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

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ z 9Z - / ﬂ ”/ \jo P daxc : (373-22) 43-44-22

cod: MOLDMD2X329 kox: MOLDMD2X329

Filiala ,,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director Nina Turcan

Nina Balmus

Ex. Diana Brinza Digitally signed by Poiata Vitalie

Tel. 43-45-96 Date: 2021.02.08 11:11:35 EET
Reason: MoldSign Signature
Location: Moldova
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250
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,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre 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,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

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 intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinétor: i.S. ,Camera [nregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, 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. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




ORDIN DE PLATA NR.: 569 TIP.DOC. 1
DATA EMITERII:28 ianuarie 2021

PLATITI: 10-00 LEI: Zece lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" S.R.L. MDO5ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) IMSP Spital CONTUL DE PLATI/CODUL IBAN
ul Clinic Municipal Boli MD20TRPCBW518430B00349AA

CODUL FISCAL :1003600152570 /

PRESTATORUL BENEFICIAR CODUL BANCITI:

Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/10,00 Pentru gar: TIPUL TRANSFERULUI

antia pentru oferta la procedura de achi: NORMAL/URGENT :N:
zi?ie publica nr. ocds-b3wdpl-MD-1611740: :
981705 din 05.02.2021 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:28/01/2021 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGQQYJKoZIhveNAQcCoIIGMiCCBi4CAQEXCzAIBgUrDgMCGgUAMASGCSGGSIb:

DQEHAaCCBEowggRGMIIDLgADAGECAhRNHAABcVycdZVmKkP2 SAAAAAFXXMAOGCSq:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTESMDEyODEWMTYyOFoXDTIxMDEyODEWM] YyOFowfjELMAKGAIUEBhMCTUQXGA:
gNVBAOTEUJpb3Npc3R1bSBNTEQgU1IJMMRIWEAYDVQQLEWkwNj kyMDAZMTQOXFzA

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGUgYJKoZIhvcNAQcCoIIGQzCCB)8CAQExCZzAIBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBFswggRXMIIDP6ADAGECAhRNHAABCcVpWe /gMeSmneARAAAFXWMAOGCSG::
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFULQxLUNBLUIVDOGRpbmRjb251YW5rMB4X :
DTES5MDEyODEWMTQWNFoOXDTIXMDEyODEWM]QwNFowgY4xCzAJBgNVBAYTAk1EMScw @
YDVQQKEX5NZWR1Y29yIFNSTCwgQOmlvc21zdGVtIEIMRCBTUkwXEJAQBgNVBAST

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.



Anexa nr.7.2 la Instructiunea |
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

' CC 04 AE

CERTIFICAT .
privind lipsa sau existen{a restantelor fatii de bugetul public national
Nr. | A2101539 din | 04022021

1. Destinatia / HasHaueHHe

Wltru participare la proceduri de achizitii publice

2. Date despre contribuabil / Mudopmaums o HAJIOTOIUIaTe/IbIIHKe

|— Denumirea Codul fiscal / Numirul de identificare
HaumMeHoBaHHE DuckanbHbll kKon / UneHTudukaunoHHBIA HOMEP
[BIOSISTEM MLD S.R.L. 1010600028048
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitafii
AJnpec OCHOBHOI0 MeCTOPacTonOKEHIA (ynuua, HoMep) Kon - HauMeHOBaHHe HACEISHHOIO MYHKTA
[Albisoara nr.16 bL.1 of.7 0150-SEC RISCANI i

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/:
TToATBepKAEHHE OTCYTCTBIA HIH HATHYHA HEOMMKH CoracHo AaHHbIX MH(opMaunoHHOR aBTOMATH3UPOBAHHOM
CHCTEMEI i

La data emiterii prezentului certificat restanta fafa de bugetul public national constituie/ Ha maty
BBLA4M JAHHOM CTIpaBKH HEJOMMKA Iepel HallHOHATbHbIM TyGTUYHBIM GEOIKETOM COCTABIIALT:
0,00 lei/nen.

