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EC DECLARATION OF CONFORMITY

Manufacturer - Siemens Healthcare GmbH
Henkestr. 127
91052 Erlangen
Germany

Facility Siemens Healthcare GmbH
X-Ray Products (XP)
Siemensstr. 1,
91031 Forchheim

Germany
Type of device X-ray system for whole body diagnosis
Medical device MOBILETT Elara Max
,Product identification 11107444
GMDN Code and Term: 37647, Mobile basic diagnostic x-ray system, digital
Classification Class lIb (according to Annex IX to Council Directive 93/42/EEC)

We declare that the above medical device is in conformity with the following Directive(s):
Council Directive 93/42/EEC
The conformity of the full quality assurance system according to Annex Il without Chapter 1.4 is
certified by: ) ._ _ ——_f
TUV SUD Product Service GmbH
Ridlerstrasse 65
80339 Muenchen
Germany
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The identification number of the notified body for implementation of the procedure set out in
Annex il to the above Directive is 0123. =

“Wln”

Directive 2011/65/EU of the European Parliament and of the Council
Relevant Harmonized Standard: EN 50581:2012

This declaration of conformity is issued under the sole responsibility of Siemens Healthcare GmbH.

This declaration supersedes any declaration issued previously for the same product.

Place and date Forchheim, [S 10 . (& -
Name : Carsten Bertram Jurgen Buckow N
(Head of Business Unit) (Head of Quality Management)
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Siemens Healthcare GmbH

|
Signature -

For conditions of guarantee and liability please refer to our General Conditions of Sale.
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SIEMENS
vYHLASENIE ES O ZHODE

yyrobca Siemens Healthcare GmbH
Henkestr. 127
91052 Erlangen
Nemecko

z4vod Siemens Healthcare GmbH
Rontgenové vyrobky (XP)
Siemensstr. 1
91031 Forchheim

Nemecko
Typ pomocky Rontgenovy systém na diagnostikovanie celého tela
7dravotnicka pomocka MOBILETT Elara Max
Identifikacia vyrobku 11107444
Ké6d GMDN a oznacenie: 37674, Mobilny zakladny diagnosticky rontgenovy systém,
digitalny k
Klasifikécia Trieda IIb (podl'a prilohy IX smernice Rady ¢. 93/42/EHS)

Vyhlasujeme, Ze vy3Sie uvedend zdravotnicka pomocka je v zhode s nasledujiicimi smernicami:

Smernica Rady ¢. 93/42/EHS
Zhodu kompletného systému zabezpecovania kvality podl'a prilohy II bez kapitoly 1.4 potvrdzuje:

VYHLASENIE ES O ZHODE

TUV SUD Product Service GmbH

Ridlerstrasse 65

80339 Muenchen

Nemecko
Identifika¢né &islo notifikovaného organu zodpovedného za vykonanie postupov uvedenych v prilohe 11
vysSie uvedenej smernice je 0123.

Smernica &. 2011/65/EU Eurépskeho parlamentu a Rady
Prislu§n4 harmonizovan4 norma: EN 50581:2012

Toto vyhlasenie o zhode sa vydava na vyluéna zodpovednost spoloénosti Siemens Healthcare GmbH.

Toto vyhlasenie nahradza vietky vyhlasenia vydané v minulosti pre tento vyrobok.

Miesto a datum Forchheim, 15. 10.2018
Meno Carsten Bertram Jirgen Buckow
(veduci organizac¢nej jednotky) (veduci pre riadenie kvality)

Siemens Healthcare GmbH
Podpis (necitatelny podpis) (necitatelny podpis)
Zérugng podmienky st uvedené v nasich Veobecnych podmienkach predaja.
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PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatelka zapisand v zozname znalcov, tlmocnikov
a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v odbore pre
jazyky slovensky jazyk — anglicky jazyk pod evidenénym &islom 971041.

Preklad je zapisany v denniku pod ¢islom 43/2019.

Prekladané listiny suhlasia s prelozenymi listinami.

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

V Bratislave dna 04. 03. 2019

Odtlacok tradnej peciatky: Podpis prekladatela:

Mgr. Zuzana Holickova

TRANSLATOR’" S CLAUSE

I produced the translation as a translator listed in the Register of Experts, Interpreters and
Translators maintained by the Ministry of Justice of the Slovak Republic for the discipline of
Slovak and English languages under the registration number 971041.

The translation is registered in Translation Ledger under number 43/2019.

The translation matches the original document submitted for translation.

I also declare to be aware of the consequences of intentionally incorrect translation.

Done in Bratislava on 04 March 2019

Imprint of official stamp: Signature of translator:

Mgr. Zuzana Holi¢kova
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