dgallg danll &elnll Ayl 4°
Saudi Food & Drug Authority :é

All fields are mandatory except for Location coordinates pgall Cililin] elihwl dualill Jpdodl xio>

{]

o New license Al jassyd jluel 0

o License renewal UesSy3 dedzei O
o Information update Gloghas Lol O

o Establishment o Company ask0 duvanlo O
Facility Name (In Arabic): (yal) dal) BLidall el
|Facility Name (In English): (Rl 3alll) 5Laiall el

|National Commercial Registration No.:
SFDA account number:

H{syladl Jomeadl) Bliall d-gall o501

City:
Area/ District:
Street:
|Building Number: 1wl pdy
Location Coordinates o North |0 South wgro| Jwso Bgall il
(GPS): 0 East © West (el dpw 0 :(GPS)
Phone:
Extension: rdlagas
Mobile: Wl
[Email: A )
|Mailing Address: 2GSl Olgiall

1 Maintenance provider

Owner Name (in Arabic) : ! (et GL) Gl sl
Owner Name (in English) : : (Aol 4300 ) U el
|National 1.D No.: 1Asbo gl digall o3y
Phone: aslgl
Extension: tabigond
{Mobile: el |
Email; A
Mailing Address: Sl Ulgaal]

S 11 TVOIITE Saslo 4910 11 TePATTT wails VIEAL MO IF o o gaba o = apall il spiali gyl - goldi - 298 =agguud! el daioall
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;_|QQ;||9 dAanll doI.DJ_Igumjl @
Saudi Food & Drug Authority ;‘w'«,

Name: ! @)l
National ID Number: taubo o)l dyggll @3y
Expiry Date: 1elgidl syt
Phone: il
Extension: RIPES
Mobile: ‘Sl gt
Email: 1A

Mailing Address: 1Sl Ol gall

© owner address Wl Olgie ©

o Authorized person address wpeaall passdl Olgis 0
o Other (Please specify): Hlgaall dada Biad) 55 Glgic 0
Email: 39 AV Al
Mailing Address: 1Sl Olgialt

o Yes oNo Yo @ 0

Contact Name: spaedl
National ID Number: bl Ligell @by
Phone: saslgll
Extension: rdbygxd
|Mobile: Jlg==l]
Email: :QM“‘-"L]'.I
Mailing Address: 1Sl Olgiall
Commitment should be confirmed by Commercial Chamber Ayl @byl o Sgadl Bakeall warm

|Pfanned Preventative Maintenance (PPM) { ) 490 Giluo
|C0rrective Maintenance i I i I Ausummaad dilus

) {
Put the number in the box ( ) ( ) Bl 3 3l g
number of warehouses  { ) { ) wileSgiiall ouc

Yes ( ) attach eacotract {one or more) . (B8 oo /St A3La) (S} Jitiane e lé)‘ ( )

No ( ) { ) amed
Private Workshop ( } () &olsddyg
Custom importation () () oheari aBge
QOutside the Kingdom of Saudi Arabia () [ ) Sogeudl duyall ASaall gyl

Spare Parts Stock ( )
| Custom importation () { ) collall s 3 i)
|provide from authorized agent () () saraall JSght gpo el

|( ) ( Jl

+977 1 FVOI 1€ fgusto. +a0V 14 CaPATTT bt VIR, TFOIE o ala crall ol spiladl Gyl « U= E90E = ddguudi Gapait 05 Lanll
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dgallg danll dslnll il ®
Saudi Food & Drug Authority 76

|
o

O Eastern Region b adl daliell 0
0 Western Region Aol diladl 0
o Northern Region adlesdl dalaiall 0

dpgidl ddbaiall 0

o Southern Region

o All Saudi Arabia Regions aS0anll (5boln pypaz duihis o

o Active Implantable Devices dazadf dsly dbia) 33231 0

o Anesthetic and Respiratory Devices il sl B2l 0
o Dental Devices Ol o 83¢21 0
0 Electro Mechanical Medical Devices 3,50,4801g 4S8l dudall B3g2Y1 0
© Hospital Hardware Olbdiuell Gildas 0
0 In-vitro Diagnostic Devices (Srsall panad 83421 0
© Non-active Implantable Devices dass pk g 8210
o Ophthalmic and Optical Devices Lol 8g2Ylg Cibpadio