4. Valabil pini la / [leficTBUTENIEH 10 19.02.2021

- T
TETIRE Tr e

5. Autentificarea "‘"'_"‘"l : al de Stat/ TTonteepxaenne [0Cy1apCTBEHHOR HaJIOTOBOH CITyKOBI
.'“ \\.():. '\._\‘ /‘
Sef D Pt Viorica CAUS
a D SemimmWa Numele §i pr le/d A 1 s
L.§/MII

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 04.02.2021 ora 11:29:26
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
' 4




SONY

Sony Belgium, bijkantoor

EU DECLARATION OF CONFORMITY

Model Name: UPP-110S

93/42/EEC, 2007/47/EC, MDD

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW, United Kingdom. — Registered company number: 2422874



EU DECLARATION OF CONFORMITY

1. Model No.:
UPP-110S

2. Name and address of the manufacturer's authorised representative:
Sony Belgium, bijkantoor van Sony Europe Limited, Da Vincilaan 7-D1, 1935 Zaventem, Belgium

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:
Sony Corporation,1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

4. Object of the declaration:
Thermal Print Media

5. The object of the declaration described above is in conformity with:
93/42/EEC, 2007/47/EC, MDD

6. Where applicable, references to the relevant harmonised standards used or references to the technical
specifications in relation to which conformity is declared:
EN 60601-1:2006 + A1:2013

7. Additional information:
Following the provisions for Class | devices

Signed for and on behalf of. Sony Belgium, bijkantoor van Sony Europe Limited

Zaventem, 2017-08-19

Kris De Pauw
Director
Branch Manager

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW, United Kingdom. — Registered company number: 2422874

Reference Number: 20171389



EU DECLARATION OF CONFORMITY

Model Name: UPP-110HG

93/42/EEC, 2007/47/EC, MDD

Sony Europe Limited. A company registered in England and Wales
Registered Address: The Heights, Brookiands, Weybridge. Surrey. KT13 OXW, United Kingdom. — Registered company number: 2422874



SONY

Sony Belgium, bikantoor van & Europe Limited

EU DECLARATION OF CONFORMITY

1. Model No.:
UPP-110HG

2. Name and address of the manufacturer's authorised representative:
Sony Belgium, bijkantoor van Sony Europe Limited, Da Vincilaan 7-D1, 1935 Zaventem, Belgium

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:
Sony Corporation,1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

4. Object of the declaration:
Thermal Print Media

5. The object of the declaration described above is in conformity with:
93/42/EEC, 2007/47/EC, MDD

6. Where applicable, references to the relevant harmonised standards used or references to the technical
specifications in relation to which conformity is declared:
EN 60601-1:2006 + A1:2013

7. Additional information:
Following the provisions for Class | devices

Signed for and on behalf of. Sony Belgium, bijkantoor van Sony Europe Limited

Zaventem, 2017-08-19

Kris De Pauw
Director
Branch Manager

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW. United Kingdom. - Registered company number: 2422874

Reference Number: 20171388



EU DECLARATION OF CONFORMITY

Model Name: UPP-110HD

93/42/EEC, 2007/47/EC, MDD

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW, United Kingdom. - Registered company number: 2422874



EU DECLARATION OF CONFORMITY

1. Model No.:
UPP-110HD

2. Name and address of the manufacturer's authorised representative:
Sony Belgium, bijkantoor van Sony Europe Limited, Da Vincilaan 7-D1, 1935 Zaventem, Belgium

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:
Sony Corporation,1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

4. Object of the declaration:
Thermal Print Media

5. The object of the declaration described above is in conformity with:
93/42/EEC, 2007/47/EC, MDD

8. Where applicable, references to the relevant harmonised standards used or references to the technical
specifications in relation to which conformity is declared:
EN 60601-1:2006 + A1:2013

7. Additional information:
Following the provisions for Class | devices

Signed for and on behalf of: Sony Belgium, bijkantoor van Sony Europe Limited

Zaventem, 2017-08-19

Kris De Pauw
Director
Branch Manager

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklamds, Weybridge, Surrey. KT13 OXW, United Kingdom, — Registered company number: 2422874

Reference Number; 20171378
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

& . System Certification in the world.
WWW'Imq'It IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATE N. 9190.CRC3

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID).
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for videoprinters,
printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2015 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE
ACCREDIA IMQ
FINTE TALANO O ACRDIAMENTO IAF: 07,09, 19, 29, 12 \
o .
SGQ N° 005 A www.cisq.com
La validita del certificato é subordinata a sorveglianza annuale e riesame completo
Membro degli Accordi di Mutuo del Sistema di Gestione con periodicita triennale 5 " T g . . . ¥ ” .
R ento £4, IAF e ILAC The validity of the certificate is submitted to annual audit and a reassessment Organismo di Certificazione Federato CISQ CISQ ¢ la Federazione Italiana di Organismi di
Sigr of EA, IAF and ILAC of the entire management System within three years www.imq.it Certificazione dei sistemi di gestione aziendale.
Mutual Recognition Agreements

