122
00500.D1/S 00500.L3/L 500500.L.2/L 152-125
00500.D12/S 00500.L4 500500.L3 152-130
00500.L.4/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
ELECTRODE 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.L.8/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.L.10
00500.510 500500.L10/L
00500.S15
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
BIPOLAR 510-300-20
510-300-30
510-300-40
510-300-50
510-300-10_L
510-300-20_L
510-300-30_L
510-30040_L
510-300-50_L
330-134-20
MONOPOLAR 330160
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