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Justifications: bl o) e
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Provide the diagnosis, treatment or
prevention for which the device is required
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Sl of 38Lelly Jorad! p3lzad /3Ll e
szl (as 1t ayaasl)
Provide the reasons why this unregistered
device was chosen over a registered device

within the KSA or conventional therapies
for this particular patient

I alasrwl dag, ) wlgally Jolsell sucy xisg 3
B9yl suslgd o alS 299 ﬁM'/)LQ_wJ‘
oyboliee Bgaiuw
Identify and list the risks and benefits
associated with the use of the device and

indicate how the benefits obtained would
outweigh the risks

dmadl pe p3liadl/5Lzdl lia Jbles (8 4
Ladad) olbeMally Al
Compare the risks of the unregistered

device within the KSA with conventional
therapies
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I declare with the following:

1) 1 am fully aware of the health-related risks and benefits of the requested medical device/supply in
comparison to conventional therapies or alternative devices available on the market.

2) | have knowledgeable about the available safety and performance information in respect of the
requested device.

3) I will report to the SFDA’s National Centre for Medical Device Reporting (NCMDR), any relevant
adverse event of which it becomes aware, that involves the medical device/supply(s).

4) Not to reuse the device on a patient other than the one for whom the device were imported, and re-
export or destroy it immediately upon completion of its use, providing the SFDA a proof. If this
cannot be applied, a justification acceptable to the SFDA shall be submitted.

5) 1'will cooperate with the SFDA, manufacturer, authorized representative, importer and/or distributer
on post market surveillance activities.

6) I have explained or I will explain the following to the patient and/or the patient's family:
- that the Saudi Food & Drug Authority (SFDA) can give no guarantee as to the safety,
effectiveness, or quality of the above device(s), and that device(s) is not registered for use in

the KSA but that use of the device may be authorized under special provisions.

- the possible risks and benefits of the above device(s).
el sa @3,

Patient’s ID:

Healthcare Professional’s Name:
Healthcare Professional’s Organization :
Healthcare Professional’s Signature:
:@L:Jl
Date:
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Commercial Registration No.: Sl=dl dxudl @3,

Establishment Account of GHAD system "ag allas” g BLAA lus/Cdyall o3,

National Address:
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— I confirm that the information given in this form is true, Az zgeidl i 2aall bl gez 0l il -
complete and accurate.

- I certify that I will inform the SFDA of any change in the D942 00 oLl (1) Ogea @ Banall Sloglall 3l gl Aol Pl aeadl - -
submitted information, within (10) calendar days of the change A
occurring.

- I certify that all attached documents are stamped by company's 1309 ciadl 3ubo i (A BLAALI iy Aagazelly 488,11 35Us) puex ol aadl -

stamp and considered as an official copy. | take the extreme . .- o oele W g e U AT s it aN e
. . . o 3 e oy be Jazsly 3504]0 IS0 81 e el (s 1o
responsibility for any forgery or incorrect information on these > o 5 SN @ oo BDL 3T o el 2

documents. ol elydl
-l certify to comply with the Medical Devices and Supplies Law y . ) ) .

and its executive regulations, and relevant requirements, Ldpaunll dimi¥y "adall Slosliadly By2dl pllai” (gatdey plANL il -

circulars and decisions. Ml @l wlylyally epelaslly oldlazlly
-l certify to keep the relevant documents and records and records

of production lines outcomes and provide them to the SFDA Yl bshs ol s c lxwg Al ol lmaddly 33Ul Llansdl aasl -

upon request. )

pon req Lolls e 2 ) Losiass

Name of authorized person: tonsall pasddl el
National ID: bl Lo dl o8,
Mobile No.: Jls=ll o8,
Signature: ‘Boll
Establishment Stamp: Bladll @as

€8 (e VY dmdo

MDS-REQ-005-VV6/230518



cedalt Ole 3liually 53¢ 1 zeud Oilef pan :(V) Boele

(Y Sem ¥ lagliadlg 852l
Laslpial oo opadl O 13) e Lo cileatad) 2oball closlidly 33231 (i okl Adatl
Laysas sole) @f ASLLL Ladgass of Lailye -~ Lo !
SligaS Lsye ol dlgnbas of dl@lus cus of aay 2Ll ) Leloy) -
LayLaas-| ol el qoatay Aadlus I slasy ads Lmpxsnt of (Audigud
Skl ols
de Bsimll ool pamd clilasy el e Bgiell Tl chlasll (o
el SBLaal o1y Jaendd Roceiadl Golmiedl LN 8,55l (8y554))
ASLell i) Lmimies Ll wuds @l doms @1 Audall colosliadly 55281 (z
(For sale only in US i)

