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Certificate

No. Q5 004086 0001 Rev. 00

((DAkks

Product Service

Holder of Certificate: TOOsonix A/S
Agern Allé 1
2970 Hoersholm
DENMARK

Facility(ies): TOOsonix A/S
y( ) Agern Allé 1, 2970 Hoersholm, DENMARK

Certification Mark:

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development of high frequency
ultrasound devices

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016
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o The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
i':”g above has established and is maintaining a quality management system, which meets the
g Nz requirements of the listed standard(s). See also notes overleaf.
4 Report No.: 713145457
ﬂ Valid from: 2019-01-25
<t Valid until: 2022-01-24
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