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ZERTIFIKAT € CERTIFICATE @

ltalia

CERTIFICATE

Nr. 50 100 17806 Rev.001

THIS IS TO CERTIFY THAT

THE QUALITY MANAGEMENT SYSTEM OF

Vantive Health GmbH

REGISTERED OFFICE AND OPERATIONAL SITE:

Thurgauerstrasse 130
CH - 8152 Glattpark (Opfikon)

OPERATIONAL SITES: SEE ANNEX 1

HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI CEIl EN ISO 13485:2021

THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE OF APPLICATION

QUALITY SYSTEMS — MEDICAL DEVICES

Provision of Services of Installation, Commissioning and Servicing for
Active Non-Implantable Medical Devices
Provision of Warehousing and Distribution Services for Active and
Non-Active Medical Devices.

For the Certification Body Va“d'ty
TUV ltalia S.r.l. From: 2025-10-10
To: 2027-10-02
[ | Issuing Date
........ V2. c191-0..
Francesco
Business Assurance Division Manager 2025-10-10

FIRST CERTIFICATION: 2024-10-03

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TUV Italia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it TUV®



-
<L
-
=
-
oc
LL
o
¢
-
-
<
-
=
-
-
LL
-
¢
-
<
2
—
1=
—
-
Q.
LL
-
¢

ZERTIFIKAT € CERTIFICATE @
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ltalia
ANNEX 1 TO CERTIFICATE NO 50 100 17806 Rev.001
page 2 of 7/
THE CERTIFICATE N 50 100 17806 Rev.001 COVERS ALSO THE FOLLOWING OFFICES:

Vantive Health GmbH
Vantive Health GmbH Provision of Services of Installation,
Thurgauerstrasse 130 Commissioning and Servicing for Active Non
8152 Glattpark (Opfikon) Implantable Medical Devices
sSwitzerland Provision of Warehousing and Distribution

Services for Active and Non-Active Medical

Devices.
Vantive Health S.L. Provision of Services of Installation,
Poligono Industrial Sector 14, Commissioning and Servicing for Active Non

46394 Ribarroja del Turia (Valencia) Management of Warehousing and
Spain Distribution Services for Active and Non-

Active Medical Devices.

FIRST CERTIFICATION: 2024-10-03

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TUV ltalia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it

For the Certification Body Vahd'ty

TUV ltalia S.r.l. From: 2025-10-10

To: 2027-10-02

[ | Issuing Date

mw ..............................................................................................................................
Francesco-Scarlata

Business Assurance Division Manager 2025-10-10
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3 ANNEX 1 TO CERTIFICATE NO 50 100 17806 Rev.001
page 3 of 7/
‘ THE CERTIFICATE N 50 100 17806 Rev.001 COVERS ALSO THE FOLLOWING OFFICES:
-
-
< [
:.T': Vantive Health GmbH
'E Vantive Unipessoal Lda
L) Edificio D. Pedro |, Provisi_on_of _Services of Ins_tallation, |
O Rua dos Malhdes, Q56 Commissioning and Servicing for Active Non
2770-071 Paco de Arcos Implantable Medical Devices
Portuqal Management of Warehousing and Distribution
’ J Services for Active and Non-Active Medical
Devices.
- .
<< Vantive Oy
e Tammasaarenkatu 1 Management of Warehousing and Distribution
— 00180 Helsinki Services for Active and Non-Active Medical
S cinland Devices.
—
-
Q.
Cuj Vantive Health Limited Management of Warehousing and Distribution
Block 2 Deansgrange Business Park, Services for Active and Non-Active Medical
Kill Lane Devices.
¢ A94 F9P3 Dublin
Ireland
Vantive Limited Management of Warehousing and Distribution
Wavertree Technology Park, 2 Services for Active and Non-Active Medical
Wavertree Blvd Devices.
Liverpool L7 9PE
United Kingdom
For the Certification Body Validity
TOV Walia S rl L oo o

To: 2027-10-02

[ 2. c1p1 0 §z;.ﬁ,s 'fL_/[c Issuing Date

Francesco Scarlata

Business Assurance Division Manager

2025-10-10

FIRST CERTIFICATION: 2024-10-03

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TUV Italia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it TUV®
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Italia
ANNEX 1 TO CERTIFICATE NO 50 100 1/806 Rev.001
page 4 of 7/
THE CERTIFICATE N 50 100 17806 Rev.001 COVERS ALSO THE FOLLOWING OFFICES:
Vantive Health GmbH
Vantive S.r.l. Management of Warehousing and
Via del Serafico 89 Distribution Services for Active and Non-
00142 Roma (RM) Active Medical Devices.
Italy
Vantive Belgium SRL
Boulevard d'Angleterre 2 Provision of Services of Installation,
1420 Braine-I'Alleud Commissioning and Servicing for Active Non

Implantable Medical Devices

Belgium .
Management of Warehousing and
Distribution Services for Active and Non-
Active Medical Devices.
Vantive B.V Provision of Services of Installation,
Kobaltweg 49 Commissioning and Servicing for Active Non
3541 CE Utrecht Implantable Medical Devices

Management of Warehousing and
Distribution Services for Active and Non-
Active Medical Devices
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Netherlands