phiswuedi Baled dhiali 34291 0

Al gll pliseadl ild 834291 0

BleYl $9d Loladl Bislue Wi 0
dodMally duause sl dai) B3¢zt 0
Sl gl B3 ©

b ¢ g Aol 834291 O

pmiall dole i 380 il ©

dpsa Oldae O

dudall malpll 0

© Reusable Instruments

o Single Use Devices

o Assistive products for persons with disability

© Diagnostic and Therapeutic Radiation Devices
o Complementary Therapy Devices

o Biologically Derived Devices

© Healthcare Facility Products and Adaptations

o Laboratory Equipment

o Medical software

(attachment) (Widnall BB (2239)
|(attachment) (Sitnedl Gy (o))
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dgallg aall Alnll Auanll
Saudi Food & Drug Authority

Attestation: hereby we oblige to be commited to the intrem Regulations of the Ministry of
Commerce regarding the provisions for providing maintenance, providing (geniune) spare
parts and guaranteeing factory quality

We undertake to provide the necessary technical training for employees by the factory or pased (54 9l aiuasdl Jad e pals gall @30 (aaI Ca il @audiy ugass

from a certified body by the manufacturer on their medical devices =da] oi 1 duadal) 350201 e ginanll (pa dieina
We undertake to keep records of medical devices documentation history that include ( Sl 3895 i panass @y dudalt 532 Ol LolaioNl ugais
periodic preventive maintenance PPM, corrective actions, adverse events) (asigall cbilesiwd puoual cdiygill Lluall) (gl

¥

| reviewed the Law of Medical Devices and Supplies issued by Royal Decree No. {M/54) And 03) Sk pguyar y3ball dulalt Cilaslially §5e2) pllai e caalbl
its executive regulations issued by Board of Directors Resolution No. (3-29 -1443).I pledge  .(1443- 29 -3) by BV judaxs Hlii Broball dpdpaicll 4iosdg (54/p)
to abide by its contents and any circulars and decisions issued by the Authority. | also gt WS diggl! (o pduo Whly39 aelal ‘_s‘l;j b ol Lo pl AV agaily

pledge to abide by any future regulations approved by the Food and Drug Authority. elgallg shiald dalall daghl LyET Aududiiame Colanksd (Sb alUYY
Signature: : oSl
Name: - P
Date: Wl
Stamp : 1pusdl
Commitment should be confirmed by Commercial Chamber &yt D8] yo gl fotsa] oz
Jog Al

Aol 892 SLal adad 43439 Biluall adlgn e TuadNly Lluall 3gbe pdgn duaill 1

Adall Bluall Cileds- o tis) dig! bl Y ladg dub dlus (puidy WW&@J.:KA%J 2

.EL:MI tija:u.)l.‘aﬂ)” O.M."si o..\n..\.ﬁ.s&as_;}wjl :t_:.kldl a»)“)afi)yp 3

Ldzadusg delol BeliSy diplang wilal! piliall ot Slgndi by yamal duwbtiadl Hlasl Oldae 439 4

o sl o glly Arupialt wgilysag neidhagal dBumne Bsang (GIoYly (pall SOBUL sty (el Sl dgll wgs| 5

Cldiisl!

Augall Sleshiually 53¢ Aibuo (aus) calbs gdgal @il 1

() ol B39 ¢po 390 A5 LS s Bygu0 of (31,30) dulog)l Doggll e byga| 2

izl patmel) ot i 83900 ol (§3gamall yaliaiall (S)l Sl g0 )90 3

blddldasy pedyge| 4

ol pazal duloght gl s B3| B

slall pdiad Ayl 8)31 (3o B asgis gl dps il AEG 0 B340 6

JAus oV duaially Al 35lsal 8yl 9r koeanall (nilogadl (39 By300 7

kil pasigall asemed A0 8t 8
*4ll documents should be valid Jsadal Ayl 3555 Ol 2o Ollibinall gran*
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