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Terms of Kiwa Sertio ISO 13485 Certificate and Certification mark

1. General

When Kiwa Sertio issues an ISO 13485 Certificate (later “Certificate”) to the manufacturer, the ISO 13485
Certification mark (later “Certification mark”) is provided to the manufacturer with these terms of use.

Certification mark and the Certificate can be used in communication, marketing, web sites, brochures,
and similar documents.

Certification mark and the Certificate cannot be used without fulfilling the requirements of ISO 13485
certification approved by Kiwa Sertio.

Certification mark shall not be used on a product (including services or process) nor product packaging
nor in any other way that may be interpreted as denoting product conformity.

Certification mark shall not be used on laboratory tests, calibration or inspection reports or certificates.

Certification mark shall not be used in a way to imply that the certification applies to activities or sites that
are outside the scope of certification.

Certification mark and the Certificate shall be used to indicate that the manufacturer has a certified
management system, other statements regarding the certification or accompanying texts with the
Certification mark is not permitted.

Certification mark and the Certificate shall not be used partially or in any misleading manner.
Certification mark and the Certificate shall not be used in a manner that it would bring the certification
body and/or certification system into disrepute and lose public trust.

2. Fulfillment of obligations

Manufacturer shall conform to the standard requirements, legal requirements and certification body
requirements and terms when referring to its certification.

If the Certificate is suspended or withdrawn, manufacturer shall not continue the use of Certification mark
or the Certificate in its communication or marketing.

In case of limiting the scope of certification, manufacturer shall amend communication and marketing
materials in line with the scope of certification.

Kiwa Sertio monitors the use of Certification mark and the Certificate on regular basis, especially during
the annual audits.

3. Technical information

Certification mark is available in blue and black colors, and it is provided in .png and .svg file types.

Minimum diameter of the Certification mark shall not be less than 15 mm. Relative dimensions shall not
be changed.
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4. Contact information

Kiwa Sertio Oy is the certification body issuing the ISO 13485 certificate.

Kiwa Sertio Oy
Biokatu 10
FI-33520 Tampere, Finland

sertio@kiwa.com
www.kiwa.com/sertio
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