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- I KINGDOM OF SAUDI ARABIA VISION d__14J dyagouull dujell dalooll I i
Saudi Food & Drug Authority S E dgallg Jdanll dolnll &uall
Operations Sector 2~' £ 30 dldoell cliag

Executive Department of o dauaraiill ayladl
registration and licensing : ,éFDA vaalpillg Jrawmill
--".I CII.--- ga- .iﬁﬁln\- " -J
Medical Device Establishment License

dauhll pian dwnl dmwga b clgall g clhel) anlell aliall @ hi

Saudi food and drug authority certifies that: Hakeem Medical Touch

Is licensed by the Saudi Food and drug Authority to ahiinllg ajadil Jhn a Joellanylanl

operate in the field of medical devices pursuant to g - O S .
auhll ahiioll g @janil aild) aail wagol auhll
the medical device interim Regulation for the ’ g ' 1) CoETT

activities defined in the license. anijll aaa aaanll ahiill Gwjlool

The establishment must obtain a separate market Jal Lle Jgmall ajgpa e aliiall Ll anapllaia
authorization certificate for each of it’s' product. Lailaiio goaiiaJal (Gigwi

Establishment activity: Importer And Distributor 21j94 g alprim] aliiinll bl
Account number: C-0371 il pd)

CR number: 4030356881 1Sl Jaull pay

Issuing date/ Expiry date: 16/7/2019 -14/7/2021 elaiilll ali /7 jlandl Al
Issuance Type: Renew 120 Jandl ggi

License number: IDL-2019-MD-0083 :anayll pd)
City: 62> ‘aipoll

District/Street: w2 il -l a5l :gJuidl/ _All

Establishments Licensing Department . cilibiall auagiaghl pan
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B I KINGDOM OF SAUDI ARABIA VISION G lgj
Saudi Food & Drug Authority -

Operations Sector

Executive Department of
registration and licensing

tfg-w I Il = - J

Issuing Authority: Saudi Food And drug Authority.

Enabling Legislation: Medical Device Interim
Regulation supported by Implementing Rule
MDS-IR5 on Licensing  of  Authorised
Representatives.

Licensed Activity: acting on behalf of the

MANUFACTURER for the medical device within the
KSA according to the AR agreement with the
exception to the paragraph pertaining additional
tasks and Provisions.

dulall s> dutal dusawbo

An Authorised Representative license has been issued to:

ARL-2019-MD-0041

License Number:

Nox Medical
MANUFACTURER:

C-0371
26/12/2019 - 25/9/2021

Account number for AR:
Issuing date/ Expiry date:
New Updated

Issuance Type:

Device category(ies):

Authorised Representative License

clgallg elhell anlell dliall :jlandl &2

alatinllg ajaalil ale) il :,igildll gayall
Gk dnlll IR5-MDS) ayil a1 aclgallg dpnll

Jab ginall Sigilall Jyiodll  éldiodl bl
JLnill aralail § gag angewll aujell aalnnll
planilig planll anlall @aloll ac lara igilall

Hakeem Medical Touch

1. Reusable Devices , 2. Medical Software , 3. Single-use Devices , 1. Reusable Devices ,
2. Medical Software , 3. Single-use Devices

diagauull dujell dalooll I .
doallg danll éslall &l
alulaell glhi

a_arai ill ajladl
a-alp il Jaa il

Agilall Jinall

yjliaul agatel
JLigila Jinn anayajpn

plaill anayll pa)

:gj_ﬂfﬂl
rAgilall Jinoll alwall pa)
celaiilll ayli /7 jlandl )l

daan-ana  jhnllliggi

:auhll alaiiollg @ jaalll walind

alinll garapiajla) p

e

Juaell aaa oyl

Page 1 of 1 J i
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i I KINGDOM OF SAUDI ARABIA VISION d__1d) diagouull dyjell dalooll I 7
Saudi Food & Drug Authority 2{%,%30 doallg daill &welnll &iall
&

