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DAC_SpectroМed SRL
Nicolae Testemitanu str. 37, MD-2025, Chisinau, Repyblic of Moldova

hereby declares чпdеr its оwп responsibility that lhe in-vitro dlbgлosflbs medical devices (agent
de счrёtаrе апаlizоаrеlоr)

Сlеап Cell-DAC < 5% 100ml

Сlеап Cell-DAC < 5% 500 ml Сlеап Cel!-DAC < L% 100 ml

Сlеап Cell-DAC <5% 1000 ml Clean Cell-DAC <L% 500 ml Clean Cell-DAC <о,5уо 100 ml

Сlеап Cell-DAC < L% 1000 ml Clean Cell-DAC < о,5уо 500 ml

Сlеап Cell-DAC < о,5уо 1000 ml

аrе classified as пеithеr listed iп Аппех Il поr fоr self-testing ассоrdiпg to ЕС Council
Directive 98/79/ЕС frоm 27th ОсtоЬеr 1998 оп in-vitro diagnostic medica! devices;
аrе iп ассоrdапсе with the Аппех lll of the ЕС Council Directive 98/79/ЕС frоm 27th

ОсtоЬеr 1998 оп iп-чitrо diagnostic medical devices.

DAC-SpectroMed SRL has а Quality System in place based оп EN lSO 900,1:2015 and EN lSO
'l3485:2016, issued Ьу the lQNet&SRAC.

Очr Authorized Representative iп EU is Qarad EC-REP BV, with address at Pas 257, 2440 Geel,
Belgium.

Gепеrаl Мапаgеr
моrdчiпоч Ghenadie

01.1 1.2022

Specialist of Nоrmаtiче-ТесhпiсаI Documentation

and Certification Department

Anghelova Апа
01.1 1.2022
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