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FUJ I‘FI I_M FUJIFILM Corporation

26-30, NISHIAZABU 2-CHOME, MINATO-KU,
TOKYO 106-8620 JAPAN

To Whom It May Concern

Date: November 14, 2013
CERTIFICATE
We, FUJIFILM Corporation, hereby certify that the attached “EC Certificate™ is a
copy of original certificate.

*Certificate Registration Number : G1 12 09 20011 029

With best regards,

FUJIFILM Corporation

AR

Yasuhiro Aihara

Senior Manager

Endoscopy Systems Div.
Medical Systems Business Div.

Digitally signed by Botnaru Andrei
Date: 2019.03.18 13:44:27 EET
Reason: MoldSign Signature
Location: Moldova
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ZERTIFIKAT ¢ CERTIFICATE &

Product Service

EC Certificate

Full Quality Assurance System

Directlve 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class Ha, ilb or IlI)

No. G11209 20011 029

Manufacturer: FUJIFILM Corporation
26-30, Nishiazabu 2-Chome
Minato-Ku, Tokyo
106-8620 JAPAN

EC-Representative: = FUJIFILM Europe GmbH

Heesenstr. 31

40549 Diisseldorf
GERMANY
Product Computed Radiography Console,
Category(ies): Diagnostic X-ray Equipment,

Digltai Mammography System and

related equipment, Software for Diagnostic
imaging Workstatlons, Ultrasound Dlagnostlc
Imaging Equipment, Endoscopes for medicai use
and their related equipment and actessotles,
Uitrasound Endoscopes and thelr related
equipment and accessorles

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 II.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex |l {4) certificate
is mandatory. See also notes overleaf,

Report No.: TAGQ235005952A
Vaiid from: 2012-11-22
Valid until: 2017-11-21
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Hans-Heiner Junker * K A

Date, 2012-11-15

TOV SUD Product Service GmbH Is Notified Body with identification no. 0123
Page 10f2
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ZERTIFIKAT @ CERTIFICATE &

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex Il excluding (4)
{Devices In Class lla, ib or lil)

No. G11209 20011 029

Facility(ies): FUJIFILM Corporation
26-30, Nishiazabu 2-Chome, Minato-Ku, Tokyo,
106-8620 JAPAN

FUJIFILM Corporation, Medical Systems Research
& Development Center

798, Miyanodai, Kaisei-Machi, Ashigarakami-Gun,
Kanagawa, 258-8538 JAPAN

Page 2 of 2
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Registered No. 1399

NOTARIAL CERTIFICATE

This is to certify that KENICHI KAMOI, an agent of YASUHIRO
ATHARA, Senior Manager, Endoscopy Systems Div.,, Medical Systems
Business Div. of FUJIFILM CORPORATION, has stated in my very
presence that said YASUHIRO AIHARA has acknowledged himself to
have signed and sealed the attached document.

Dated this 15t day of November, 2013.

‘ﬂﬂﬂ&
rﬁﬁf_’

TOKYO
LEGAL AFFAIRS BUREAU

(I%]OTAR?) KO ITO

Notary

1515 mpAsy) g . . . .
'{B'AQ?I W 1-18-1 Shimbashi, Minato-ku, Tokyo, Japan
Tokyo Legal Affairs Bureau
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APOSTILLE
{Convenlion de La Haye du 5 octobre 1961)

1. Country: JAPAN

This public document

2. has been signed by RO ITO
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau

4. bears the seal/stamp of KO ITO , NOTARY
Certified
5. at Tokyo 6. 11/15/2013
7. by the Ministry of Foreign Affairs
8. 13N9 (029781
9. Seal/stamp: 10. Signature
Ayako OGAWA

For the Minister for Foreign Affairs
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