Exe cutive De part ment of Jaosaill @siaaifll 604l
Registrationand Licensing SFDA uasilillg

slyai] 3]
Importing Permissions

alll abhss yalidl Glgall slls vllall the wliea ple jaso / Galam
ailSy alll donjg pSule ot

aulh iije;i ajggi Slpia] wilb Gesaiallg 2020/3/02 aulin  Hakeem Medical Touch wilh ] §bi]
w3l cilogleo psullg {olis bl cows slpiwdl o3 qieg) ddalgell Croi apleg  waapsilly yajall plsaiml - yaysl
il

2020/9/08 : clgiidl ay)li 2020/3/09 : jlasadll fuyls GC-2020-1691 : g3l a3,
wlgall sl cllall jlhoe : (Joiagll ibia 4: ahiiall ssc llas] 1: pilgall ssc
bl

vagll pal lgasatuwl of slgall oim padiuml couw ge @ailill Jlpaill gaos 3jeimall Jasiy of le
alai gao 83j0iuall

il Josyl pils yol asagill pSislaw yo Joli
¢ Spadig Gilai yalls eSislew Judi

).lm.i”_g .)I).!.i.u}syl Qlisbl 6)'.)!).1.)&
Improtation & Exportation Permits Director

aSull pali gy calgi @

E I Page 1 of5




i I KINGDOM OF SAUDI ARABIA VISION d__1d) diagouull dypell daloall ' A
Saudi Food & Drug Authority 2 = §{3 o doallg danll dwlnll Ginll
®

Exe cutive De partment of Jaowill d@siaaiill 6 ls 4l
Registrationand Licensing SEDA. uaxilillg

slpsiaal 03]
Importing Permissions

slpiwall gil il dajaall pilgall daila

034l cilaglao

2020/9/08 : :lgiidl syli 2020/3/09 : jlaadl 54l GC-2020-1691 : g3l pay

Nox Medical : gilall 4: abiiall sac llas] 1: pilgall ase

Aol sls cllall jlhe : (Jgiagll idia : goanll Gnylgs pi)y Lol : Liniall aly
galill 1ZA503770442318897 Multi hospitals : saiaimall dagall

Company : gajaill glse for demo

warehouse

sailgall

(FEWH 6j9ilall pa,

2020/2/27 SPO0O%410

).L.)ua.i]l_g .)I_).!.LU.J;” QLi_g:)I 5J|.)!).g.).n
Improtation & Exportation Permits Dire ctor

asull pali ju calgi @

B I Page 2 of 5




i I KINGDOM OF SAUDI ARABIA VISION d__1d) diagawull dujell dalooll l 7
Saudi Food & Drug Authority 2 i:! - doallg daill &elnll &l
=30
L

Exe cutive De partment of Jaosaill @siaaitll 6l 4l
Registrationand Licensing 'SEDA. uaxilillg

slpaia] 03]
Importing Permissions

pilgall cuun Silaiially 484pe doila

o34l cilagleo

Lsibugl = Ldiall by 2020/3/09 : jlaadl 54)li GC-2020-1691: 34l pay
Company : gajaill glse 2020/9/08 : :lgiidl au)li 11 pilgall ssc
warehouse 4 : Glhiiall sse gjlng! ?Jgdl Al cllall jlho @ Jguagll 3dio

: goaull @aylgr pd) Multi hospitals : saiaimall dgall ualyll
1ZA503770442318897 for demo Nox Medical : giluall

aiall puul

Nox A1 Demo System with WristOx2

Nox T3 Demo System with WristOx2

Nox A1 Starter Sensor Kit

).!.).IAIJIS .)I).!.i.u)‘yl \_Jl.x_g.)l 6)'.)!_)-1.)-6
Improtation & Exportation Permits Director

asull pali g walgi .o
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g I KINGDOM OF SAUDI ARABIA VISION d__1d) diageuull dujell dsloall I i
Saudi Food & Drug Authority 2 o %30 doallg danll éelnll &inll
@