¥ 3L, SO aukadl sloslidly 83231 (o

cdsd (£4) of (Y72) e sajle LS HLL Juoprll Buall -

550 (1) 2255 93 GLnS Ll Juogdl suall -

lbozal) Tady Sl suazall ulall pe 3dlste e (waldy 3393l -
Lwlgll JI asLsyl (SBC) &5‘55“““'” cbdl 568 o (£4Y) o)
Yo. we Lol Loy Bkl (aleSl Galally Slaglall” sgall
"(SASO-2203) ,Las¥ Gybg dedad! ildlase - el V¥/cdgd

Al e Bagadll 03] 330 e Juolor 0 51 G slasel] aiezally

iouszally Jadl - (1 oszdly Jaidl

2l ae doladlly gupmally Jadl paky Lad pliall cldbhie, wadl comy 4odally
Ld 9l Byl claysy gyl of Jadl cdlazy Lediey clasliw! sLA closliwdly Slaglally
8, =l g:’ﬁjﬁ! (o5o/ts)l8/ yadiduw) Sliln Jmun 4895 com diuase a.a}ja) ZLé_a_p.z_'J‘

(G g Al ST oyl S Ashe Tl
il Sy o Jnie SULl e 0555 0 @
Al 093 hade Sy dailly Belall B8 obldl dease 056 o @
il melind
Balall sladall oo @l @ Sbldl drad @301 J1 5Ly @
(oddl Laddys of 5,93kl Ja) Adlasdly

£4 pa YA dmdys



AMall (o

oalpil 3l L) glall o 3liadl/5ltl 4oMios cilS 13)
Jeosll date wie aaall sull Jas W cxd L o0 JEI @
Mo (5e % (£4) e
Jeogll dae wie aaall sull Jas ¥ cxd w0 ST @

& (V) e

:2\__4_;34“),.7_1\ Sloglall
A giaea Loyl syl Auall clapliadly 555 Buasyaill claslall (555 of camy
23 ety bodie lapun ) denall dasyadl Sloglaeld 4aylasg Al oldlaxd

A

> o Aelall Sleganlly @hlas¥l (ole¥y blell cuwas clulud lady Laaxs
of Ldnyatll loglall s pedarl ldee @ W of Alae dub lslesl o) oLiaY|
Sl s lsg (Lane of bt paadl el o Ledhs A2 Al Jalgey agylal (el

lpsll § pams CaJISG of cliall clls oIS Jaxs

—

(RAP) (oLl — Joull s Uil jlias
(RDP) (ol — calatl sl

(JAP) 3u> — Joull s5atlaie il Hlas
(JSP) Bu> — Lo}l Bus sl

(RSP) uly — diluce L) ¢lige

(DAP) aledl — Jgull s Ul Hlas
(DSP) aleadl — s3allae el slive
(DBP) jsddl — wd ) > Jiie
(BBP) s Lus¥l — ¢lxbaJl daie

(HBP) wbyall — atyuxdl dais ) -

LN S

©

o > <

Lellas Lovie Bigl) Lasuass

albdball sladul wie Adluydl zud @

Leesmias gl cllasML o gl Hlhaslg (8, puay Al rud @

(2,518 (e pse (12) UM alAedl s)stuell Gy ALl (28, @
Al s a8y de (oA A" 38 olAel ol qgaan el
Al adge e 89l

€8 e Y dmbe

Sl Corw

S, xdl Ll
laje

blaisyl
ol

4adlgll Al
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Declaration of Conformity for the Shipment
to Medical Devices and Supplies Law and its Executive Regulation
[To be printed on Manufacturer Letterhead]
Click here for printable and editable version

Manufacturer Name:

Manufacturer Identification Number Assigned by the SFDA:
Manufacturer Address:

Invoice Number (optional):

I hereby declare that the medical device/supply(s) identified below complies with the Medical Devices
and Supplies Law and its Executive Regulation and has been authorized by the SFDA to be placed on
the KSA market.

Authorized Representative Name:

Importer Name:

# Medical Device/Supply Quantity Serial Number/ Medical Device/Supply Listing
Trade Name! Batch Number National Registry Number
(mentined on the MDMA
certificate)

! Medical device/supply trade name shall match the names mentioned in the invoice and the “SFDA E-Services (Ghad)”.
Note: Additional devices may be attached as a list.

Authorised Signatory (on behalf of the manufacturer)
Name:

Position:

Email:

Date:

Signature:
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