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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Ziehm Imaging GmbH
Donaustr. 31
90451 Niirnberg
Deutschland

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

Design and development, production, distribution
installation and service of mobile Radiographic/
Fluoroscopic Units (mobile C-arms)

(see attachment for additional sites inciuded)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

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

Effective Date: 2018-09-14

Certificate Registration No.: SX 60132236 0001
An audit was performed. Report No.: 21229175 010

This Certificate is valid until: 2021-08-13
Certification Body

(oras

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-08-31

D|p| -Ing. L. Munkle

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel: +49 221 808-137 :,1 I 21 806-3935 e-mail cert-validity@de tuv com hitp /iwww tuv.com/safety

igitally signed by Grabazei Alexandru
ate: 2019.12.16 14:12:21 EET
Reason: MoldSign Signature p
Toeution: M oTdONER snd TU- are regiztersd tagemarks. Utiisation ~nd apf¥atigTequies prior zporc: al
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TUV Rheinland R
LGA Products GmbH
TillystraBe 2, 30431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60132236 0001
Report No.: 21229175 010
Organization: Ziehm Imaging GmbH
Donaustr. 31
90451 Niirnberg
Deutschland
Scope: Sites included:

- Ziehm Imaging GmbH
Donaustr. 29, 90451 Nurnberg, Germany

Activities related to lcgistical processes
of mobile Radiographic/Fluoroscopic Units
(mobile C-arms) and their components

- Ziehm Imaging GmbH
Isarstr. 28, 90451 Nlrnberg, Germany

Activities related to quality management,
regulatory affairs, sales and marketing

- Ziekhm Imaging GmbH
Isarstr. 40, 90451 Nlrnberg, Germany

Activities related to design and develcpment, production
of mobile Radiographic/Fluoroscopic Units (mobile C-arms)

Certification Body

Akkreditierungsstelle
D-ZM-14168-01-02

Date: 2018-08-31

Dipl.-Ing. I. Munkler

10020k 0408 @  TUV, TUEY and TUV are razistered trademarks. Utilis stion anc application requires prior appro-al.



TUV Rheinland
LGA Products GmbH

Attachment to

Certificate
Registration No.: SX 60132236 0001
Report No.: 21229175 010
Organization: Ziehm Imaging GmbH
Donaustr. 31
90451 Niirnberg
Deutschland
Scope: Sites included:

Via Paolo Borsellino 22/24
42124 Reggio Emilia, Italy

Activities related to distribution,
of mobile Radiographic/Fluoroscopic

- Ziehm Imaging S.A.R.L.
1, Allée de Londres
91140 Villejust, France

Activities related to distribution,
of mobile Radiographic/Fluoroscopic
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TillystraBe 2, 90431 Nirnberg

- Ziehm Imaging 8.r.l. a Socio Unico

installation and sexvice
Units (mobile C-arms)

installation and service
Units (mobile C-arms)

Certification Body
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Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-08-31

Dipl.-Ing. I. Munklier

10/020h 04.08 ®  TUV, TUEV an TUV ere re- istered trademarks. Utilisation and applization require prior appre al
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TUV Rheinland o Ot
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate
Registration No.: SX 60132236 0001
Report No.: 21229175 010
Organization: Ziehm Imaging GmbH
Donaustr. 31
90451 Nirnberg
Deutschland
Scope: Sites included:

- Ziehm Imaging Oy

Kumitehtaankatu 5
04260 Kerava, Finland

Activities related to distribution of mobile
Radiographic/Fluoroscopic Units (mobile C-arms)

- Ziehm Imaging Oy
Iso-Heikkilantie 8
20200 Turku, Finland

Activities related to installation and service of
mobile Radiographic/Fluoroscopic Units (mobile C-arms)

Certification Body
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Akkreditterungsstelle
D-ZM-14168-01-02

Date: 2018-08-31

Dipl.-Ing. I. Munkler

10/020 H ¢4.08 ® TUV. TUE™ and TU" ars registered trademarks. Utilisation and application requires prior 3gorc. al
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