cetecom More than the standard
advanced

Testing services for
medical devices /
medical technology

We test your medical device -
for stationary or mobile use.
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cetecom

advanced

Medical technology is dynamic, technologically advanced,
and continuously evolving to meet the needs in the detec-
tion and treatment of diseases.

Medical devices must therefore meet strict safety and
performance requirements. Due to the increased use of
wireless technologies, they may also fall under the Radio
Equipment Directive 2014/53/EU (RED).

We support our clients in the medical technology
sector with the testing and certification of their products,
ensuring successful market access.

More than the standard

Testing of Electrical Safety

® EN/IEC 60601-1
Including the required technical documentation such
as risk management (ISO 14791), usability
(EN/IEC 60601-1-6), software (EN 62304), etc.

® EN/IEC 60601-1-8 /-11 /-12

® EN/IEC 60601-2-4 /-18 /-25 /-35 /-66

® EN/IEC 80601-2-30

® EN/IEC 61010-2-040 /-101

On Top

® Accredited testing laboratory for the CB scheme
® Partner testing laboratory (PTL) for NRTL approvals

Electromagnetic
Compatibility (EMC)

® EN/IEC 60601-1-2
® EN/IEC 60118-13
® EN/IEC 61326-2-6

* Testing of medical devices and
the wireless technologies used

* Extensive experience in
the required testing services

* Globally recognized test reports

Testing of Wireless Technologies
in Medical Devices

® Bluetooth®

® Wi-Fi

® Wireless Power Transfer
® Radar

® NFC etc.

Additional Services
for Medical Technology

® Coexistence testing according to ANSI/USEMCSC C63.27
@ Environmental simulation testing
@ Battery safety testing
@ In-house certification bodies

(NB - Europe, TCB — USA, FCB — Canada, RCB - Japan)
® International Type Approval (ITA)
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* Everything from a single source -
from testing to global certification

¢ Always up-to-date with the latest
developments in medical technology

¢ Individual solutions tailored to your needs

Contact

cetecom advanced GmbH
Untertuerkheimer Strafle 6-10
66117 Saarbruecken, Germany

cetecom advanced GmbH
More than the standard

O +49 (0) 681 598 0
@ +49 (0) 681 598 9075
© mail@cetecomadvanced.com




