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EC Certificate

Full Quality Assurance System

Product Service

Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)

(Devices in Class lla, 1Ib or Il)

No. G1 020011 0048 Rev. 01

Manufacturer:

Product Category(ies):

FUJIFILM Corporation
26-30, Nishiazabu 2-Chome
Minato-Ku, Tokyo

106-8620 JAPAN

Computed Radiography Console, Diagnostic X-ray
Equipment, Digital Mammography System and
related equipment, Software for Diagnostic
Imaging Workstations, Ultrasound Diagnostic
Imaging Equipment, Endoscopes for medical use
and their related equipment and accessories,
Ultrasound Endoscopes and their related
equipment and accessories

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See

also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-02-18
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Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrafie 65 + 80339 Munich « Germany




A4 /0717

[/ o
<
w
e
e
(=
L
(X
L 2
()
a
<

{ ©

e
o
ec
w
o

| &
e
<L

|
| -
<
=
Y.
o
Y

R
L 2

1 #o

{ 30

ZERTIFIKAT & CERTIFICATE ¢

. I8 fur Gesundheitsschutz
w, K

g w g Benannt durch/Designated hy

s -
. Zentraisteile der Lander
bei Arzneimitteln und
Medizinprodukten

swew 2i0 e

i 4 %X ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or 1)

No. G1 020011 0048 Rev. 01

Facility(ies): FUJIFILM Corporation
26-30, Nishiazabu 2-Chome, Minato-Ku, Tokyo,

106-8620 JAPAN
FUJIFILM Corporation

798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun,
Kanagawa, 258-8538 JAPAN
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body + RidlerstraRe 65 * 80339 Munich * Germany

Product Service




Overeny preklad z jazyka anglického do jazyka slovenského

((Pozn.prekladatela: Pozdl? lavej strany dokumentu (OR kod) (Logo s ndpisom
pas s ndpisom OsvedCenie v Siestich jazykoch) TUV SUD
Product Service)

(Togo s oznacenim ZLG

a textom v nemcine
ZLG-B5-244.10. 08

ES Osvedcenie

Systém komplexného zabezpe&enia kvality

Smemica 93/42/EEC o zdravotnickych pomdckach (MDD), Priloha ii okrem {4)
(Pomécky triedy lia, lib alebo i)

¢. G1 020011 0048 Rev. 01

Vyrobca: FUJIFILM Corporation

26-30, Nishiazabu 2-Chome

Minato-Ku, Tokyo

106-8620 JAPONSKO
Kategoria (-ie) Konzola vypottovej radiografie, Diagnostické réntgenové zariadenie,
produktu: Systém digitdlinej mamografie a stvisiace zariadenie,

Software pre diagnostické zobrazovacie stanice, ultrazvukové
diagnostické zobrazovacie zariadenia, endoskopy pre lekarske
Uéely a s nimi stvisiace zariadenia a prislusenstvo, ultrazvukové
endoskopy a s nimi sUvisiace zariadenia a prislusenstvo

Ceriifikatny organ TUV SUD Product Service GmbH vyhiasuje, ze vySsie uvedeny vyrobca
ma zavedeny systém zabezpe&enia kvality pre navrh, vyrobu a kone&nu kontrolu prisiusnych
pomécok / kategérii pomécok podra Prilohy Il Smernice o zdravotnickych pomdckach. Tento
systém zabezpegenia kvality zodpovedéa ustanoveniam tejto Smernice a podlieha pravidelnym
kontrolam. Pre marketing pomécok triedy Il je povinné dodato¢né osvedcenie podia Prilohy I
(4). Vid aj poznamky na druhej strane.

Sprava €. JAQ235040080
Platna od: 18.02.2020
Platna do: 26.05.2024

Datum, 18.02.2020
(necitatelny podpis)
Christoph Dicks
Vedlci certifikaéného / notifikovaného organu

Stranal1z2

TUV SUD Product Service GmbH je notifikovany organ s identifikatnym &islom 0123
TUV®
TUV SUD Product Service GmbH . Certifikaény organ . RidlerstraBe 65 . 80339 Mnichov . Nemecko




((Pozn.prekiadatela: Pozdis | avej strany dokumentu (Logo s ndpisom
pas s ndpisom Osved&enie v Siestich jazykoch) TUV SUD
Product Service)

(logo s oznacenim ZLG

a fexiom v nemcine
21G-BS-244.10. 08

ES Osvedéenie

Systém komplexného zabezpeé&enia kvality
Smemica 93/42/EEC o zdravotnickych poméckach (MDD), Priloha Il okrem (4)
(pomécky triedy lla, lib alebo Ill)

€. G1 020011 0048 Rev. 01

Prevadzka (-y): FUJIFILM Corporation
26-30, Nishiazabu 2-Chome, Minato-Ku, Tokyo,

106-8620 JAPONSKO

FUJIFILM Corporation
798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun,
Kanagawa, 258-8538 JAPONSKO
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TUV SUD Product Service GmbH je notifikovany organ s identifikaénym &slom 0123
TOV®

TUV SUD Product Service GmbH . Certifikacny orgén . RidlerstraBe 65 . 80339 Mnichov . Nemecko
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Translator’s Confirmation

The translation was rendered by me as a translator listed in the register of experts, interpreters
and translators kept by the Ministry of Justice of the Slovak Republic, language combination
Slovak-English, registration number of translator 970885 The translation is recorded under the
number #<7./ 243.in the translation book. The translation corresponds to the content of the
attached document and I am aware of consequences of knowingly untrue translation.
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Ing. Milada Cavojcova
accredited sworn translator

Prekladatel’ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, tlmo&nikov
a prekladatelov, ktory vedie Ministerstvo spravodlivosti  Slovenskej republiky v odbore
slovensky jazyk — anglicky Jazyk, evidencné ¢islo prekladatela 970885, Preklad je v denniku
zapisany pod ¢islom <97../ 222 Preklad sihlasi s prekladanou listinou a ja som si vedoma
nasledkov vedome nepravdivého prekladu.
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Ing. Milada Cavojcova

sidnd prekladatel’ka






