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Medical Devices And Products Sector
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Medical Device Marketing Authorisation

Issuing Date: 18/3/2020 Authorization Number: GHTF-2020-0630  :g34ll pd) 24/71441 3jlsuadl 5yl
Expiry Date: 17/9/2020 Version Number: 1 ylaadl pd) 30/1/1442 :clgiidll ay)li

The authorisation is issued in accordance with the Medical sclgillg dxall calaiallg 85ga.dll dilé) daidl caagoy w4l lam yual
devices interim regulation (MDIR) and in particular to the duhll dilaiiellg 652l Gagui g3l &ualall (MDS-IR6) auilall
implementing rule MDS-IR6 for Medical Device Marketing

Authorisation (MDMA)

This authorization allows: ME0000001235 :Jods il sm

Inzek International Trading BV

Vissenstraat 32,Apeldoorn ,Postal Code: 7324 AL Netherlands

To market the medical devices listed in the attached annex* o *dadjell dailall 4 sssaall duball Cilaiiall / 8jg2 Il Gaguuiy
in the Kingdom of Saudi Arabia @sgeull dujell @Slooll

A rapid test for the qualitative detection of
Medical Device Describtion IgG and IgM antibodies to COVID-19 in siall / jlaall i

i Vi ipti Qiiol aia
e human whole blood, serum or plasma D% 2

.specimens
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COVID-19 IgM/IgM Rapid Test Cassette

((Whole Blood/Serum/Plasma
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