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To whom it may concern,

STATEMENT

We, HOYA Corporation (6-10-1 Nishi-shinjuku Shinjuku-ku, Tokyo 160-0023 Japan),
hereby certify that attached document listed in above is the copy of original
document.

Sty Heila / ey
Vice President ’
Global Quality Assurance & Regulatory Affairs
PENTAX Lifecare Division

HOYA Corporation
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 068357 0029 Rev. 00

Manufacturer HOYA Corporation
6-10-1 Nishi-shinjuku
Shinjuku-ku
Tokyo
160-0023 JAPAN

EC-Representative: PENTAX Europe GmbH
Julius-Vosseler-Str. 104,
22527 Hamburg,

GERMANY
Product Balloon for Ultrasound Endoscopes,
Category(ies): Sterile Endoscope Channel Seal for the Prevention

of Reflux of Body Fluids from Endoscopes,

Sterile Irrigation Tap for Use
in Biopsy Endoscopic Procedures

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: JAQ235034630
Valid from: 2019-02-01
Valid until: 2024-01-31

Date, 2018-12-13 / / A

Stefan Preil}

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body - Ridlerstralie 65 » 80339 Munich » Germany

Product Service

TV
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 068357 0029 Rev. 00

Facility(ies): HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo,
160-0023 JAPAN

HOYA Corporation PENTAX Lifecare Division
Showanomori Technology Center

1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo,
196-0012 JAPAN

HOYA Corporation PENTAX Lifecare Division
Production Technology Center / Ogawa Factory
395 Oaza-kakuyama, Ogawa-machi, Hiki-gun,
Saitama, 355-0316 JAPAN

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstraie 65 « 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System

Product Service

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

(Devices in Class lla, b or II1)

No. G1 068357 0028 Rev. 00

Manufacturer:

EC-Representative:

Product Category(ies):

HOYA Corporation
6-10-1 Nishi-shinjuku
Shinjuku-ku

Tokyo

160-0023 JAPAN

PENTAX Europe GmbH
Julius-Vosseler-Str. 104,
22527 Hamburg,
GERMANY

Endoscopes, Ultrasound Endoscopes,
their Related Equipment and Accessories (lla, lib)

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 Ill devices an additional Annex Il (4) certificate is mandatory. See

also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2018-12-12

Page 1 0of 2

JAQ235034630

2019-02-01
2024-01-31

[ o

Stefan Preify

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

TOV SUD Product Service GmbH + Certification Body « Ridlerstralle 65 * 80339 Munich « Germany
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EC Certificate

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

No. G1 068357 0028 Rev. 00

Product Service

Facility(ies): HOYA Corporation PENTAX Miyagi Factory
30-2 Okada, Aza-Shimomiyano, Tsukidate,
Kurihara-shi, Miyagi, 987-2203 JAPAN

HOYA Corporation PENTAX Yamagata Factory
4-1 Hinode-cho, Nagai-shi, Yamagata, 993-0012
JAPAN

HOYA Corporation
6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo,
160-0023 JAPAN

HOYA Corporation PENTAX Lifecare Division
Showanomori Technology Center

1-1-110 Tsutsujigaoka, Akishima-shi, Tokyo,
196-0012 JAPAN

HOYA Corporation PENTAX Lifecare Division
Production Technology Center / Ogawa Factory
395 Oaza-kakuyama, Ogawa-machi, Hiki-gun,
Saitama, 355-0316 JAPAN

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

o g ®
TOV SUD Product Service GmbH + Certification Body « Ridlerstralie 65 « 80339 Munich « Germany v
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

] This public document

[ 2. has been signedby Teruo Takayanagi

3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of Teruo Takayanagi ,Notary

Certified
5. at Tokyo 6. JAN g, 2019
7. by the Ministry of Foreign Affairs
8. 19-N9 022801
9. Seal/stamp: 10. Signature
T. Tanaka
Toshle TANAKA

For the Minister for Foreign Affairs




NOTARIAL CERTIFICATE

This is to certify that Lee Jinwoo, an agent of Seiya Raiju,
Vice President of HOYA Corporation PENTAX Lifecare Division
Global Quality Assurance & Regulatory Affairs has stated in my
very presence that said Seiya Rai ju acknowledged himself to have

signed and sealed to the attached document.

Dated this 9" day of January, 2019.

i ‘ Serns J p/%afaﬁ,,%

Teruo Takayanagi

NOTARY
9-21, 3-CHOME, SHIBAZAKICHO
TACHIKAWA, TOKYO, JAPAN
TOKYO LEGAL AFFAIRS BUREAU
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