Exe cutive De part ment of

Registrationand Lice nsing SEDA.
slyaia 03]
Importing Permissions

o34l cilagleo

Lailuagl @ Lefiall aly 2020/3/09 : jlamdl ks GC-2020-1691 : g3l as,
Company : gajaill glse 2020/9/08 : :lgiidl 54l 1: pailgall ase
warehouse 4: abyiiall sac ,Jlas] Aosll sl cllall jlhe @ Jouagll 3bia

: gl @algs pd) Multi hospitals : saiaimall dgall ualll
1ZA503770442318897 for demo Nox Medical : giliall

suilgall

SPO09410 : 5,57Lall pa,

adiall gl aiiall goi

NOX C1 Kit ol Gjgal

){.)-aa.i“_g .)I).g.'uuyl Qb35| 6_)'.)! _HXa
Improtation & Exportation Permits Director

asSpll pali g calgi .o

[




i l KINGDOM OF SAUDI ARABIA VISION d__1d) dyagouull dypell dalaall ' i
Saudi Food & Drug Authority 2 =oen = doallg danll delnll Gignll
230

@
Exe cutive De part ment of Jaoseill @siaaifll 6 00l

Registration and Licensing 'SEDA uasilillg

alpaia] 03]
Importing Permissions

plsaillg bggaull

Terms and coditions 7 ) plsaillg gyl

1. The shipmentshall notbe released before being Aalnll gl Gaiins hine Aiglasll sa Al bas el ol
inspected by SFD A employees clgall g clasll

oujaillg Jaill bg il lidg dygSiall slgall biaa g Jai vny
° The imported must comply with SFDA and manufacturer G s = Bl
requirements of items storage and transportation o Espillelgall g sbalaslallaiigll Jaoe g oingell

aziball

Each package in the shipmentshould contain Cifg o Jrdo dindll La b (IS L4 Bl plige pa g wing
temperature indicator activated from the time of : :

shipping gl

a. The importer.shall be res_ponsible for any dama?e slgall oim FI"'“:""'I ega e @oalill lpa il gros sygiusall Jonis
caused by misuse of the items or used for an unintended =
use alal o 8syg0ll yapell psl lgolsaiul gl

).g.)ual”_g .)l).g.imiyl Qbs)l 5_)'.)! Mo
Improtation & Exportation Permits Director

asSull pali g calgi @

5 I Page 5 of 5
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KINGDOM OF SAUDI ARABIA VISION G__JdJ diagouwll dujell dalooll
Saudi Food & Drug Authority o dgallg daill éelall &l

Executive Department of Medical

Devices Evaluation A

a Silagi djgaill clha
Medical Devices And Products Sector dubll dladiell g 5ig2ill ¢

b alio / jlga Gaguui v3)
Medical Device Marketing Authorisation

Issuing Date: 26/4/2020 Authorization Number: GHTF-2020-0986  :gy34l o4, 04/9/1441 zjlsuadl syl
Expiry Date: 31/5/2023 Version Number: 2 Hlaadl pdy 12/11/1444 :clgiial ay)l5

The authorisation is issued in accordance with the Medical aclgilly duhll calaiiallg 8jgaill &ild) daidl vangos gl Iam p.loi
devices interim regulation (MDIR) and in particular to the gl ciladiollg 8jg2 il Gagud yili ualall (MDS-IR6) asilyall
implementing rule MDS-IR6 for Medical Device Marketing

Authorisation (MDMA)

This authorization allows: ME0000006042 sJoda wadl lam

Nox Medical

Katrinartin 2,Reykjavik, 105 Iceland

To market the medical devices listed in the attached annex* b *daayall dailall i 3saall duhall Cilaiiall / 8jga il Giguuis
in the Kingdom of Saudi Arabia dasgaull &upell dslonll

duhll 8jgaill pudil (auaiill yaall
Executive Director of Medical Devices
Evaluation

