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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 lia, llb or Il

No. G1 101021 0003 Rev. 00

Product Service

Manufacturer: SHOFU INC.

11 Kamitakamatsu-cho, Fukuine
Higashiyama-ku

Kyoto

605-0983 JAPAN

EC-Representative: SHOFU DENTAL GmbH
Am Briill 17, 40878 Ratingen, GERMANY

Product Category(ies): Dental Cement, Artificial Teeth, Dental Composite
Restorative Materials, Dental Rotary Instruments,
Dental Rotary Instrument Kits, Dental Materials for
Crowns and Bridges, Dental Adhesives for
CAD/CAM Hybrid Ceramic Restorations

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

Report No.: JNQ235038785
Valid from: 2019-05-23
Valid until: 2024-03-29
Date, 2019-05-23

[ o]

Stefan Preify
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ° Ridlerstrale 65 - 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lia, Ilb or lil)

No. G1 101021 0003 Rev. 00

Product Service

Facility(ies): SHOFU INC.
11 Kamitakamatsu-cho, Fukuine, Higashiyama-ku, Kyoto,

605-0983 JAPAN
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Registered No. 280Y%  —2019

NOTARIAL  CERTIFICATE

This is to certify that, as a result of checking at
my office the attached copy of document with its
original submitted by KOJI YAMAMOTO
I have found that the copy exactly corresponds with
the original .

November 22, 2019

‘< a B
S&fUN}T"/ TAMAKI
NOTARY
Osaka Legal Affairs Bureau

1—2, Hirano—Machi, 2—Chome
Chuo—ku, Osaka, Japan
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Shunji TAMAKI
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN

This public document
2. has been signed by Shunji TAMAKI
3. acting in the capacity of Notary of the Osaka Legal Affairs Bureau
4. bears the seal/stamp of Shunji TAMAXKI, Notary

Certified
5. at Osaka 6 NOV.2 2. 2019
7. by the Ministry of Foreign Affairs
8 19-No 008973

9. Seal/stamp: 10. Signature

For the Minister for Forelgn Affalrs




