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FUJFILM

EC-DECLARATION OF CONFORMITY

Manufacturer. FUJIFILM Healthcare Corporation
Address: 2-1, Shintoyofuta, Kahiswa-shi, Chiba, 277-0804 JAPAN

Selected conformity assessment procedure:
Annex Il excluding (4) RoHS Arlicle 7 (b). Module A

EU Authorized representative. FUJIFILM Healthcare Deutschland GmbH

Address: Otto-von-Guericke-Ring 3, D-65205 Wiesbaden, Germany
Product: Diagnostic Ultrasound System

Madel Code ARIETTA 750 T

Classification (MDD, Annex IX): la

Calegories (RoHS(l), Annex |): No.8

Classification rule (MDD, Annex IX): Rule 10

Statement;

We are exclusively responsible for the declaration of conformity and herewith declare that the above-mentioned
product including all its oplions meet the provisions of the following EC Council Directives. All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES
General applicable directives:
fiiedical Device Directive : Council Directive 93/42/EEC of 14 June 1993 as amended by 2007/47/EC;

Notified body : TUV Rheinland LGA Products GmbH s Notified Body with identification no. 0197
Address (for MDD): Tillystrafie 2, 80431 Niirnberg, Germany

RoHS Directive : Directive 2011/65/EU of 8 June 2011 and (EU) 2015/863 of 31 March 2015 concerning
on the restriction of the use of ceriain hazardous substances in electrical and electronic
equipment.,

Production facility : FUJIFILM Healthcare Manufacturing Corporation Analytical Systems Kashiwa Factory

Address: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 JAPAN

Start of CE Marking: 63123818
Date: Jul. 61 2821

Signature: /(I ﬂ M

Name of issuer Shinichi Chiba Place:__Kashiwa, JAPAN
Posilion : Senior Manager, Quality Assurance Department

FUJIFILIM Healthcare Corporation L-369:D-10-20-A4



/logo spolotnosti FUJTFILM/

Priloha k Vyhléseniu ¢ zhode pre vyrobok ARIETTA 750

Toto Vyhlésenie o zhode plati tieZ pre nasledujiice obchodné nézvy !.

ARIETTA 750
ARIETTA 750:
ARIETTA 750¢
ARIETTA 750

! Obchodny nazov nie je vytladeny na efikete vyrobku a pouZivame ho pre nasu Specifikiciu vyrobku a bruzira zavisi

od konfiguracie systému.

FUJIFILM Healthcare Corporation

L-369-D-10-20-A4



- Pretlad z anglického jazyka -

flogo spoloénosti FUJIFILM/

ES VYHLASENIE O ZHODE

Vyrobca: FUJIFILM Healthcare Corporation
Adresa: 2-1, Shintoyofuta, Kahiswa-shi, Chiba, 277-0804 JAPONSKO

Vybrany postup posudzovania zhody:
Priloha II okrem bodu 4 Smernica RoHS &lanok 7 pismeno b), Modul A

Oprévneny zistupca pre EU: FUJIFILM Healthcare Deutschland GmbH
Adresa: Otto-von-Guericke-Ring 3, D-65205 Wieshaden, Nemecko

Vyrobok: diagnesticky ultrazvukovy systém
Kod modelu: ARIETTA 750,

Klasifikécia (Smernica o zdravotnickych pomockach, Priloha IX): Ia
Kategérie (RoHS (II), PrilchaI). €. 8
Pravidlo klasifikicie (Smemica o zdravotnickych poméckach, Priloha IX): pravidlo 10

Vyhlésenie:
Sme vylulne zodpovedni za vyhlasenie o zhode a tymto vyhlasxljeme Ze vysSie uvedeny vyrobok vratane vietkych

svojich altenativ spifia ustanovenia nasledujucich smemic Eurépskeho parlamentu a Rady. Vietka podporni
dokumenticia je uloZena v priestoroch vyrobcu.

SMERNICE

VEeobecne uplatiiované smernice:

Smernica Rady 93/42/EHS o zdravotnickych poméckach zo 14. jina 1993 zmenens a doplneni smernicou
Eurdpskeho parlamentu a Rady 2007/47/ES

Notifikovany organ: TUV Rheinland LGA Products GmbH je notifikovanym orgdnom s identifikaénym &islom
0197

Adresa (na Gtely smernice o zdravotnickych pomédckach): TillystraBe 2, 90431 Niirnberg, Nemecko

Smernica RoHS: Smernica Eurépskeho parlamentu aRady 2011/65/EU z 08. jina 2011 a smernica Komisie

(EU) 2015/863 z31. marca 2015 o obmedzeni pouZivania urfitych nebezpefnych létok v elektrickych
a elektronickych zariadeniach

Vyrobné prevadzka: prevddzka spolofnosti FUJIFILM Healthcare Manufacturing Corporation Analytical
Systems Kashiwa

Adresa: 2-1, Shintoyofuta, Kashiwa-shi, Chiba, 277-0804 JAPONSKO

Oznatenie CE: G3123819
Détum: 01. jil 2021

Podpis: /netitatel'ny podpis/

Meno osoby vydavajicej vyhlasenie: Shinichi Chiba Miesto: Kashiwa, JAPONSKO
Pozicia: senior manaZér, Oddelenie zabezpelenia kvality

FUJIFILM Healthcare Corporation
L-369-D-10-20-A4
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FUJHFILM

Attachment sheet for Declaration of Conformity of ARIETTA 750

This Declaration of Conformity is also effective to following marketing name(s)

ARIETTA 750
ARIETTA 750

ARIETTA 750
ARIETTA 750

1 "marketing name is not printed in the product label and we use it to our product specification and brochure
depend on syslem configuration.

FUJIFILM Healthcare Corporation

L-368-D-10-20-A4



PREKLADATELSKA DOLOZKA

Preklad/prekladatel’sky ukon som vypracovala ako prekladatel’ka zapisana v zozname
znalcov, tlmoé¢nikov a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej
republiky, v odbore pre jazyk anglicky, pod evidenénym &islom ?706%. y
Preklad/prekladatel'sky ikon je zapisany v denniku pod ¢éislom AEA T don]

Prekladané listiny suhlasia s prelozenymi listinami.

Zarovefi  vyhlasujem, Ze som si vedomd nésledkov vedome nepravdivého
prekladu/prekladatel’ského tikonu.

TRANSLATOR'S STATEMENT

I hereby certify that | have translated the document attached hereto as a certified translator
registered in the List of Experts, Interpreters and Translators kept by the Ministry of Justice of
the Slovak Republic, English Language Section, under registration number 970684 /

The translation/translation act is entered in the translator’s book under number IUQ?XOM

The translation corresponds to the content of the translated document.

I hereby declare that I am aware of the consequences arising from the knowingly false
translation.
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