’ -
wlibgll Ylaadu o caaballl suc.s

Abdullatif S.Al Watban,Ph.D.
Page 1of 4




Kmtjoon ;)F SAUDIA ARhABIA VISION d__1d) dirgouull dyjell dalooll
Saudi Food & Drug Authority 2 2 ms - doallg Jaill Golnll &ianll
%30

Executive Department of Medical
dubll Siga il @aysdl & 3paidll §jls I
duhll cilaiioll g Sjga il glhd

Devices Evaluation Medical Devices
And Products Sector

b alia / jlga Gagaui sl
Medical Device Marketing Authorisation

wth aiis / jlgs Fugwid g3k didye dails
Annex of Medical Device Marketing Authorisation

Issuing Date: 26/4/2020 Annex Number: GHTF-2020-0986 ngajall pd; 04/9/1441 ylaaddl ayli

Expiry Date:31/5/2023 No. of Annex Pages: 4 1§ all @abiun sac 12/11/1444 :clgiidl Aali

This annex is an integral part of the Medical Devices b giio / jlgs Gaguid wiyl Lo lija Gapall lim sau
Marketing (GHTF-2020-0986) p4)
Authorisation Number (GHTF-2020-0286)

Issuing Number (2)

(2] Jlssa] pigy

slssued to ME0000000042 1] Cajsaal

Nox Medical

Katrinartun 2,Reykjavik,105 Iceland

Jawll b bl aSiall 316 pd)
ihgll
Medical National Listing No.

il pall bl atiall / jlgall cang

Brand / Trade Name Product Description

aid in the diagnosis of different sleep di; s and for the
of sleep.

NOX A1 System with WristOx2 MEQ0000000042SFDAAGOO0

aid in the diagnosis of different sleep di s and for the
of sleep.

Noxturnal MEQ0000000425FDAAOO003

aid in the diagnosis of different sleep di; s and for the

Nox Snap-cn Double lead
of sleep.

MEQO000000042SFDAAGOOOS

Nox A1 EEG 5§ Lead Gold Electrode | aid in the diagnosis of different sleep di: s and for the
cable of sleep.

MEQO000000042SFDAAOOOOE

duhll 8jgall eaudil (s3aailll psall
Executive Director of Medical Devices
Evaluation

’ '
-
wlball glasby o caublll sae.s

Abdullatif S.Al Watban,Ph.D.

Page2 of 4




KINGDOM OF SAUDI ARABIA

Saudi Food & Drug Authority VIS i

2i530

diagowull dypall daloall
dgallg lanll delnll diall

Executive Department of Medical
Devices Evaluation Medical Devices

And Products Sector o

oth aiio / jlga Gagmi o3l

Medical Device Marketing Authorisation

wih afio / jlga Figmd g3k didje dails

duhll Sjga 1l puiadl &3aill &ylagl
auhll cilaiiall g 5jgall glha

Annex of Medical Device Marketing Authorisation

Issuing Date: 26/4 /2020

Annex Number: GHTF-2020-0986

Expiry Date:31/5/2023

This annex is an integral part of the Medical Devices
Marketing

Autharisation Number (GHTF-2020-0286)

Issuing Number (2)

:Issued to

MEQG000000042

1gaall pd)
No. of Annex Pages: 4 i@ yoll @ndun sac

04/9/1441 jluayl aAgli
12/11/1444 :elgiiall au)li

oth glin / jlgs Gagui iyl Laso lija Gapall lim sas
(GHTF-2020-0986) d)
(2) Jlsa] pige

1] Cajaaal

Nox Medical

Katrinartun 2,Reykjavik,105 Iceland

Sylaill fl-lll.yl
Brand / Trade Name

E,.gh]leiin.ll/jln;]ln.&mg

Product Description

wibgll Jamll i bl giiall 45 @i

Medical National Listing No.

aid in the diagnosis of different sleep di and forthe

Nox A1 Recorder
sleep.

