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Product Service

CERTIFICATE

No. Q617 10 75331 007

Holder of Certificate: FEDEGARI (SUISSE) SA
E FEDEGAR'“D Via alla Gerra, 11 i

(SUISSE)SA 6930 Bedano
SWITZERLAND
Facility(ies): FEDEGARI (SUISSE) SA

Via alla Gerra, 11, 6930 Bedano, SWITZERLAND

Certification Mark:

. ENISD13485 A

tuv-sud.com/ps-cert

Scope of Certificate: Production and technical assistance of
moist heat sterilizers and washer-disinfectors
for medical devices
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Applied EN ISO 13485:2016

Standard(s); Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause
7.3), which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: ITA988227
Valid from: 2017-12-01
Valid until: 2020-11-30

Date, 2017-11-28 ]

Stefan Preil}
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TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TV




