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FB EU Declaration of Conformity

ziehmimaging

EU Declaration of Conformity

according to Regulation (EU) 2017/745 of the European Parliament
and of the Council of 5 April 2017 on Medical Devices

Medical Device

Ziehm Vision RFD 3D

| Basic UDI-DI according to Part C of Annex VI

++EZIEZIEHMVISIONRFD3DK6

Intended Purpose

The Ziehm Vision RFD 3D is a mobile C-arm
providing image data by means of a non-
invasive x-ray technique during medical
procedures and stores them temporarily.
The Ziehm Vision RFD 3D is intended for use |
in all medical indications requiring
fluoroscopy. The Ziehm Vision RFD 3D is
intended for use to provide 2D and 3D image
data.

TCIassiﬁcation according to Annex VIII

Iib

Manufacturer

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

Single Registration Number according to Art. 31

DE-MF-000011027

We hereby declare, on our sole responsibility, the conformity of the abovementioned medical
device(s) in accordance with Regulation (EU) 2017/745 of the European Parliament and of the

Council of 5 April 2017 on medical devices.

We hereby ensure that the medical device(s) that is/are covered by the present declaration
Is/are in conformity with Regulation (EU) 2017/745 and, if applicable, with any other relevant
Union legislation that provides for the issuing of an EU declaration of conformity.
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ziehmimaging

Applied Common Specifications _FB
[ i -3
Common Specification ( cs) N/A, currently no Common Specification
avaliable |
Notified Body TUV Rheinland LGA Products GmbH -
Registration Number 0197
Conformity assessment procedure performed Annex IX Ch. 1 and Ch. 3
o ; Certificate HZ 11698661 valid until Z
Certificate(s) issued 13.07.2028 - :
CE marking since 2016 1
EU Declaration of Conformity is valid until 13.07.2028 E.
Signed on behalf of Ziehm Imaging GmbH V
Nuremberg, 10.08.2023
Principal Person Responsible for Place, Date Signatyre
Regulatory Compliance (PRRC)
&
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EU Vyhlasenie o zhode

v stlade s Nariadenim Eurépskeho parlamentu a Rady (EU) 2017/745
z 5. aprila 2017 o zdravotnickych poméckach

Zdravotnicka pomocka Ziehm Vision RFD 3D

Zakladny UDI-DI podla &asti C prilohy VI ++EZIEZIEHMVISIONRFD3DK6

Ziehm Vision RFD 3D je mobilné C-rameno, ktoré
vyhotovuje obrazové data prostrednictvom
neinvazivne]  réntgenovej techniky  poéas
Ugel pouzitia lekarskych zakrokov a do¢asne ich uklada. Ziehm
Vision RFD 3D je ureny na pouZitie pri véetkych
zdravotnych indik&ciach vyzadujucich fluoroskopiu.
Ziehm Vision RFD 3D je uréeny na pouzitie pri
zabezpe€ovani 2D a 3D obrazovych dat.

Klasifikacia podla prilohy VIII lIb

Ziehm Imaging GmbH
V/yrobca Lina-Ammon-Strasse 10

D-90471 Norimberg
Jediné registraéné ¢&islo podla &lanku 31 DE-MF-000011027

Tymto vyhlasujeme na svoju vyhradni zodpovednost zhodu vyssie uvedenej/uvedenych zdravotnickej
pomécky/zdravotnickych pomécok v stlade s Nariadenim Eurépskeho parlamentu a Rady (EU) 2017/745
z b. aprila 2017 o zdravotnickych pomdckach.

Tymto garantujeme, Ze zdravotnicka pomécka/zdravotnicke pomdécky, na ktord/ktoré sa vztahuje toto
vyhlaseme Jje/st v stlade s Nariadenim (E U) 2017/745, pripadne s inymi prislusnymi pravnymi predpismi
Unie, ktorymi sa stanovuje vydévanie EU Vyhlasenia o zhode.
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Aplikované spolo¢né $pecifikacie

Spolo&né $pecifikacie (SS) specifikacie

Neuvédza sa, aktualne ziadne dostupné spolo&né

Notifikovany organ

TUV Rheinland LGA Products GmbH

Registracné ¢islo 0197

Vykonany postup posudenia zhody

priloha IX , kapitola 1 a 3

Vydany certifikat/certifikaty

Certifikat HZ 11698661 platny do 13.07.2028

Oznacenie CE od 2016

EU Vyhlasenie o zhode platné do 13.07.2028

Podpisané v mene spolo&nosti Ziehm Imaging GmbH

Norimberg 10.08.2023 [necitatelny podpis]
Hlavna osoba zodpovedna za Miesto, datum Podpis
dodrziavanie pravnych predpisov
(PRRC)
10000025063/FB/DE/02 Strana2z2
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Prekladatelska dolozka

Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov, timo&nikov
a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v odbore
slovensky jazyk — anglicky jazyk, evidencné Cislo prekladatela 971395.

Preklad je v denniku zapisany pod c‘,islom..:if.ﬁ;‘i’/./.‘./f'.’.‘fz.t./.. g

Preklad sthlasi s prekladanou listinou.

Tymto vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

Translator’s Clause

| have produced the translation as a translator, entered in the List of Experts, Interpreters
and Translators of the Ministry of Justice of the Slovak Republic, in the field of Slovak
language — English language, translator’s registration number 971395.

The translation is entered under the No. év“f'/”/‘/% in the Book of Translations.

The translation is a full, true and faithful translation of the document annexed.

| hereby declare that | am aware of the consequences of a knowingly untrue translation.

Mgr. Petra Smolinska









