
Executive Department of Medical

Devices Evaluation  

Medical Devices And Products Sector

ةيبطلا    ةزهجلأا    مييقتل    ةيذيفنتلا    ةرادلإا
ةيبطلا    تاجتنملا   و  ةزهجلأا    عاطق

يبط    جتنم   /  زاهج    قيوست    نذإ
Medical Device Marketing Authorisation

Issuing Date: 18/3/2020 

Expiry Date: 17/9/2020

Authorization Number:

Version Number:

GHTF-2020-0630

1

:  نذلإا    مقر
: رادصلإا    مقر

 24/7/1441 :  رادصلإا    خيرات
30/1/1442 :  ءاهتنلاا    خيرات

The authorisation is issued in accordance with the Medical

devices interim regulation (MDIR) and in particular to the

implementing rule MDS-IR6 for Medical Device Marketing

Authorisation (MDMA)

دعاوقلاو ةيبطلا  تاجتنملاو  ةزهجلأا  ةباقر  ةحئلا  بجومب  نذلإا  اذه  ردصأ 
.ةيبطلا تاجتنملاو  ةزهجلأا  قيوست  نذإب  ةصاخلا  ( MDS-IR6  ) ةيئارجلاا

This authorization allows: ME0000001235

Inzek International Trading BV

Vissenstraat 32,Apeldoorn ,Postal Code: 7324AL Netherlands

: لوخي نذلإا  اذه 

To market the medical devices listed in the attached annex*

in the Kingdom of  Saudi Arabia

يف ةقفرملا * ةمئاقلا  يف  ةددحملا  ةيبطلا  تاجتنملا  ةزهجلأا /  قيوستب 
ةيدوعسلا ةيبرعلا  ةكلمملا 

جتنملا   /  زاهجلا    فصو

A rapid test for the qualitative detection of
IgG and IgM antibodies to COVID-19 in
human whole blood, serum or plasma

.specimens

Medical Device Description

لجسلا    يف   يبطلا    جتنملا   /  زاهجلا    ديق    مقر
ينطولا ME0000001235SFDAA00001Medical Device National Listing

Number

يراجتلا    مسلإا COVID-19 IgM/IgM Rapid Test Cassette
((Whole Blood/Serum/PlasmaBrand / Trade Name

ةيبطلا ةزهجلأا  مييقتل  يذيفنتلا  ريدملا 
Executive Director of  Medical Devices

Evaluation

نابطولا ناميلس  نب  فيطللا  دبع.د 
Abdullatif  S.Al Watban,Ph.D.
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