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Certificate

_ The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Canon Medical Systems Europe B.V.
Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

has established and applies a quality management system for medical devices
for the following scope:

Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of
medical diagnostic imaging related equipment
(see attachment for subsidiaries included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

This Certificate is valid from: 2018-08-20
Certificate Registration No.: SX 60131519 0001
An audit was performed. Report No.: 21196527 009
This Certificate is valid until: 2021-08-19
Certification Body
(( DAKKS 9
~ Deutsche _ T

Akkreditierungsstelle
0-ZM-14169-01-02

Date 2018-08-15 Dipl-Ing. I. Munkie

TUV Rheinland LGA Products GmbH — Tillystrale 2 — 90431 Niirnberg

Tel.: (+49/221) 8 06 - 13 71 Fax: (+49/221) 8 06 - 39 35 e-mail: cert-validity@de.tuv.com http:/iwww.tuv.com/safety
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TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Scope:

((' DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22

SX 60131519 0001
21196527 009

Canon Medical Systems Europe B.V.
Zilverstraat 1

2718 RP Zoetermeer

The Netherlands

Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems GmbH
Industriezentrum NO-Siid
Ricoweg 40

2351 Wiener Neudorf

Austria

10200 0408 ®  TUV. TUEV and o T
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: S$X 60131519 0001
Report No.: 21196527 009

Organization: Canon Medical Systems Europe B.V.
Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

Scope: Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems Belgium NV/SA
Woluwe Garden, Woluwedal 30 b9

1932 Sint-Stevens-Woluwe

Belgium

((.DAkkS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: SX 60131519 0001
Report No.: 21196527 009

Organization: Canon Medical Systems Europe B.V.
Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

Scope: Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems AG
Chriesbaumstrasse 4

8604 Volketswil

Switzerland

(( DAKKS

Deutsche A
Akkreditierungsstelle
D-ZM-14169-01-02 ; '
s .. ®
Date: 2018-10-22 & ° /}

Dipl.-Ing. . Munklew’?_{lgr_lﬂef_'f/
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: S$X 60131519 0001
Report No.: 21196527 009

Organization: Canon Medical Systems Europe B.V.
Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

Scope: Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medica! Systems GmbH
Hauptverwaltung Neuss
Hellersbergstrasse 4

41460 Neuss

Germany

( DAKKS

- Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22
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TUV Rheinland
LGA Products GmbH
TillystralRe 2, 90431 Niirnberg

Attachment to
Registration No.: $X 60131519 0001
Report No.: 21196527 009

Organization: Canon Medical Systems Europe B.V.
Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

Scope: Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems France SAS
7, Rue Ampere - BP 14

92802 Puteaux Cedex

France

(( DAKKS

- Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22

10020
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.: $X 60131519 0001
Report No.: 21196527 009

Organization: Canon Medical Systems Europe B.V.
Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

Scope: Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems S.r.l.
Via Canton, 115

00144 Rome

Italy

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Registration No.: S$X 60131519 0001
Report No.: 21196527 009
Organization: Canon Medical Systems Europe B.V.

Zilverstraat 1
2718 RP Zoetermeer
The Netherlands

Scope: Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems S.A.
Camino de la Zarzuela, 19-3a planta
28023 Aravaca (Madrid)

Spain

Canon Medical Systems S.A.
Rua Pedro Alvares Cabral 29
2799-505 Linda a Velha-Lisboa
Portugal

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22

s

- ;“lr
Dipl.-Ing. 1. Munkle%?_,s\f:f’
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TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Scope:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22

SX 60131519 0001
21196527 009

Canon Medical Systems Europe B.V.
Zilverstraat 1

2718 RP Zoetermeer

The Netherlands

Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic
imaging related equipment

Subsidiary:

Canon Medical Systems Ltd.
Boundary Court

Gatwick Road

Crawley

West Sussex, RH10 9AX
England

\C 3
m— %7—' 5\‘\/‘"
Dipl.-Ing. I. Munkler ——*"ne=-




TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Registration No.:
Report No.:

Organization:

Scope:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-22

S$X 60131519 0001
21196527 009

Canon Medical Systems Europe B.V.
Zilverstraat 1

2718 RP Zoetermeer

The Netherlands
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Marketing, sales, distribution, installation, maintenance,
servicing, training and general support of medical diagnostic

imaging related equipment

Subsidiary:

Canon Medical Systems Sweden filial
Sisjo Kullegata 8, plan 2

436 32 Askim

Sweden

N
Yeetgrana”

Dipl.-Ing. I. Munkler ——"—