For the Certification Body

TUV lItalia S.r.l. Validity
2025-10-10
From
_ 2027-10-02
To:
[ / Issuing Date
m‘:‘bﬂ#‘f-—ﬂ ........... O WA SO OO OO OO OOTTNORRROOY
Francesco-“Scarlata
Business Assurance Division Manager 2025-10-10

FIRST CERTIFICATION: 2024-10-03

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

ZERTIFIKAT € CERTIFICATE @

TUV Italia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it TUV®
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‘ ANNEX 1 TO CERTIFICATE NO 50 100 17806 Rev.001
page 5 of 7
- :
Q THE CERTIFICATE N 50 100 17806 Rev.001 COVERS ALSO THE FOLLOWING OFFICES:
S
™ Vantive Health GmDbH
IE Vantive s.r.o. Management of Warehousing and
LL} Karla Englise 3201/6 Distribution Services for Active and Non-
- 150 00 Praha 5 Active Medical Devices.
Czech Republic
— Vantive AB
<T TOrSham_nsgatan 48 / Box 63, Management of Warehousing and
— 164 94 Kista Distribution Services for Active and Non-
3 Sweden Active Medical Devices.
—
e
& Vantive GmbH Management of Warehousing and
¢ Thurgauerstrasse 130 Distribution Services for Active and Non-
8152 Glattpark (Opfikon) Active Medical Devices.
’ Switzerland
Vantive SAS Provision of Warehousing and Distribution
Boulevard Marcel Dassault 12 Services for Active and Non-Active Medical
69330 Jonage Devices.
France
Gambro Lundia AB Provision of Warehousing and Distribution
Magistratsvagen 16 Services for Active and Non-Active Medical
¢ 22643 Lund Devices.
Sweden
L
-
<L
-
E For th_@ Certification Body Validity
I: TOV lalia Sl o O .
o To: 2027-10-02
—— .
AR (9 g N0 e S Issuing Date
Francesco Scarlata
Business Assurance Division Manager
’ 2025-10-10
-
<L
z
™ FIRST CERTIFICATION: 2024-10-03
; “THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW
OF COMPANY'S MANAGEMENT SY
: STEM AFTER THREE-YEARS”
L
N TUV Italia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it TOV®




ltalia

ANNEX 1 TO CERTIFICATE NO 50 100 17806 Rev.001
page 6 of 7

THE CERTIFICATE N 50 100 17806 Rev.001 .COVERS ALSO THE FOLLOWING OFFICES:

Vantive Health GmbH

Vantive Ltd. Fornitura di servizi di installazione, messa in

Marinou Antypa A7 & Anafis Str. servizio e assistenza per dispositivi medici attivi

. . non impiantabilli
14 121 N.Heraklelo - Attica Gestione di servizi di Immagazzinamento e

Greece distribuzione di dispositivi medici attivi e non attivi.

Provision of Services of Installation,
Commissioning and Servicing for Active Non
Implantable Medical Devices

Management of Warehousing and Distribution
Services for Active and Non-Active Medical
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Devices
Vantive Health Austria GmbH Gestione di servizi di Immagazzinamento e
Stella-Klein-Low-Weg 15 distribuzione di dispositivi medici attivi e non attivi.
1020 .Wlen Management of Warehousing and Distribution
Austria Services for Active and Non-Active Medical
Devices.
Vantive Health Germany GmbH Gestione di servizi di immagazzinamento e
Edisonstasse 4 distribuzione di dispositivi medici attivi € non attivi.

85716 Unterschleilsheim Management of Warehousing and Distribution
Germany Services for Active and Non-Active Medical
Devices.

For the Certification Body Vahdlty
TUV ltalia S.r.l. From: 2025-10-10
To: 2027-10-02
[ / Issuing Date
mw .................................................................................................................................
Francesco-Scarlata
Business Assurance Division Manager 2025-10-10

FIRST CERTIFICATION: 2024-10-03

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

ZERTIFIKAT € CERTIFICATE @

TUV Italia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it TUV®
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ANNEX 1 TO CERTIFICATE NO 50 100 17806 Rev.001

pagina 7 di 7/ page 7 of 7

THE CERTIFICATE N 50 100 17806 Rev.001 COVERS ALSO THE FOLLOWING OFFICES:

Vantive Health GmbH

Vantive Limited

Provision of Services of Installation,

Salthouse Road, Brackmills Industrial ~ Commissioning and Servicing for Active Non

Estate

Implantable Medical Devices.

NN4 7UF Northampton, Northants

United Kingdom

Vantive Srl
Via Camurana, 71
41036 Medolla (MO)

Italy

Vantive Srl
Via Trentino 18/20

35043 Monselice (PD)
Italy

Provision of Services of Installation,
Commissioning and Servicing for Active Non
Implantable Medical Devices

Provision of Services of Installation,
Commissioning and Servicing for Active Non
Implantable Medical Devices.

For the Certification Body Va“d'ty

TUV ltalia S.r.l. From: 2025-10-10

To: 2027-10-02

[ | Issuing Date

B N W O B N A
Francesco-Scarlata

Business Assurance Division Manager 2025-10-10

FIRST CERTIFICATION: 2024-10-03

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF

COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TUV ltalia ® Gruppo TUV SUD e Viale Fulvio Testi, 280/6 ® 20126 Milano e Italia ® www.tuvsud.com/it





