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EC Certificate
Full Quality Assurance System
Directive 931421EEC on Medical Devices (MDD), Annex 11 excluding (4)
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^

I-
co .=
> .=
I- C. >

H.
^

Man urnctu rer:

^.

>-
.^ <I-

^

=

e-
=
I-
a. .
"

^,

^.

^I^
^o1
.1/1g

^;(o4
,111.

- a I;:;^
'^ .it ^;

^.

EC-Representative:

>
=
I-

.

product category(ies): ^0^P^::::;^i^^;^,:^^:n^01:,^a^;;::t;^^. ray
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 ToV SOD Product Service GinbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices I device categories in accordance with MDD Annex 11.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class 1/1 devices an additional Annex 11 (4) certificate is
mandatory. See also notes overleaf
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EC Certificate
Full Quality Assurance System
Directive 931421EEC on Medical Devices (MDD), Annex 11 excluding (4)
(Devices in Class 11a, 11b or 1/1)
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FUJIFILM Corporation
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FUJIFILM Corporation
798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun,
Kanagawa, 258-8538 JAPAN
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