€rba Lachema s.r.o
DECLARATION OF CONFIRMITY and CALIBRATION

ibration

e

T’The‘underslgned Erba Diagnostics Ltd., Unit 4, Block K Vantage_
Suites, Central Park Leopardstown, Dublm 18, manufacturer of
‘ dlagnostic devlces, with Company Quality Management System in
compllance with standard 1S0 13485, |

Cettificate of Conformity end Ce

declares, that the device:

Name:ELite580 K11052132029.

complies with all the essential requirements listed in Annex | of Directive
98/79/EC and obligations specified in Annex I, art. 2—5 of Directive 98/79/EC
forIn vitro Medical-Diagnostic Devices.

Therefore Erba Lachemas.r.o. declares and assures the following:

. The a.m. device complies with the applicable provisions of Directive
98/79/EC.

. The a.m. device is not included in the list A and B of the Annex Il of Directive
98/79/EC.

. The manufacturer declares to have established a procedure and to maintain it
in order to assure the post-marketing surveillance, according to the Directive
of 98/79/EC.

. All mentioned products are Factory calibrated and Final QC passed at the
time of release.

Date of issue: | June-2021
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Manish Airan
Representative of Quality Management

Erba Diagnostics Ltd,
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