MEQO0000000425FDAAQOOO7

aid in the di

t sleep di
sleep.

and forthe

Wrist-OX2 PACK

MEGO00000042SFDAAOOOO8

Nox RIP Belts aid in the diagnosis of differant sleep di and for the

Disposable sleep.

MEQ0000000042SFDAAOOO09

aid in the di

sleep di and forthe

sleep.

NOX A1 EEG Head Cable

dubll 8jgaill paydil siuaifll psall
Executive Director of Medical Devices
Evaluation

‘ A
wlibgll glouba g caghlll sae.s

Abdullatif S.Al Watban,Ph.D.

Page3 of 4
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KINGDOM OF SAUDI ARABIA VISION d__1dJ

Saudi Food & Drug Authority

2%330

diagouud] dyjell dslooll
doallg danll dolnll &ianll

Executive Department of Medical
Devices Evaluation Medical Devices
And Products Sector

Issuing Date: 26/4/2020

Expiry Date:31/5/2023

This annex is an integral part of the Medical Devices

Marketing

wth alia / jlga Gagaui w3l
Medical Device Marketing Authorisation

wih aiio / jlgs $agud uih didye dails

dashll Gjga Il auuisl &l Gyls 4l
duhll Gilaiioll g Sjga il glhd

Annex of Medical Device Marketing Authorisation

Annex Number: GHTF-2020-0986 ngajall pdy 04/9/1441 ylsadl ag)li
No. of Annex Pages: 4 1§aall @ndun sac 12/11/1444 :clgiiall Al

Authorisation Number (GHTF-2020-0986)

Issuing Number (2)

sIssued to

MEQO000000042

otb giio / jlga Gagwii u3 Yl ilaso lzjs Gapal lim sas

(GHTF-2020-0986) i)
{2) jlssa] piyo

1] Cajsaal

Nox Medical

Katrinartun 2,Reykjavik,105 Iceland

L}jl;i“ fun.yl
Brand / Trade Name

wibll giiall £ jlgall g

Product Description

wibgll Jauwll Gé il afioll s1d ey

Medical National Listing No.

Nox Mini USB Cable

aid in the diagnosis of different sleep disorders and for the assessment of sleep.

MEO000000042SFDAADOO11

NOX Abdomen
Cable

aid in the di i i sleep disorders and for the assassment of sleep.

MEO0000000042SFDAAGOO12

Cannula with Filter

aid in the diagnosis of different sleep disorders and for the assessment of sleep.

dubll 8jga ill puuddl (s3uaiill paall
Executive Director of Medical Devices
Evaluation

’ .
-
wlbgll glashn o cadalll see.s

Abdullatif S.Al Watban,Ph.D.

Page 4 of 4
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KINGDOM OF SAUDI ARABIA diagouudl dujall dalooll

VISION ¢__Jd)
: doallg danll dslall &l

30

Saudi Food & Drug Authority 2

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: 24/3/2020 Authorization Number: GHTF-2020-0678  :g34l pd) 30/7/1441 3jlsuadl a4l

Expiry Date: 31/5/2020 Version Number: 1 09/10/1441 :clgiiall ay)li

:_||.\.|a.!" |n.5_|

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)

aclgilly dulall cilaieallg 8jgall @ildy daid wiagos g3l lam ,.uai
duhll dilaiiellg 652l Gagui g3l &ualall (MDS-IR6) auilall

This authorization allows: ME0000000042 :Jods il sm

Nox Medical

Katrinartun 2,Reykjavik,105 Iceland

To market the medical devices listed in the attached annex*
in the Kingdom of Saudi Arabia

o *aisjall Gailall La 5ssa0ll dnbll culaiiall / 8jgaill Gaguiy
ysgaull dsyall dSloall

an aid in the diagnosis of different sleep
disorders and for the assessment of
.sleep

Medical Device Description

aiiall / jlgall casag

Medical Device National Listing

Number

ME0000000042SFDAA00019

Jasll Ga bl giiall / jlgall sié pi)
wiboll

Brand / Trade Name

NOX C1 access point

duhll $jgaill puadil (sinaiill paoll
Executive Director of Medical Devices
Evaluation

‘ —
vlbgll ylosbu ¢ cashalll suc.s

Abdullatif S.Al Watban,Ph.D.