CISQ is the Italian Federation of management
system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

. . System Certification in the world.
WWW'Iqut IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.
ALLEGATO N. 9190.CRC3+1
ANNEX N.
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario,
medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per
applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per
strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the
market of accessories for electromedical and ultrasound diagnostic devices and for electromedical
equipment. Manufacture of electrods for ECG. Production management and placing on the market of
electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of
videoprinters, photographic papers for videoprinters, printers and related consumable and accessories

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ SpA. - VIAmINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Il presente documento integra il certificato n 9190 CRC3
ACCREDIA \ This document is a part of certificate n. 9190.CRC3
VENTE [TALIANG Of ACCREDNTAMENTO L Sk

FEDERAZIONE

CISQ

o IAF: 07, 09, 19, 29, 12 ;
SGQ N° 005 A WWW.Cisq.com
Membro degh Accordi di Mutuo La validita del & subordinata a sorveg annuale e riesame completo . . s ; 5 ’ ! .
Riconascimento EA, IAF e ILAC del Sistema di Gestione con periodicita trennale Organismo di Certificazione Federato CISQ CR € la Fedetazione Italigga¥d] Orgagismi di
Signatory of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment www.imgq.it Certificazione dei sistemi di gestione aziendale.
Mutual Recognition Agreements

of the entire management System within three years CISQ is the Italian Federation of management

system Certification Bodies.




www.imq.it
ALLEGATO N. 9190.CRC3-2
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Il presente documento integra il cetificato n. 9190.CRC3
ACCREDIA \ This document is a part of certificate n. 9190.CRC3
LENTE ITALANG Df ACCREDNIAMENTO ' -

SGQ N° 005 A IAF: 12

Membro degli Accordi di Mutuo

La validita del € subordinata a 1za annuale e riesame completo } i o ;
Riconoscimento EA, IAF e ILAC del Sistema di Gestione con periodicita triennale P Organismo di Certificazione Federato CISQ
Signatory of E4, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment www.imq.it
Mutual Recognition Agreements

of the entire management System within three years

CISQ is a member of
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THE INTERNATIONAL CERT\FICA{'I‘ON lléMORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

System Certification in the world.

IQNet is composed of more than 30 bodies and counts

over 150 subsidiaries all over the globe.

FEDERAZIONE

CIsQ

www.cisq.com

CISQ e la Federazione Italiana di Organismi di

Certificazione dei sistemi di gestione aziendale.

CISQ is the Italian Federation of management
system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Jrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Manufacture of electrods Sfor ECG. Production management and placing
on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and

related consumable and accessories
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: IT - 112265

Alex Stoichitoiu Ing. Mario Romersi

President of IDNET President of CISQ

1QNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Tenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of [QNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

www.imq.it

CERTIFICATO N.
CERTIFICATE N. 9124.CRC4

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della
produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e
defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi materiali di
consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG. Production management
and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade
of videoprinters, photographic papers for videoprinters, printers and related consumable and accessories for medical use

Ulteriori informazioni riguardanti 'applicabilita dei requisiti ISO 13485:2016 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of 1SO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE
i \IMQ [«
SGQ N° 005 A

La validita del certificato & subordinata a sorveglianza annuale e riesame completo
Membro degli Accord: di Mutuo del Sistema di Gestione con periodicita triennale
R EA, IAF & 1LAC The validity of the certificate is submitted to annual audit and a reassessment
14F and ILAC of the entire management System within three years

tion Agreements Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.imq.it Certificazione dei sistemi di gestione aziendale.
CISQ is the Italian Federation of management

system Certification Bodies.

www.cisq.com
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

. . System Certification in the world.
www. lmq.lt IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.
ALLEGATO N. 9124.CRC4-1
ANNEX N.
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche
conto terzi. Produzione e stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel
sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi.
Commercializzazione ed immissione in commercio di accessori per applicazioni
elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti,
carte fotografiche per video stampanti, stampanti e relativi materiali di consumo
ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third
parties. Manufacture and print of labels for medical use. Development and manufacture of creams,
gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of third
parties. Trade and placing on the market of accessories for electromedical and ultrasound
diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories for medical use

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA’ RIFERIRSI AL CERTIFICATO N. 9124.CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Ornago FEDERAZIONE

Il presente documento integra il certificato n. 9124.CRC4 I MQ C'SQ
ACCRED[A :‘ This document is a part of certificate n. 9124.CRC4
YENTE ITALIANO 01 ACCHIDITAENTD

o www.cisg.com

SGQ N 005 A La validita del certificato é subordinata a sorveglianza annuale e riesame completo

del Sistema di Gestione con periodicita triennale = " 5 i N f . & & .
Membro degli Accordi di Mutuo The validity of the certificate is e e o and a reassessment Organismo di Certificazione Federato CISQ CISQ ¢ la Federazione Italiana di Organismi di
Riconoscimento EA, IAF e ILAC of the entire management System within three years

Signatory of E4, IAF and ILAC

www.imq.it
Mutual Recognition Agreements

Certificazione dei sistemi di gestione aziendale.
CISQ is the Italian Federation of management
system Certification Bodies.




