CLINICAL TRIALS OF MEDICAL DEVICE

ANESA Analyzer (AMP)

The producer of ANESA analyzer held clinical trials in Ukraine, Russia, Hungary (EU), Belarus and China.
All the clinics and laboratories were assigned by the respective Notified Body. Some of the trials were
done after registration of the device; they must be characterized as post-clinical trials.
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According to the required tests and procedures, ANESA/AMP device was certified in each country.
Notification body of each country made a decision, that received results and documentation were
completed and fulfill the registration conditions. Valid certificates approving legal using of the
ANESA/AMP in each country are placed on our website:

(http://www.onkocet.eu/en/produkty-detail/17/1/)

Producer together with the experts from relating Notified Bodies have concluded that declared accuracy
85-90% is enough for a screening diagnostic medical device.




