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DECLARATION OF CONFORMITY

We Ziehm Imaging GmbH
Lina-Ammon-Strasse 10
90471 Nuremberg

Germany
info@ziehm.com

declare on our sole responsibility that the medical devices stated below
meet ail the requirements of Directive 93/42/EEC and 2007 /47/EC.

Generic product group:  Mobile Radiographic / Flucroscopic Units
- (mobile C-arms)

Products: Ziehm 3000
alternative trade names are Ziehm Vision
included Ziehm Vision FD

Ziehm Vision FD Vario
Ziehm Vision FD Vario 3D
Ziehm Vision R

Ziehm Vision RFD

Ziehm Vision RFD 3D
Ziehm Solo

Ziehm Solo FD

examples of included Ziehm Viewing Station

options: Remote Vision Center (RVC)
Remote Solo Center (RSC)
Position Control Center (PCC)

Classification: ITb according to 93/42/EEC, Annex IX

Conformity assessment procedure: Complete quality assurance system
i according to 93/42/EEC,
Annex II (excluding 4)

Certificate No.: : HD 60144926 0001,
valid until: May 26, 2024

Notified Body: TUV Rheinland LGA Products GmbH,
Nuremberg, no. 0197

Validity: identical to validity of EC certificate

Nuremberg, December 04, 2019 Nuremberg, December 04" 2019 Nuremberyg, December 04, 2019
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VYHLASENIE O ZHODE

Ziehm Imaging GmbH
Lina-Ammon-Strasse 10
90471 Norimberg

Nemecko
info@ziehm.com

tymto na nasu vyhradnia zodpovednost vyhlasujeme, Ze nizSie uvedené zdravotnicke
pomocky vyhovuji poziadavkam Smernice 93/42/EHS a 2007/47/ES.

Standardna produktova skupina: Mobilné radiografické/fluoroskopické jednotky

Produkty:
uvadzaju sa aj alternativne
obchodné nazvy

Priklady zahrnutého vybavenia:

Klasifikacia:

Postup posudzovania zhody:

Certifikat c.:

Oboznameny organ:

(mobilné C-ramena)

Ziehm 8000

Ziehm Vision

Ziehm Vision FD

Ziehm Vision FD Vario
Ziehm Vision FD Vario 3D
Ziehm Vision R

Ziehm Vision RFD

Ziehm Vision RFD 3D
Ziehm Solo

Ziehm Solo FD

Ziehm Viewing Station (obrazovka)

Remote Vision Center (RVC) (dotykovy dispiay)
Remote Solo Center (RSC) (oviddac)
Position Control Center (PCC) (oviddac/ puit)

IIb podla Smernice 93/42/EHS, Priloha IX

Uplny systém zabezpelenia kvality
podla Smernice 93/42/EHS,
Priloha II (okrem odseku 4)

HD 60144926 0001
platny do: 26. maja 2024

TUV Rheinland LGA Products GmbH,
Norimberg, ¢. 0197

Platnost: zhodna s platnostou Certifikdtu ES

V Norimbergu 4. decembra 2019 V Norimbergu 4. decembra 2019 V Norimbergu 4. decembra 2019
Necitatelny podpis Necitatelny podpis Necitatelny podpis

Klaus Horndler Stephan Dippold Stefan Fiedler

Generalny riaditel’a CEQO Generalny riaditel'a CFO Riaditel riadenia kvality/

Riaditel pre regulacné
zalezitosti
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Zadavatel' Stilus, s. r. 0., SR

Preklad som vypracovala ako prekladatelka zapisana v zozname znaicov, timoé&nikov
a prekladatefov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v odbore
pre jazyk slovensky - anglicky pod evidenénym Cislom 971395.

Preklad je zapisany v denniku pod &islom.../+/ /2527
Prekladané listiny suhlasia s preloZzenymi listinami.

Zarovef vyhlasujem, ze som si vedoma nasledkov vedome nepravdivého prekladu.