Attivita:
Activities:
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T;{E INTERNATIONAL CERT\FICAT!ON’ NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
% & System Certification in the world.
WWW'Imq'lt IQNet is composed of more than 30 bodies and counts

ALLEGATO N 9124.CRC4_2 over 150 subsidiaries all over the globe.
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Produzione di creme, gel sterile e non sterile per applicazioni

elettrodiagnostiche e ad ultrasuoni, anche conto terzi

Manufacture of creams, gels sterile and not sterile for electromedical

and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA’ SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE

RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT

DATE:

HOCEN A

SGQ N° 005 A

Membro degli Accordi di Mutuo
Riconoscimento EA, IAF e ILAC
Signatory of E4, IAF and ILAC
Mutual Recognition Agreements

OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9124 CRC4

FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Ornago

FEDERAZIONE

Il presente documento integra il certificato n. 9124 CRC4 I MQ ’
This document is a part of certificate n. 9124 CRC4

www.cisg.com

La validita del certificato & subordinata a sorveglianza annuale e riesame completo

del Sistema di Gestione con periodicita triennale Organismo di Certificazione Federato CISQ CISQ é la Federazione Italiana di Organismi di
The validity of the certificate is submitted to annual audit and a reassessment www.imq.it Certificazione dei sistemi di gestione aziendale
of the entire management System within three years :

CISQ is the Italian Federation of management
system Certification Bodies.
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== bei Arzneimitteln und
* Medizinprodukten

*#\7 *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or 1lI)

No. G1 077790 0060 Rev. 00

www.zlg.de

Product Service

Manufacturer: Covidien LLC
15 Hampshire Street
Mansfield MA 02048
USA

Product Category(ies): Oximetry and Capnography Monitor Systems
Temperature Monitor Systems, Patient Warming

Device Systems, Disposable Airway Management
Devices, Tracheal Tubes, Tracheostomy Tubes,
Speaking Valves, and Intubating Stylets, Ventilator
Systems and Patient Interface Circuit Systems,
EEG Monitoring Systems, Breathing Therapy and
Humidification, Heated Inspiratory Line
Humidifiers, Multi-patient Physiologic Monitoring
System and Data Analytics Software,
Gastrointestinal Measurement and Dilation System,
Electrosurgical Diathermy System Electrode.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 72145607
Valid from: 2020-06-29
Valid until: 2024-05-26

Date, 2020-06-29 c
'@’L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany
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CERTIFICATE

Number: 2090418

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

including the implementation meets the requirements of the standard:

EN ISO 13485:2016
ISO 9001:2015

Scope: j

Sales, order management, warehousing-and-distribution’ of medlcal dewces _

Including inventory management, regulatory affairs, post market survelllance technlcal serwce customer,
education and spine loaner operations sy 1]/} /

Certificate expiry date; 1 July 2021
Certificate effective date: /1 July 2018
Certified since: 1 July 2006

This certificate is valid for the organization(s) and/or/locations mentioned'on the addendum.

DEKRA Certification B.V.

drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

20N
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MG, 1S
RUA L 506

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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page 1 of 5

ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Certified organization(s) and/or locations:

Medtronic Portugal LDA-

Rua Tomas da Fonseca Torre E, 11
piso

1600 Lisboa

Portugal

Medtronic Italia S.p.A.
Via Varesina 162
20156 Milano

Italy

Medtronic Danmark A/S.
Arne Jacobsens Allé 17
2300 Kopenhagen
Denmark

Medtronic Medikal Teknoloji Ticaret Ltd
Sti

Saray Mah. Esnaf Sk.

Akkom Ofis Park Laodik Plaza

Sitesi B Blok Apt: 2/8

00000 Umraniye - Istanbul

Turkey

Different scope

Sales, Order Management and distribution’ of medical devices
including technical service and customer education.

