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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 053996 0018 Rev. 04

Holder of Certificate: MEDA CO., LTD.
F2C, F3D, F4C, F5, F6C, Building C2
Xinmao Science Skill Park
Huayuan Industry Development Area
300384 Tianjin
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production, Sales,
Installation and Serving of Ultrasonic A/B Scanner
for Ophthalmology, Ultrasonic
Biometer/Pachymeter for Ophthalmology,
Ultrasound Biomicroscope, Phaco Emulsifier,
Middle Ear Analyzer, Ultrasound Image Workstation
for Ophthalmology, Bladder Scanner, Nd: YAG
Laser Photodisruptor System for Ophthalmology,
Laser Photocoagulator, Ultrasonic Skin Scanner,
Fundus Camera and Optical Coherence
Tomography.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 053996 0018 Rev. 04

Report No.: BJ22087002
Valid from: 2023-04-01
Valid until: 2026-03-31

c@l‘»\/

Date, 2023-03-08 Christoph Dicks
Head of Certification/Notified Body
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 053996 0018 Rev. 04

Applied Standard(s): ENISO13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN I1SO 13485:2016

Facility(ies): MEDA CO., LTD.
F2C, F3D, F4C, F5, F6C, Building C2, Xinmao Science Skill Park,
Huayuan Industry Development Area, 300384 Tianjin, PEOPLE'S
REPUBLIC OF CHINA

See Scope of Certificate.
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