Page 10f 1
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KINGDOM OF SAUDI ARABIA VISION d__1dJ diagouudl dujell dalooll
Saudi Food & Drug Authority 2 = doallg danll &elnll Andll

Executive Department of Medical
duhll 5jga il puadil adaaiill 35ls 4l
duhll alatiall g 3jgaill glha

Devices Evaluation
Medical Devices And Products Sector

b aiis / jlga Gagaui g3l
Medical Device Marketing Authorisation

Issuing Date: 11/7/2020 Authorization Number: GHTF-2020-1490  :y3dl £8) 21/11/1441 3jlsadl ayi

Expiry Date: 11/7/2023 Version Number: 1 Ylasadl pd) 23/12/1444 :clgiidl a5

The authorisation is issued in accordance with the Medical selgiilly duahll cilaiallg 5521l dilé) daid cangos w3l lim jual
devices interim regulation (MDIR) and in particular to the bl calaliellg 3jg2 il Gagud 3k &alall (MDS-IR6) duilpll
implementing rule MDS-IR6 for Medical Device Marketing

Authorisation (MDMA)

This authorization allows: MEC000000042 sJods gl i

Nox Medical
Katrinartun 2,Reykjavik,105 Iceland

To market the medical devices listed in the attached annex* o *dddsall doilill o ssaell dubll Cilaiiall / 8g2 il Gagauis
in the Kingdom of Saudi Arabia @sgeull dujell dSlaall

dubll 8jg2 Il puadil (s3uailll paall
Executive Director of Medical Devices
Evaluation

— -
abbgll Yloabu ¢p carhlll aue.s

Abdullatif S.Al Watban,Ph.D.
Page 10of 4




KINGDOM OF SAUDI ARABIA
Saudi Food & Drug Authority

VISION d__1d)

%

dyageuull dypell daloall
dgallg danll dwlnll diall

2530

Executive Department of Medical
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Product Description

Nox T3 System with aid in the diagnosis of different sleep di and for the
WristOx2 sleep.

ME00000000425FDAAGGO20

aid in the di i i sleep di and forthe
sleep.

NOX Abdomen cable MEO000000042SFDAACOO21

aid in the diagnosis of different sleep di and for the
sleep.

NOX RIP belts disposable MEQG000000042SFDAA0GO22

aid in the diagnosis of different sleep di and forthe
sleep.

NOXturnal ME0000000042SFDAADDD23
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NOX Mini USB cable Mgnoaiz or diffewny sleep ditonies and orthe ME0000000042SFDAAGO024
assessment of sleep.

aid in the di is of di sleep di and for the
NOX T3 recorder b e

MEQ000000042SFDAAOOO25
assessment of sleep.

Nox Nasal Pressure Cannula with Filter - i8iopd Mo izonlersand forthe MEQO000000042SFDAADDO26

assessment of sleep.

aid in the di is of di sleep di and for the
assessment of sleep.

NOX T3 Demo recorder MEQ000000042SFDAACOO27
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Issuing Number (1)
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Brand / Trade Name Product Description = e
Medical National Listing No.

3 tem wit id i iagnosis of di ;
NOXT Del-no system with aid in the diagnosis of different sleep and for the MEGO00000042SFDAAGOO28
wristOx2 of sleep.

Nonin 3150 WristOx2 Pack aid in the diagnosis of different sleep di and for the

MEQO000000425FDAACO029
of skeep.
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