Warehousing and distribution of medical devices, including spine
loaner operations / '

Sales; ordermanagement’ and distribution of medical devices!
Including technical service’and’/customer gducation,
Promotion; invoice and ordéermanagement of medicinal

Sales, order’ managément a.nd distribution,/of medical devices.
Including 'technical service and custormer education

Sales, order' management/and distribution’ of medical devices.
Including/technical service’ and/customer education

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Africa (Pty) Ltd.
Waterfall Distribution Campus
CNR K101 and Bridal Veil Road
Waterfall Midrand

1685 Gauteng

South Africa

Medtronic Ibérica S.A.

Calle de Maria de Portugal, 11
28050 Madrid

Spain

Medtronic Romania SRL

Ploiesti 42-44, Building B, B2

Wing, 2nd floor, district 1

Baneasa Business & Technology Park
013696 Bucharest

Romania

Medtronic Norge AS
Martin Linges vei 25
1364 Fornebu
Norway

Medtronic Portugal, LDA-
Avenida Gomes Pereira 61B
Benfica

1600 Lisboa

Portugal

Sales, order management, warehousing and distribution of
medical devices. Including technical service, customer education
and spine loaner operations.

Sales, order management, warehousing/and distribution of
medical devices Including technical service, customer /education
and spineloaner.operations:////// ' /

Sales, ofder managemént and distribution of medical devices.
Including technical setvice and customer education.

Sales, order' management/and distribution of medical devices.
Including technical’' service’ and /customer education.

Sales, Order Management and distribution of medical devices
Including technical service’and customer education.

Warehousing and distribution of medical devices, including spine
loaner operations.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Service & Repair CoE
C-Mill gebouw K

Jan Campertstraat 21-A

6416 SG Heerlen

Medtronic Ibérica S.A.

Poligono Industrial La Garena
Calle Francisco Rabal 7

28806 Alcala De Heneras, Madrid
Spain

Medtronic Ibérica S.A.

WTC Almeda Park

Placa de la Pau, s/n. Edificio 7,3 piso
08940 Cornella de Llobregat, Barcelona
Spain

Medtronic France SAS

27/33 Quai Alphonse Le Gallo
92513 Boulogne-Billancourt
France

Medtronic Trading NL B.V.
Larixplein 4
5616 VB Eindhoven

Medtronic GmbH
Earl-Bakken-Platz 1
40670 Meerbusch
Germany

Service and repair of medical devices (excluding Imaging and
Navigation products).

Spine loaner operations.

Warehousing and distribution b_f medical/devices, including spine
loanef operations 1111111111111 /8

Sales; order manageméhf-ahd di'stribut_ion of medical devices!
Including/technical' Service and customer education

Sales, order management/and distribution/of medical devices.
Including/technical service' and customer /education

Distribution of medical Devices, medical equipment and related
services.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Osterreich GmbH
Milennium Tower, 20th floor
Handelskai 94-96

1200 Wien

Austria

Medtronic (Schweiz) AG
Talstrasse 9
3053 Munchenbuchsee
Switzerland

Medtronic Hellas S.A.
Avenue Kifisias 24 Building B
151 25 Marousi Pref. Attica
Greece

Medtronic Serbia Ltd.
Bulevar Zorana Dijindjica, 64a
11070 Belgrade

Serbia

Medtronic Hungaria Kift,
Bocskai ut 134-146
Cépililet 3. emelet

1113 Budapest
Hungary

Medtronic CCO SSC Warsaw
Polna 11

00-633 Warszawa

Poland

Sales, order management, warehousing and distribution of
medical devices. Including technical Service and/customer
education

Sales; order management, warehousing and/distribution of
medical devices: Including téchnical Service and customer
education / //

Sales; ordér management and distribution /of medical devices,

Including technical servide and customer education.

Sales; order manag‘e'rr_)e-n't"-e_i-ﬁd 'd'i_'stribu-t'iO'n: of medical devices

Sales,/order management/and distribution’ of medical 'deyices.
Including/customer education,

Order management of medical devices:

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM

To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Medtronic Finland Oy
Lentdjantie 3

01530 Vantaa
Finland

Medtronic AB
P.O. Box 1034
164 21 Kista
Sweden

Medtronic Trading Ltd.
10 Hamada Street
4673344 Herzlya
Israel

Addendum expiry date:

Addendum effective date:

1 duly 2021
1 July 2018

Sales, order management and.distribution of medical devices.
Including technical service and customer education.

Sales, order management and distribution’ of medical devices.
Including technical service and customer gducation

Import, sales, order management and’ distribution of medical
devices. Including technical service/and customer education

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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