KINGDOM OF SAUDI ARABIA VISION d__19) diagouull dujell dalooll
Saudi Food & DI'Ug Authority 2 2 30 chQJlg clﬁoﬂ é/;)I.D_" é.i__!.mjl

Executive Department of Medical
dubll 3jg2ill puiail dyiuaiill 5)lsl
duhll ailagiall g 5jgaill glha

Devices Evaluation
Medical Devices And Products Sector

b alio / jlga Gaguui vl
Medical Device Marketing Authorisation

Issuing Date: 26/12/2019 Authorization Number: GHTF-2019-3585  :g34ll P8y 29/4/1441 zjluadl ayli
Expiry Date: 27/10/2021 Version Number: 4 Hluadl ps) 21/3/1443 :clgiial Ayl

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: ME0000007171 :Jods il sm

European Pharma Group BV

Beechavenue 127,Schipol-Rijk,1119 RB 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
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Executive Director of Medical Devices
Evaluation
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Abdullatif S.Al Watban,Ph.D.
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Annex of Medical Device Marketing Authorisation
Issuing Date: 26/12/2019 Annex Number: GHTF-2019-3585 1§ajell pid) 29/4/1441 3jlauadl ayi
Expiry Date: 27/10/2021 No. of Annex Pages: 2 1§oyoll @adia sac 21/3/1443 :clgiiall oyl

This annex is an integral part of the Medical Devices b glio / jlga Gaguui g3l ileso lzjn Gapall Iim ey
Marketing (GHTF-2019-3585) e3)
Authorisation Number (GHTF-2019-3585) (4) jlua] péjg

Issuing Number (4)

:Issued to ME0000007171 :J Ojal

European Pharma Group BV

Beechavenue 127,Schipol-Rijk,1119 RB Netherlands

wilaill puyl Jaull G bl aliall 45 i)
S ¥ | asioll / ileall ua o0 G

Brand / Trade bl giiall /jlgall ciung wibgll

Product Description ) = L.

Name Medical National Listing No.

™insudJet 8l s Gilaill gulguidll yéa Ui Insulin administration system ME0000007171SFDAA00001

oda uuij .device designed to control the direction of the insulin flow
InsuJet™ Nozzles olouidll ME0000007171SFDAA00002
salgui

InsuJet™ adaptor oéall jnlal ulguiill diei dhag . Adaptor to transport the insulin ME0000007171SFDAA00003
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